MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPATHA
HAKA3

Kuis

24 nuriHas 2026 poky Ne 1013

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

BignosigHo fo crarti 9 3akoHy Ykpainu «IIpo siikapchKi 3aco0u», MyHKTIB 3,
26, 30, 49 Ilopsaky AepskaBHOI peecTpariii (repepeecTpaiiii) aiKapcbKuX 3acobiB,
3aTBep/KeHOoro rmoctaHoBo Kabinety MiHicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376 (B pemakiiii roctaHoBu Kabinety MiHicTpiB Ykpaiam Big 26 kBitHa 2024
poky Ne 529), aG3arly ABafIATh I’SITOr0 MiAMYHKTY 12 myHKTY 4 ITo/0XKeHHS Mpo
MiHicTepcTBO OXOpPOHH 370pOB’s YKpaiHH, 3aTBeppKeHoro rnocrtaHoBoro KabiHery
MinicTpiB Ykpainu Bim 25 Gepesns 2015 poxy Ne 267 (B pepakiiii IOCTaHOBH
Kab6inetry MinictpiB Ykpainu Bif 24 ciuas 2020 poky Ne 90), Ha migcTaBi
pe3y/IbTaTiB eKCIepTH3 peecTpalfiiHuX MaTepiasiiB TiKapCbKUX 3aco0iB (MeguUHUX
iMmyHOOio/lOTiuHMX ~ mperapariB), 10 TIOflaHi Ha [Iep)KaBHy  peECTpariifo
(mepepeecTpallito) Ta BHECEHHs 3MiH [0 peeCcTpaliiHUX MaTepiaiB, MpPOBeJeHUX
Jlep>KaBHUM  TIiIMPUEMCTBOM  «Jlep>KaBHUM e€KCepTHUM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’sl YKpaiHW», BUCHOBKIiB 1110710 edheKTUBHOCTi, Oe3rmeuyHocTi Ta
AKOCTI, I[OAO0 €KCIIepTHOI OLIHKK CITiBBIJHOIIEHHSI KOPUCTh/PU3UK JIIKApChKOTO
3aco0y, 110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTpallii (repepeectpailii), 11010
BHECEHHsI 3MiH [I0 PeecTpalliiHiX MaTepialiB Ta peKOMeHZAIlil JiKapCchbKoro 3acoby
70 Jep>kaBHOI peectpailii (repepeectpaiiii) abo BHECeHHSI 3MiH /0 peecTpalliiHuX
MarepiasiB, 110 HaJiUIUM A0 MiHiCTepCTBa OXOPOHU 3[0POB’Sl YKpaiHU JINCTOM
Jlep>KaBHOTO TTiAMPUEMCTBA «/lep>KaBHUM eKCIIepTHUH 1jeHTp MiHicTepCcTBa OXOPOHU
310poB’a YKpainw» Bif 20 murnHsa 2026 poky Ne 3028/22.2-26,

HAKA3Y1O:

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

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

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

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

30pOB’d YKpaiHu.

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

MiHuicTp BikTop JISAIIIKO



ITIEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEANYHUX IMYHOBIOJ/IOT'TYHUX ITPEITAPATIB), AAKI
BHOCATBCHA 10 AEPKABHOI'O PEECTPY JIIKAPCBKHX 3ACOBIB

Aopartok 1

[0 Hakaly MiHicTepcTBa OXOpOHMU
3a0poB’a YKpaiHu «Ipo aepxaBHY
peecTpaLdito (nepepeecTpadito)
NiKapcbK1X 3ac06iB (MeguUHNX
iMyHoGionoriyHnMx npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»

Bif,_24 nunHa 2026 poky Ne 1013

Ne Ha3ssa MixHapodHa Ha3ssa Koo Popma 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknam Homep
n/n JliKapcbKo20 | HemameHmMos | Oiroyoi ATX BUMYCKY 3asiBHUKa BUPOGH npoyedypa BionyckKy yBaHHs1 | peecmpayiliHo2o
3acoby aHa Ha3sa* pe4dosu (nikapcbka uka nocsioyeHHs1
HU ¢hopma,
yrnakoska)
1. | AKCUKOr apixaban anikcaba | BO1AF | Tabnetku, leTepo IHais leTepo /1a63 IHAis PeecTtpauis Ha 5 pokis 3a He UA/21365/01/01
H 02 BKPUTI Na63 Nimiteq peyenmom | nidsiseae
NAiBKOBOO Nimiteq Pestome nnany
060/10HKO10, ynpas/iHHA pU3mkamun
no 2,5 mr, no Bepcis 0.3 gogaetbea
10 TabneTtok y MepiognyHIiCTb NOAAHHSA
6nictepi, no 3 perynspHo OHOB/IKOBAHOrO
6nictepn y 3BiTYy 3 6e3neku,
KapTOHHil BiAnoBigHo Ao Mopsaky
KopooLi 3[iACHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoOBaHoOro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefaxuii Hakasy
MiHicTepcTBa 0XOpOoHM
3/10pOB'sA YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKaMW, 3a3Ha4yeHnMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6esneku.
2. | AKCUKor apixaban anikcaba | BO1AF | Tabnetku, lFetepo IHais leTepo /1a63 IHgis PeecTtpauist Ha 5 pokis 3a He UA/21365/01/02
H 02 BKpUTI Nla63 Niviteq peyenmom | niosisi2ae
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Ne Hassa MixHapoOHa Hassa Koo ®opma 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknam Howmep
n/n JZliKapcbKo20 | HenameHmMos dito4oi ATX BUrycKy 3asiBHUKa BUPOGH npoyeoypa BiOnycKy yBaHHs1 | peecmpayiliHo2o
3acoby aHa Ha3Ba* pe4dosu (nikapcbka uka nocsioyeHHs1
HU c¢hopma,
yrnakoska)
NAiBKOBOO Nimiteq Pestome nnaHy
060/10HKO10, yNpaBAiHHA py3nKamu
no 5 wr, no 10 Bepcia 0.3 gofaetbcsa
TabneToky MepioAgnyHiCTb NOAAHHSA
6nictepi, no 3 perynsipHo OHOB/IOBAHOTO
6nictepn y 3BiTYy 3 6e3neku,
KapTOHHIi BiANoBigHO Ao Mopsaky
Kopoo6Li 3[iiCHEeHHS
dhapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpOoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeEcTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakazy
MiHicTepcTBa 0XOpPOHK
3[0pOB'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTBL: 3riAHO 3i
CTpOKaMM, 3a3Ha4YeHnMn y
nepioAMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.
3. | A/INIEPBI® bilastine 6inactu RO6A TabneTkun no Ecnapma HimeuyunH BUMNYCK cepil: Himeuun PeecTtpauisa Ha 5 pokis 3a He UA/21366/01/01
H X29 20 wmr; no 10 6X a Ecnapma Ha/ peuyenmom | nidssizae
TabneTtoky v6X, CnoBay, Pestome MYP Bepcis 1.0
6nictepi, no 1 HimeuuunHa; bka nofaetbes. MNepiognyHicTb
abono 3 BTOPVHHE Pecny6n NoJaHHsA peryssapHo
6nictepu B nakyBaHHS: ika OHOBJIHOBAHOrO 3BITY 3
KapTOHHii Ecnapma 6e3neku, BiANOBIAHO A0
Kopoo6Li dapma Mopsaky 34iiCHEHHS
Cepsices thapmakoHarnagy,
M6X, 3aTBEPXEHOrO HaKkasoMm
HimeuunHa; MiHicTepcTBa OXOpPOHU
BVPOGHNLTBO 3[10pOB’A YKpainu Big 27
in bulk, rpyaHs 2006 poky Ne 898,
nepBuHHE 3apeEcTpoBaHoOro B
nakyBaHHs, MiHicTepcTBi tocTuuii
BTOPUHHE Ykpainum 29 ciuns 2007
nakyBaHHS, poky 3a Ne 73/13340 (y
KOHTPONb pepaxuii Hakazy
SAKOCTI: MiHicTepcTBa OXOpPOHU
CaHeka 340pOoB's YKpaiHu Big 26




Ne Hassa MixHapoOHa Hassa Koo ®opma 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknam Howmep
n/n JZliKapcbKo20 | HenameHmMos dito4oi ATX BUrycKy 3asiBHUKa BUPOGH npoyeoypa BiOnycKy yBaHHs1 | peecmpayiliHo2o
3acoby aHa Ha3Ba* pe4dosu (nikapcbka uka nocsioyeHHs1
HU c¢hopma,
yrnakoska)
dapmachbloTika BepecHs 2016 poky Ne
n3 AT, 996), CTaHOBUTb: 3riAHO 3i
CnoBalbka CTpOKaMW, 3a3Ha4YeHNMN y
Pecnybnika nepioaNYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6esneku.
4. | AHTLHET® flurbiprofen thnypbin | RO2A NbOAAHUKN MO TOB NaTsifcbk no3src Icnanis Peectpaujs Ha 5 pokis 6e3 nionsi2ae UA/21367/01/01
NbOAAHUNKN podheH X01 8,75 mr; no 12 «IHPAPM a PAPMACEYTI peyenma
31 CMAKOM NbOASHUKIB Y A Pecny6nik KANC C.. Pestome MYP Bepcis 0.1
M'ATU 6nictepi, no 2 TpeigiHr» a popaetbesn. MepiognuHicTb
6nictepa B nofAaHHs perynspHo
KapTOHHii OHOBJIOBAHOrO 3BITY 3
nauui 6e3neku, BiANOBIAHO A0
Mopagky 3AiCHeHHS
dhapmakoHarnsagy,
3aTBEPMAKEHOr0 Hakasom
MiHicTepcTBa OXOpPOHU
3710pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeeEcTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainum 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefaxuii Hakazy
MiHicTepcTBa 0XOpOHK
3[10pOB'A YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpOKaMW, 3a3Ha4YeHnMn y
nepiogMYHOCTI NoAAHHSA
perynspHux 3BiTiB 3
6e3neku.
5. | APTIHIHY arginine apridiny - KpUCTaniuHuii MpAT Ykpaina LLUAHXAN KvTaii PeecTpadis Ha 5 pokis - He UA/21368/01/01
FAPOXNOPU | hydrochloride rigpoxno NnopoLUoK abo "dbapmaue NNYMIHO niosisieae
A pug, Kpuctasnm BTUYHA AMIHO ACI4 npoekt MKA /13 (Bepcis
(cybeTaHuis) y hipma KO., NT4. AoKymeHTy 0000)
naketax "OapHuuya™
noAaBiliHMX
nosieTnneHos
nx gns
thapmaueBTny
Horo
3aCTOCyBaHHSA
6. | ACTPAZEKC dexketoprofen | pekcket MO1A | Tabnetku, TOB YkpaiHa TOB YkpaiHa PeecTtpauis Ha 5 pokis 3a He UA/21369/01/01
onpodpe E17 BKPUTI "ACTPA® "ACTPA®APM peyenmom nionsieae
HY NNiBKOBOIO APM" " Pesiome nnaHy
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Ne Hassa MixHapoOHa Hassa Koo ®opma 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknam Howmep
n/n JZliKapcbKo20 | HenameHmMos dito4oi ATX BUrycKy 3asiBHUKa BUPOGH npoyeoypa BiOnycKy yBaHHs1 | peecmpayiliHo2o
3acoby aHa Ha3Ba* pe4dosu (nikapcbka uka nocsioyeHHs1
HU c¢hopma,
yrnakoska)
TpomeTa 060/10HKOI0, ynpaBnAiHHA pu3nKamu
Mon no 25 mr; no Bepcisa 0.1 gogaerbes.
10 Tabnetok y MepioAnyHICTb NOAAHHSA
6nictepi, no 1 perynspHo OHOB/IKOBAHOTO
abo no 3 3BITY 3 6esneku,
6nictepu B BignosigHo ao Mopaaky
Kopobui 3 34iiCHEeHHS
KapToHY dhapmakoHarnsagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0XOpPOHK
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeEcTPoOBaHoOro B
MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB'a YkpaiHu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHumn y
nepioAMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.
7. | KMIHAAMIUW | clindamycin KniHgami | JO1FF | po3uuH ans AT Nateia BUPOGHUK, Nartsisg/ PeecTtpaujs Ha 5 pokis 3a He UA/21370/01/01
H KAJILEKC UMH (y 01 iH'exuili Ta "Kanuekc" KNI Typeuuu peuenmom | nidssizae
BUrIAA iHcpysin 150 Bignosigae 3a Ha Pestome MYP Bepcisa 1.1
KniHgami mr/mn; no 2 KOHTPO/1b nofaetbes. MNepiognyHicTb
LUHY M abo 4 mn B cepii/Bunpoby noJaHHsa perynspHo
occhat amnyni; no 5 BaHHS: OHOBJIHOBAHOrO 3BITY 3
y) amnyn B AT "T'piHaekc", 6e3neku, BigNoBigHO A0
KOHTYPHil Narsig; Mopsaky 34iACHEHHS
YapyHKOBIl BMPOGHUK, thapmakoHarnsgy,
ynakosLij; no 1 AKUI 3aTBEPAKEHOTO Haka3oM
KOHTYPHil Bignosigae 3a MiHicTepcTBa OXOpPOHU
YapyHKOBIl BWMNYCK Cepil: 340pOB’A YKpaiHu Big 27
ynakosLi B AT "Kanuekc", rpyaHa 2006 poky Ne 898,
nauui 3 Nartsis; 3apeecTpoOBaHoOro B
KapToHYy BCi cTagii MinicTepcTBi tocTuLi
BMPOGHMYOro Ykpainu 29 ciuHs 2007
npovecy, Kpim poky 3a Ne 73/13340 (y
KOHTPO/II0 pepakuii Hakasy
cepii/sunpoby MiHicTepcTBa OXOPOHU
BaHHS i 3[10pOB'sA YKpaiHu Bif 26

BUMYCKY Cepii:

BepecHs 2016 poky Ne




Ne Hassa MixHapoOHa Hassa Koo ®opma 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknam Howmep
n/n JZliKapcbKo20 | HenameHmMos dito4oi ATX BUrycKy 3asiBHUKa BUPOGH npoyeoypa BiOnycKy yBaHHs1 | peecmpayiliHo2o
3acoby aHa Ha3Ba* pe4dosu (nikapcbka uka nocsioyeHHs1
HU c¢hopma,
yrnakoska)
Medbap Inau 996), CTaHOBUTb: 3rigHO 3i
Canai A.C., CTpoKamu, 3a3HavyeHVMun y
TypeuunHa nepioAgnYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
8. | HA®A3O0/IH naphazoline Hadaso - KpucTaniyHuii AT YkpaiHa AT "dapmak” YkpaiHa PeecTtpauisa Ha 5 pokis - He UA/21371/01/01
Yy niny NOPOLLIOK "®dapmak” nionsieae
rigpoxnoru rigpoxno (cybcTaHuis) y eCTD Bepcis MKA 0000.
a pua, noAgiliHMx
nonieTuneHos
UX nakeTax
ans
thapmaneBTuy
Horo
3acTocyBaHHsA

* gidnosioHo do iHhopmayii ogpiyitiHozo catimy Lienmpy BOO3 o cnisnpayi 8 Memodosioaii cmamucmuyrux docnidxens (https://www.whocc.no/atc_ddd_index/)

HauannbHukK

dapManeBTUYHOI0 yNpaB/liHHA

Onexkcanpap I'PILIEHKO



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

IIEPEJIIK

Aopartok 2

[0 Hakasy MiHicTepcTBa OXOpPOHU
300poB’Aa YKpaiHu «po aepxaBHy
peecTpaLito (nepepeecTpadito)
NiKapcbKnX 3aco6iB (MeanYHNX
iMyHOGionoriuHux npenaparis) Ta
BHECEHHS 3MiH [0 peecTpauiiHnX

marepianis»

Bif 24 nunna 2026 poky Ne 1013

ITEPEPEECTPOBAHUX JIIKAPCBKHNX 3ACOBIB MEINYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IKI

BHOCSATECS /10 TEPXKABHOI'O PEECTPY JIIKAPCHKUX 3ACOBIB YKPAIHU

Ne Hassa MixxHapoOHa HasBsa Koo ®opma 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JlikapcbKo20 HernameHmosa ditoqoi ATX BuUrycky 3as8HU BUPOGH npoyeoypa BiOnyckKy aHHs peecmpayiliHo2o
3acoby Ha Ha3Ba* pe4yosuHuU (nikapcbka Ka uka nocsioYyeHHs1
¢hopma,
ynakosKa)
1. | AMBPOKCOI/1- ambroxol ambpoKco RO5CBO0 | po3uuH s AT YkpaiHa AT YkpaiHa MepepeecTpavis 3a He UA/18937/01/01
NYBHUPAPM ny 6 iHdpy3iid, 7,5 "Nly6Hndha "Ny6Hnchapm” Ha HeobMeXeHwi peyenmom nionsi2ae
rigpoxnop Mr/mn; No 2 M B pm" TepMiH
va, amnynax; no 5 OHoBrieHo
amnyny iHcbopmawuito B
6nictepi 3 IHCTpYKLUiT Ans
nnisku, no 1 aéo Me[uYHOro
2 6nictepu B 3acTocyBaHHs
naJi 3 KapToHy; niKkapcbKoro
no2wmne 3acoby y po3sginax
amnynax; no 10 "®apmakonorivHi
amnyny BNacTuBoCTi",
6nictepi 3 "TMoka3aHHsA"
nnisku, no 1 (peparyBaHHs),

6nictepy B nauui
3 KapTOHy; Mo 2
M1 B amnynax;
no 5 a6o 10
amnyn y nayui 3
KapToHY 3
KapTOHHVMM
neperopogkamu

"3acTtocyBaHHsA Y
nepiog, BariTHOCTI
abo rogyBaHHs
rpyaar”,
"3paTtHicTb
BN/MBATY Ha
LIBUAKICTb peakuil
npu KepyBaHHi
aBTOTPaHCNOPTOM
abo iHW1MK
MexaHismamu',
"Cnoci6
3aCTOCyBaHHA Ta
nosun", "Mob6iyHi
peakuji”
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Ne Hassa MixxHapoOHa HasBsa Koo ®opma 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 HernameHmosa dito4oi ATX BUryckKy 3as8HU BUPOGH npoyeoypa BiOnycky aHHs peecmpayjiliHo2o
3acoby Ha Ha3Ba* pe4yosuHuU (nikapcbka Ka uka nocsioYyeHHs1
¢hopma,
yrnakoskKa)

BiAgMNoBIgHO A0
iHchopmauii
pedyepeHTHOro
NiKapcbKoro
3acoby
(NA3OJ/IBAH®,
po3unH Ans
iHcpysiiA, no 15
Mr/2 M).

Pe3tome nnaHy
ynpasniHHSA
pv3nkamun Bepcis
1.2 pogaeTbes.
MepiognyHicTb
nogaHHs
perynsipHo
OHOB/IIOBAHOrO
3BiTYy 3 6e3neku,
BigNoBigHO A0
Mopaaky
3[jACHEHHS
dhapmakoHarnsagy,
3aTBEPAKEHOIO
Haka3om
MiHicTepcTBa
OXOPOHM 3[40P0B’A
Ykpainu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
tocTuuil Ykpainm
29 ciyHsa 2007
poky 3a Ne
73/13340 (y
pepakuii Hakasy
MiHicTepcTBa
OXOPOHW 340POB'SA
Ykpainu Big, 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3riJHO
3i cTpokamu,
3a3HaveHmMn y
nepioguyHocCTi
nofAaHHs
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Ne Hassa MixxHapoOHa HasBsa Koo ®opma 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 HernameHmosa dito4oi ATX BUryckKy 3as8HU BUPOGH npoyeoypa BiOnycky aHHs peecmpayjiliHo2o
3acoby Ha Ha3Ba* pe4yosuHuU (nikapcbka Ka uka nocsioYyeHHs1
¢hopma,
yrnakoskKa)
perynspHux 3BiTiB
3 6esnekw.
2. | AHATPENIA- anagrelide aHarpenig | LO1XX3 Kancynu Teepai MicTtpan AHrnis BUNYCK cepii: Higepna MepepeecTpavis 3a He UA/18972/01/01
BICTA y 5 no 0,5 mr, no Kenitan CiHTOH BB, Hon/ Ha HEOOMEeXeHMI peuyenmom niossieae
rigpoxnop 100 kancyny MeHemxm HigepnaHau; IcnaHis TEPMiH
noy naswwyi; no 1 eHT BUPOBHULTBO
MoHorigpa nAsWwui B Nimiteq roToBo| OHoBieHo
T KapTOHHI navwi nikapcbKoi iHdhopmauito B
hopmu, IHCTpYKLUiT Ans
nepBuHHa Ta MeNYHOro
BTOPVHHA 3acTocyBaHHS
ynakoBka, nikapcbKkoro

hi3NKO-XIMIYHWIA

KOHTPO/b Cepil,
BUNYCK cepi:

CiHTOH XicnaHis,
C./., IcnaHis

3acoby y po3gini
"Cnoci6
3aCToCyBaHHA Ta
[03v" BignosigHoO
0o iHdopmauit
pedyepeHTHOro
NiKapcbKoro
3acoby (Xagrid®
0,5 mg hard
capsules), a Takox
y po3gini “Mo6iyHi
peaxuii” woao
BaXX/IMBOCTI
3BiTyBaHHSA Npo
no6iyHi peakui.

Pe3tome nnaHy
ynpaBniHHSA
pv3nkamu Bepcis
2.0 popaetbCA.
MepiognyHicTb
nogaHHs
perynsipHo
OHOB/IIOBAHOr0
3BiTY 3 6e3neku,
Bi4NOBIgHO A0
Mopaaky
3[jlACHEHHS
dhapmakoHarnsagy,
3aTBEPAKEHOTO
Haka3om
MiHicTepcTBa
OXOPOHM 30P0B’A
Ykpainu Big 27
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Ne Hassa MixxHapoOHa HasBsa Koo ®opma 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 HernameHmosa dito4oi ATX BUryckKy 3as8HU BUPOGH npoyeoypa BiOnycky aHHs peecmpayjiliHo2o
3acoby Ha Ha3Ba* pe4yosuHuU (nikapcbka Ka uka nocsioYyeHHs1
¢hopma,
yrnakoskKa)
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
tocTuuii Ykpainu
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHU 340POB'SA
YkpaiHu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHmMn y
nepioguyHoCTi
nogaHHs
perynsipHux 3BiTiB
3 6e3neku.
3. | ANNEPIA eplerenone ennepeHo | CO3DAO | Tabnetku, BKpUTI KPKA, CnoBeHi | BUpo6bHMUTBO "in | CroBeHi MepepeecTpavis 3a He UA/18840/01/01
H 4 nniBKOBOKO n.4., Hoso a bulk”, nepsuHHe a Ha HeoOMeXeHMi peyenmom nionsizae
060/10HKO0, N0 MecTo Ta BTOPUHHE TEpPMiH
25 mr, no 10 nakyBaHHs, OHOBNEHO
Tabnetoky KOHTPO/b Ta iHdhopmauito B
6nictepi, no 3 BUNYCK cepi: IHCTpYKLUiT Ans
6nictepn y KPKA, a.4., MeAnyHoro
KapTOHHIi HoBo mecTo, 3acTocyBaHHS
Kopobui CnoseHis; niKapcbKoro
KOHTpO/b cepii 3acoby y posginax
(chisnuHi Ta "papmakoTepanes
XiMiYHi meToam TuyHa rpyna. Kog,
KOHTPO/I0): ATX" (woao Hassu
HN30X 6e3 3MiHn Koay
(HauioHanbHi ATX), "B3aemogist

nab6oparopis 3a
3/ipaB’e, OKONE
iH XpaHo),
CnoBeHis;
KOHTPO/b cepil
(disnuHi Ta
XiMiuHi meToau
KOHTPOJ0):
Kewmiiicbki
iHCTUTYT, LleHTp

3 iHWUMK
nikapcbKnMmn
3acob6amu Ta iHLWi
BWAW B3aemogin",
"Oco6nuBoCTi
3acTocyBaHHs"
BigMNoBigHO A0
iHchopMmaui
pedyepeHTHOro
NiKapcbKoro
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Ne Hassa MixxHapoOHa HasBsa Koo ®opma 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 HernameHmosa dito4oi ATX BUryckKy 3as8HU BUPOGH npoyeoypa BiOnycky aHHs peecmpayjiliHo2o
3acoby Ha Ha3Ba* pe4yosuHuU (nikapcbka Ka uka nocsioYyeHHs1
¢hopma,
yrnakoskKa)
3a Bastigauiicke 3acoby
TEXHOSOTIE iH (IHCNPA®,
aHaniTiko TabneTku, BKPUTI
(UBTA), N1iBKOBOIO
CnoseHis; 060/10HKO0 M0 25
KOHTPO/b cepil Mmr abo 50 mr), a
(chiznuHi Ta Takox y posgaini
XimMiuHi MeTOAN "Mo6iuHi peakwyi"
KOHTPO/H0): LLOA0 BaXK/IMBOCTI
NabeHa p.0.0., 3BiTYBaHHS Npo
CnoBeHis; NoGiYHi peakuii.
KOHTPO/b cepil
(disnuHi Ta Pe3tome nnany
XiMiuHi meToau ynpaB/liHHSA
KOHTPO/I0): pusnkamun Bepcis
Keminab g.o.o., 1.1 popaetbes.
CnoBeHis MepiognyHicTb

noAaHHs
perynspHo
OHOB/IIOBAHOTO
3BiTYy 3 6e3neku,
BigMNoBigHO A0
Mopaaky
3[iACHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOIO
Hakasom
MiHicTepcTBa
OXOPOHM 3[40POB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuuii Ykpainu
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHU 340POB'SA
YkpaiHu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMn y
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Ne Hassa MixxHapoOHa HasBsa Koo ®opma 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 HernameHmosa dito4oi ATX BUryckKy 3as8HU BUPOGH npoyeoypa BiOnycky aHHs peecmpayjiliHo2o
3acoby Ha Ha3Ba* pe4yosuHuU (nikapcbka Ka uka nocsioYyeHHs1
¢hopma,
yrnakoskKa)
nepioguyHocCTi
noAaHHs
perynsapHux 3BiTiB
3 6esneku.
4. | ANNEPIA eplerenone ennepeHo | CO3DAO | TabneTtku, BKpUTI KPKA, CnoBeHi | BUpo6bHUUTBO "in | CroBeHi MepepeecTpavis 3a He UA/18840/01/02
H 4 nAiBKOBOO 4o.4a., Hoso a bulk", nepsuHHe A Ha HeoBMeXeHwit peuenmom nionsieae
060/10HKOI0, MO MecTo Ta BTOPUHHE TEePMiH
50 wr, no 10 nakyBaHHs, OHoB/eHO
Tabnetoky KOHTPONb Ta iHhopmawito B
6nicTepi, no 3 BUMNYCK cepil: IHCTpYKUii ans
6nictepu y KPKA, 4.4., MeAn4HOro
KapTOHHii HoBo mecTo, 3acToCyBaHHS
Kopoo6ui CnoBeHis; nikapcbkoro
KOHTPO/b cepil 3acoby y po3ginax
(disnuHi Ta "papmakoTepanes
XiMiuHi meToam TuyHa rpyna. Kog
KOHTPOJ0): ATX" (wopno Ha3su
HN30X 6e3 3MiHu Koy
(HaujoHanbHi ATX), "B3aemogis

naboparopis 3a
3[paB’e, OKONE

3 iHWMK
nikapcbknmmn

iH XpaHo), 3acobamu Ta iHwWi
CnoBeHis; BMAM B3aeMoSjin”,
KOHTpOb cepil "Oco6numBocTi
(disnuHi Ta 3acTocyBaHHS"
XiMiyHi meToamn Bi4NOBIgHO A0
KOHTPOI0): iHchopMmaui
Kemincbki pedoepeHTHOro
iHCTUTYT, LleHTp niKapcbKoro
3a Basligadliicke 3acoby
TEeXHO/IOTIE iH (IHCMPA®,
aHaniTiko TabneTku, BKpUTI
(UBTA), NNiBKOBOO
CnoseHis; 060/10HKOI0 M0 25
KOHTPO/b cepil mr a6o 50 mr), a
(disnuHi Ta Takox y po3gini
XiMiuHi meToau "Mo6iyHi peakwyii"
KOHTPOJ0): LLIOA0 BaXK/IMBOCTI
NabeHa p.0.0., 3BiTyBaHHS Mpo
CnoBeHis; no6iyHi peakuii.
KOHTPO/b cepil
(disnuHi Ta Pestome nnaHy
XiMiuHi meToau ynpas/liHHA
KOHTPOJ0): pu3nkKamu Bepcis
Kewmina6 g.0.0., 1.1 ponaetbes.
CnoBeHis MepiognyHicTb
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoOHa
HernameHmosa
Ha Ha3sa*

HasBa
diroyoir
pe4yosuHuU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢hopma,
yrnakoskKa)

3asiBHUK

Kpaina
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BiOnycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

noAaHHs
perynsipHo
OHOB/IIOBAHOrO
3BiTYy 3 6e3neku,
BigNoBigHO A0
Mopaaky
3[jACHEHHS
dhapmakoHarnsagy,
3aTBEPAKEHOIO
Haka3om
MiHicTepcTBa
OXOPOHM 3[40P0B’A
Ykpainu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
tocTuLil Ykpainm
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pepakuii Hakasy
MiHicTepcTBa
OXOPOHU 340POB'SA
Ykpainu Big, 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3riJHO
3i cTpokamu,
3a3HaveHmMn y
nepioguyHocCTi
noAaHHs
perynsapHux 3BiTiB
3 6esneku.

BTOKMEVH

ketorolac

KeToponak
y
TpomeTam
on

MO1AB1
5

PO34MH ANA
iH'ekwjin, 30
mr/mn, no 1 mn B
amnyni; no 5
amnyny
6nictepi; no 1
abo no 2
6nictepy B
nauuj; no 1 mn s
amnyni; no 100
amnyn B naywi

MNpuBaTHe
akuioHepH
e
TOBapuCTB
0 "Jlekxim-
Xapkis"

YKpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"JlekxiM-Xapkis"

YkpaiHa

MepepeecTpadis
Ha HeobMexeHwi
TEPMiH.
OHoBrieHo
iHhopmawito B
IHCTpYKUii ans
MeAnYHOro
3acTocyBaHHS
NiKapcbKoro
3acoby y posginax
"3acTtocyBaHHsA Y
nepiof, BariTHOCTI

3a
peyenmom

He
nionsieae

UA/18960/01/01
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Ne Hassa MixxHapoOHa HasBsa Koo ®opma 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 HernameHmosa dito4oi ATX BUryckKy 3as8HU BUPOGH npoyeoypa BiOnycky aHHs peecmpayjiliHo2o
3acoby Ha Ha3Ba* pe4yosuHuU (nikapcbka Ka uka nocsioYyeHHs1
¢hopma,
yrnakoskKa)

abo rogyBaHHs
rpyAnio”
(YyTOYHEHHS
iHchopmawuii),
"Mo6iuHi peakwyi"
BiAgNoBigHO A0
pedyepeHTHOro
nikapcbkoro
3aco6y Toradol 30
mg/ml Solution for
Injection, a Takox
y po3gini
"PapmakoTepanes
TuyHa rpyna. Kog
ATX" (yTOUHEeHHs/
peparysaHHs
iHcpopmauii 6e3
3MiHun kogy ATX)
BiAgMNoBIgHO A0
MiXXHapo4HOro
KnacudikaTopa
BOO3 Tay po3gini
"Mo6iuHi peakwyi"
om0
noBiAOMIEHb MPO
nigo3proBaHi
no6iyHi peakuji.
Peslome nnaHy
ynpaB/liHHSA
pr3nkamun Bepcis
1.1 popaetbes.
MepiognyHicTb
noAaHHs
perynspHo
OHOB/IIOBAHOTO
3BiTYy 3 6e3neku,
BiAgMNoBigHO A0
Mopaaky
3[iACHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOIO
Hakasom
MiHicTepcTBa
OXOPOHM 3[40POB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoOHa
HernameHmosa
Ha Ha3sa*

HasBa
diroyoir
pe4yosuHuU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢hopma,
yrnakoskKa)

3asiBHUK

Kpaina
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BiOnycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

3apeecTpoBaHoro
B MiHicTepcTBi
tocTuLil Ykpainm
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pepakuii Hakasy
MiHicTepcTBa
OXOPOHU 340POB'SA
Ykpainu Big, 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3riJHO
3i cTpokamu,
3a3HaveHmMn y
nepioguyHocCTi
noAaHHs
perynsapHux 3BiTiB
3 6esneku.

BAHJTIEPK

lercanidipine

nepkaHian
niHy
rigpoxnop
na

C08CA1
3

TabneTkn, BKpUTI
nAiBKOBOO
060/10HKO0, MO
10 mr, no 10
Tabnetok y
6nictepi, no 3
6nictepn y nauui

AT
"KNIBCbK
nn
BITAMIHH
i
3ABOJ"

YKpaiHa

AT

"KMIBCbKN

BITAMIHHW
3ABOJ"

YkpaiHa

MepepeecTpavis
Ha HeobMeXeHwit
TEePMiH
OHoB/eHO
iHhopmawito B
IHCTpYKUii ans
MeAnYHOro
3acTocyBaHHS
NiKapcbKoro
3acoby y posginax
"®apMaKoorivHi
BacTmBocCTi”,
"Oco6nuBoCTi
3aCTOCyBaHHA",
"Mo6iyHi peakwyii"
Bi4NOBIgHO A0
iHchopMmaui
pedoepeHTHOro
niKapcbKoro
3acoby (3aHigin®,
TabneTku, BKpUTI
NNiBKOBOO
060/10HKO10, Mo 10
mr, no 20 mr), a
Takox y po3gini
"Mo6ivHi peakuii”
040 BaXK/MBOCTI

3a
peyenmom

He
nionsizae

UA/18884/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoOHa
HernameHmosa
Ha Ha3sa*

HasBa
diroyoir
pe4yosuHuU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢hopma,
yrnakoskKa)

3asiBHUK

Kpaina
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BiOnycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

3BITYBaHHS Npo
NoGiYHi peakuii.

Peslome nnaHy
ynpas/liHHSA
pr3nkamun Bepcis
1.2 popaetbes.
MepiognyHicTb
noAaHHs
perynspHo
OHOB/IIOBAHOTO
3BiTYy 3 6e3neku,
BiAgMNoBigHO A0
Mopagky
3[iACHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOrO
Hakasom
MiHicTepcTBa
OXOPOHM 3[40POB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuuii Ykpainu
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHU 340POB'SA
YkpaiHu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHmMn y
nepioguyHoCTi
nogaHHs
perynsipHux 3BiTiB
3 6e3neku.

BAH/NEPK

lercanidipine

nepkaHigmn
niHy
rigpoxnop
na

CO08CA1
3

TabneTkun, BKpUTI
nNiBKOBOKO
060/10HKO10, N0
20 wmr; no 10

AT
"KUIBCbK
nn
BITAMIHH

YkpaiHa

AT

"KMIBCbKN

BITAMIHHW
3ABOJ"

Ykpaina

MepepeecTpauis
Ha HeoOMeXeHMi
TEPMIH
OHOBNEHO

3a
peyerimom

He
nionsizae

UA/18884/01/02
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Ne Hassa MixxHapoOHa HasBsa Koo ®opma 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 HernameHmosa dito4oi ATX BUryckKy 3as8HU BUPOGH npoyeoypa BiOnycky aHHs peecmpayjiliHo2o
3acoby Ha Ha3Ba* pe4yosuHuU (nikapcbka Ka uka nocsioYyeHHs1
¢hopma,
yrnakoskKa)

Tabnetok y nn iHchopmawito B

6nicTepi, no 3 3ABOA" IHCTpyKUIii pns

6nictepn y nayuj MeanYHOro

3acTocyBaHHs

nikapcbkoro
3acoby y posginax
"dapMaKosorivHi
BNaCTVBOCTI",
"Oco611BOCTi
3acToCyBaHHSA",
"Mo6iuHi peakwyi"
BiAgNoBigHO A0
iHchopmauii
pedhepeHTHOro
niKapcbKoro
3acoby (3aHigin®,
TabneTkn, BKpUTI
N/1iBKOBOIO
060/10HKOI0, Mo 10
mr, no 20 wmr), a
Takox y po3gini
"Mo6iyHi peakwyi"
LLIOA0 BavK/IMBOCTI
3BiTyBaHHS Mpo
no6iyHi peakuii.

Pestome nnaHy
ynpas/liHHA
pv3nkamun Bepcis
1.2 popaeTses.
MepiognyHicTb
nogaHHs
perynspHo
OHOB/IIOBAHOTO
3BITY 3 6e3sneku,
BigNoBigHO A0
Mopagaky
3iiCHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOIO
HakKa3om
MiHicTepcTBa
OXOPOHU 3[0POB’'A
Ykpainu Big 27
rpyaHsa 2006 poky

Ne 898

3apeecTpoBaHoro
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoOHa
HernameHmosa
Ha Ha3sa*

HasBa
diroyoir
pe4yosuHuU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢hopma,
yrnakoskKa)

3asiBHUK

Kpaina
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BiOnycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

B MiHicTepcTBi
tocTuuii Ykpainu
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHU 340POB'SA
YkpaiHu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HaveHmMn y
nepioguyHoCTi
nogaHHs
perynsipHux 3BiTiB
3 6e3neku.

IMYHOBE/I®

ciK
cBkO3ibpa
HoT
Ha3eMmHol
YacTuHU
KBITY4OI
exiHauel
nypnyposo
i

(Echinace

a purpurea
L)

R0O5X

Kancynu; no 12
Kancyny
6nictepi, no 2
6nictepn B
nauui

TOB
"®apmave
BTUYHA
KOMMaHis
"®apKoC"

YkpaiHa

TOB
"GapmaueBTUyH
a KoMnaHis
"®apKoC"

Ykpaina

MepepeecTpavis
Ha HeobMeXeHwit
TEPMiH
OHoBieHo
iHpopmaito y
po3aini "Mo6iyHi
peakuii" iHCTpyKLi
ANna MeguyHoro
3acTOCyBaHHs!
NiKapcbKoro
3acoby woao
BaX/IMBOCTI
MOBIJOM/IEHHS
npo noGiyHi
peaxuii.

Pe3tome nnaHy
ynpaBniHHSA
pv3nkamu Bepcis
2.0 popaetbCA.
MepiognyHicTb
nogaHHs
perynspHo
OHOBJIIOBAHOrO
3BiTY 3 6e3neku,
Bi4NOBIgHO A0
Mopagky
3[jAiCHEHHS

6e3
peyenma

niossieae

UA/18784/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoOHa
HernameHmosa
Ha Ha3sa*

HasBa
diroyoir
pe4yosuHuU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢hopma,
yrnakoskKa)

3asiBHUK

Kpaina
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BiOnycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

thapmakoHarnsgy,
3aTBEPAKEHOIO
Hakasom
MiHicTepcTBa
OXOPOHM 3[40POB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuuii Ykpainu
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHW 340POB'SA
YkpaiHu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHmMn y
nepioguyHoCTi
nogaHHs
perynsipHux 3BiTiB
3 6e3neku.

CAHIAAP®

decamethoxine

[leKaMeToK
CWH

D08AJ1
0

pPO34nH oNs
30BHILUHLOTO
3aCcTOCyBaHHS,
0,2 mr/mn no
100 mn, no 200
mn a6o no 400
My chriakoHax;
no 100 mn, no
200 mn abo no
400 mny
hnakoHax i3
3aXMCHUM
KOBMa4koM

MpAT
"®apmave
BTUYHA
ipma
"fapHuua”

YkpaiHa

MpAT
"GapmaueBTUyH
a thipma
"fapHuus”

Ykpaina

MepepeecTpavis
Ha HeobMeXeHwit
TEPMIH.
OHoBNEeHHA
iHdhopmauii B
IHCTpYKLUiT Ans
MeNYHOro
3acTocyBaHHS
niKapcbKoro
3acoby, a came
BHECEHHSA
pefakuinHnx
npasokK J0
posginis "Cknag”,
"Moka3zaHHA",
"3acTtocyBaHHsA Y
nepiog, BariTHOCTi
a60 rogyBaHHs
rpyaar”, "Cnocié

6e3
peyenma

niossieae

UA/18909/01/01
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Ne Hassa MixxHapoOHa HasBsa Koo ®opma 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 HernameHmosa dito4oi ATX BUryckKy 3as8HU BUPOGH npoyeoypa BiOnycky aHHs peecmpayjiliHo2o
3acoby Ha Ha3Ba* pe4yosuHuU (nikapcbka Ka uka nocsioYyeHHs1
¢hopma,
yrnakoskKa)
3aCTOCyBaHHSA Ta

[0o3un" Ta goAaHHs
iHhopmauii woao
MOBIJOM/IEHHSI
npo noGiyHi
peaxuii fo po3ainy
"Mo6iyHi peakwyi"
(Bepcis eCT/,
0008).
3arBepaKeHHs
KOpPOTKOT
XapakTepucTuku
NiKapcbKoro
3acoby (Bepcis
eCT/, 0008).
TeKCT MapKyBaHHSA
(Bepcis eCT/,
0008).

MnaH ynpaeniHHA
pr3nkamun Bepcis
1.6 norogxeHa
(eCTD
nocnigoBHicTb Ne
0013)
MepiognyHicTb
noAaHHs
perynspHo
OHOB/IIOBAHOTO
3BiTYy 3 6e3neku,
BiAgMNoBigHO A0
Mopaaky
3[iACHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOIO

Hakasom
MiHicTepcTBa
OXOPOHM 3[40POB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
tocTuuii Ykpainu
29 ciyHa 2007
poky 3a Ne

73/13340 (y
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Ne Hassa MixxHapoOHa HasBsa Koo ®opma 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 HernameHmosa dito4oi ATX BUryckKy 3as8HU BUPOGH npoyeoypa BiOnycky aHHs peecmpayjiliHo2o
3acoby Ha Ha3Ba* pe4yosuHuU (nikapcbka Ka uka nocsioYyeHHs1
¢hopma,
yrnakoskKa)

pepakuii Hakasy
MiHicTepcTBa
OXOPOHU 340POB'SA
Ykpainu Big, 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepioguyHocCTi
noAaHHs
perynsapHux 3BiTiB
3 6esneku.

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

HauanbHUK
dapManeBTUYHOT0 yIIPaB/JIiHHA

Onekcanap I'PINIEHKO



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

IIEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJNYHNX IMYHOBIOJIOTTYHUX ITPEITAPATIB), IIOJO AAKNX BYJ/IN BHECEHI
SMIHM 1O PEECTPALIIMHNX MATEPIAJIIB, AKI BHOCATBCSHA 4O AEP)KABHOI'O PEECTPY JIIKAPCBKHUX

Hoparok 3

[0 Hakaly MiHicTepcTBa OXOpOHMU
3a0poB’a YKpaiHu «Ipo aepxaBHY
peecTpaLdito (nepepeecTpadito)
NiKapcbK1X 3ac06iB (MeguUHNX
iMyHoGionoriyHnMx npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»

Bif_24 nunna 2026 poky Ne 1013

3ACOBIB
Ne Hassa Mi)xxHapoo Hassa Koo Popma 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n | nikapcbkoe Ha diroyoi | ATX BUMYCKY 3asiIBHUKa BUPOOH npoyedypa Bionycky aHHST** peecmpayiliHo2o
0 3acoby HernameH | pe4yosu (nikapcbka uka nocsioYyeHHs1
mosaHa HU ¢hopma,
Ha3sa* yrnakoska)
1. | L-UET® levocetirizi | nesouet | RO6 | cupon, 2,5 mr/5 TOB Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH A0 6e3 peyenma nionsieae UA/8612/02/01
ne npusudy | AEO | mnno 60 mn "KYCYM" PAPM", peecTpauiiiHnix
avrigpox | 9 abo no 100 mny YkpaiHa marepianis: 3miHu | Tuny
nopug, hnakoHax i3 a6bo - AMIHICTpaTUBHI 3MiHN.
nonieTuneny TOB 3MiHa HalimeHyBaHHS
abo ckna, no 1 "KYCYM", Ta/abo agpecy 3asBHMKa
dhnakoHy 3 YkpaiHa (BnacHvka
MipHOI JTOXKOHO peecTpaujiiHoro
Y KapTOHHIl noceigyeHHs). 3miHa
ynakoBLi HaliMeHyBaHHs

3asBHVKa (BNacHvka
peecTpaujiiHoro
NnocBigYeHHs1), 6e3 3MiHU
IOPUANYHOT 0CObN.
BBeneHHs 3MiH
npoTsrom 12-tu micsauis
nicns 3aTBepipKeHHs.
3MmiHu | TNy -
AOMIHICTPATVBHI 3MiHK.
3MiHa HalimeHyBaHHS
Ta/abo agpecu micus
NpoBaKeHHS
AisNbHOCTI
BMPOGHMKa/imnopTepa
roTOBOrO NiKapCbKOro
3acoby, BKIoYaun
AOiNbHULI BUNYCKY cepil
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
abo micue npoBefeHHs
KOHTPO/IO SKOCTI.
([isnbHICTB, 3a AKy
Bignosigae
BMPOGHMK/iMNopTep,
BK/THOHAI0UM BUMYCK
cepiii). 3miHa
HaliMeHyBaHHs
BUPOGHMKA, 6€3 3MiHK
MicLs BUPOGHMLTBA:
3MiHM BHECEHO B
IHCTPYKUito Ans
MeZNYHOro
3acTocyBaHHSA
niKkapcbKoro 3acoby y
po3ginv "BMpo6bHuk"
(BTyYeHHS BUPOGHWKa),
AK HAC/MIAOK BUNYYEHHS
TEKCTy MapKyBaHHS
YNaKoBOK JTiKapCbKOro
3aco6y. BBeieHHs 3MiH
npoTarom 12-Tn micsuis
nicnsa 3aTBepmHKeHHS
2. | ABIKCA memantin MeMaHT NO6 | TabneTku, BKpUTI NyHpbek [JaHis nepBrHHe Ta [Oanisa/ BHECEHHS 3MiH A0 3a peyenmom UA/4760/01/01
e NHY DXO0 | nniBkoBOO Ekcnopt BTOPUHHE Himeuun peecTpauinHux
rigpoxno | 1 060/10HKO, N0 AlC nakyBaHHs, Ha mMartepianis: 3MiHu | Tuny
pua 10 vr; no 14 [03BiN Ha - 3MiHM Woao
TabneTtoky BWMYCK Cepiii: 6e3nekn/edeKTUBHOCTI
6nicTepi; no 2 X. NyHp6ek Ta thapmakoHarnsagy.
6nictepn y A/C, OaHis; BBeneHHs1 abo 3MiHU A0
KapTOHHIi BVPOGHMLTBO y3araslbHeHUx AaHnx
Kopoo6Li Hepo3chacosa npo cuctemy
Horo chapmakoHarnsgy
NpoAyKTy: (BBEAEHHSA
PotTeHgopd y3arasibHeHUX AaHnx
dapma N'vbX, npo cuctemy
HimeuunHa,; thapmakoHarnsgy, 3amiHa
nepBuHHe Ta YNOBHOBaXEHOi ocobu,
BTOPUHHE BignoBigasnbHOI 3a
nakyBaHHs, 3[iiCHEHHS
KOHTPO/b dhapmakoHarnsagy;
sAKocTi: Mepy, KOHTaKTHOT 0co6u 3
dapma M'vbX i hapmakoHarnsgy
Ko. KlraA, 3asaBHUKa onsa
HimeuunHa 3[iACHEHHS

dhapmakoHarsgy B
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
YkpaiHi, AKL0 BOHA
BigMiHHa Bif
YNOBHOB&XEHOT 0Cco6M,
BiANOBIAa/IbHOI 3a
3[iACHEHHS
thapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHi
[aHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-
tpaiina cuctemu
thapmakoHarnsgy)
3MiHa KOHTaKTHOT 0cobm
3a8BHYIKa,
BignoBigasibHOI 3a
thapmakoHarnsg, B
YKpaiHi.
[itoua pepaxkuis:
OHuLWweHko AMuTpo
Bonogumnposuy.
MponoHoBaHa peaakuis:
[JaHinosa Napuca
BonognmupisHa. 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0co6u
3a8BHYIKa,
BignoBigasibHOI 3a
thapmakoHarnsg, B
YKpaiHi.

3. | A-OICTOH - HacTolik | CO1l | kpanni gns TOB Ykpaina MpAT "Bionik" | YkpaiHa BHECEHHSA 3MiH O0 6e3 peyenma UA/5666/01/01
ns3 EX nepopasibHoro "YKpaiHCbK peecTpauiinHux
nikapcbk 3aCTOCYBaHHS; a marepianis: 3miHu | Tuny
oi no 30 mn abo no | chapmaues - 3MiHM 3 AKOCTI.
POC/IMHH 50 mMny TUYHa [oTOBWIA Nikapcbkuii
oi hnakoHi; no 1 KoMnaHis" 3aci6. KoHTponb
CUPOBUH dhnakoHy B navuj roTOBOrO J1iKapCbKOro
n: rnopy 3 KapTOHY 3acoby. 3miHa y
nnogis mMeTodax BUNPOo6yBaHHS
(Crataeg roTOBOrO J1iKapCbKOro
i 3acoby (He3HauyHa 3miHa
fructus), y 3aTBEPAKEHNX
cobauoi meTogax
KponuBu BMNPOGYBaHHS)
Tpasu HesHauHa 3MiHa B
(Leonuri MeToZi BUNpobyBaHHs
cardiaca "KinbkicHe BU3HaYeHHS.
e BusHayeHHs cymu
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
herba), thnasoHoigiB",
Basiepia BUMPaBIEHHSA NOMMWIOK
HW B pPO3paxyHKOBIl
KOpeHiB dhopmyni metoay
(valeria
nae
radix),
dheHxen
10
nnogis
(Fructus
foeniculi
vulgaris)
, M'ATU
nnera
(Mentha
e
piperitae
folium),
apHikn
KBITOK
(Arnicae
flos)
4. | A3ANIOH Cinnarizin unHapus | NO7 | Tabnetku no 20 Megokemi Kinp BUPOGHMLTBO Kinp BHECEHHS 3MiH A0 3a peyenmom UA/20914/01/01
e, MHTa CA5 | wmr/40 wr; no 10 Nimiteq 3a MOBHUM peecTpauinHux
combinatio | gUMeHri 2 TabneTtoky LIMK/IOM: mMartepianis: 3MiHu | Tuny
ns apviHat 6nictepi, no 3, 5 Megokemi - AAMIHICTPaTUBHI 3MiHN.
a6o 10 Nimiten, Kinp; 3MiHa HaliMeHyBaHHS
6nicTepis B BVPOGHMLTBO Ta/abo agpecy 3asBHMKa
KapTOHHii Hepo3cacosa (BnacHuka
KopooLi HOro peecTpavujiitHoro
NPOAYKTY, NocBigYeHHs) - 3MiHa
KOHTPO/b Ha3BuW Ta agpecu
AKOCTI, BUMYCK 3asBHUKA. 3as9BHUK Ta
cepi: i0ro mMicLesHaxomKeHHs
Megokemi He 3MIHUAC.
Nimitea, Kinp
5. | ASUTPOMI azithromyc | asutpom | JO1 niocpinizat ana TOBAPUC Ykpaina TOB YkpaiHa BHECEHHS 3MiH A0 3a peyenmom He UA/14369/01/01
LH- in iLuH (y FA1 | posuuHy gns TBO 3 "®APMEKC peecTpauiiiHnx nionsieae
PAPMEKC BUrNAAI 0 iHdysii no 500 OBMEXE reyn" mMartepianis: 3miHu | Tuny
asnTpom Mr; 1 conakoH 3 HOO - 3MiHM Wwoao
iLnHy nioghinizatom y BIANOBIA 6e3nekn/edeKTUBHOCTI
ovrigpat nauui 3 KapToHy ANBbHICT Ta thapmakoHarnsagy.
y) 10] 3MiHa y KopoTkili
«KOPIOP XapakrepucTuui
ALlIA NiKapcbkoro 3acooy,
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
«300POB TEKCTi MapKyBaHHS Ta
A IHCTpYyKUii ans
MeAnyHoro

3aCTOCyBaHHS Ha
nigctasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo gocnigxeHb
3 6e3nekun 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauiiHnii
nepiog, abo sk
pe3ynbTaTt OLiHK/ 3BTy 3
[ocniopkeHb,
npoBeAeHnX BigNoBigHO
[0 nnaHy negjatpuyHnx
npocnigpxeHs (PIP) (3MiHy
Y3ropKeHo 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom). 3miHu
BHECEHO [0 iIHCTPYKL,i
AN MegnyHoro
3acTocyBaHHs
nikapcbkoro 3acoby go
po3ginis “lNokasaHHsa",
"®apMaKonorivHi
BacTmBocCTi",
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMU
niKkapcbknumy 3acobamm
Ta iHWi BUan
B3aemopiin",
"Oco6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo
rogyBaHHa rpyaaro”
(BHeceHHs iHchopmalii 3
6e3nekn 3acToCyBaHHs),
"3paTHiCTb BNMBATU Ha
LWIBMUAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
IHLIMMK MexaHi3mamm®,
"Cnoci6 3acTocyBaHHs
Ta no3un’,
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BiAgNoBigHO A0
OHOBJ/IEHOI 6e3neku
3acTocyBaHHSA
NiKapcbKoro 3acoby.
6. | AKCETUH® | cefuroxim uedypo | JO1 Tabnetkn, BkpuTi | Megokemi Kinp Megokemi Kinp BHECEHHS 3MiH A0 3a peyenmom UA/8714/02/01
e Keum (y DCO | nniBkoBOtO Nimiten Nimiteq peecTpauiitHux
dopmi 2 060/10HKO10, 250 mMartepianis: 3miHu | Tuny
uedypo mr; no 10 - AOMIHICTpaTVBHI 3MiHMW.
Kcumy TabneTtoky 3MiHa HaliMeHyBaHHSA
akceTtun cTpuni, no 1 Ta/abo agpecu 3asBHUKA
y) cTpuny B (BnacHvka
KapTOHHii peecTpaujiiHoro
Kopo6ui; no 10 nocBig4eHHs). 3MiHa
TabneToky Ha3Bu Ta agpecu
6nictepi, no 1 3asBHVKa (BNnacHuKa
6nictepy B peecTpaujiiHoro
KapTOHHIi nocBiAYeHHS)
KOpoo6Li
7. | AKCETUH® | cefuroxim uedypo | JO1 TabneTkn, BkpuTi | Megokemi Kinp Mepokemi Kinp BHECEHHS 3MiH A0 3a peyenmom UA/8714/02/02
e Keum (y DCO | nniBkoBOIO Nimiteq Nimiteq peecTpaviiHnx
dopmi 2 o060s10HKo, 500 mMartepianis: 3miHu | Tuny
Ledypo mr; no 10 - AAMIHICTPaTUBHI 3MiHW.
KCUmy TabneTok y 3MiHa HaliMeHyBaHHS
akcetun cTpuni, no 1 Ta/abo agpecu 3aABHMKa
y) cTpuny B (BnacHvika
KapTOHHIM peecTpavujiitHoro
Kopo6ui; no 10 noceig4eHHs). 3MiHa
TabneToky Ha3Bu Ta agpecu
6nicTepi, no 1 3asBHYMKa (Bf1acHMKa
6nictepy B peecTpaujiiHoro
KapTOHHiiA nocBifYeHHs)
KopoobUi
8. | AKCETUH® | cefuroxim uecypo | JO1 NOpPOLLOK ANs Megokemi Kinp BUPOGHMLTBO Kinp/ BHECEHHS 3MiH A0 3a peyenmom UA/8714/01/02
e KCUM DCO | po3uuHy ansa Nimiten 3a NoBHUM B’eTHam peecTpaujiinHux
HaTpilo 2 iH'ekyinno 1,5r; LMKIOM: marepianis: 3miHu | Tuny
Ne 1, Ne 10, Ne Megokemi - AAMIHICTpaTUBHI 3MiHN.
100 (10x10) no Nimiten, Kinp; 3MiHa HalimeHyBaHHS
1, 10 a6o no 100 BVPOGHMLTBO Ta/abo agpecy 3asBHMKa
dhnakoHiB 3 roToBOro (BnacHvka
MOPOLLKOM Y nikapcbkoro peecTpaujiiHoro
KapTOHHii 3aco0by, noceigyeHHs). 3miHa
Kopoo6Li nepBuHHe Ta Ha3BuW Ta agpecu
BTOPUHHE 3asBHVKa (BNacHvkKa

NnakyBaHHA:

peecTpaujiitHoro
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Mepokemi (Pa noCBiAYEHHS)
IcT) KamnaHi
Nimiten,
B'eTHam
9. | AKCETUH® | cefuroxim uecypo | JO1 NOpPOLLOK AN Megokemi Kinp BVPOGHMLTBO Kinp/ BHECEHHSA 3MiH O0 3a peyernmom UA/8714/01/01
e KCUM DCO | po3uuHy ansa Nimiten 3a NOBHUM B’eTHam peecTpauiinHux
HaTpito 2 iH'ekuin no 0,750 LMK/TOM: marepianis: 3miHu | Tuny
r; Ne 1, Ne 10, Ne Mepgokemi - AOMIHICTpaTUBHI 3MiHN.
100 (10x10): no Nimiten, Kinp; 3MiHa HaliMeHyBaHHs
1, 10 a6o no 100 BUPOBHMLTBO Ta/abo agpecu 3asiBHUKA
dhnakoHiB 3 roToBOro (BnacHuka
MOPOLLKOM Yy nikapcbkoro peecTpaujiiHoro
KapTOHHIi 3acoby, noceigyeHHs). 3miHa
Kopoo6L nepBuHHe Ta Ha3BuW Ta agpecu
BTOPVHHE 3asBHUKa (BnacHuka
nakyBaHHS: peecTpavujiitHoro
Megokemi (Pa NoCBigYeHHs)
IcT) Kamnawi
Nimiten,
B’eTHam
10. | AiIbBYMIH albumin 6inkn BO5 | posuuH ans KegnpioH ITanisa KEAPIOH ITanisa BHECEHHS 3MiH A0 3a peyenmom UA/15876/01/01
noanHn nnasmu, | AAO | iHcpysiid, 200 r/n; C.n.A. C.N.A. peecTpaviiHnx
200rmn Lo 1 no 50 mn a6o no mMartepianis: 3miHu | Tuny
MICTATb 100 M1 pO3UnHY - 3MiHK 3 sKocTi. API.
He y nAaawyi; no 1 CTabinbHicTb. 3MiHa
MeHLe nAswWLi B nepiogy NOBTOPHMX
95 % KopobLi 3 BUNpobyBaHb/nepiogy
anboymi KapTOHY 36epiraHHsa abo ymoB
HYy 36epiraHHa AdI (3a

BiICYTHOCTi Y
3aTBepAKEHOMY [OCbE
cepTudikaTa
BiANOBIAHOCTI
€Bponecokiin
hapmakonei, LWwo
BK/OYAE nepiog
NMOBTOPHOIO
BMNpoOyBaHHs) (Nepiof
NOBTOPHOrO
BMNPOOGYBaHHS/NeEpIog,
36epiraHHs) - 3miHa
yMmoB 36epiraHHs API.
3anponoHoBaHa 3miHa
CTOCYETbCS BHECEHHS
HOBUWX YMOB 36€epiraHHs
CTaHfapTy akTusaropa
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
npekasnikpeiHy
(Prekallikrein Activator,
PKA), wo
BVIKOPVCTOBYETLCA Mif
yac nposeeHHs
KOHTPOJTIO AKOCTI
nikapcbKoro 3acoby
ANIbBYMIH TKOANHN,
200 r/n 3a nokasHWKOM
«MpekanikpeiHoBa
aKTVBHICTb»
11. | AIbUMEP choline XOniHy NO7 | po3uuH ans MpusaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH A0 3a peyenmom UA/15056/01/01
AT alfoscerat | anbtpoc | AXO | iH ekuii, 250 aKujioHepH akuioHepHe peecTpauinHnx
e Lepar 2 Mr/mn; no 4 mn B e TOBapuCTBO mMartepianis: 3miHu | Tuny
amnyni; no 5,10 | ToBapucTB "Jlekxim- - 3MiHM Woao
abo 100 amnyn 0 "Jlekxim- Xapkis" 6e3nekn/edeKTUBHOCTI
B nauuyj; no 4 mn Xapkis" Ta (hapmakoHarnsgy
B amnyni; no 5 (iHLWi 3MiHW)
amnyn B BHeCeHO He3HauHi 3MiHK
6nictepi; no 1 Yy TEKCT MapKyBaHHS
abo 2 6nictepu BTOPWHHOI (n. 2, 4, 11,
y nauui 17) Ta nepBuUHHOI (M. 2,
6) ynakoBKu fikapCbKoro
3acoby, TakoX BUyHeHO
ay6ntotouy iHghopMau,io
3a3HayeHy poCiiiCbKoto
MOBOI0. BBEIEHHS 3MiH
npoTarom 6 micsAuis
nicns 3aTBepKeHHs.
12. | AMBPOKC ambroxol amb6pokc | RO5 | Tabnetku no 30 TOB YkpaiHa Brvpo6bHMuTBO YkpaiHa BHECEHHS 3MiH A0 6e3 peyenma UA/8801/01/01
on ony CBO | wr;no 10 "ACTPA® 3a NOBHUM peecTpaviiHnx
EKCTPA rigpoxno | 6 TabneTtoky APM" LIMK/IOM: mMartepianis: 3miHu | Tuny
pua 6nictepi; no 1, TOB - 3MiHK 3 AKOCTI.
2,3abono4 "ACTPADAPM [oTOBUIA Nikapcbknii
6nictepu B 3aci6. 3MiHn y
KopobLi 3 YkpaiHa,; BMPOGHMLTBI. 3MiHa
KapTOHY CepTudhikauis iMnopTepa/amiHu, Lo
cepii Ta CTOCYHTbCS BUMYCKY
Bugava cepii Ta KOHTPOI0
[103B0OJy Ha AKOCTi FOTOBOrO
peanisaujto nikapcbKoro 3acoby
(Buinyck) cepi: (3amiHa abo fofaBaHHs
TOB BMPOOHMKA, WO
«MpefcTasHn BiiNOBigAaE 3a BBE3EHHSA
uTeo BAYM Ta/abo Bunyck cepii) -

PAPM TMBEX»

He Bkawoyvatoum
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
YkpaiHa KOHTPO/b/BMNPOOYBaHHSA
cepii. BBeaeHHs
[08aTKOBOro BUPO6HYMKa
BiANOBiAaIbHOIO 3a
"CepTudpikauis cepii Ta
BMaya f403Bony Ha
peanizadito (B1nyck
cepii)", a came: TOB
"MNpeacTaBHULTBO
BAYM ®APM FMBX"
(YkpaiHa, 79047,
JbBiBCbKA 06/1ACTb,
JbBiBCbKUIA paioH,
MicTo J1bBiB, BynMus
Bep6oBa, 6yanHok 15).
13. | AMBPOKC ambroxol amb6pokc | RO5 | posuuH TOB YkpaiHa Mepkne T'm6X | Himeuun BHECEHHS 3MiH A0 6e3 peyenma UA/1853/03/01
ON-TEBA ony CBO | opanbHwii, 7,5 «TeBa (BupobHMuTBO Ha peecTpaviiHnx
rigpoxno | 6 mr/mn no 40 mn YkpaiHa» Hepo3cacosa marepianis: 3miHu | Tuny
pua a6o 100 mny HOI NpoayKuii, - 3MiHK 3 SKOCTI.
dhnakoHi; no 1 nepBrHHa Ta CepTudikar
donakoHy 3 BTOPVHHA BignoBigHOCTI/TE-
npo6koto- yrnakoBka, ceptudiikat
KpanesibHuLeto, KOHTPO/1b Bi4NOBIAHOCTI
[,03YH04010 cepii; 4o3BiNn €Bponeiicbkili
CK/IAHOYKOIO B Ha BUMyCK thapmakonei/moHorpadii
Kopoo6Li cepii) . MopaHHsa HoBoro abo

OHOB/IEHOTO
cepTudikata
BiAnoBiAHOCTI ab0
BW/TyYEHHS cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: gns Adl;
015 BUXiAHOTO
mMartepiany/peareHTy/npo
MDDKHOTO MPOAYKTY, L0
BMKOPVCTOBYHOTbCS Y
BMPOGHMLTBI A®I; aAns
[0NOMDKHOT peyoBUHU
(cepTuchikat
Bi4NOBIAHOCTI
€Bponeiicbkili
hapmakonei) -
OHoBreHuiA cepTudpikat
Bifl y)Xe 3aTBepKEHOro
BMPOGHMKA NoJaHHS
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
OHOBJIEHOTO
cepTudpikaTy
BignoBigHOCTI
€Bponecobkin
thapmakonei CEP 2004-
201 Rev 06 Big Bxe
3aTBEPAKEHOTO
BMpOGHMKa Shilpa
Pharma Lifesciences
Limited, India gjtouoi
peyoBMHN ambpoKcony
rigpoxnopug
(3atBepaxeHo: R1 -
CEP 2004-201 Rev 05;
3anponoHosaHo: CEP
2004-201 Rev 06).
14. | AMBPOKC ambroxol ambpokc | RO5 | cupon, 15 mr/5 TOB Ykpaina Mepkne MM6X, | Himeuun BHECEHHSA 3MiH O0 6e3 peyenma UA/1853/02/01
ON-TEBA ony CBO | mn, no 100 mny «TeBa HimeuunHa Ha peecTpauiiiHnx
rigpoxno | 6 hnakoHi; no 1 YkpaiHa» (Oo3Bin Ha marepianis: 3miHu | Tuny
pua dhnakoHy pasom BUNYCK Cepil; - 3MiHM 3 AKOCTI.
i3 MipHUM Brvpo6bHnuTBO CepTudikat
CcTakaHuMKoM y Hepo3dhacosa BignosigHocTi/lE-
Kopoo6Li HOIT NpoAyKUiT, cepTugikat
nepBrHHa Ta BignoBigHOCTI
BTOPUHHA €Bponecbkili
ynakoBka, hapmakonei/moHorpadii
KOHTPO/b . MogaHHA HoBOro abo
AKOCTI); OHOB/IEHOIO
AnbTepHaTuMBH cepTugikaTa
NiA BUPOGHUK BignosigHOCTI abo
BiANOBiAA/IbHN BW/TyUYEHHS cepTudikaTa
1 32 KOHTPO/Tb Bi4NOBIAHOCTI
cepii (cpiznko- €Bponeiicbkili
XiMiYHi dhapmakonei: ans Adl;
BUMPOBYBaHHSA ON8 BUXIAHOro
): MaTtepiany/peareHTy/npo
HHAC Na6op MDKHOTO MPOAYKTY, L0
[-p Xolicnep BUKOPUCTOBYIOTLCA Y
mM6X, BUPO6HMLTBI ADI; ans
HimeuunHa [OMOMDKHOT PEYOBUHM

(cepTudbikart
BignoBigHOCTI
€Bponecbkiin
thapmakoner) -

OHoBeHWIA cepTudikat
Bif y)e 3aTBepKEHOro
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

BMPOGHMKA - MOAaHHSA
OHOBJIEHOTO
ceptudikaTy
BiANOBIAHOCTI

€Bponeicbkili
thapmakonei CEP 2004-
201 Rev 06 Big BXe
3aTBEPAKEHOrO
BUpo6HMKa Shilpa
Pharma Lifesciences
Limited, India gjtouoi
peyoBMHN ambpokcony
rigpoxnopug,
(3aTBepaxeHo: R1 -
CEP 2004-201 Rev 05;
3anponoHosaHo: CEP
2004-201 Rev 06).

15.

AMBPOKC
ON-TEBA

ambroxol

amMb6pokc
ony
rigpoxno
pna

R0O5
CBO

Tabnetkun no 30
mr, no 10
TabneTtoky
6nictepi; no 2
6nictepu y
Kopoo6Li

TOB
«TeBa
YKpaiHa»

YkpaiHa

Mepkne M'm6X
(BMpPOGHMLTBO
Hepo3cacos
aHoro
NPOAYKTY,
[03BiN Ha
BMNYCK Cepil;
nepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/b
cepi)

Himeuun
Ha

BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis: 3miHu | Tuny
- 3MiHK 3 AKOCTI.
Ceptudhikat
BignosigHOCTI/TE-
cepTugikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/moHorpadii
. MopaxHsa HoBoro abo
OHOBJIEHOTO
cepTudikaTa
BiagnosigHocTi abo
BW/TyYEHHs cepTudikata
BignoBigHOCTI
€Bponecbkiin
thapmakonei: gns Adl;
[ON5 BUXIOHOTO
MaTepiany/peareHTy/npo
MDKHOTO MPOAYKTY, LU0
BUKOPVCTOBYIOTHCS Y
BMPOGHMLTBI A®I; ans
[O0NOMDKHOT peyoBUHU
(cepTudpikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei) -
OHoBeHuii cepTudikat

be3 peyenma

UA/1611/01/01
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

Bif y)Xe 3aTBEPKEHOr0
BUPOGHMKA - NOAaHHSA
OHOBJIEHOTO
ceptudpikaTy
BignoBigHOCTI
€Bponeiicbkili
thapmakonei CEP 2004-
201 Rev 06 Big BXe
3aTBEPAKEHOIO
BMpOGHMKa Shilpa
Pharma Lifesciences
Limited, India gjtouoi
peyoBUHM ambpoKcony
rigpoxnopug,
(3aTBEpMXKEHO: R1 -
CEP 2004-201 Rev 05;
3anpornoHosaHo: CEP
2004-201 Rev 06)

16.

AMBPOKC
ony
raPOX/0
PUA

ambroxol

aMb6pokc
ony
rigpoxno
pna

MOPOLLOK
(cybcTaHuis) y
noAgiliHmx
nonieTuaeHoBmx
naketax gns
hapmaueBTUYHO
IO 3aCTOCYBaHHS

TOB
"KYCYM"

YkpaiHa

LWinna ®apma
NaiidpcaiieHci3
Nimiten

IHais

BHECEHHS 3MiH A0
peecTpauiitHux
mMartepianis: 3miHu | Tuny
- AgMiHICTPaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA
(BnacHvka
peecTpaujiiHoro
noceig4eHHs). 3MiHa
HallMeHyBaHHs
3asBHUKa (BacHuKa
peecTpaujiiHoro
noceigyeHHs), 6e3 3miHun
1opuanYHOI 0cobu.
3arBepaxeHo: TOB
"TNEA®APM NTA",
YkpaiHa.
3anponoHosaHo: TOB
"KYCYM", YkpaiHa

UA/19146/01/01

17.

AMIHAPIIH

arginine
hydrochlor
ide

apriHiHy
rigpoxno
pna

BO5
XBO

PO34MH ANAa
iHdpy3iit, 42
mr/mn no 100 mn
y naswyi; no 1
NAAWL Y nayy

Tosapuct
BO 3
06MexeHo
10
Bignosiga
NbHICTIO
thipma
"HoBodpap
M.

YkpaiHa

ToBapucTBo 3
obmMexeHoto
BigNoBiga/IbHI
cTio thipma
"HoBothapm-
BiocuHTes"

YkpaiHa

BHECEHHS 3MiH A0
peecTpauiitHux
mMartepianis: 3miHu | Tuny
- 3MiHM 3 AKOCTI.
[oTOBWIA NiKapCbKMIA
3aci6. CTabisbHICTb.
3MiHa y TepMiHax
npuaaTHocTi abo
yMoBax 36epiraHHsi

3a peyenmom

He
nionsieae

UA/19661/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BiocnHTes roTOBOrO J1iKapCbKOro

3aco6y (36inbLeHHs
TEepMiHy NpuaaTHoCTI
rOTOBOrO J1iKapCbKOro
3acoby) - 4ns Toprosoi
yNaKkoBKm
(nigTBEPAXYETHCA
AaHUMKN peasibHoro
yacy) 36iMbLUeHHS
TEepPMiHy NpUAATHOCTI
N3,y 3B'A3ky i3
OTPYMaHHAM
NO3UTUBHUX JAHUX
LLOA0 JOCTiMKEHHSA
cTabinbHocTi y
peanbHoMy yaci. flitoua
pepakuis: TepMiH
NpUAATHOCTI 2 POKK
MponoHoBaHa pegakuis:
OHoBneHi MKA N3
(eCTD 0000) TepmiH
npugaTHoCTi 3 poku.
3MiHM BHECEHO B
IHCTPYKUito Ans
MeZNYHOro
3acTocyBaHHSA
niKapcbKoro 3acoby y
po3gin "TepMmiH
npugatHocTi" (eCTD-
Bepcis 0000). BBeaeHHs
3MiH NpOTAroM 6-Tn
MicsiyiB nicns
3aTBEPAKEHHS. 3MiHN |
MMy - 3MiHM 3 AKOCTI.
CepTudpikat
BignoBigHOCTI/TE-
ceptuddikat
BignoBigHoOCTI
€Bponeiicbkili
thapmakonei/moHorpadii
. MogaHHA HoBOrO abo
OHOBJIEHOTO
cepTudikata
BiANoBiAHOCTI ab0
BWJ/TyYEHHS cepTudikaTa
BiANOBIAHOCTI
€Bponenchkii
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

dhapmakonei: gns Adl;
ONs BUXIQHOTO
mMaTtepiany/peareHTy/npo
MDKHOTO MPOAYKTY, L0
BUKOPVICTOBYHOTHCS Y
BUPO6HMUTBI ADI; ans
[OMOMDKHOT PEYOBUHN
(cepTudpikat
BignoBigHOCTI
€Bponecobkin
hapmakonei) -
OHoB/eHWiA cepTudikat
Bif y)Xe 3aTBEPKEHOr0
BUPOGHMKa - [MogaHHA
OHOBJIEHOTO
cepTudikata
BignoBigHoOCTI
€Bponeiicbkili
thapmaxkonei CEP 2010-
048-Rev 01
(3aTBEpaXeHO: R1-CEP
2010-048-Rev 00) gns
[itoyoi pevoBuHU
apriHiHy rigpoxnopug iz
3aTBEPAKEHOTO
BMpOGHUMKa Shanghai
Kyowz Amino Acid Co.,
Ltd., Kutaii. Y 3B'A3ky
oHoBJ/IeHHs CEP
Bigbynacs 3miHa Ha3Bu
3aTBEPAKEHOTO
BMPOGHMKa Ha
SHANGHAI PLUMINO
AMINO ACID CO., LTD.,
Kutaii. BBeeHHs 3MiH
NPOTArom 6-Tu MicALiB
nicns 3aTBeppKEHHS.
OHoBneHi MKA N3
(eCTD 0000)

18.

AMAaoauni
H
CAHAO3®

amlodipine

amnogm
niHy
dopmi
amnogm
niHy
6ecunar
y

Cco8
CAO0

Tabnetku no 10
mr, no 15
Tabnetoky
6nicTepi; no 2
6nictepu B
KapTOHHii
KopoobUi

CaHpo3
dapmachb
1oTikan3

4a.a.

CnoBeHis

Nex
dPapmavnesTny
Ha KoMMaHis
A4
CnoseHus
(KOHTpOSIb
cepii (nuwe

CnoBeHi
al
Typeuun
Ha/
PymyHis/
Monbla

BHECEHHS 3MiH A0
peecTpauiitHux
mMartepianis: 3miHu | Tuny
- 3MiHK 3 SKOCTI.
CepTudikar
BignoBigHOCTI/TE-
ceptudpikat

3a peyenmom

UA/11166/01/02
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
MiKpO6io/oriuH BiANOBIAHOCTI

WiA), BUMYCK
cepit;
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs,
BUMNYCK cepil);
BVPOGHMLTBO
in bulk,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/b cepii
(okpim
MikpoG6ionoriyH
oro): Hoeapric
dapmachbioTika
n
MaHydhakTypu
Hr JIN1C,
CnoseHus;
BVPOGHMLTBO
in bulk:
'eHBeoH lnak
Canali Be
Tikapet A. C.,
TypeyuunHa;
CaHpo3 Mpyn
Carnuvk
YpyHnepi
Inaknapi CaH.
Be Tik. A.C.,
TypeyuunHa;
KOHTPO/1b
cepii: C.K.
CaHpo3
C.P.N,
PymyHis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b
cepii, BUMyCK
cepii: Nlek
C.A., MonbLya;
KOHTPO/1b
Mikpo6iosioriyH

€Bponeicbkili
thapmakonei/moHorpadii
. MopaxHsa HoBoro abo
OHOBJIEHOTO
cepTudikaTa
BiAgnosigHOCTI a60
BU/yYEHHS cepTudikata
BignoBigHOCTI
€Bponecobkin
thapmakonei: ans Adl;
[ONs BUXIOHOTO
MaTtepiany/peareHTy/npo
MDKHOTO MPOAYKTY, LU0
BUKOPVCTOBYIOTHCS Y
BMPOGHMLTBI API; Ans
[OMOMDKXHOT PEYOBUHHN
(cepTudhikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei) -
OHoBeHuii ceptudikat
Bif} y)Xe 3aTBepAKeHoro
BUPOGHMKa NOAaHHS
OHOBJIEHOTO
cepTudpikaTy
BignoBigHOCTI
€Bponecobkin
thapmakonei CEP 2016-
077-Rev 01 Big,
3aTBEPAKEHOTO
BMpOGHMKa Hetero
Drugs Limited gjtouoi
PEeYOBUHM amIoanMiHY
6ecunar, B 3B’A3Ky 3i
3MiHOI agpecu
BnacHuka CEP Ta
OHOBJIEHHAM STP
(3aTBEpmKeHo: R1- CEP
2016-077-Rev 00;
3anpornoHosaHo: CEP
2016-077-Rev 01).
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Of YncToTH:
HoBapTic
Carnuk lipa
Be Tapim
YpyHnepi CaH.
Be Tik. A.C.,
TypeyunHa
19. | AMAoAuni | amlodipine | amnoamn C08 | Tabnetkn no 5 CaHpos3 CnoseHis ek CnoseHi BHECEHHS 3MiH 0 3a peyernmom UA/11166/01/01
H niHy CAO0 | wmr,no 15 dapmacb dapmaneBTuy al peecTpauiinHux
CAHAO3® dopmi 1 TabneTtoky toTiKan3 Ha KoMMaHis Typeuun | matepianis: 3miHu | TRy
amnoan 6nicTepi; no 2 0.4, 0.4, Ha/ - 3MiHM 3 AKOCTI.
niHy 6nictepu B CnoseHis CnoseHus PymyHis/ CepTudikat
6ecunar KapTOHHIi (koHTpOsb MonbLa BignosigHocTi/lE-
y Kopoo6Li cepii (nuwe cepTugikat
Mikpo6ionoriyH BignoBigHOCTI
WiA), BUMYCK €Bponecbkili
cepit; thapmakonei/moHorpadii
nepBuHHe Ta . MogaHHA HoBOro abo
BTOPUHHE OHOB/IEHOTO
nakyBaHHs, cepTugikaTa
BUNYyCK cepii); BignosigHOCTI abo
BVPOGHMLTBO BUyYEHHS cepTudpikata
in bulk, Bi4NOBIAHOCTI
nepBUHHE Ta €Bponeiicbkili
BTOPUHHE dhapmakonei: ans Adl;
nakyBaHHs, ON8 BUXIAHOro
KOHTPO/b cepil MaTtepiany/peareHTy/npo
(okpim MDKHOTO MPOAYKTY, L0

MiKpob6iosioriyH
oro): Hosapric

BUKOPVCTOBYIOTHCS Y
BUPO6HMLTBI ADI; ans

dapmachbloTika [OMOMDKHOT PEYOBUHM
n (cepTudbikart
MaHyhakTypum BignoBigHOCTI
Hr IN1C, €Bponecbkili
CnoBeHus; thapmakoner) -
BUPOGHMLTBO OHoBeHWIA cepTudikat
in bulk: Bif, y)Ke 3aTBEPKEHOrO
['eHBeOH Inak BMPOGHMKA NoAaHHS
CaHali Be OHOB/IEHOTO
TikapeT A. C., ceptudpikaTy
TypeyunHa, BignoBigHOCTI
CaHpo3 pyn €Bponeiicbkili
Carnuk thapmakonei CEP 2016-
YpyHnepi 077-Rev 01 Big,
Inaknapi CaH. 3aTBepAXeHoro
Be Tik. A.C., BMpO6HMKa Hetero
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
TypeyuunHa, Drugs Limited gjtouoi
KOHTPO/b PeyoBVHY amnoauniHy
cepii: C.K. 6ecunar, B 3B'A3KY 3i
CaHpo3 3MiHOI agpecu
C.p.n, BrnacHuka CEP Ta
PymyHis; OHOB/NEHHAM STP
nepBrHHe Ta (3atBepaxeHo: R1- CEP
BTOPUHHE 2016-077-Rev 00;
naxkyBaHHs, 3anponoHosaHo: CEP
KOHTPO/1b 2016-077-Rev 01).
cepil, BUMycK
cepii: lek
C.A., MonbLya;
KOHTPO/b
MikpoG6ionoriyH
Of YncToTH:
HoBapTic
Carnuk lipa
Be Tapim
YpyHnepi CaH.
Be Tik. A.C.,
TypeyunHa
20. | AMOoaunl | amlodipine | amnoau C08 | Tabnetkn, Nno 5 TOB Ykpaina AT Yropwm BHECEHHS 3MiH 0 3a peyernmom UA/16717/01/01
H-TEBA niHy CAO | wr; «TeBa PapmavnesTny Ha peecTpauiiiHnx
BUrNAAI 1 no 10 Tabnetok YkpaiHa» HWi1 3aBOf, marepianis: 3miHu | Tuny
amiogm y 6nicTepi; no 3 TeBa - 3MiHM 3 AKOCTI.
niHy abo 9 6nictepis CepTudikat
6ecunar Y KapTOHHIl BignosigHocTi/lE-
y Kopoo6Li cepTugikat
BignoBigHOCTI

€Bponecbkin
hapmakonei/moHorpadii
. MogaHHA HoBOro abo
OHOB/IEHOTO
cepTugikaTa
BignosigHOCTI abo
BUyYEHHS cepTudpikata
Bi4NOBIAHOCTI
€Bponeiicbkili
dhapmakonei: ans Adl;
L8 BUXIQHOMO
MaTtepiany/peareHTy/npo
MDKHOTO MPOAYKTY, L0
BUKOPVICTOBYIOTHCS Y
BUPO6HMLTBI ADI; ans
[OMOMDKHOT pEYOBUHM
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

(ceptuchikat
BignoBigHoOCTI
€Bponeiicbkili
hapmakonei) -

OHoBrieHuii cepTudikat
Bif} y)ke 3aTBepAXeHOro
BMPOGHMKA NodaHHSA

OHOBJIEHOTO

ceptudikaTy

BiANOBIAHOCTI
€Bponeicbkili

thapmakonei CEP 2002-
184 Rev 08 Big, BXe
3aTBEPAKEHOrO
BMpo6HUKa Unichem
Laboratories Limited,
India gitouoi peyoBuHM
amnogmnivy 6ecunat B
3B'A3KY 3 3MiHOI0 agpecu
BN1aCHMKa MacTtep-
thaiiny Ha ADI
(3atBepaxeHo: R1 -
CEP 2002-184 Rev 07,
3anponoHosaHo: CEP
2002-184 Rev 08)

21.

AMaoauni
H-TEBA

amlodipine

amoam
niHy
BUrNAAI
amnoam
niHy
6ecunar
y

Cco8
CAO

Tabnetkn, no 10
Mr;

no 10 Tabnetok
y 6nicTepi; no 3
abo 9 6nictepis
Y KapTOHHIl
Kopoo6Li

TOB
«TeBa
YkpaiHa»

YkpaiHa

AT
PapmavnesTny
HWIA 3aBOf,
Tesa

Yropim
Ha

BHECEHHS 3MiH [j0
peecTpauiintHux
marepianis: 3miHu | Tuny
- 3MiHK 3 AKOCTI.
CepTudikat
BignosigHocTi/lE-
cepTugikat
BignoBigHOCTI
€Bponecbkiin
hapmakonei/moHorpadii
. MogaHHA HoBOro abo
OHOB/IEHOTO
cepTugikaTa
BignosigHOCTI abo
BUyYEHHS cepTudpikata
Bi4NOBIAHOCTI
€Bponeiicbkili
dhapmakonei: ans Adl;
L8 BUXIQHOMO
MaTtepiany/peareHTy/npo
MiDKHOTO MPOAYKTY, L0

3a peyernmom

UA/16717/01/02
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

BMKOPVCTOBYHOTbCS Y
BMPOGHMLTBI A®I; aons
[O0NOMDKHOT peyoBUHU

(cepTuchikat
BignoBigHOCTI
€Bponeiicbkili
hapmakonei) -

OHoBreHuii cepTudpikat

Bif} y)ke 3aTBepAXeHOro

BMPOGHMKA NodaHHS
OHOBJIEHOTO
ceptudikaTy
BiANOBIAHOCTI

€Bponeicbkili

thapmakonei CEP 2002-

184 Rev 08 Big, BXe
3aTBEPAKEHOrO
BMpo6HUKa Unichem
Laboratories Limited,
India gitouoi peyoBuHM
amnogunivy 6ecunat B
3B'A3KY 3 3MiHOI0 agpecu
BN1aCHMKa MacTtep-
thaiiny Ha ADI
(3atBepaxeHo: R1 -
CEP 2002-184 Rev 07,
3anponoHosaHo: CEP
2002-184 Rev 08)

22,

AMOKCUKN
AB® 2X

Amoxicillin
and beta-

lactamase
inhibitor

amokcuLy,
WNiH Y
dopmi
Tpurigpa
Ty Ta
Kucnota
Kknasyna
HoBa y
dopmi
KaulieBol
coni

Jo1
CRO

TabneTku, BKPUTI
NAiBKOBOO
060710HKO0, 500
Mr/125 wmr; no 7
Tabnetoky
6nictepi abo
cTpuni; no 2
6nictepu abo
cTpunn y
KapTOHHii
KopooLi

CaHpo3
Papmacb
toTiKan3
A.a.

CnoseHis

CaHpo3 F'mM6X
- BupobHuua
AinbHUUA
AHTUWIHDEKUIA
HiMN3 Ta
XimiyHi
Onepauji
KyHane (AIXO
N3 KyHab)

ABCTpIf

BHECEHHS 3MiH [0
peecTpauiinHux
marepianis: 3miHu | Tuny
- 3MiHM Woao0
6e3nekun/edeKkTBHOCTI
Ta chapmakoHarnagy.
BeegeHHs1 abo 3MiHV A0
y3arasnibHeHUX AaHnx
npo cuctemy
dhapmakoHarnsgy
(BBEAEHHA
y3arasibHeHNX AaHuX
npo cuctemy
hapmakoHarnagy, smiHa
YMOBHOBAXXEHOT 0CO6H,
BifgnoBiganbHOT 3a
3[iACHEHHS
hapmakoHarnsay;

3a peyernmom

UA/7064/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
KOHTaKTHOI ocobu 3
dhapmakoHarnsgy
3asBHUKA 4NA
3[iiCHEHHS

chapmakoHarnsgy B
YKpaiHi, SKLLLO BOHa
BiAMIHHA Bif
YMOBHOBaXeHOT 0cobwm,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy
(BK/THOYAKOYMN KOHTAKTHi
[AaHi) Ta/abo 3MiHM y
PO3MiLLeHHI MacTep-
thaiina cuctemu
hapmakoHarnsgy).
3MiHa yNnoBHOBaXeHOT
0COo6U 3asBHMKA,
BiANOBIAa/IbHOI 3a
chapmakoHarnsg,.
Litova pepakuis: Jasig
JbxoH Nesic /
DavidJohnLewis.
MponoHoBaHa peaakuis:
Kotan Moxameg Ani.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBAaXEHOT 0cobM,
BiANOBIAa/IbHOI 3a
3[iACHEHHS
hapmakoHarnagy. 3miHa
KOHTaKTHOI 0co6u
3asBHVIKa,
BignoBiganbHOI 3a
3[iiCHEHHS
chapmakoHarnsgy B
YkpaiHi. Aitoua
pegakuisi: Opnos
B’auecnas BikTopoBuy /
Viacheslav Orlov.
MponoHoBaHa pegakuis:
TaHacoBa 3opsHa
MwukonaiBHa. 3miHa
KOHTaKTHUX AaHuX
KOHTaKTHOT 0co6m
3aABHUKA,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
hapmakoHarnsgy B
YkpaiHi. 3MiHa MicuA
3[iACHEHHS1 OCHOBHOT
AiSNbHOCTI 3
hapmakoHarnsgy. 3miHa
MiCLIe3HaXOKEHHS
mMacTep-gharina cuctemm
thapmakoHarnsgy ta
oro Homepa.
23. | AMOKCUKN | Amoxicillin | Amokcu Jo1 TabneTku, Wwo CaHpo3 CnoBeHisi CaHpo3 'm6X | ABcTpis BHECEHHS 3MiH A0 3a peyenmom UA/3011/04/01
AB® and beta- Luniny CRO | agwucnepryrotbcs, dPapmacb — Bupo6Huia peecTpauiitHux
KBIKTAB lactamase | Tpurigpa | 2 875 mr/125 wr, 1oTikan3 AinbHUUA mMartepianis: 3miHu | Tuny
inhibitor T no 5 tabnetoky n0.o. AHTUIHGEKLi - 3MiHM Wwoao
Kanito 6nicTepi; no 2 Hi M3 Ta 6e3nekn/edheKTUBHOCTI
Knaeyna 6nictepn y XiMiyHi Ta (hapmakoHarnsgy.
HaT KapTOHHIi Onepadji BBefeHHst abo 3MiHM [0
Kopob6uji; no 7 KyHanbe (AIXO y3araslbHeHUX AaHnx
Tabnetoky N3 KyHanb) npo cuctemy
6nicTepi; no 2 thapmakoHarnsgy
6nictepu y (BBEAEHHA
KapTOHHiiA y3arasibHeHUX AaHnx
KopooLi npo cuctemy

thapmakoHarnagy, smiHa
YNOBHOBAaXEHOT 0CcOo6M,
BiANOBIAa/IbHOI 3a
3[iiCHEeHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobm 3
thapmakoHarnagy
3asBHUKa ANs
3[iiCHEHHS
thapmakoHarnsgy B
YKpaiHi, AKL0 BOoHA
BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BignoBigasnbHOI 3a
3[iiCHEHHS
thapmakoHarnagy
(BK/THOYAKOYMN KOHTAKTHi
[AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnsgy).
3MiHa ynoBHOBaXXeHOi
0CcOo6U 3asBHMKA,
BiANOBIAa/IbHOI 38
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

hapmakoHarang,
[itoua pepakuis: Jasig
[bxoH Jesic /
DavidJohnLewis.
MponoHoBaHa pepakuis:
Kotan Moxamep Ani.
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXeHOT 0cobwm,
BignoBiganbHOI 3a
3[iiCHEHHS
hapmakoHarnsgy. 3miHa
KOHTaKTHOT 0cobun
3a8BHYIKa,
BignoBigasibHOI 3a
3[iACHEHHS
hapmakoHarnsgy B
YkpaiHi. Jitoua
pepakuisi: Opnos
B’Auecnas BiktopoBuy /
Orlov Viacheslav.
MponoHoBaHa peakLisi:
TaHacoBa 3opsiHa
MwukonaiBHa / Tanasova
Zoriana. 3MiHa
KOHTaKTHUX AaHnX
KOHTaKTHOT 0co6u
3as1BHUKA,
BiANOBIAa/IbHOI 3a
3[iACHEHHS
thapmakoHarnsigy B
YkpaiHi. 3miHa micua
3[iliCHEHHS1 OCHOBHOT
LisNbHOCTI 3
hapmakoHarnsagy. 3miHa
MiCLLe3HaXOAKEHHS
mMacTep-haiina cucremm
thapmakoHarnsgy Ta
oro Homepa.

24.

AHACTPO3
on
CAH03®

anastrozol
e

aHacTpo
30N

LO2
BGO

TabneTtkn, BKpUTI
nAiBKOBOO
060/10HKO, N0
1 wmr; no 14
TabneTok y
6nicTepi; no 2
6nictepu B
KapTOHHif

CaHpo3
Papmacb
loTikan3
8.4

CnoBeHis

Canotac
Papma M'm6X
(BMpPOGHMLTBO

"in bulk",

nakyBaHHs,
BUNYCK Cepil;

BTOPVHHE

nakyBaHHs)

Himeuun
Ha

BHECEHHS 3MiH [0
peecTpavliiHnx
mMartepianis: 3miHu | Tuny
- 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii
3aci6. 3mMiHn y
BMPOBHMLTBI. 3MiHa
po3mipy cepii

3a peyenmom

UA/13575/01/01




45

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
KopoobLi (BKkOYaOUM gianasoH

po3mipy cepii) roToBoro
niKapcbKoro 3acoby
(36inblueHHs go 10
pasiB NOpiBHAHO i3
3aTBEPMKEHNM
PO3MIpOM) 36i/IbLUEHHS
00 10 pasiB NOPIBHAHO i3
3aTBEPMKEHNM
po3mipom (6e3 3MiHu
TEXHOOrii BUpOOHNLTBA
Ta NPOMUCNOBOrO
obnagHaHHs).
3arBepmkeHo: 850 000
TabneTok.
3anponoHosaHo: 850
000 TabneTtok, 2 500
000 TabneTok.
3MiHn | TURY - 3MiHN 3
AKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHK
Y BUPOGHMLTBI. 3MiHK
BMNpo6yBaHb abo
OOMYyCTUMNX MEX,
BCTaHOB/EHNX Y
cneuudikauisix, nig yac
BMPOGHMLITBA FOTOBOTO
nikapcbKoro 3acoby
(iHWi 3MiHK) 3miHa
nocunaHHs meToay
KOHTPO/II0 NapameTpis
HaCUMHOT NYCTUHN Ta
rycTuHU nicns
YLWiNIbHEHHSA, L0
KOHTPO/IOIOTLCA B
npoueci BUpobHULTBa 3
«Ph. Eur. 2.9.15
HacunHa ryctuHa ta
rycTuHa nicns
yLWiNbHEHHS» Ha «Ph.
Eur. 2.9.34 HacunHa
rycTVHa NOPOLLKiB» Ta
npyBeAeHHs1 Ha3BK
nokasHuka y
BigNoBIgHICTL A0
Ail040ro BMAaHHA

3arasibHoro posginy Ph.
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Eur. 2.9.34.

25. | AHTICEMB arginine apriHivy BO5 | po3uuH ans TOB Ykpaina MpuBaTHe Ykpaina BHECEHHSA 3MiH O0 3a peyernmom He UA/15912/01/01
hydrochlor | rigpoxno | XBO | iHdysild, 42 "BOPBAP akuioHepHe peecTpauiinHux nionseae
ide pug, 1 mr/ma no 100 mn TC TOBapuUCTBO marepianis: 3miHu | Tuny

y naawyi; no 1 PAPMA" «IHdpysis» - AOMIHICTpaTUBHI 3MiHN.
nnsawui y 3MiHa Ha3Bu
Kopob6ui 3 nikapcbkoro 3acoby
KapToHy 3MiHV BHECEeHO LWoa0
Ha3BW NikapcbKoro
3acoby. 3aTBepAKeHoO:
AHTO-BETAPTIH
(ANGIO- BETARGIN).
3anponoHoBaHo:
AHTICENB
(ANGISAVE). BeeaeHHsA
3MiH NpOTAroM 6-Tn
micauiB nicns
3aTBEPLKEHHS. 3MiHN |
TMny - AGMiHICTpaTUBHI
3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo
afjpecy 3asBHMKa
(BnacHvka
peecTpaujiiHoro
nocBigyeHHs) - 3miHa
agpecy 3asaBHMKa. 3MiHU
BHECEHO B IHCTPYKLiIO
ANna MegnyHoro
3acTocyBaHHSA
niKapcbKoro 3acoby y
po3ain
"Micue3HaxooKeHHS
3asBHUKA" 3
BiANOBIAHUMY 3MiHaMW B
TEKCTi MapKyBaHHS
YNaKoBOK JliKapCbKOro
3acoby. BBegeHHs 3MiH
NPOTAroMm 6-Tu MicALiB
nicns 3aTBepKeHHs

26. | AHY30N - Kcepod CO05 | cynosuTopii MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH A0 6e3 peyenma UA/7303/01/01

opm, AXO | pekTasibHi, no 5 «MoHdpap «MoHdapm» peecTpauinHux
eKcTpakTt | 3 Cyno3nTopiiB y M> mMaTtepianis: 3miHu | Tuny
6enagoH cTpuni; no 2 - 3MiHM 3 AKocTi. AdI.
N rycTuit CTpUMM B NauLi 3 CrabinbHicTb. 3MiHa
(Bellado KapToHy; No 3 nepiogy NOBTOPHUX
nnae cynosuTopii y BMNpobyBaHb/nepiogy
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

extractu
m
spissum

)

cTpuni; no 2 abo
3 cTpunu B navui

36epiraHHa abo ymos
36epiraHHa AdI (3a
BICYTHOCTI Yy
3aTBEPLKEHOMY [OCbE
cepTudiikata
BignoBigHOCTI
€Bponecbkin
thapmakonel, Lo
BK/OYAE nepiof
NOBTOPHOTO
BMNpoOyBaHHs) (Nepioa
NOBTOPHOrO
BunpobyBsaHHa/nepion,
36epiraHHs) - 3miHa
ymoB 36epiraHHss AdI -
npvBeAeHHs yMOB
36epiraHHsA y
cneuudikawii BXigHoro
KoHTposito MAT
«MoHpapm» Ha ADI
BenafoHHN ekcTpakT
rycTuin y BiANOBIAHICTb
[0 BuMor cneuudikauii
BUpo6HMKa ADI MAT
HBL|, «bopLuariBcbkuii
XiMiko-thapMaLeBTUYHWIA
3aBO/». 3aTBEPMLKEHO:
B cyxomy, 3axuLieHomy
Bif CBiTNa micui npu
Temneparypi He BuLLe
15 °C 3anponoHoBaHo:
Y WinbHO 3aKynopeHii
ynakoBLii npu
Temneparypi He BuLle
25 °C.

27.

ATOHIN

nimesulide

Himecyni
il

MO01
AX1

Tabnetkun no 100
mr; no 10
TabneTtoky
6nictepi; no 2
6nictepu B
KapTOHHii
KopooLi

Megokemi
Nimiteq

Kinp

BUPOGHMLTBO
3a NOBHUM
LIK/TOM:
Megokemi
Nimites, Kinp;
BVPOGHMLTBO
3a NOBHUM
LMKIOM:
Mepgokemi
Nimites, Kinp

Kinp

BHECEHHS 3MiH [0
peecTpavliiHnx
mMartepianis: 3miHu | Tuny
- AAMIHICTPaTUBHI 3MiHN.
3mMiHa HaliMeHyBaHHS
Ta/abo afgpecu 3aABHMKa
(BnacHuka
peecTpavujiitHoro
noceigueHHs). 3MiHa
Ha3BuW Ta agpecu
3asBHMKa (BNacHvKa

6e3 peyenma

UA/8715/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
peecTpavujiitHoro
nocBigYeHHs)
28. | ACAKON® mesalazin | mecanas | AO7 | TabneTtku, BKpUTI Tinotc LLiBeiiuapi Brvpo6bHuyTteo | Himeuun BHECEHHS 3MiH A0 UA/4770/01/01
e WH ECO | o6onoHkoto, dapma Al A Hepo3dhacosa Ha/ peecTpauinHux
2 KMLIKOBOPO3YMH HOIT NpoAyKUiT, LBeiiua | matepianis: 3miHu | TNy
Hi no 400 mr, no nepBrHHa Ta pist - 3MiHM 3 AKOCTI.
10 TabneTtoK y BTOPUHHA [oTOBWIA NikapcbKuii
6nictepi; no 10 yrnakoBka: 3aci6. 3mMiHn y
6nictepiB y Xaynt ®apma BUPOBHULTBI. 3MiHU
Kopobui 3 BtonbdiHr BMNPOGYBaHb abo
KapTOHY v6X, [0MYyCTUMUX MEX,
HimeyuunHa; BCTaHOB/EHNX Y
B1po6HYK, cneuundikauisx, nig yac
Bi4NOBIAA1bHM BMPOGHMLITBA FOTOBOTO
i1 3a BUNYyCK niKapcbKoro 3acoby
cepiii: Tinotc (iHLWi 3MiHW) BUAANEHHS
dapma Arl, BMNPOOYBaHHS
LLIBeiiuapis «[epeBipka AKOCTi

repmeTusadii», ocKisibku
anbTepHaTUBHUI MeTOof,
— BaKyyMHWi1 TECT — BXe
3aTBEPMKEHNIA ANs
KOHTPO/IKO LiNicHOCTI
ynakoBKW. Takox
BHECEHO pefakuiiiHi
3MiHK OO po3gainy
3.2.P.3.3. 3miHu | Tuny -
3MiHu 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHu
Y BUPOGHULITBI. 3MiHN
BMNpo6yBaHb abo
[OMYCTUMNX MEX,
BCTaHOB/EHNX Y
cneumdikauisix, nig yac
BMPOGHMLITBA FOTOBOTO
niKapcbKoro 3acoby
(iHLWi 3MiHK) -
OHOB/IEHHA onucy
MeToAy NpoBeAeHHs
BaKyyMHOro TecTy
LLIAXOM 3aMiHK
3arasibHOro TePMiHy
«BHYTpILWHI iHCTPYKLi»
Ha BignoBigHWiA TN
mMeToay - "BakyymHuiA
TECT: TECT i3 CUHIM
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

6apBHVKOM (NPMGIN3HO
0,6 6ap, 2 xB) abo
npuHaiMHi
eKBiBa/IEHTHWI MeToq".
MeTog BunpobyBaHHA
3a/MLWAaETbCA
He3MiHHUM. 3MiHu | Tuny
- 3MiHK 3 AKOCTi.
[oTOBWIA Nikapcbkuii
3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHN
BMNPo6yBaHb abo
LOMYCTUMUX MEX,
BCTaHOBNEHNX Y
cneuunaikauisx, nig yac
BMPOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby
(iHLWi 3MiHW)
3anponoHoBaHa 3miHa
nonsrae B TOMy, L0 415
XapakTepucTuku
BMNPOGYBaHHA Npu
npoBefeHHi BakyyMHOro
TecTy 3aMiHeHO BMpas3
«UinicHicTb
repmeTu3adii ynakoBku»
6iNbLL TOYHUM
hOpMy/HOBaHHSAM, L0
CTOCYETbCA Camoro
TeCTy Ta NpsAMO BKasye
Ha pesynbTart
nepesipku, TO6TO
"NpoiiT BUNpobyBaHHA".
3MiHn | TURY - 3MiHN 3
AKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHK
Y BUPOGHMLTBI. 3MiHK
BMNpo6yBaHb abo
OOMYyCTUMNX MEX,
BCTAHOB/IEHUX Y
cneuudikauisix, mig yac
BMPOGHMLITBA FOTOBOTO
nikapcbKoro 3acoby
(BWNyYEHHS HECYTTEBOTO
BMNPOGYBaHHS B
npoveci BUpobHULTBA)
BUAAJIEHHSA
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

BHYTPILLHbOMPOL,ECHOro
koHTponio (IPC)
«Mepdopaduis
6nictepiB». 3MiHM | TUNY
- 3MiHK 3 AKOCTi.
[oTOBWIA Nikapcbkuii
3aci6. 3MiHn y
BMPOGHULTBI. 3MiHN
BMNPo6yBaHb abo
LOMYCTUMUX MEX,
BCTaHOBNEHUX Y
cneuunaikauisx, nig yac
BMPOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby
(BMNYYEHHSI HECYTTEBOTO
BMNpOGYyBaHHA B
npoveci BUpobHULTBa)
BUTYYEHHS KOHTPO/IO
3MIHHUX AaHuX, a came
«[MepeBipkn Homepa
KOPOG6KM» Ha NEPBUHHUX
i BTOPUHHYX
nakyBasIbHUX
mMartepianax. 3miHu |
MMy - 3MiHM 3 AKOCTI.
[oTOBWIA NikapcbKwii
3aci6. 3MiHN y
BMPOGHULTBI. 3MiHN
BMNpo6yBaHb abo
LOMYyCTUMNX MEX,
BCTaHOB/EHNX Y
cneuudikauisix, mig yac
BMPOGHMLITBA FOTOBOTO
nikapcbKoro 3acoby
(BWNyYEHHS HECYTTEBOTO
BMNPOGYBaHHS B
npoveci BUpobHULTBA)
BUJTYYEHHS KOHTPO/IIO
3MIHHMX JaHuX, a came
«[paBu/iLHOTO
MapKyBaHHS
6nictepa/Kopobku» Ha
NEePBUHHKX | BTOPUHHUX
nakyBasIbHUX
MaTepianax.

29.

ACKOPBIH

Ascorbic

Kncnorta

All

PO34MH AN

MpusaTHe

Ykpaina

MpusaTHe

Ykpaina

BHECEHHS 3MiH A0

3a peyenmom

UA/12847/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
OBA acid (vit C) | ackop6iH | GAO | iH'ekuii, 50 aKujioHepH akujioHepHe peecTpauinHnx
KUCNOTA oBa 1 Mr/MA, Mo 2 MA B e TOBapUCTBO marepianis: 3miHu | Tuny
amnyni; no 10 TOBapucTB "Jekxim - - 3MiHM Wwoao
amnyny 0 "Nlekxim Xapkis" 6e3nekn/edeKTUBHOCTI
KapTOHHI nayui - XapkiB" Ta hapmakoHarnsgy
3 (iHLWi 3MiHN).
neperopogkamu; BHeceHo pegakuiiHi
no 2 Mn B npaBKn y TEKCT
amnyni; no 5 MapKyBaHHA BTOPUHHOT
amnyn B (n.2,4,11,17)Ta
0fHOGIYHOMY nepBuHHOT (M. 2, 6)
6nictepi, no 2 yNakoBKM NiKapCbKoro
6nictepay 3acoby, TakoX BUYYEHO
nauuj; mo 2 mn B ay6niotouy iHhopmavito
amnyni; no 100 3a3HayeHy pocCiliCbKo
amnyny MOBOK. BBeAEHHS 3MiH
KapTOHHii npoTsarom 6 micsuis
KopooLi 3 nicnsa 3aTBepAKEeHHA
neperopogkamu
30. | ACKOPBIH Ascorbic kncnota | A1l | po3uuH ans MpuBaTHe Ykpaina MpuBaTHe Ykpaina BHECEHHSA 3MiH O0 3a peyernmom UA/12847/01/02
OBA acid (vit C) | ackop6iH | GAO | iH'ekuiii, 100 aKuioHepH akuioHepHe peecTpauiinHux
KNCNOTA oBa 1 Mr/MA, Mo 2 MA B e TOBapuCTBO marepianis: 3miHu | Tuny
amnyni; no 10 TOBapucTB "JTekxim - - 3MiHM Wwoao
amnyny 0 "/lekxim Xapkis" 6e3nekn/edeKkTBHOCTI
KapTOHHI nayui - Xapkis" Ta hapmakoHarnsgy
3 (iHLWi 3MiHN).
neperopogkamu; BHeceHO pepaakujiiiHi
no2mns npaBkn y TEKCT
amnyni; no 5 MapKyBaHHA BTOPUHHOT
amnyn B (n.2,4,11,17) ta
0fHOGIYHOMY nepBuHHOI (M. 2, 6)
6nicTepi, no 2 ynaKoBKM NiKapcbKoro
6nictepay 3acoby, TakoX BUTyYEHO
nadui; no 2 mn B ay6ntotouy iHghopMau,io
amnyni; no 100 3a3HavYeHy pocCiliCbKo
amnyny MOBOI0. BBEIEHHS 3MiH
KapTOHHIi npoTarom 6 micsAuis
Kopoo6uji 3 nicnsa 3aTBepAKeHHsA
neperopogkamu
31. | ACKO®DEH- | Acetylsalic | ayetnnc | NO2 | Tabnetku, no 6 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 6e3 peyenma UA/7528/01/01
OAPHMUA ylic acid, aniunno | BA5 | a6ono 10 "®papmaue "papmaueBTu peecTpauinHux
combinatio | Ba 1 TabneToky BTUYHA YHa hipma marepianis: 3miHu | Tuny
ns excl. KncnoTa, KOHTYpPHil ipma "NapHuus” - 3MiHM 3 SKOCTI.
psycholept | napaueTt YapyHKOBIli "OapHuus” CepTtudikar
ics amon, ynakosLi; no 1 signosigHocTi/lE-
KogoeiH KOHTYpHili cepTuduikat




52

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
YapyHKOBIl BiANOBIAHOCTI
ynakoBLji B €Bponeicbkili

nauui; no 6 a6o
no 10 Tabnetok
Y KOHTYPHUX
YapyHKOBUX
ynakoBkax

thapmakonei/moHorpadii
. MopaxHsa HoBoro abo
OHOBJIEHOTO
cepTudikaTa
BiAgnosigHOCTI a60
BU/yYEHHS cepTudikata
BignoBigHOCTI
€Bponecobkin
thapmakonei: ans Adl;
[ONs BUXIOHOTO
MaTtepiany/peareHTy/npo
MDKHOTO MPOAYKTY, LU0
BUKOPVCTOBYIOTHCS Y
BMPOGHMLTBI API; Ans
[OMOMDKXHOT PEYOBUHHN
(cepTudhikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei) - HoBuii
cepTtudikaT Bif BXe
3aTBEPAKEHOrO
BUPOGHMKa - MogaHHA
Hosoro CEP 2002-020-
Rev 11 Big 13.08.2024
ona A®l Mapauetamon
BiJ, BXE 3aTBEPIAKEHOro
BUpPO6HMKa Farmson
Pharmaceutical Gujarat
Pvt. Ltd. (Unit-11), India)
Ha 3amiHy AM® Ne
OPDMF/FP-II/Ph.Eur-
BP/2020/00, July 2020.
Y 3B'A3KYy 3 UMM
BHOCUTLCS 3MiHa [0
Ha3Bu BUpPOOHWuKa. Mpwn
LibOMy
MiCLIe3HaXOKEHHS,
MiCLie NPpOBaAKEHHSA
BVMPOGHWYOT AisANbHOCTI
BMpo6HUKa A®I Ta yci
BMPOGHUYI onepaui
3a/mMwaTbCa
HEe3MiHHUMMW.
[itoya pepakuis:
AM® No
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

OPDMF/FP-II/Ph.Eur-
BP/2020/00, July2020
Bupo6HMK
Farmson
Pharmaceutical Gujarat
Pvt. Ltd. (Unit 11), India)
MponoHoBaHa pegakuis:
CEP 2002-020-Rev 11
Bif, 13.08.2024
Bupo6Hwmk
Farmson Basic Drugs
Private Limited (Unit 1),
India
3MiHn | TUnYy - 3MiHM 3
AKOCTi. A®I. KOHTposb
Adl. 3miHa y
napameTpax
cneyudikayin Ta/abo
LOMYCTUMUX MEX,
BU3HAYEHNX Y
cneumdikayisx Ha Adl,
abo
BVIXiAHWIA/NPOMIXHWIA
NpoAyKT/peareHT, Wwo
BMKOPWCTOBYHOTbCS Y
npoLieci BUpo6HMLTBa
ADI (iHWi 3MiHK) -
CynyTHS 3MiHa - 3MiHW 3
akocTi. A®l. KoHTponb
A®l. 3miHa y meTogax
BunpobysaHHa APl abo
BMXiAHOTO
mMaTtepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y
npoueci BUpo6HULITBA
A®| (He3HaUHi 3MiHW y
3aTBEPMHKEHNX MeToAax
BMNPOGYBaHHS) -
He3HayHe OHOB/IEHHA B
po3ginax 3.2.5.4.1. Ta
3.2.S.4.2. pnsa BXigHOro
KOHTPOJIO Ha gjtouy
peyoBunHy MapaveTtamon
3a NOKa3HNUKOM
«lgeHTudikayis», a
came: 3a/vLieHa nepLia
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
ineHTUdikauis, sxka e

0060B’A3KOBVM
BUMPOBYBaHHAM [aHOro
nokasHuka, BiAnoBigHO
0o sumor oY 1.4
«MoHorpadii» Ta €P
1.5.1.8 «Identification.
3MiHn | TUnYy - 3MiHM 3
AKOCTi. A®l. KOHTposb
Adl. 3miHa y
napameTpax
cneyudikayin Ta/abo
LOMYCTUMUX MEX,
BU3HAYEHNX Y
cneumdikayisx Ha Adl,
abo
BVIXiAHWI/NPOMIXHWIA
NpoAyKT/peareHT, Wwo
BMKOPVCTOBYHOTbCS Y
npoLieci BUpo6HMLTBa
ADI (iHWi 3MiHK) -
CynyTHS 3MiHa - 3MiHW 3
akocTi. A®l. KoHTponb
A®l. 3miHa y meTogax
BunpobysaHHa APl abo
BMXiAHOTO
mMartepiany/npomikHOro
NpoAyKTy/pearexTy, Lo
BUKOPVCTOBYETLCA Y
npoueci BUpo6HULITBA
A®| (He3HaUHi 3MiHW y
3aTBEPMHKEHNX MeToAax
BMNPO6YBaHHS) - [ns
BXIZIHOrO KOHTPO/IIO Ha
Ailovy peqyoBuHy
MapaLeTamon BHECEHO
He3HauHi OHOB/IEHHS, a
came NnoKasHuK
«PO3UMHHICTb»
nepeHeceHo Ao po3gainy
npo 3arasibHi
B/1ACTMBOCTI, OCKI/IbK/
BiH Mae
pekomMeHAauiliHWiA
XapakTep BignosigHoO A0
sumor oy 1.4

«MoHorpadii» Ta EP
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

1.5.1.7 «Characters».
3MiHn | TUnYy - 3MiHM 3
AKOCTi. A®I. KOHTposb
A®l. 3miHa y meToAax
BuNpobyBaHHa Adl abo
BMXiAHOTO
mMaTtepiany/npomikHOro
npoayKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y
npoueci BUPobHULTBA
A®| (iHWi 3MiHK Y
mMeToAax BUNPoGyBaHHS
(Bkntovaroun 3amiHy abo
[OMNoBHEHHS) AD| abo
BUXiAHOTO/NPOMIXHOTO
npoaykty) - flo
MeTOAVKN AN BXiAHOTO
KOHTPOJIIO Ha Aitouy
peyoBuHy Mapauetamon
3a NOKa3HUKOM
«CynpoBiHI JOMILLIKW»,
BHOCUTbCSH 3MiHa
BiANOBIAHO 40 BUMOT
MoHorpadii
€BponeiicbKoi
dapmakonei Ta
pekomeHpauiii AdY, 3
ypaxyBaHHAM
pe3ynbTaTiB Banigawji
aHaNiTMYHNX MeTOAMK
(BHECEHO TEPMIHM
NpUAATHOCTI PO3YMHIB).

32.

ACTPIA®

desloratad
ine

fesnopa
TafuH

R0O6
AX2

TabneTtkn, BKpUTI
NNiBKOBOIO
060/10HKO, N0
5 wmr; no 10
TabneTok y
6nictepi, no 1
abo no 3
6nictepu B
KOpoo6L;

no 30 TabneTok
y 6nictepi, no 1
abo no 3
6nictepu B
KopoobUi

TOB
«[pepcra
BHULTBO
BAYM
PAPM
TMBX»

YkpaiHa

Brvpo6bHmuTBO
3a NOBHUM
LIK/TOM:
TOB
"ACTPA®APM

YKpaiHa,;
CepTucpikauis
cepii Ta
BMaava
[103BOJY Ha
peanisaujto
(Bunyck) cepii:
TOB

YkpaiHa

BHECEHHS 3MiH A0
peecTpavliiHnx
mMartepianis: 3MiHu | Tuny
- 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii
3aci6. 3mMiHn y
BMPOBHMLTBI. 3MiHa
iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUMYCKY
cepii Ta KOHTPOsI0
AKOCTi rOTOBOrO
nikapcbKoro 3acoby
(3amiHa abo gofaBaHHsA

BMPOGHMKA, LLIO

6e3 peyenma

nionsieae

UA/15979/01/01
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

«[pepcTtaBHn
urso bBAYM
DAPM
TMBX»,
YKpaiHa

BiANOBIAA€E 3a BBE3EHHSA
Ta/abo Bunyck cepii) -
He Bktovatoun
KOHTPO/b/BMNPOOYBaHHSA
cepii. BBeaeHHs
[08aTKOBOro BUPO6HYMKa
BiANOBiAa/IbHOIO 3a
"CepTudpikauis cepii Ta
BMaya f403Bony Ha
peanizadito (B1nyck
cepii)", a came: TOB
"MNpeacTaBHULTBO
BAYM ®APM FMBX"
(YkpaiHa, 79047,
JbBiBCbKA 06/1ACTD,
JbBiBCbKUIA panoH,
MicTo J1bBiB, BynMus
Bep6oBa, 6yanHok 15).
Y 3B'A3KYy 3 BBEJ€HHAM
[04aTKOBOro BUPOOHMKa
- AofaBaHHs po3ainis
"Bnpo6HuMK" Ta
"Micue3HaxomKeHHs
BMpOGHMKa Ta agpeca
MiCLiAl NPOBaXEHHS
1ioro gisnbHocTi" B
IHCTPYKUito Ans
MeZNYHOro
3aCTOCyBaHHA Ta SK
Hacnigok - BignoBigHi
3MiHW Y TEKCTi
MapKyBaHHS yNakoBKu
NiKapcbKoro 3acooy.
BBefeHHS 3MiH
NpoTArom 6-T MicsLiB
nicns 3aTBepKEHHS.

33.

ATPAKYPIY
M-
JAPHULA

atracurium

aTpakypi

ymy
6ecunar

MO03
ACO

PO34MH AN
iH'ekuin, 10
Mr/mn no 5 mn B
amnyni; no 5
amnyny
KOHTYPHil
YapyHKOBIl
ynakosui; no 1
KOHTYPHil
YapyHKOBIl

MpAT
"®apmave
BTUYHA
ipma
"fapHuus”

Ykpaina

MpAT
"®apmaueBTn
yHa thipma
"fapHuus”

Ykpaina

BHECEHHS 3MiH A0
peecTpauiitHux
mMartepianis: 3miHu | Tuny
- 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. CtabifibHICTb.
3miHa y TepmiHax
npuaaTHocTi abo
ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro

3a peyenmom

He
nionsizae

UA/20896/01/01
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

ynakoBLji B nauwli

3aco6y (36iNblUeHHs
TepMiHy NpUAATHOCTI
roTOBOrO NiKapCbKoro
3acoby) - ns Toprosoi
yNaKoBKu
(nigTBEPOXKYETHCA
[aHVMKN peasibHoro
yacy) - 36inbLIeHHs
TEepMiHy NpuaaTHoCTI
rOTOBOrO /1iKapCbKOro
3acoby Ha nigcTasi
NiATBEPMAKEHNX AaHUX
peasibHOro yacy 3 1,5
poku Ao 2 pokis. Bepcis
MKSA(eCTDO0011). 3miHu
BHECEHO B po34in
"TepMiH npuaaTtHocTi” B
IHCTPYKUito Ans
MeanYHOro
3actocyBaHHs (eCTD
Bepcisa 0011) Tay
BIANOBIAHWIA po3Ain
KOpPOTKOT
XapakTepucTuku
nikapcbKoro 3acoby
(eCTD Bepcis 0011).
BBefeHHS 3MiH
npoTarom 6 micsuis
nicns 3aTBepKeHHs.

34.

BAKTONMIK

mupirocin

MynipoL}
WH

Masb, 2 % in
bulk Ne 169
(1x169): no 151
Masi B
TIOMIHIEBIN
Ty6i, no 169 Ty6
Y KapTOHHiIl
KopooLi

TOB
"KYCYM"

YkpaiHa

KYCYM
XENTXKEP
nBT T4

IHais

BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis: 3miHu | Tuny
- AAMIHICTPaTUBHI 3MiHN.
3mMiHa HaliMeHyBaHHS
Ta/abo agpecu 3aABHMKa
(BnacHuka
peecTpavujiitHoro
noceigueHHs). 3MiHa
HaliMeHyBaHHs
3asBHMKa (BNacHvka
peecTpaujiiHoro
NocBigYEHHS), 6€3 3MiHU
HOpUANYHOI 0Cco6M
3aTBepaKeHo:

TOB "TNEAPAPM NTA",
Ykpaina

UA/20997/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3anponoHoBaHo:
TOB "KYCYM", Ykpaina
TepMiH BBEAEHHS 3MiH -
npoTarom 6 micsAuis
nicns 3aTBepKeHHs.
35. | BAKTONMIK mupirocin mynipoy, | DO6 | ma3sb, 2 %; no TOB YkpaiHa KYCYM IHAisA BHECEHHS 3MiH A0 3a peyenmom UA/17049/01/01
WH AX0 | 15r masiB "KYCYM" XENTXKEP peecTpauinHux
9 anoMiHiIEBIN NBT NTA mMartepianis: 3MiHu | Tuny
Ty6i, no 1 Ty6i y - AMIHICTPaTUBHI 3MiHW.
KapTOHHIi 3MiHa HaliMeHyBaHHS
ynakoBLj Ta/abo agpecy 3asBHMKa
(BnacHuka
peecTpavujiitHoro
noceigyeHHs). 3MiHa
HaliMeHyBaHHs
3asBHMKa (BNacHvka
peecTpaujiiHoro
NoCBiAYEHHS), 6€3 3MiHU
HOpUANYHOI 0Co6M
3aTBepaXeHo:
TOB "TNEAPAPM NTA",
Ykpaina
3anponoHoBaHo:
TOB "KYCYM", YkpaiHa
TepMmiH BBE,EHHS 3MiH -
npoTArom 6 Micauis
nicns 3aTBepKEeHHS.
36. | BIBPAUT phenibut eHibyT | NO6 | TabneTtkm no 250 TOB YkpaiHa BUPOGHMLTBO YkpaiHa BHECEHHS 3MiH A0 3a peyenmom He UA/20002/01/01
BX2 | mrno 10 «[pegcta 3a NOBHUM peecTpauinHux nions2ae
2 TabneToky BHULITBO LMK/IOM: marepianis: 3miHu | Tuny
6nictepi, no 2 BAYM TOB - 3MiHM 3 SKOCTI.
6nictepu y DAPM "ACTPA®APM ['oTOBWIA Nikapcbkuii
KopobLi 3 TMBX» 3aci6. 3MiHN y
KapTOHY YkpaiHa,; BMPOOHMLTBI. 3MiHa
cepTtudikauis iMnopTepa/amiHu, Lo
cepii Ta CTOCYHTbCS BUMYCKY
Bugava cepii Ta KOHTPOsI0
[103BO/Y Ha AKOCTi FOTOBOr0
peanisaujto niKapcbKoro 3acoby
(Bunyck) cepii: (3amiHa abo gogaBaHHs
TOB BMPOGHMKA, L0
"MpeacTaBHuL, BiANOBIAA€ 3a BBE3EHHSA
TBOo BAYM Ta/abo Bunyck cepir) -
®APM I'MBX", He Bkntovatoum
YkpaiHa KOHTPO/b/BUNPOBYBaHHSA

cepii
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

BBefeHHA [04aTKOBOrO
BMPOGHMKa
BiANOBIAa/ILHOIO 3a
"CepTudpikauis cepii Ta
BuAava f03Bosy Ha
peanizaujto (BMNyck
cepii)", a came:
TOB "lMpeacTaBHULTBO
BAYM ®APM I'MBX"
(YkpaiHa, 79047,
JbBiBCbKA 06NACTb,
JbBiBCbKUIA paiioH,
MicTo J1bBiB, Bynmus
Bep6oBa, 6yaunHok 15).
Y 3B'A3KY 3 BBEEHHAM
[04aTKOBOr0 BUPOOHUKA
- AofaBaHHA po3ginis
"BUpo6bHUK" Ta
"MicLe3HaxomKeHHs
BUpPOGHMKa Ta agpeca
MicLS NPOBaKEeHHS
1ioro gisinbHocTi" B
iHCTpYKUjto Ans
MeAnyHoro
3aCTOCYyBaHHSA Ta SiK
Hacnigok - BignoBigHi
3MiHW Y TEKCTi
MapKyBaHHS yNaKkoBKU
nikapcbKoro 3acoby.
BBefeHHS 3MiH
NpoTArom 6-Tv MicsLiB
nicns 3aTBepKeHHs.

37.

BOPTE3OM
16 ANS
IH'EKLIA

bortezomi
b

6opTeso
Mi6

LO1
XG0

niochinizoBaHuii
NMOPOLLIOK ANs
NpUroTyBaHHs
pO34nHy AnA
iH'ekyjn, no 3,5
mr; no 1
donakoHy y
KapTOHHIi
Kopoo6Li

MCH
NIABOPAT
OPIC
MPAMBIT
NIMITE],

IHais

MCH
JNlabopaTtopic
Mpai.iT
Nimiten

IHais

BHECEHHS 3MiH [0
peecTpavliiHnx
mMartepianis: 3MiHu | Tuny
- 3MiHM Woao
6e3nekn/edpeKkT1BHOCTI
Ta thapmakoHarnsgy.
3MiHU Y KOpOTKili
XapakTepucTuui
nikapcbkoro 3acoby,
TEKCTi MapkKyBaHHS Ta
IHCTpYKUii ans
MeAnYHOro
3acTocyBaHHS
reHepuyHuX/ribpuaHux/6

3a peyenmom

He
niosnsieae

UA/20779/01/01
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

ionogibHMX NikapcbKnx
3aco6iB nicna BHECEHHS
Tiei camoT 3MiHM Ha
pedepeHTHWIn npenapat
(3miHa He noTpebye
Ha/jaHHS XOAHWX HOBUX
[0AAaTKOBUX AaHWX) -
3MiHV BHECEHO Ao
IHCTpYKUIiT Ana
MeanYHoro
3acTocyBaHHSA
niKkapcbKoro 3acoby y
po3gin "3actocyBaHHs y
nepiog BaritHocTi abo
rogysaHHa rpygar”
BiA4NOBIgHO A0
iHchopmauii Lwopao
MeAn4YHOro
3acTocyBaHHs
pedepeHTHOro
niKapcbKoro 3acoby
(Velcade for injection,
3,5 mg/ml). BBeaeHHs
3MiH MPOTAroM 6-Tn
MicAUiB nicns
3aTBEPAKEHHS.

38.

BPA3OTOH
®

Timolol,
combinatio
ns

6puH30N
amig,
TUMOSIO
ny
mManeat

S01
ED5

Kpanni o4Hi; no 5

MY h/1aKOHi;
no 1 cpnakoHy B
nauui

AT
"dapmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavliiHnx
mMartepianis: 3miHu | Tuny
- 3MiHK 3 AKOCTI.
CepTudpikat
BignosigHOCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/moHorpadii
. MopaxHsa HoBoro abo
OHOBJIEHOTO
cepTudikaTa
BianosigHocTi abo
BW/TyYEHHs cepTudikata
BignoBigHOCTI
€Bponecbkiin
thapmakonei: gns Adl;
[ON5 BUXIOHOTO
MaTepiany/peareHTy/npo

3a peyenmom

UA/17723/01/01
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

MDKHOTO MPOAYKTY, L0
BUKOPVICTOBYHOTHCS Y
BUPO6HMUTBI ADI; ans
[OMOMDKHOT PEYOBUHN
(cepTudpikat
BignoBigHOCTI
€Bponecbkin
hapmakonei) -
OHoB/eHWiA cepTudikat
Bif y)Xe 3aTBEPKEHOr0
BUPOGHMKA - NOAaHHSA
OHOBJIEHOTO
cepTudikata
BignoBigHOCTI
€Bponeiicbkili
apmakonei Ne CEP
1998-147-Rev 12
(3aTBEpaXeHO: R1-CEP
1998-147-Rev 11) ana
L0401 peYOBUHN
Timolol maleate Big Bxe
3aTBEPAKEHOTO
BMPOGHMKa. B pamkax
oHosneHoro CEP
3MiHEHO Ha3By/agpecy
BnacHuka CEP (3 Teva
Pharmaceutical
Industries Ltd. Ha TAPI
NL B.V.). 3miHeHO Ha3By
OfHIET 3 BUPOBHUUNX
AinbHuub (3 PLIVA
Croatia Ltd. Ha TAPI
Croatia Industries Ltd.),
hakTuuHe micue
po3TaLlyBaHHSA
3a/mLeHo 6e3 3miH
(npumipHukn MKA N3
0003)

39.

BPIHEPA

timolol,
combinatio
ns

6puH30N
amig,
TUMOSIO
ny
mManeat

S01
ED5

Kpanni OuHi,
cycneHxsisi; no 5
M1y ¢priakoHi 3
KpanesnbHeLeto;
no 1 donakoHy 3
KpanenbHULEe
Y KapTOHHiIl
KopoobUi

CEHTICC
DPAPMA
MpaiiBeT
Nimiten

IHais

CeHTicc
dapma MeT.
nra.

IHais

BHECEHHS 3MiH [0
peecTpavliiHnx
MaTepianis: 3miHu Il
UMYy - 3MiHWU 3 AKOCTI.
A®I|. BupobHuLTBO.
3MiHa BMpOGHMKa
BUXiAHOro/NPOMIXHOIO
npoaykTy/pearexTy, Lo

3a peyenmom

UA/18598/01/01
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

BUKOPVCTOBYHOTHLCS Y
BMPOGHMYOMY NpoLeci
A®l, abo 3miHa
BMPOGHMKa (BK/IKOUa0UM,
e HeobXxiaHo, micue
NpoBeAEHHs KOHTPOSIO
akocti) APl (3a
BiICYTHOCTI cepTudikata
BignoBigHOCTI
€Bponecobkin
thapmakonei 'y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHS HOBOIO
BMPO6HUKa AdI 3
HaZaHHsAM mMacTep-
haiina Ha Adl) -
BBEJIeHHA [0AaTKOBOro
aNbTepHaTUBHOIO
BMPOGHUMKa API
6prH30Namigy - BiokoH
Nimiten (Caitt-3), India /
Biocon Limited (Site-3),
IHAisA (3 HagaHHAaM
macTep-paiina Ha Adl)
[10 BXe 3aTBEPXEHOr0
BMPOGHMKa AdDI
6puH30Namigy - Ikpom
C.p.n., Itanis / lcrom
S.r.l., ltaly. (npoekT MKA
113 (0003))

40.

BPOHXO/I
TUH TAB

- rnayumH

y
rinpo6p
omig,

TabneTkn, BKPUTI
060/10HKO, N0
10 wr; in bulk Ne
4320: no 20
TabneTtoky
6nictepi; no 216
6nictepiB y
noninponisieHosi
1 Kopobuj

AT
"Cothapma

Bonrapis

AT
"Codpapma”

Bonrapi
a

BHECEHHS 3MiH A0
peecTpauiitHux
mMartepianis: 3miHu | Tuny
- AgMiHICTpPaTUBHI 3MiHW.
BunyueHHst BUPO6HUYOI
OinbHUUI (BKNOYaOUn
AinbHuui ana Ad®l,
MPOMDKHOIO NPOAYKTY
abo rotosoro
nikapcbkoro 3acooy,
OinbHUUI gNsa
NpoBeeHHs NakyBaHHS,
BMPOGHVIKa,
Bi4noBiganbHOro 3a
BWMYCK Cepiid, MicLe
NpPOBefEHHS KOHTPO/IHO

He
nionsizae

UA/12631/01/01
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

cepii) abo
noctayanbHuKa
BUXiQHOro MaTepiany,
peareHTy abo
[OMOMDKXHOT PEYOBUHN
(AKLL0 3a3HaYeHo Yy
[0CbE). BunyyeHHs
BMPOGHUWYOI AinbHNL AT
"BITAMIHW", YkpaiHa
BiANOBIAa/IbHOI 3a
BTOPWHHE MakKyBaHHA Ta
BMNYCK cepil,
anbTepHaTMBHO
AiNbHMLEO 38 MOBHUM
LMK/TIOM BUPOGHMLITBA
3anvwaetbes AT
"Cochapma”, bonrapis.
TepMiH BBEEHHS 3MiH
npoTarom 6 micsAuis
nicns 3aTBepKeHHs.

41.

BPOHXO/I
TUH TAB

rnayumH
y
rigpo6p
omig

R0O5
DB

TabneTkn, BKPUTI
060/10HKOIO, MO
40 mr; no 20
Tabnetoky
6nictepi; no 1
6nicTepy B naui

AT
"Cothapma

Bonrapis

AT
"Codpapma”

Bonrapi
A

BHECEHHS 3MiH A0
peecTpavliiHnx
mMartepianis: 3miHu | Tuny
- AAMIHICTpaTUBHI 3MiHN.
BunyueHHsi BUPO6HUYOI
OiNbHUUI (BKNHOYaOUn
AinbHuui ans Adl,
NPOMIXXHOTFO NPOAYKTY
abo rotoBoro
nikapcbkoro 3acoby,
AinbHUUi Ans
NpoBefileHHs NaKyBaHHs,
BUPOGHMKA,
BiANOBiAaIbHOIO 3a
BWMYCK Cepiid, Micue
NPOBELEHHS KOHTPO/IHO
cepii) abo
noctavasibHvKa
BUXiQHOro MaTepiany,
peareHTy abo
[O0NOMDKHOT peyoBUHU
(AKLLLO 3a3HaYeHO Y
[0CbE). BunyyeHHs
BMPOGHUWYOI AinbHNL AT
"BITAMIHW", YkpaiHa
BiANOBIAa/IbHOI 38

6e3 peyenma

nionsieae

UA/3119/01/02




64

Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

BTOPWHHE MaKyBaHHs Ta
BUMYCK cepii,
anbTepHaTMBHO
LiNbHULEIO 3@ NOBHUM
LMK/TIOM BUPOGHMLITBA
3anmwaeTtbea AT
"Codhapma”, Bonrapisi.
3MiHW BHECEHI B
IHCTPYKUito ANns
MeZNYHOro
3acTocyBaHHSA
niKkapcbKoro 3acoby y
po3ainv «BMpobHUk» Ta
«Micue3HaxomKeHHs
BMpOGHMKa Ta agpeca
MiCLiAl NPOBaXEHHS
oro OisiNbHOCTI», 5K
HacnifoK — BUTYYEHHS
TEKCTy MapKyBaHHS
YNaKoBKM iKapCbKOoro
3acoby Ana BUPO6HMKa
AT «BITAMIHN».
TepMmiH BBeEHHS 3MiH
npoTsirom 6 mMicauis
nicns 3aTBepApKEHHS.

42.

BPOHXO/I
TUH TAB

rnayuuH
y
rigpo6p
omig,

TabneTku, BKPUTI
060/10HKO10, N0
40 wr; in bulk Ne
4080: no 20
Tabnetoky
6nictepi; no 204
6nictepu y
noninponineHosi
1 Kopobuj

AT
"Codpapma

Bonrapis

AT
"Codpapma”

Bonrapi
a

BHECEHHS 3MiH [j0
peecTpauiintHux
marepianis: 3miHu | Tuny
- AOMIHICTpaTUBHI 3MiHN.
BunyuyeHHs BUPOGHUYOT
AinbHUUI (BKIKOYAOUM
LinbHUUI gna Adl,
NMPOMIXXHOIO NPOAYKTY
abo rotoBoro
nikapcbkoro 3acoby,
OinbHuUUi ans
NpoBefEeHHs NaKyBaHHs,
BMPOGHVIKa,
BiANOBIAA/ILHOIO 3a
BWMYCK Cepiid, micue
NpoBefeHHA KOHTPOSI0
cepii) abo
noctavyasnbHvKa
BUXigHOro Matepiasy,
peareHTy abo
[OMOMDKHOT pEYOBUHM

He
nionsieae

UA/12631/01/02
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
(AKLLLO 3a3HAYeHO Y
[0CbE). BunyyeHHs
BUPOGHMYOT AinbHULT AT
"BITAMIHW", YkpaiHa
BignoBigasibHOI 3a
BTOPWHHE NMakKyBaHHA Ta
BUMYCK Cepii,
albTePHaATMBHOIO
OiNbHMLEIO 32 MOBHUM
LMKNIOM BUPOGHULTBA
3anmwaeTbea AT
"Codhapma”, bonrapisi.
TepMmiH BBELEHHS 3MiH
npoTarom 6 micsuis
nicns 3aTBepKEeHHS.
43. | BPOHXONI - rnayunH | RO5 | Ttabnetkw, BKpuTi AT Bonrapis AT Bonrapi BHECEHHS 3MiH A0 6e3 peyenma nionisieae UA/3119/01/01
TWUH TAB y DB 060/10HKO, N0 "Cothapma "Codpapma” a peecTpauiintHux
rinpo6p 10 wr, no 20 " mMartepianis: 3miHu | Tuny
omig, TabneToky - AOMiHICTPaTUBHI 3MiHW.

6nictepi; no 1
6nictepy B navui

BunyueHHst BUPO6HUYOI
OinbHUUI (BKNOYaOUn
AinbHuui ana Ad®l,
NMPOMKHOro NPOAYyKTY
abo rotosoro
niKkapcbkoro 3acooy,
OinbHUUI gNsa
NpoBefileHHs NaKyBaHHs,
BMPOGHVIKa,
Bi4noBiganbHOro 3a
BWMYCK Cepiid, MicLe
NpoOBeLEHHS KOHTPO/IHO
cepii) abo
noctavasibHvKa
BMXifHOro mMartepiasy,
peareHTy abo
[0NOMDKHOT peyoBUHU
(AKLLLO 3a3HaYeHo Y
[0CbE). BunyyeHHs
BUPOGHNYOT AinbHULi AT
"BITAMIHWN", YkpaiHa
BignoBigabHOT 3a
BTOPUHHE NaKkyBaHHA Ta
BUMYCK Cepii,
anbTepHaTUBHOIO
OiNbHULEIO 38 NOBHUM
LMKNIOM BUPO6HULTBA
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayiliHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Hassa* ynakoska)
3anvwaetbes AT
"Cochapma”, bonrapis.
3MiHV BHECEHI B
IHCTPYKLit0 Ans
MeN4HOro
3acTocyBaHHs
NiKapcbKoro 3acoby y
po3ainv «BupobHuk» Ta
«Micue3HaxomKeHHs
BMpO6HMKa Ta agpeca
MiCLSt NPOBaKEHHS
0ro AisinbHOCTI», sIK
HacnifgoK — BUYyYEHHS
TEKCTYy MapKyBaHHsA
yNakoBKM NMiKapCbKoro
3acoby An1s BUPOGHMKa
AT «BITAMIHN».
TepMiH BBEEHHS 3MiH
npoTarom 6 micsAuis
nicns 3aTBepKeHHs.
44. | BYCTPUKC | Diphtheria | andtepi | JO7 cycneHsisa gns nakcoCwmi Benvka FnakcoCmitKn | Benbrisi/ BHECEHHS 3MiH A0 3a peyenmom UA/15071/01/01
nonio -pertussis- | HWi CAO | iH'ekuii no 1 TKnsiH BputaHis ARH ®paHuis peecTpauinHux
KOMBIHOB | poliomyelit | aHatokc | 2 nosi (0,5 Ekcnopt Bionogxikan3 mMartepianis: 3miHu | Tuny
AHA is-tetanus uH (D)% Mn/po3y); no 1 Nimiten C.A., Benbria - 3MiHK 3 AkocTi. API.
BAKUMHA npasLeB [osiy (npoBegeHHsA KoHTponb A®I. 3miHa y
ana nii nonepeaHL0 KOHTpO/I0 napameTtpax
MPO®INTAK aHaTokc HanoBHEHOMY AKOCTI cneyudikayin Ta/abo
TUKN vH (T)% wnpuui; no 1 BaKLMHN, [OMYCTUMUX MEX,
OUNOTEPII, Bordetell nonepegHL0 BMMYCK Cepili BU3HAYEHUX Y
MPABLSA, a HanoBHEHOMY roToBOro cneumdikayisx Ha Adl,
KALUTHOKY pertussi wnpuuy y NpoAYyKTY); abo
(ALENONA S Kawio KOMMNNEKTI 3 nakcoCmitKn BUVXiAHWIA/NPOMIXHWIA
PHUIA KOBI [BOMa rosikamu SANH npoayKT/peareHT, Wo
KOMMNOHE aHTureH B NN1acTUKOBOMY Bionogxikans, BUKOPUCTOBYHOTLCA Y
HT) TA n: KOHTeliHepi; no 1 PpaHuin npoLeci BUpo6HMLTBA
noniomie KaLL/oK KOHTElHepy y (cbopmyBaHHs A®I (BUNy4yeHHs
nty 0BUiA KapTOHHIi BaKLMHN, He3HayHOro nokasHukKa
(IHAKTUBO aHaToKC Kopoo6Li HanoBHEHHSA AKOCTI (Hanpuknag,
BAHA) uH (PT)Y; BakUWHU B BWJ/TyYEHHS 3acTapinoro
(AACOPBO hiname Lwnpu, nokasHuka)) BuniyyeHHs
BAHA, 3I HTO3HWI MapKyBaHHSA He3Ha4yHoro napameTpa
3SMEHLLEH remarsno Ta nakyBaHHS cneumdikawyi-
nmv TVHIH roTOBOro TECTYBaHHA Ha
BMICTOM (FHA)Y NPOAYKTY, BionoriyHy npugaTHicTb,
AHTUTEHIB neprakt nposefeHHs L0 NPOBOANTLCA Ha
) WH KOHTPO/10 OMpPOMiHEHI AOHOPCbKIli
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
(PRN)%; AKOCTI CUPOBOTL,i BE/IMKOI
iHaKTMBO BaKUMHM); poraroi xypo6wu (Donor
BaHi nakcoCmiTKn Bovine Serum (DBS)),
BipycK ARH sIKa BUKOPUCTOBYETLCA B
noniomie Bionogxikans npoLieci BUpo6HMLTBa
nity: C.A., Benbria aKTMBHOI cybCTaHuji
Tmn 1l (HanoBHeHHSA iHaKTMBOBaHWIA BipyC
(wtam M BaKLUHN B noniomienity. Takox
ahoney)? Lwinpuui, BHECEHHS pefiakLiiiHol
; MapKyBaHHS i npasku A0 po3giny
™n 2 nakyBaHHs 3.2.5.2.3 KoHTpOJ1b
(wtam M roToBOro BUXiAHWX MaTepianis,
EF-1)% NPOAYKTY, LLIO CTOCYETLCA HOMEpa
Tmn 3 npoBeaeHHs MoHorpadii a4ns
(wtam S KOHTPO/I0 onpomiHeHoi DBS
aukett)?; AKOCTi (Irradiated DBS) y
1a9c0p60o BaKL1HW) BiANOBIAHOCTI [0
gaHuil Ha posginy 3.2.A.2.
a/MOMIHI0
eidpokcu
oi
(AI(OH)3)
ma
&/1HOMIHIIO
gocgham
i (AIPO,)
2pO3MHO
)KeHi Ha
K/imuHa
X Vero
45. | BA3OHIT pentoxifylli | neHTokc | CO4 | Tabnetku TOB Ykpaina .. dapma ABCTpis BHECEHHS 3MiH A0 3a peyenmom UA/8138/01/01
ne ncpinin ADO | peTappg, BKpUTI "BAYLU M6X peecTpauiiiHnx
3 060/10HKO10, N0 XENC marepianis: 3miHu | Tuny
600 mr, no 10 YKPAIHA" - 3MiHV Wwoao
TabneToky 6e3nekn/edeKTUBHOCTI
6nictepi; no 2 Ta dhapmakoHarnsgy
6nictepu B (iHWi 3MiHK) 3MiHK
Kopob6ui 3 BHECEHI B TEKCT
KapTOHY MapKyBaHHA BTOPUHHOT

YNakoBKM Y NYHKT 17, a
came: BUy4YeHHs!
iHchopmauii Lwopao

0roTUny BUPOGHUKA.

TepMmiH BBELIEHHS 3MiH -

npoTarom 6 micsuis
nicnsa 3aTBepmKeHHs
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayiliHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

46. | BAKCIFPUN | Influenza, iHakTvBo | JO7 cycneHsisa ans CaHodi PpaHuis NOBHUIA LKA ®paHuis BHECEHHS 3MiH A0 3a peyenmom He UA/16141/01/01
® TETPA | inactivated | BaHwuit BBO | iH’ekuiif; mo 0,5 BiHTpon BMPOGHMLITBA, / peecTpauitHux niosisieae
VAXIGRIP , split virus | cnnit- 2 My IHoacTpi 3aMnoBHEHHS, Yropwm mMaTtepianis: 3miHa
TETRA or surface | Bipyc nonepegHL0 nepBrHHe Ta Ha 3anBHvKa /13 (MIBM)
cnniT- antigen rpuny 3anoBHeHOMY BTOPUHHE (BnacHvka
BAKUWVHA Takux wnpuyi; no 1 naxkyBaHHs, peecTpaujiiHoro
ana LTamis*: nonepegHL0 KOHTPO/1b nocsigyeHHs) (3rigHo
APO®PINAK A/ 3anoBHEHOMY SIKOCTI, BUMNYCK Haka3ly MO3 Big,
TUKN Victoria/ wnpuuy 3 cepi: 23.07.2015 Ne 460).
revny 4897/20 MPUKPIN/IEHO CaHodi TepMmiH BBELEHHS 3MiH
YOTUPLOX 22 rO/IKoK y BinTpon npoTsarom 6 micsuis
BANEHTHA (HIN1)p KapTOHHii IHpacTpi, nicns 3aTBEpPKEHHS.

, dmO09 - Kopoo6ui 3 PpaHLjs; 3Mminn | Tuny -

IHAKTUBO noAi6HN MapKyBaHHAM BTOpPUHHE AAMIHICTPaTUBHI 3MiHN.

BAHA i YKpPaiHCbKOI0 naxkyBaHHs, 3MiHa HaliMeHyBaHHs
(A/Victor MoBo1o; no 0,5 KOHTPO/b Ta/abo agpecu micus
ia/4897/ My SIKOCTI, BUMYCK NPOBaKEHHS
2022, nonepesHL0 cepi: LisiNIbHOCTI BUPOGHMKA
IVR-238 3anoBHEHOMY CaHodi (Bkoyaroun, 3a
); wnpuui; no 1 BiHTpon HeobXxigHOCTI, micue
Al nonepegHLO IHaacTpi, NpoBeEHHs KOHTPOSIO
Croatia/ 3anoBHEHOMY ®paHuis; AKOCTI), abo BnacHuka
10136R wnpuuy 6e3 3aMnoBHEHHS, MacTtep-chaiina Ha Adl,
V/2023 ronkn y nepBuHHe Ta ab60 nocrtavyasibHUKa
(H3N2) - KapTOHHIi BTOPUHHE Adl/BrxigHoro
noAi6HN Kopoo6uji 3 nakyBaHHs, Marepiany/peareHTy/npo
n MapKyBaHHAM KOHTPO/b MDDXHOTO MPOAYKTY, LU0
(A/Croati YKpaiHCbKO SIKOCTI: 3aCTOCOBYHOTLCA Y
a/10136 MoBoto; no 0,5 CAHO®I BMPOGHMLTBI API (SKLLO
RV/2023 My BIHTPOTM 3a3HayeHo y [OCbE Ha
, nonepegHL0 IHOACTPIA, nikapcbkuii 3aci6b) 3a
X-425A); 3anoBHeEHOMY dpaHujs; BiACYTHOCTI cepTudikata
B/ wnpuyi; no 1 BMNYCK cepil: BignoBigHOCTI
Phuket/ nonepeaHbL0 CaHodi- €Bponencbkili
3073/20 3anoBHEHOMY ABeHTiC 3pT., thapmakonei 'y
13 - wnpuuy 3 YropLmHa, 3aTBEpPAXXEHOMY [10CbE,
noaioHn NPVKPINIEHO BTOPVHHE ab0 BMPOGHMKaA HOBOT
n TONKOK Y nakyBaHHs: [OMNOMIKXHOI Pe4OBWHM
(B/Phuk KapTOHHii KioHe + (AKLLO 3a3HaYEHO Y
et/3073/ Kopoo6ui 3 Harenb Ko, [ocbe). 3MiHa Ha3Bu
2013, MapKyBaHHSAM YropwmHa MalifaHuuKiB,
AVKniA iHO3eMHOI0 BignoBigasibHMX 3a
™n); MOBOIO 3i KOHTPO/Ib SKOCTi Ta
B/ CTUKEPOM BMPOGHMLTBO ADI 3
Austria/ YKpaiHCbKO Sanofi Pasteur Ha
1359417 MOBOO; no 0,5 Sanofi Winthrop
/2021 - MY Industrie. MpuBeaeHHs
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
noAi6HN nonepegHL0 HanucaHHs agpecu y
i 3anoBHeEHOMY BiAMNOBIAHICTb A0
(B/Michi wnpuyi; no 1 afMiHICTpaTUBHMX
gan/01/2 nonepegHLo [OOKYMEHTIB.
021, 3anoBHeHOMY MicueposTallyBaHHs
ONKniA wnpuuy 6e3 3a/MLWAaETbCA
™n); TOSIKN y HE3MiHHUM.
* KapTOHHii TepMmiH BBEEHHS 3MiH
KyNbTVB KopooLi 3 npoTsirom 6 Micauis
oBaHi Ha MapKyBaHHAM nicns 3aTBeppKEHHS.
KypSAUnX iHO3EeMHOI0 3MmiHu | TNy -
eM6pioH MOBOIO 3i AOMIHICTPaTVBHI 3MiHW.
ax CTUKEPOM 3MiHa HaliMeHyBaHHS
340pOBHU YKPaiHCbKO0 Ta/abo agpecu micus
X Kypefi MOBOIO NpoBaKeHHS
LisiNIbHOCTI

BMPOGHMKa/imnopTepa
roTOBOrO NiKapCbKoro
3acoby, BK/IYaun
AinbHULI BUNYCKy cepii
abo micue npoBefieHHs
KOHTPO/O SKOCTI.
(misnbHicTb, 3a AKy
Bignosigae
BMPOGHMK/iMNopTep,
BK/THOHAI0UMN BUMYCK
cepiid). 3MiHa Ha3BK
marigaHuukis Mapci /1
ETyanb (BTOpuHHE
nakyBaHHs, KOHTPO/Tb
AKOCTI, BUNYCK cepii) Ta
Banb-age-Poii (noBHUiA
LMK BUPOGHULTBA,
3arnoBHEHHS, NepBUHHE
Ta BTOPVHHE NakyBaHHS,
KOHTPO/b SIKOCTi, BUMYCK
cepii) 3 Sanofi Pasteur
Ha Sanofi Winthrop
Industrie. MpuseaeHHs
HanucaHHs agpecu y
BiAMNOBIAHICTb A0
afMiHICTpaTUBHMX
[OKYMEHTIB.
Micue3HaxomKeHHS
3a/MLWAaETbCA
HE3MiHHUM.
3MiHM BHECEHO B
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

IHCTPYKLit0 Ans
MeAn4yHOro
3acTocyBaHHs
NiKapcbKoro 3acoby y
po3ainv "BupobHuku” Ta
"Micue3HaxomKeHHs
BMPOGHMKIB Ta agpecu
MiCLii MPOBAXEHHS TX
LisinbHOCTI" 3
BiANOBIAHMMW 3MiHaMK Y
TEKCTi MapKyBaHHS
YNaKoBKM iKapCbKoro
3acoby.

TepMmiH BBEEHHS 3MiH
npoTsirom 6 mMicauis
nicns 3aTBepipKeHHS.
3MiHu | TUnY - 3MiHK
wozno
6e3nekn/edeKkT1BHOCTI
Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHK
BHECEHO Y TEKCT
MapKyBaHHA NepBUHHOT
(n. 5) ynakoBku
nikapcbKoro 3acoby.
TepMmiH BBEEHHS 3MiH
npoTsirom 6 Micauis
nicns 3aTBeppKEHHS.
3MmiHu | TNy -
AOMIHICTPaTVBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NpoBaKeHHS
LisiNIbHOCTI
BMPOGHMKa/imnopTepa
roTOBOrO NiKapCbKoro
3acoby, BK/IYaun
AinbHULI BUNYCKy cepii
abo micue npoBefieHHsA
KOHTPO/O SKOCTI.
(misnbHicTb, 3a AKy
Bignosigae
BMPOGHMK/iMNopTep, He
BK/THOHAI0UMN BUMYCK
cepiid). 3MiHa Ha3BK
BMPOGHMKA, LLO
BiANoBiAAa€ 3a BTOPUHHE
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
nakyBaHHs 3 CaHodi-
ABeHTic 3pT., YropwuHa
Ha KioHe + Harenb K.,
YropwuHa. Hemae 3miH
y MicLji po3TallyBaHHS
BUPOBHMYOT AiNbHULL, a
3a3HavYeHHs agpecu
BMPOGHVIKa,
BiANOBIAa/ILHOIO 3a
BTOPUHHE NaKyBaHHS,
npuBeAeHo y
BigNoBIgHICTL A0
ceptucikaty GMP.
TepMmiH BBEEHHS 3MiH
npoTsirom 6 mMicauis
nicns 3aTBepApKEHHS.
47. | BANEPIAH Valerianae | Banepia | NO5 | TabneTku, BKpUTI AT Bonrapis AT Bonrapi BHECEHHSA 3MiH O0 6e3 peyenma UA/8806/01/01
A radix HK CMO | 060/10HKOI0, N0 "Codpapma "Codpapma” a peecTpauiintHux
eKcTpakT | 9 30 wmr; no 10 " marepianis: 3miHu | Tuny
Cyxuii TabneTtoky - 3MiHM 3 SKOCTI.
(valerian 6nictepi; no 3 [oTOBWIA Nikapcbkuii
ae radix) 6nictepn y 3aci6. (iHwWi 3MiHW)
KapTOHHii -nepeknag MKA 3
Kopobui; no 20 pocilicbkoi MOBM Ha
TabneToky YKpaiHCbKy MOBY ANA
6nicTepi; no 5 npvBeLeHH:A y
6nictepiB y BiANOBIAHICTb i3
KapTOHHIi B/MOramu YAHHOI
Kopoo6Li pepakuii Hakazy MO3
Ykpainn Ne 426 Big
26.08.2005 3 BHECEHHAM
peAakuiiH1X NpaBok.
48. | BAHATEKC | Valsartan Basicapt | C09 | TabneTku, Bkputi | PapmaLes Monbwa dapmauestny | Monblua BHECEHHS 3MiH A0 3a peyenmom UA/12839/01/01
KOMBI and aH i DAO | nniBkoBOIO TUYHWIA HWIA 3aBOf, peecTpaviiHnx
diuretics rigpoxno | 3 o60s10HKow, 160 3aBog «MONIb®APM marepianis: 3miHu | Tuny
poTiasung mr/12,5 wmr; no «Monbtha A» C.A. - AQMIHICTPaTUBHI 3MiHW.
14 TabneTok y pma» C. BunyyeHHs1 BUPOGHMYOI
6nictepi; no 2 A. OinbHUUI (BKNHOYaOUK

6nictepu y
KapTOHHIM
KOpoo6Li

AinbHuui ana A®l,
NPOMDKHOrO NPOAYKTY
abo roToBoro
nikapcbkoro 3acoby,
OinbHuUi ans
NpOBeLEHHS NaKyBaHHs,
BUPOGHYIKa,
BiANOBIAA/IbHOIO 3a
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

BWMYCK Cepiid, Micue
NpoBefEeHHA KOHTPOSIO
cepii) abo
noctavyasnbHuka
BVXiHOTO MaTepiasy,
peareHTy abo
[OMOMDKHOT PEYOBUHN
(AKLLO 3a3HaYeHO Y
[0CbE) - BUAANIEHHS BXeE
3apeecTpoBaHoro
BMPOGHMKA aKTUBHOT
peuyoBMHW BancapTaH:
MYLAN
LABORATORIES
LIMITED (3a HasBHOCTI
BUPOGHMKIB Zhejiang
Huahai Pharmaceutical
Co., Ltd, Kutaii; IPCA
LABORATORIES
LIMITED, IHgjs). 3miHu |
UMYy - 3MiHU 3 AKOCTI.
A®I. KoHTpOsib ADI.
3miHa y meToaax
BuNpobysaHHsA APl abo
BUXiAHOIO
mMarepiany/npoMixxHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETHCA Y
npoLieci BUpo6HMLTBa
AP (iHWi 3MiHK Y
mMeTodax BUNpo6yBaHHS
(BkntoYarouM 3amiHy abo
[0noBHeHHS) A®| abo
BVXifHOro/npomiXHoOro
NpPoAyKTy) - 3MiHa
npoueaypu TeCTyBaHHs
BasicapTaHy Bif
BMPOGHMKA aKTUBHOT
cybeTaHuii IPCA
Laboratories Limited:
3MiHa MeToay aHanizy
PSD uepes 3miHy
anapartypu 3 Malvern
2000 Ha Malvern 3000

49,

BAHATEKC
KOMBI

Valsartan
and

BasicapT
aH i

Cco9
DAO

TabneTtkn, BKpUTI

NNiBKOBOH

Papmaues
TUYHUIA

Monbwa

PapmavnesTny
HWIA 3aBO,

Monbla

BHECEHHS 3MiH A0
peecTpauiiHnx

3a peyenmom

UA/12839/01/02
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
diuretics rigpoxno | 3 060/10HKOHO, MO 3aBog «MONNb®APM martepianis: 3miHun | Tuny
poTiasung 80 mr/12,5 mr; «Monbha A» C.A. - AgMiHICTpaTUBHI 3MiHW.
no 14 tabnetok pma» C. BunyyeHHs BUPOGHUYOT
y 6nicTepi; no 2 A. AinbHUUI (BKIKOYAKOUM

6nictepn y
KapTOHHii
Kopoo6Ui

OinbHuui ans Adl,
NMPOMIXKHOIO NPOAYKTY
abo rotoBoro
nikapcbKoro 3acooy,
OinbHuUU ans
NPOBeEHHs NakyBaHHs,
BMPOGHVIKa,
BiANOBIAa/ILHOIO 3a
BWMYCK Cepiid, Micue
NpoBefEeHHA KOHTPOSI0
cepii) abo
nocrayanbHuKa
BVXiHOTO MaTepiasy,
peareHTy abo
[OMOMDKHOT PEYOBUHM
(AKLLO 3a3HaYeHo Y
[0CbE) - BUAANIEHHS BXeE
3apeecTpoBaHoro
BMPOGHMKA aKTUBHOT
peuyoBMHW BancapTaH:
MYLAN
LABORATORIES
LIMITED (3a HasBHOCTI
BMPOGHMKIB Zhejiang
Huahai Pharmaceutical
Co., Ltd, Kutaii; IPCA
LABORATORIES
LIMITED, IHgjs). 3miHu |
TMNYy - 3MiHU 3 AKOCTI.
A®I. KoHTpOsib ADI.
3miHa y meToaax
BuNpobysaHHsA APl abo
BUXiAHOIO
mMarepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y
npoLieci BUpo6HMLTBa
AP (iHWi 3MiHK Y
mMeTodax BUNpo6yBaHHS
(BkntovarouM 3amiHy abo
[0noBHeHHS) A®| abo
BVXifHOro/npomiXHOro
NpPoAYKTY) - 3MiHa
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
npoLeaypu TeCTyBaHHS
BasicapTaHy Bif,
BUPOBHMKA aKTUBHOI
cybcTaHuii IPCA
Laboratories Limited:
3MiHa MeToAy aHanizy
PSD uepes 3miHy
anapatypu 3 Malvern
2000 Ha Malvern 3000
50. | BAHATEKC | Valsartan BasicapT | C09 | TabneTku, BKputi | dapmaues Monbwa dapmaneBtny | Monblua BHECEHHS 3MiH A0 3a peyenmom UA/12839/01/03
KOMBI and aH i DAO | nniBkoBO TUYHWIA HWiA 3aBOf, peecTpauiitHux
diuretics rigpoxno | 3 060/10HKOI0, MO 3aBog «MONTb®APM marepianis: 3miHu | Tuny
poTiasung 160 mr/25 mr; no | «Monbcha A» C.A. - AgMiHICTpPaTUBHI 3MiHW.
14 TabneTtok y pma» C. BunyyeHHst BUPO6HUYOI
6nictepi; no 2 A. OinbHUUI (BKNOYaOUn

6nictepn y
KapTOHHii
KopooLi

AinbHuui ana Ad®l,
MPOMDKHOIO NPOAYKTY
abo rotosoro
nikapcbkoro 3acooy,
OinbHUUI gNsa
npoBeeHHs NakyBaHHs,
BMPOGHVIKa,
Bi4noBiganbHOro 3a
BWMYCK Cepiid, Micue
NpoOBeLEHHS KOHTPO/IHO
cepii) abo
nocrayanbHuKa
BMXifHOro mMartepiasny,
peareHTy abo
[0NOMDKHOT peyoBUHU
(AKLLLO 3a3HaYeHo Y
[0CbE) - BUAASIEHHS BXe
3apeecTpoBaHoro
BMPOGHMKA aKTUBHOT
peuyoBMHN BancapTaH:
MYLAN
LABORATORIES
LIMITED (3a HaaBHOCTI
BUPOGHMKIB Zhejiang
Huahai Pharmaceutical
Co., Ltd, Kutaii; IPCA
LABORATORIES
LIMITED, IHgjs). 3miHu |
UMYy - 3MiHWU 3 AKOCTI.
A®I. KoHTponb AdI.
3mMiHa y meTogax
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BunpobysaHHa APl abo
BMXiAHOTO
mMartepiany/npomiKkHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y
npoueci BUpobHULTBA
A®I (iHWi 3MiHN Y
mMeToAax BUNPobyBaHHSA
(BKTHOYAKOYM 3aMiHy a60
[0noBHEHHS) A®| abo
BVIXiZHOro/npomiXHOro
NPOAYKTY) - 3MiHa
npoLeaypu TeCTyBaHHS
BasicapTaHy Bif,
BUPOBHMKA aKTUBHOI
cybcTaHuii IPCA
Laboratories Limited:
3MiHa MeToAy aHanizy
PSD uepes 3miHy
anapatypu 3 Malvern
2000 Ha Malvern 3000
51. | BECTIBO betahistine | 6etarict | NO7 | TabneTtku no 8 TOB YkpaiHa NOBHWI LWKN: Himeuun BHECEHHS 3MiH A0 3a peyenmom UA/4059/01/01
NHY CAO0 | wr;no 10 «TeBa KataneHT Ha/ peecTpaviiHnx
gurigpox | 1 Tabnetoky YkpaiHa» HimeuunHa Bonrapi | marepianis: 3miHu | Tuny
nopwug, 6nictepi, no 3 LLlopHaopd A - 3MiHK 3 SKOCTI.
6nictepu y v6X, Ceptudikat
KopooLi HimeuunHa,; BignoBigHOCTI/TE-
nepBuHHe, ceptudiikat
BTOPUHHE Bi4NOBIAHOCTI
nakyBaHHs1, €Bponeiicbkili
BWMYCK Cepii: thapmakonei/moHorpadii
Bankangapma . MopaHHsa HoBoro abo
-AynHnua AT, OHOBJ/IEHOIO
Bonrapis; ceptudikata
KOHTPO/Ib cepii BignoBigHOCTI a60
(Tinbkn BW/TyYEHHS cepTudikaTa
MiKpO6ionoriuH BiANOBIAHOCTI
e €Bponeicbkili
TEeCTyBaHHS): thapmakonei: gns Adl;
BAB IHCTUTYT L1151 BUXIQHOTO
[irieHn Ta mMartepiany/peareHTy/npo
3abesneyeHHs MIDXHOTO MPOAYKTY, L0
AkocTi TM6X, BMKOPUCTOBYIOTLCA Y
HimeyunHa BMPOGHMLTBI A®I; aAns

[0NOMDKHOT peyoBUHU
(ceptudcpikat




76

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

BiANOBIAHOCTI
€Bponeicbkili
thapmakonei) -

OHoBeHuii ceptudikat
Bif} y)Xe 3aTBepAKeHoro
BUPOGHMKa. MogaHHA
oHosneHoro CEP gna
Ail040T peYOBUHN
6eTarictTuHy
avrigpoxnopug Big Bxe
3aTBEPAKEHOrO
BUpo6HMKa Olon S.P.A.
ITanis (CEP 2006-316-
Rev 05).
3aTBepKeHa pegakuis:
R1-CEP 2006-316-
Rev04
3.28.21
Manufacturer(s) — APIM
(version 2022/11)
Name of holder
OLON S.P.A.
Strada Rivoltana Km 6/7
Italy-20053 Rodano,
Milano

Site of production
OLON S.P.A.

Via Benvenuto Cellini 20
Italy-20054 Segrate,
Milano
OLON S.P.A.

Via Livelli 1
Frazione Mairano
Italy-26852 Casaletto
Lodigiano, Lodi.
MponoHoBaHa pegakuis:
CEP 2006-316-Rev 05
3.25.21
Manufacturer(s) — APIM
Version 2025/10
Name of holder
OLON S.P.A.
Strada Provinciale
Rivoltana Km 6/7
Italy-20053 Rodano,
Milano
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Site of production
OLON S.P.A.
Via Livelli 1
Italy-26852 Casaletto
Lodigiano, Lodi
52. | BECTIBO betahistine | 6etarict | NO7 | TabneTtkv no 16 TOB YkpaiHa NOBHWI LWKN: Himeuun BHECEHHS 3MiH A0 3a peyenmom UA/4059/01/02
NHY CAO0 | wr;no 10 «TeBa KataneHt Ha/ peecTpaviiHnx
gurigpox | 1 Tabnetoky YkpaiHa» HimeuunHa Bonrapi | marepianis: 3miHu | TUny
nopwug, 6nictepi, no 3 LLlopHaopd A - 3MiHK 3 SKOCTI.
6nictepu y v6X, CepTudikat
KopooLi HimeuunHa,; BignoBigHOCTI/TE-
nepBuHHe, ceptudiikat
BTOPUHHE Bi4NOBIAHOCTI
nakyBaHHs1, €Bponeiicbkili
BWMYCK Cepii: thapmakonei/moHorpadii
Bankangapma . MopaHHsa HoBoro abo
-AynHnua AT, OHOBJ/IEHOIO
Bonrapis; ceptudikata
KOHTPO/Ib cepii BiAnoBigHOCTI a6o
(Tinbkn BW/TyYEHHS cepTudikaTa
MiKpO6ionoriuH BiANOBIAHOCTI
e €Bponeicbkili
TEeCTyBaHHS): thapmakonei: s Adl;
BAB IHCTUTYT L1151 BUXIQHOTO
[irieHn Ta mMartepiany/peareHTy/npo
3abesneyeHHs MIDXHOTO MPOAYKTY, L0
AkocTi TM6X, BMKOPUCTOBYIOTLCA Y
HimeyunHa BMPOGHMLTBI A®I; aAns

[0NOMDKHOT peyoBUHU
(cepTuchikat
Bi4NOBIAHOCTI
€Bponeiicbkili
hapmakonei) -
OHoBreHuiA cepTudikat
Bifl y)Xe 3aTBepKEHOro
BMPOGHUMKa. MNogaHHs
oHosneHoro CEP ans
Lit040T pevyoBuHU
GeTarictTuHy
aurigpoxnopug, Big Bxe
3aTBEPKEHOr0
BMpo6HuKa Olon S.P.A.
ITania (CEP 2006-316-
Rev 05).

3aTBepaKeHa pegakuis:
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

R1-CEP 2006-316-
Rev04
3.25.21
Manufacturer(s) — APIM
(version 2022/11)
Name of holder
OLON S.P.A.
Strada Rivoltana Km 6/7
Italy-20053 Rodano,
Milano

Site of production
OLON S.P.A.

Via Benvenuto Cellini 20
Italy-20054 Segrate,
Milano
OLON S.P.A.

Via Livelli 1
Frazione Mairano
Italy-26852 Casaletto
Lodigiano, Lodi.
MponoHoBaHa pegakuis:
CEP 2006-316-Rev 05
3.25.21
Manufacturer(s) — APIM
Version 2025/10
Name of holder
OLON S.P.A.
Strada Provinciale
Rivoltana Km 6/7
Italy-20053 Rodano,
Milano

Site of production
OLON S.P.A.
Via Livelli 1
Italy-26852 Casaletto
Lodigiano, Lodi

53.

BECTIBO

betahistine

6eTaricT
NHY
aurigpox
nopwug,

NO7
CAO

Tabnetku no 24
Mmr: no 10
TabneTtoky
6nictepi; no 2
abo no 6
6nictepiB y
Kopobui, no 15
TabneTok y

TOB
«TeBa
YKpaiHa»

YkpaiHa

NOBHUIA LWKN:

KataneHt
HimeyunHa
LWopHaopd

m6X,
HimeuunHa;
nepBUHHE,

BTOPUHHE

Himeuun
Ha/
Bonrapi
2]

BHECEHHS 3MiH [0
peecTpavliiHnx
mMartepianis: 3miHu | Tuny
- 3MiHM 3 AKOCTI.
Ceptudpikat
BignosigHOCTI/TE-
cepTudikat
BiANOBIAHOCTI

3a peyenmom

UA/4059/01/03
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
6nictepi, no 4 nakyBaHHs, €Bponencbkili
6nictepn y BWMYCK Cepii: thapmakonei/moHorpadii
KopooLi BankaHgapma . MogaHHsa HoBoro abo
-OynHnua AT, OHOB/IEHOIO
Bonrapis; cepTudiikata
KOHTPO/Ib cepil BignosigHoCTIi abo
(Tinbkn BUyYEHHS cepTudikata
MiKpo6iosoriyH BignoBigHOCTI
e €Bponeiicbkili
TECTyBaHHS): dhapmakonei: gns Adl;
BAB IHCTUTYT ONs BUXIQHOTO
[irieHn Ta MaTtepiany/peareHTy/npo
3abesneyeHHs MDKHOTO MPOAYKTY, L0
AkocTi TM6X, BMKOPVCTOBYOTbCS Y
HimeuyunHa BUPO6HMUTBI ADI; ana

[OMOMDKHOT PEYOBUHN
(cepTudpikat
BignoBigHOCTI
€Bponecobkin
hapmakonei) -
OHoB/eHWiA cepTudikat
Bif y)Xe 3aTBEPKEHOrO
BUPOGHMKa. MogaHHsA
oHosneHoro CEP ans
Lit0Y0T pevyoBUHN
6eTarictTuHy
aurigpoxnopuy, Big Bxe
3aTBEPAKEHOTO
BMpo6HMKa Olon S.P.A.
ITania (CEP 2006-316-
Rev 05).
3aTBepkeHa pegakuis:
R1-CEP 2006-316-
Rev04
3.25S5.21
Manufacturer(s) — APIM
(version 2022/11)
Name of holder
OLON S.P.A.
Strada Rivoltana Km 6/7
Italy-20053 Rodano,
Milano

Site of production
OLON S.P.A.
Via Benvenuto Cellini 20
Italy-20054 Segrate,
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Milano
OLON S.P.A.
Via Livelli 1
Frazione Mairano
Italy-26852 Casaletto
Lodigiano, Lodi.
MponoHoBaHa pegakuis:
CEP 2006-316-Rev 05
3.28.21
Manufacturer(s) — APIM
Version 2025/10
Name of holder
OLON S.P.A.
Strada Provinciale
Rivoltana Km 6/7
Italy-20053 Rodano,
Milano
Site of production
OLON S.P.A.
Via Livelli 1
Italy-26852 Casaletto
Lodigiano, Lodi
54. | BIHOPE/Ib Vinorelbin BiHOpen Lo1 KOHUeHTpaT ans EBEBE ABCTpist NOBHUIA LKA AscTpisi/ BHECEHHS 3MiH A0 3a peyenmom UA/4020/01/01
BIH e bOIH (Y CAO | po3uuHy ans Papma BMpo6GHMUTBA: | Himeuun peecTpavliiHnx
"EBEBE" BUrNALI 4 iHcpysiin, 10 lec.m.6.X. PAPEBA Ha mMartepianis: 3MiHu | Tuny
BiHOpen Mmr/mn; no 1 mn Hdor. KI YHTepax - 3MiHM 3 AKOCTI.
bOiHY (10 mr) abo 5 mn v6X, Ceptudpikat
TapTpar (50 mr) y ABCTpIf; BignoBigHOCTI/TE-
y) dhnakoHi; no 1 BMNYCK cepil: cepTudikat
hnakoHy B EBEBE BiANOBIAHOCTI
KapTOHHii dapma €Bponeicbkili
KopooLi Fec.m.6.X. thapmakonei/moHorpadii
Hdpr. KT, . MopaxHsa HoBoro abo
ABCTpISt; OHOBJIEHOTO
TEeCTYBaHHS: cepTudikaTa
Mnn BignoBigHOCTI abo
Mikpob6ionoriw BW/TyYEHHS cepTudikaTta
ec BignoBigHOCTI
Mptochnabop €Bponecbkin
v6X, thapmakonei: gns Adl;
ABCTpIS; [ON5 BUXIOHOTO
TEeCTyBaHHS: MaTepiany/peareHTy/npo
Na6op IC CE MiXKHOTO MpoAyKTy, Lo
& Ko.KT, BUKOPUCTOBYIOTLCA Y
HimeuunHa BMPOGHMLTBI A®I; ans
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
[OMOMDKHOT PEYOBUHM
(cepTudpikat
BignoBigHOCTI
€Bponecobkin
hapmakonei) -
OHoB/eHWiA cepTudikat
Bif y)Xe 3aTBEPKEHOr0
BUPOGHMKa - [ModaHHA
OHOBJIEHOTO
cepTudikata
BignoBigHOCTI
€Bponeiicbkili
apmakonei R1-CEP
2017-075 - Rev 00
(3aTBEpmxeHo: RO-CEP
2017-075 - Rev 01) gns
A®| BiHOpeNbOiHY
TapTparty Bif Bxe
3aTBEPAKEHOTO
BMPOGHMKa Jiangsu
Hansoh Pharmaceutical
Group Co., Ltd., Kutai.
55. | BIPCO sofosbuvir | codpoc6 JO5 TabneTku, BKPUTI Crpaiigc IHAis Crpaiiaoc IHAjA BHECEHHS 3MiH 0 3a peyenmom UA/17053/01/01
yBip APO | nniBKkoBOw dapma dapma peecTpauiinHux
8 060/10HKOI0, NO CaileHc CaileHc marepianis: 3miHu | Tuny
400 wmr; no 28 Nimiteq Nimiteq - 3MiHM Woao0
Tabnetoky 6e3nekun/edeKkTBHOCTI
chnakoHi, no 1 Ta chapmakoHarnsgy.
dhnakoHy y BBefeHHs1 abo 3MiHM [0
KapTOHHiiA y3arasibHeHUX AaHnx
KopooLi npo cuctemy

dhapmakoHarnsgy
(BBEAEHHA
y3arasibHeHVX AaHnX
npo cuctemy
hapmakoHarnagy, smiHa
YMOBHOBAXXEHOT 0CO6H,
BifgnoBiganbHOT 3a
3[iACHEHHS
thapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
chapmakoHarnsgy
3asBHUKa ANs
3[iiCHEeHHS
chapmakoHarnsgy B
YKpaiHi, SKL0 BOHA
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy
(BK/THOYAKOYMN KOHTAKTHi
AaHi) Ta/abo 3MiHM y
PO3MiLLeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy)
3MiHa yNnoBHOBaXeHOT
0COo6U 3asBHMKA,
BiANOBIAA/IbHOI 3a
hapmakoHarnsg,. Qivoua
pegakuisn: Mohanlal Siva
Prasad
Sayana.llponoHoBaHa
pefaxuisi: Dr.
Sharanabasappa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6U
3a8BHVIKa,
BignoBigasibHOI 3a
hapmMakoHarnag. 3miHa
KOHTaKTHOI 0co6u
3asBHVIKa,
BignoBiganbHOI 3a
hapmakoHarnsg, s
YkpaiHi. Jitoua
pepakuis: Gai Oleg
Volodimirovich.
MponoHoBaHa peaakuis:
Zhyliaiev Ihor
Volodymyrovych.3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0co6u
3a8BHYIKa,
BignoBigasibHOI 3a
thapmakoHarnsag, B
YkpaiHi. 3miHa
MiCLIe3HaXOPKEHHS
macTep-haiina cuctemm
hapmakoHarnsagy. 3miHa
Micusi 34iCHEHHS
OCHOBHOI AisNIbHOCTI 3
dhapmakoHarnsgy
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
56. | BOOA ANnA - BoZa - PO3UYMHHWK ANs MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH A0 - UA/16097/01/01
IH'EKLLIN ans napeHTepanbHOr | akuioHepH akuioHepHe peecTpauitHux
iH'eKUil 0 3aCTOCYyBaHHs e TOBapuCTBO mMartepianis: BHECEHHS
in bulk: no 2 mn, TOBapucCTB "Nekxim - pefakuiiHMX 3MiH Ta
no 5 mn a6o no 0 "Jlekxim Xapkis" YTOYHEHHS iHchopmauii B
10 mn B amnyni, - XapkiB" MapKyBaHHi hopmu in
no 100 amnyny buk3an.n. 1,2,4,6,9,
Kopoo6uji 3 11, 17. BBegeHHs 3MiH
neperopogkamu npoTarom 6 MicsAuis
nicns 3aTBepKeHHs
57. | BOOA ANA - Boja VO7 | pPO3YMHHWK ANs MpusaTHe Ykpaina MpuBaTHe Ykpaina BHECEHHSA 3MiH J0 6e3 peyenma UA/7306/01/01
IH'EKLLIA ons AB napeHTepasibHOr | akuioHepH akuioHepHe peecTpauiinHux
iH'eKUi 0 3acTocyBaHHSA e TOBapuUCTBO marepianis: 3miHu | Tuny
no2mMne TOBapucTB "JIeKkxim - - 3MiHM Wwoao
amnyni; no 10 0 "[lekxim Xapkis" 6e3nekun/edeKkTBHOCTI
a60 100 amnyn - Xapki" Ta thapmakoHarnsgy
y naui; no 5 mn (iHLWi 3MiHN).
B amnyni; no 10 OHOBNEHHA TEKCTY
abo 100 amnyn MapKyBaHHS NepPBUHHOT
y nauui; no 2 mn Ta BTOPVHHOI yNakoBOK
B amnyni; no 5 nikapcbkoro 3acoby, a
amnyny came: - BUlyYeHO
6nicTepi; no 2 iHbopmauito, 3a3HaveHy
6nictepn y POCIACbKO MOBOIO; -
nadui; no5 mn s BHECEHO He3HauHi
amnyni; no 5 pefakuiiiHi npaBku no
amnyny TEKCTY MapKyBaHHs
6nicTepi; no 2 NepBUHHOT Ta BTOPUHHOI
6nictepu y ynaKkoBKM NiKapCbKoro
naui; 3aco6y. BBefieHHs 3MiH
no 10 mn e npoTarom 6 micsAuis
amnyni; no 5 nicns 3aTBepKEHHS.
a6o 10, a6o 100
amnyn y nauu;
no 10 mn 8
amnyni; no 5
amnyny
6nictepi; no 1
abo 2 6nictepu
y nayui
58. | BONBIT® biotin 6iOTUH - TabneTku, BKPUTI TOB Ykpaina KYCYM IHais BHECEHHS 3MiH A0 - UA/21141/01/01
060/10HKOI0, N0 "KYCYM" XENTXKEP peecTpauiiiHnx
5 wmr; in bulk Ne NBT NTA mMaTtepianis: 3miHu | Tuny

9800 (10x980):
no 10 TabneTtok
y 6aicTepi; no

- AMIHICTpaTVBHI 3MiHN.
3MiHa HalimeHyBaHHS
Ta/abo agpecu 3asBHMKA
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
980 6nicTepiB y (BnacHuka
KapTOHHii peecTpaujiiHoro
KopooLi noceig4eHHs). 3MiHa
HallMeHyBaHHs
3asBHUKa (BacHvKa
peecTpaujiiHoro
nocsigyeHHs), 6e3 3mMiHun
HOPUANYHOI 0Co6M
3arBepaKeHo:
TOB "MMEA®APM NTA",
YkpaiHa
3anponoHoBaHo:
TOB "KYCYM", YkpaiHa
59. | BONBIT® biotin 6iOTUH All | TabneTkun, BKPUTI TOB Ykpaina KYCYM IHais BHECEHHSA 3MiH J0 6e3 peyenma UA/9290/01/01
HAO | 060/510HKOI, NO "KYCYM" XENTXKEP peecTpauinHux
5 5 wmr, no 10 NBT NTA marepianis: 3miHu | Tuny
TabneToky - AOMIHICTpaTUBHI 3MiHN.
6nictepi; no 3 3MiHa HaliMeHyBaHHs
6nictepu y Ta/abo agpecy 3asBHMKa
KapTOHHii (BnacHuka
ynakoBLj peecTpaujiiHoro
noceigyeHHs). 3miHa
HaliMeHyBaHHs
3asBHUKa (BnacHuka
peecTpavujiitHoro
nocBigyeHHs), 6e3 3MiHu
HOpPUANYHOT 0Cco6YU
3aTtBepAKeHo:
TOB "TNIEAPAPM NTA",
YKkpaiHa
3anponoHoBaHo:
TOB "KYCYM", YKpaiHa
60. | TEKCAKCWU | Diphtheria | gudtepi | JO7 cycneHsisa ans CaHodi PpaHLin BMPOGHMLTBO | ®paHuis BHECEHHS 3MiH A0 3a peyenmom He UA/13080/01/01
M® | - AHWIA CAO0 | iH'ekuii; no 0,5 BiHTpon roToBOro / peecTpaviiHnx niosisiecae
HEXAXIM haemophil | aHaTokc | 9 M (1 gosa) B IHoacTpi Hepo3chacoBa | Yropiim mMartepianis: 3miHa
BAKUUHA us WH; nonepegHLo Horo Ha 3asBHuka 13 (MIBIM)
ana influenzae | npaBueB 3an0BHEHNX NpPoAyKTY, (BnacHuka
MPO®DINAK B- niA wnpuyax 3 1-eto BTOPUHHE peecTpaujiiHoro
TUKN pertussis- aHaToKC (abo 2-ma) nakyBaHHs noceigyeHHs) (3rigHo
ANDTEPII, poliomyelit | uH; oKpeMumun (wnpuun), Hakasy MO3 Big
nPABLUA, is-tetanus- | aHTUreH ronkamu, no 1 KOHTPONb 23.07.2015 Ne 460).
KALUTKOKY | hepatitis B | 1 wnpuuy B AKOCTI, BUMYCK TepMmiH BBELEHHS 3MiH
(ALENONA Bordetell KapTOHHIM cepiit: npoTsirom 6 Micsiis
PHUA a ynakosi; no 0,5 CaHodi nicns 3aTBepPKEHHS.
KOMMOHE pertussi M (1 gosa) B BiHTpon 3MiHu | TUny -
HT), S: nonepegHLo IHOacTpi, AMIHICTpaTVBHI 3MiHW.
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayiliHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
FENATUTY KaLLsIoK 3anoBHEHNX ®paHLjs; 3MiHa HaliMeHyBaHHS
B oBUiA wnpuuax 3 1-et0 BVPOGHMLTBO Ta/abo agpecu micus
PEKOMBIH aHaToKc (abo 2-ma) roToBOro NpoBaPKEHHS
AHTHA, WH; oKpemMummn Hepo3cacoBa LisNIbHOCTI BUPOGHMKa
noniomie hiname ronkamu, no 1 HOro (Bkntovaroun, 3a
nty HTHWIA re wnpuuy B NpOAYyKTY, HeobXigHOCTI, Micue
IHAKTUBO marniTn cTaHgapTHO- 3arnoBHEHHSA, NnpoBeAEeHHA KOHTPO/0
BAHA TA HiH; €KCMOopTHii BTOpPUHHE AKOCTI), ab0 BnacHuKa
3AXBOPHO iHaKTUMBO ynakoBLi, sKa nakyBaHHS, MacTep-haiina Ha AdI,
BAHDb, BaHWiA N MiCTUTbCA Y KOHTPO/b ab0 nocTtavyasibHMKa
CNPUYUNHE oniosipy KapTOHHii SIKOCTI, BUMYCK Adl/BnxigHoro
HUX c®: KopooLi 3 cepiii: MaTtepiany/peareHTy/npo
HAEMOPHI Tvny 1 IHCTpYKLUj€eto Ans CaHodi MDKHOTO MPOAYKTY, L0
LUS TUny (wtam M MeauyHoro BinTpon 3aCTOCOBYHOTLCA Y
B ahoney); 3aCcTOCYyBaHHS; IHpacTpi, BUPOGHMUTBI ADI (KLLO
KOH'FOroB Tmny 2 no 0,5 mn (1 PpaHLjs; 3a3Ha4yeHo y [OCbE Ha
AHA, (wTtam [03a) B BUWMYCK Cepiii: nikapcbkuii 3acib) 3a
AACOPBO MEF-1); nonepesHL0 CaHodi- BiiCYTHOCTI cepTudikaTta
BAHA, Tvny 3 3anoBHEHNX ABeHTic 3pT., BiANOBIAHOCTI
PIOKA (wtam S wnpuuax 3 1-et0 YropuwuHa; €Bponeicbkili
aukett); (abo 2-ma) KOHTPO/1b hapmakonei y
noBepxH OKpeMUmHn AKOCTI 3aTBEPAKEHOMY [JOCbE,
eBuii ronkamu, no 10 (wnpuuw): ab0 BMPOGHMKA HOBOI
aHTureH Lnpuvuis B IHTepHeLuHN [OMOMIXHOI PeYOBWHM
Bipycy KapTOHHIN [Opar (AKLL0 3a3HaYeHo y
renatut ynakosLj; no 0,5 [JeBenonveHT- Z0Cbe). 3MiHa Ha3Bwn
y B, M (1 gosa) B Ekcnepr, maligaHumka
nonicax nonepegHb0 dpaHuis; BIANOBIAA/IbHOTO 3a
apua Ha 3anoBHeHUxX BTOPVIHHE KOHTPO/Ib IKOCTi Ta
emophil wnpuuax 3 1-eto nakyBaHHS: BUpO6HMLUTBa ADI
us influe (abo 2-ma) KioHe + (Purified Tetanus Toxoid
nzae T OKpeEMUMH Harenb Kd., (OuuweHwii NpaBUeBwii
nyb rofikamu, no 10 YropwmHa aHaTtokcuH) Inactivated
(nonipun6 LnNpuiB B Vero Trivalent
o3unpn6 cTaHAapTHO- Poliovaccine
iton cho €KCMopTHii (IHakTMBOBaHa
cghar), K ynakoBLi, sika TpuBaneHTHa
OH’lOroB MICTUTBCA Y noniomieniTHa BakLMHa
aHuin 3 KapTOHHii Vero) Conjugated
npasues Kopoo6ui 3 Haemophilus b
1M iHCTpYKLUji€eto ans Polysaccharide
npoTeiH MeauyHoro (koH'toroBaHwuii
oM 3acToCyBaHHS; nonicaxapug,
® Kynbtn no 0,5 mn (1 Haemophilus influenzae
BOBaHi [osa)y Tuny b) Purified
Ha hnakoHax, no Diphteria Toxoid
KNiTMHaxX 10 donakoHiB y (OunweHwin
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Vero. KapTOHHIi AN TEpINHNIA aHATOKMH)
" OTpum ynakosui; no 0,5 2-Component Acellular
aHWin Ha M (1 gosa) y Pertussis (FHA-PTxd)
KNiTMHax hnakoHax, no (2-kOMNOHEHTHUIA
APDKAXi 10 cpnakoHis B auesioNApHNI KaLwlIoK
B cTaHAapTHO- (FHA-PTxd), 3 Sanofi
Hansen EeKCMOoPTHIl Pasteur Ha Sanofi
ula yMaKkoBLi, sika Winthrop Industrie.
polymor MIiCTUTbCA Y MisLe posTallyBaHHSA
pha 3a KapTOHHIN 3amwaeTbes 6e3 3MiH.
nornomor Kopoo6Li [oaaTtkoBo
oto NPOMNOHYETLCA
pekomb6i BUANIEHHA NOCUNAHHSA
HaHTHOI Ha EudraGMP, sike He
AHK- BUMAaraeTbCs B LibOMY
po34ini, OCKiNbkn

TEXHOMO
it

iHcbopMmaLis BKIOYEHA
6e3nocepeHLO B
cepTudpikati EUDRA
GMP, a Takox
BUAaNeHHs iHdhopMauii
{00 BMPOGHULITBA
Ail040T peYOBUHN Ha
eTani Li/IbHOKITUHHOT
KaLL/1l0KOBOI BaKLMHU
ans 6ygaisni V4 Ta
6ypisni V10, ockinbku
AaHni KOMMNOHEHT
6inblue He
BMPOBNSETLCA B LNX
[BOX 6yAiBNsAX Ta He
3aCTOCOBHA A0 pPO3giny
3.2.A.1 Facilities and
Equipment - General
Information on Facilities.
TepMiH BBEEHHS 3MiH
npoTarom 6 micsuis
nicns 3aTBeppKeHHs.
3MiHu | Tvny -
AAMIHICTPaTUBHI 3MiHN.
3miHa HaliMeHyBaHHS
Ta/abo agpecu micua
NPOBaKEHHS
LOiSSTbHOCTI BUPOGHUKA
(BKTtOYatoun, 3a
Heo©bXxigHOCTI, micue
NpPOBEAEHHA KOHTPOJIO




87

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

AKOCTI), abo BnacHuka
MacTtep-chaiina Ha Adl,
abo nocTtavasbHuKa
Adl/BrxigHoro
mMarepiany/peareHTy/npo
MDKHOTO MpoAyKTY, LU0
3aCTOCOBYIOTbCH Y
BMPOGHMLTBI API (SKLLO
3a3HayYeHo y [0CbEe Ha
nikapcbkuii 3aciob) 3a
BiICYTHOCTI cepTudikata
BignoBigHOCTI
€Bponecobkin
thapmakonei 'y
3aTBEPAKEHOMY [LOCBE,
ab0 BMPOGHMKA HOBOT
[OMOMDKXHOT PEYOBUHHN
(AKLL0 3a3HaYeHo Yy
[ocbe). 3MiHa Ha3Bu Ta
OHOBJIEHHA agpecu
malifaHuuka,
BiANOBiAaIbHOIO 3a
KOHTPO/Ib IKOCTi Ta
BUPOGHMLTBO
Adl(Inactivated Vero
Trivalent Poliovaccine
(IHakTMBOBaHa
TpMBasIEHTHA
noslioMieniTHa BakumMHa
Vero)), 3 Sanofi Pasteur
Ha Sanofi Winthrop
Industrie.
Micue3HaxomKeHHS
malifjaHumka He
3MIHIOETbCA. TepMiH
BBEAEHHSA 3MiH
npoTarom 6 micsuis
nicns 3aTBeppKeHHs.
3MiHu | Tvny -
AAMIHICTPaTUBHI 3MiHN.
3miHa HaliMeHyBaHHS
Ta/abo agpecu micua
NPOBaKEHHS
LOiSSTbHOCTI BUPOGHUKA
(BKTtOYatoun, 3a
Heo©bXxigHOCTI, micue

NpoBe/AeHHs KOHTPO/IHO
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

AKOCTI), abo BnacHuka
MacTtep-chaiina Ha Adl,
abo nocTtavasbHuKa
Adl/BrxigHoro
mMarepiany/peareHTy/npo
MDKHOTO MpoAyKTY, LU0
3aCTOCOBYHOTLCA Y
BMPOGHMLTBI API (SKLLO
3a3HayYeHo y [0CbEe Ha
nikapcbkuii 3aciob) 3a
BiICYTHOCTI cepTudikata
BignoBigHOCTI
€Bponecobkin
thapmakonei 'y
3aTBEPAKEHOMY [LOCBE,
ab0 BMPOGHMKA HOBOT
[OMOMDKXHOT PEYOBUHHN
(AKLL0 3a3HaYeHo Yy
[ocke). MeToto uiel
nopgadi € peectpavis
3MiHU Ha3BK
mMalifaHumnka,
BiANOBiAa/IbHOIO 3a
KOHTPO/Ib SIKOCTi Ta
BMPOGHMLTBO ADI
(Hepatitis B surface
antigen (noBepxHeBuii
aHTWreH Bipycy renatuty
B)), 3 Sanofi Pasteur Ha
Sanofi Health Argentina
S.A. Micue3HaxomkeHHs
3a/IMWAETbCA
He3MiHHO. TepMiH
BBEJEHHSA 3MiH
npoTsarom 6 micsuis
nicns 3aTBepKeHHs.
3Mminu | Tuny -
AAMIHICTPaTUBHI 3MiHN.
3MiHa HaliMeHyBaHHSA
Ta/abo agpecu micus
NpoBaMKEHHS
LisNbHOCTI
BMpOGHMKa/iMnopTepa
roTOBOrO NiKapPCbKOro
3acoby, Bkoyaoun
AinbHULI BUNYCKy cepii
ab0 MicLe NpoBefeHHs
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

KOHTPO/O SKOCTI.
(misnbHicTb, 3a AKy
Bignosigae
BMPOGHMK/iMNopTep,
BK/THOHAI0UMN BUMYCK
cepiid). 3MiHa Ha3BK
marigaHunka Mapci /1
ETyauib,
BiANOBIAa/ILHOIO 3a
BMPOBHMLTBO rOTOBOrO
Hepo3gacoBaHOro
NPOAYKTY, BTOPUHHE
nakyBaHHs (Lunpuum),
KOHTPO/Ib SIKOCTI, BUMYCK
cepiid, 3 Sanofi Pasteur
Ha Sanofi Winthrop
Industrie.
Micue3HaxomKeHHS
3a/IMLLAETbCA
HEe3MiHHO. 3MiHK
BHECEHO B IHCTPYKLiO
AN MegnyHoro
3aCTOCyBaHHA Ta
KOPOTKY XapaKTepucTuky
nikapcbKoro 3acoby
LLIO0S10 BMPOGHYMKa Ta
MiCLIe3HaXOKEHHS
BMPOGHMKA 3
BigNoOBiAHMMM 3MiHAMK B
TEKCTi MapKyBaHHS
ynakoBoK. TepmiH
BBEAEHHS 3MiH
npoTsirom 6 mMicauis
nicns 3aTBepKeHHS.
3MmiHu | TNy -
AOMIHICTPaTVBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NpoBaKeHHS
LisiNIbHOCTI
BMPOGHMKa/imnopTepa
roTOBOrO NiKapCbKoro
3acoby, BK/IYaun
AinbHULI BUNYCKy cepii
abo micue npoBefieHHsA
KOHTPO/O SKOCTI.
(AisNbHICTb, 3a Ky
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Bignosigae

BMPOGHMK/iMNopTep,
BK/THOHAI0UM BUMYCK
cepin).
MeToto ujei nogavi €
peecTpauis 3MiHM Ha3Bu
Ta OHOBJIEHHA agpecu
MaifaHunka Banb-ge-
Poii , BignosiganbHoro
3a BUPOGHMLTBO
roToBOro
Hepo3gacoBaHoro
NPOAYKTY, 3an0BHEHHS,
BTOPWHHE NaKyBaHHS,
KOHTPO/b SIKOCTi, BUMYCK
cepili 3 Sanofi Pasteur
Ha Sanof Winthrop
Industrie.
MicLe3HaxomKeHHs
MagaHumka He
3MIHIOETLCA. 3MiHN
BHECEHO B iHCTPYKLitO
AN MegnyHoro
3aCTOCyBaHHA Ta
KOPOTKY XapakTepucTuky
nikapcbKoro 3acoby
wozno
MiCLLe3HaXOMKEHHS
BMPOGHMKA 3
Bi4NOBiAHMMM 3MiHAMK B
TEKCTi MapKyBaHHS
ynakoBoK. TepmiH
BBEAEHHSA 3MiH
npoTarom 6 micsuis
nicns 3aTBeppKeHHs.
3MiHu | THny -
AAMIHICTPaTUBHI 3MiHN.
3miHa HaliMeHyBaHHS
Ta/abo agpecu micua
NPOBaKEHHS
BisiNbHOCTI
BUpOGHMKa/iMnopTepa
rOTOBOrO J1iKapCbKOro
3aco0y, BK/oYaum
OiNbHULI BUNYCKY cepil
abo micue npoBefeHHs
KOHTPO/H0 SKOCTI.
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

(@isnbHiCTb, 3a AKy
BignoBigae
BUPOGHMK/iIMMopTep, He
BK/THOHAI0UM BUMYCK
cepii).

[JaHa 3viHa nonsrae y
3MiHi Ha3BW BUPOBHKKA,
Lo BignoBsigae 3a
BTOPVHE NakKyBaHHS 3
CaHodi-ABeHTic 3pT.,
YropuwmHa Ha KioHe +
Harenb KdT., YropwmHa
B pamkax ayTCOPCUHTY
AIANBHOCTI 3 BTOPUHHOTO
nakyBaHHs Ta
NOTiCTUYHUX MOCAYT.
Hemae 3miH y micui
po3TaLlyBaHHSA
BMPOGHWYOI AinbHUL, a
3a3HayeHHs agpecu
BUPOGHMKA,
BiANOBiAaIbHOIO 3a
BTOPWHHE NaKyBaHHS,
npuBeAeHo y
BiANOBIAHICTb J0
cepTtudpikaty GMP.
TepMiH BBEEHHS 3MiH
npoTarom 6 micsuis
nicns 3aTBeppKeHHs.
3MiHW | TUNY - 3MiHK
oo
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy
(iHLWi 3MiHW). 3MiHK
BHECEHO Y TEKCT
MapKyBaHHS NepBUHHOT
(n. 5) ynakosku
nikapcbKoro 3acoby.
TepMiH BBEAEHHS 3MiH
npoTarom 6 micsuis
nicnsa 3aTBepmHKeHHS

61.

FEMAKCAM

tranexami
¢ acid

TpaHeKC
amMmoBa
Kncnorta

BO2
AAOQ

pO3unH Ans
iH'ekuin, 50
mr/mn; no 5 mn B
amnyni
noNieTUNEHOBIN;

TOB
«PAPMA
CEN»

YkpaiHa

MOBHWIA LKA
abo
KoHTpoOsb,
BMNYCK cepil:
TOB

Ykpaina/
Himeyun
Ha

BHECEHHS 3MiH [0
peecTpavliiHnx
mMartepianis: 3miHu | Tuny
- 3MiHM Woao
6e3nekn/edPeKkT1BHOCTI

3a peyenmom

He
niosnsieae

UA/13418/01/01




92

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
no 10 a6o 50 «PAPMACEN Ta thapmakoHarnsgy.
amnysn y nauui 3 », 3MiHU Y KOpOTKili
KapToHy; no 10 YKpaiHa,; XapakTepucTuui
M/1 B amny i BTopuHHa nikapcbkoro 3acooy,
nonieTUIEeHOBIN; yMakoBKa, TEKCTi MapKyBaHHS Ta
no 5 a6o 6 abo KOHTPO/b: IHCTpYKUIiT Ana
10 amnyny XONOMAK MeAnYHoro
nautii 3 kKapToHy depnakyHrcte 3acTocyBaHHSA
XHIK TM6X, reHepuYHMX/riopnaHux/6
HimeuunHa,; ionogibHMX NikapcbKnx
Brpo6HMLUTBO 3ac06iB Nicnsi BHECEHHS
Hepo3cacosa Tiel camol 3MiHM Ha
HOI NpoAYKUT, pedepeHTHUIA npenapaT
nepBuHHa Ta (3miHa He noTpebye
BTOPVHHA Ha/jaHHS XXOAHWX HOBUX
ynakoBka, [0AAaTKOBUX AaHWX)
KOHTPO/b! 3MiHN BHECEHO [0
XONOMNAK IHCTpYKUIiT Ana
depnakyHrcte Me[MYHOro
XHiK TM6X, 3acToCyBaHHS
HimeuyunHa nikapcbkoro 3acoby Ao

po3giny "MokasaHHA" Ta
[0 po3gainis
«MpoTunokasaHHs»,
«B3aemogis 3 iHWKMK
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aEMOSjN»,
«Oco6nmnBoCTi
3aCTOCyBaHHS»,
«3acTocyBaHHs y nepiog,
BariTHocTi abo
rogyBaHHS rpyanio»,
«3paTHiCTb BNIMBATK Ha
LIBMAKICTb peakuii npu
KepyBaHHI
aBTOTPaHCNOPTOM abo
HLIMMW MexaHi3MamMmn»,
«Cnoci6 3acTocyBaHHs
Ta [03n»,
Mepepno3yBaHHA»,
«[Mo6IYHI peakuji»,
«HecymicHiCTb»
BiAgNoBigHO A0
iHdhopmauii
pedyepeHTHOro
NiKapcbKoro 3acoby
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
TpaHekcam, po3unH ans
iH'ekuiin, 50 mr/mn
(Pociiicbka ®efepadis).
TakoX BUy4YeHO po3gin
«Oco6nMBI 3axoamn
6e3nekn» y 3B’A3Ky 3
nepeHeceHHsAM noro
3MICTy [0 po3giny
«Oco6nmBOCTI
3aCTOCYyBaHHS».
BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB
nicns 3aTBepKeHHs
62. | APOKOPT | Hydrocorti | rigpokop - KpucTaniyHui TOB Ykpaina XeHaH flixya Kutaii BHECEHHSA 3MiH J0 - UA/18926/01/01
N30HY sone TU30HY NOpOLLIOK "BIONIK PapmachbioTika peecTpauinHux
AUETAT auertar (cybcTaHuis) y PAPMA" nKo., Nitg marepianis: 3miHu | Tuny
NoABINHMX - 3MiHM 3 AKocTi. ADI.

nonieTnNeHoBUx
naketax gns

hapmaueBTUYHO
ro 3aCTOCyBaHHsA

CrabinbHicTb. 3MiHa
nepiofy NOBTOPHMX
BuNpobyBaHb/nepiogy
36epiraHHa abo ymoB
36epiraHHa A®I (3a
BiICYTHOCTi Yy
3aTBEPKEHOMY [OChE
cepTudikata
Bi4NOBIAHOCTI
€Bponeiicbkili
thapmakonel, Lo
BK/IIOHAE nepiof,
NOBTOPHOTO
BMNpPoOyBaHHs) (Nepiof
NOBTOPHOTO
BUNPOGYBaHHs/Nepiop,
36epiraHHs) -
36inbLUeHHs abo
BBEJIeHHS nepioay
NOBTOPHOrO
BMNpo6yBaHHA/nepiogy
36epiraHHsa Ha OCHOBI
pe3ynbTaTiB A0C/iLKEHb
y peanibHOMy Yaci
BBEJIeHHS nepioay
NOBTOPHOrO
BUMPOOYBaHHSA Ha
OCHOBI pe3ynbTaTiB
JocnigpkeHb y
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

peanbHoMy yaci. flitoua
pefakuis: «TepMmiH
npuaaTHoCTI. 5 pokKiB.»;
MponoHoBaHa pegakuis:
«TepMiH NePeKOHTPOSHO.
Mepiog, NOBTOPHUX
BMNpo6yBaHb
(peTecTyBaHHs) — 5
POKiB.» - 3MiHM | TVNYy -
3MiHu 3 aKocTi. API.
KoHTponb A®I. 3miHa y
mMeToAax BUNPoGyBaHHS
Ad| abo BMXigHOTO
mMarepiany/npoMixxHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y
npotieci BUpo6HMLTBa
AP (iHWi 3MiHK Y
mMeTodax BUNPOo6yBaHHS
(BkntovarouM 3amiHy abo
[0noBHeHHS)) A®| abo
BVXifHOro/npomiXHoOro
NPOAYKTY) BBEAEHHS
anbTepHaTUBHOIO
MeToAy fla3epHol
Avdppakuii BianoBigHO
0o Eur.Ph. 2.9.31 npu
KOHTPOI 3a NOKA3HMKOM
«Po3wmip yacTok» B
[IOMOBHEHS A0
3aTBEPKEHOIO MeToAy
BU3HAYEHHS PO3Mipy
4acToK MEeToAOM
ONTUYHOT MiKpockonii 3
Kputepiem
NPUAHATHOCTI: 85 %
yacTok < 30 MKM. 3MiHN
| TNy - 3MiHK 3 AKOCTI.
A®I. KoHTponb AdI.
3miHa y napameTpax
cneuudikauin Ta/abo
OOMYyCTUMNX MEX,
BU3HAYEHNX Y
cneuudikauisix Ha Adl,
abo
BVXiHWA/NPOMDKHWIA
npoAayKT/pearexT, Wwo
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

BUKOPVCTOBYHOTHLCS Y
npoLieci BUpo6HMLTBa
ADI| (3BY)XKEHHSA
LOMYCTUMUX MEX,
BU3HAYEHNX Y
cneuundikaw,ii) -
3BY)XEHHS OMYCTUMUX
MeX, BU3HAUEHNX Y
cneumdikayii 3a
NOKa3HMKOM
«BbakTepianbHi
€HAO0TOKCUHU» 3 «He
6inbwe 0,7 MO/Mr» Ha
«MeHLwe 0,25 MO/mr».
KoHTponb 34ilicHI0eTbCA
BiANOBIAHO A0 BUMOT
€BponericbKoi
®apmakonei 2.6.14
«BbakTepianbHi
€HAO0TOKCUHM».

63.

rAPOKOPT
N30HY
ALETAT

hydrocorti
sone

rigpokop
TU30HY
auerar

HO02
ABO

cycneHsisa gns
iH'ekuin 2,5 %;
no 2 Mn B
amnyni; no 10
amnyn B navui 3
KapToHy; Nno 2
M/1 B amnyni; no
5amnyny
6nicTepi; no 2
6nictepu B nauLi
3 KapTOHY

AT
"dapmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavliiHnx
mMartepianis: 3miHu | Tuny
- 3MiHK 3 AKOCTI.
Ceptudpikat
BignosigHOCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/moHorpadii
. 3MiHK, NoB'A3aHi 3
HEeOoOXiHICTIO
npuBeAeHHs y
BiANOBIAHICTb J0
MoHorpadii 4dY abo
€BponelicbKoi
thapmakonei, abo iHLOoi
HaujioHaNbHOT
hapmakonei fepxasu
€C (iHWi 3MiHN)
MpuBeneHHA
cneundikauii
[OMOMDKHOT PEYOBUHM
"Bopga ans iH'ekyiin” y
BiANOBIAHICTbL A0 BUMOT
OHOB/IEHOT MOHorpadii

3a peyenmom

UA/3288/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
€
64. | rNiLEPON glycerol rnigepu AO06 | cynosuTopii €Bpo Benvka BignosigasbHn | MopTyra BHECEHHSA 3MiH O0 6e3 peyenma UA/12050/01/01
EBPO H AXO0 | pekTasibHi no Navicokep BpuTaHis i 3a: nisi/ peecTpauiinHux
1 1000 mr; no 6 nrtg KOHTPO/Ib/BUN ITanis marepianis: 3miHu | Tuny
Cyno3nTopiiB y pobyBaHHS; - 3MiHM 3 AKOCTI.
6nictepi; no 1 BMNYCK cepil: [oTOBWIA Nikapcbkuii
abo no 2 Na6opatopiyc 3aci6. 3MiHn y
6nictepu B Baci - BMPOGHMUTBI (iHLWi
KapTOHHii IHaycTpia 3MiHW) BUSTYYEHHS
ynakoBLi dapmachbloTika 4yacTHW BUPOGHMYOro
,C.A, npouecy 4519 BUPoBHMKa
MopTyranis; N3 Na6opatopiyc baci
BiANOBiAA/IbHN — lHgycTpia
3a: dPapmacbtoTika, C.A.,
BUPOGHMLTBO MopTyranis, a came:
Hepo3dhacosa BVPOGHMLTBO
Horo Hepo3gacoBaHOro
NPOAYKTY; NPOAYKTY; NepBUHHE
nepBuHHe nakyBaHHs1; BTOPUHHE
nakyBaHHS; nakyBaHHs. LA yactnHa
BTOPVHHE npouecy Tenep
nakyBaHHs; BMKOHYBaTVMETbCA
KOHTPO/Ib/BUN nviwe BUpo6HUkom MN3
pobyBaHHS Namn CaH MNMpocnepo
cepii: CIMA, ITanis, wo Bxe
Namn Can 3apeecTpoBaHuii y
MNpocnepo [0Cbe. 3MiHU
CMA, lTanis CMpUYMHEHO
cTpareriyHor
peopraHisauieto
BMPOGHNYMX
NOTY)XHOCTEIA.
65. | rNILEPON glycerol rniuepu A06 | cynosuTopii €spo Benwuka BignosiganbHy | MopTtyra BHECEHHS 3MiH A0 6e3 peyenma UA/12050/01/02
€BPO H AXO | pekTasbHi no no Naiicpkep BpuTaHis i 3a: nisi/ peecTpaviiHnx
1 2000 wmr; no 6 Nt KOHTPO/b/BUN ITanis mMartepianis: 3miHu | Tuny
CynosuTopiie y pobyBaHHs; - 3MiHK 3 AKOCTI.
6nicTepi; no 1 BMNYCK cepil: [oTOBUIA Nikapcbkni
abo no 2 Na6opartopiyc 3aci6. 3MiHn y
6nictepu B baci - BMPOGHMLTBI (iHLUi
KapTOHHIM IHaycTpia 3MiHW) BUSTYYEHHS
ynakoBLi dapmacbloTika 4acTVHY BUPOGHUYOrO
,C.A, npotiecy Ana BUpobHMKa
MopTyranis; N3 Nabopatopiyc baci
BignoBigasibHN — lHgycTpia
i 3a: dapmachbtoTika, C.A.,

BMPOGHMUTBO

MopTyranisi, a came:
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Hepo3dhacosa BVPOGHMLTBO
HOro Hepo3dacoBaHOro
NPOAYKTY; NPOAYKTY; NepBUHHE
nepBuHHe nakyBaHHs; BTOPUHHE
nakyBaHHS; nakyBaHHs. LA yactnHa
BTOPVIHHE npouecy Tenep
nakyBaHHs; BMKOHYBaTVMETbCA
KOHTPO/Ib/BUN nviwe BUpo6Hukom MN3
pobyBaHHs Namn CaH MNMpocnepo
cepii: CIMA, ITanis, wo Bxe
Namn Cax 3apeecTpoBaHuii y
MNpocnepo 00Cbe. 3MiHU
CMA, lTanis CMpUYMHEHO
cTpaTteriyHo
peopraHisauieto
BMPOGHNYMX
NOTY)XHOCTEIA.
66. | rPMNro Paracetam | napauet | NO2 | rpaHynu ons TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH A0 6e3 peyenma UA/16502/01/01
XOTMIKC® ol, amon, BE5 | opasibHOro "KYCYM" XENTXKEP peecTpauinHux
combinatio | dheHine 1 PO34MHY 3i NBT NTA mMartepianis: 3miHu | Tuny
ns excl. hpuHy CMakoM /IMMOHa - AMIHICTPaTUBHI 3MiHW.
psycholept | rigpoxno no 5ry cauwe, 3MiHa HaliMeHyBaHHS
ics pua, no 5 a6o no 10, Ta/abo agpecy 3asBHMKa
KucnoTa abo no 20, abo (BnacHuka
ackop6iH no 50 cawey peecTpavujiitHoro
oBa KapTOHHii noceigyeHHs). 3MiHa
ynakoBLi HaliMeHyBaHHs
3asBHMKa (BNacHvka
peecTpaujiiHoro
NnocBigYEHHSs), 6€3 3MiHU
OPUANYHOT 0COooU:
3arBepgxeHo: TOB
"TNEAPAPM NTA",
Ykpaina
3anponoHoBaHo: TOB
"KYCYM", YkpaiHa
BBefeHHS 3MiH
NPOTAroMm 6-Tu MicALiB
nicns 3aTBepKEHHS.
67. | remnro Paracetam | napauet - rpaHynun ans TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH A0 - UA/21050/01/01
XOTMIKC® ol, amon, opasibHOro "KYCYM" XENTXKEP peecTpauinHux
combinatio | dbeHine PO34nHy 3i MBT NTA, marepianis: 3miHu | Tuny
ns excl. hpuHy CMakoM /IMMOHa, - AOMiHICTpaTVBHI 3MiHN.
psycholept | rigpoxno in bulk: Ne 1500 3MiHa HaliMeHyBaHHS
ics pua, (1x1500) caLe: Ta/abo agpecu 3asBHUKA
Kucnota no 5ry cauwe, (BnacHuka
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
ackop6iH no 1500 cawe y peecTpavujiitHoro
oBa KapTOHHii noceigyeHHs). 3miHa
Kopo6ui; in bulk: HaliMeHyBaHHs
Ne 800 (1x800) 3asBHVKa (BNacHvka
cawe:no5ry peecTpaujiiHoro
caule; no 800 NnocBigYEHHs1), 6€3 3MiHU
cawey OpUANYHOI 0CO6U:
KapTOHHii 3aTtBeppxeHo: TOB
Kopo6Li "TNEAPAPM NTA",
Ykpaina
3anponoHoBaHo: TOB
"KYCYM", YKpaiHa
BBefeHHS 3MiH
NpoTArom 6-T MicsLiB
nicns 3aTBepKEeHHS.
68. | rPMNro Paracetam | napauet | NO2 | rpaHynu gns TOB YkpaiHa KYCYM IHAisA BHECEHHS 3MiH A0 6e3 peyenma UA/16501/01/01
XOTMIKC® ol, amon, BE5 | opasnbHOro "KYCYM" XENTXKEP peecTpauiintHux
combinatio | cheHine 1 PO3UMHY 3i NBT NTA mMartepianis: 3miHu | Tuny
ns excl. hpuHy CMakoMm - AOMIHICTpaTVBHI 3MiHMW.
psycholept | rigpoxno nonyHuuyino 5r 3MiHa HaliMeHyBaHHS
ics pua, y cawle, no 5 Ta/abo agpecu 3asBHUKA
Kucnota abo no 10, a6o (BnacHvika
ackop6iH no 20, a6o no 50 peecTpaujiiHoro
oBa cawey nocBig4eHHs). 3MiHa
KapTOHHIi HallMeHyBaHHs
ynakoBLj 3asBHVKa (BNnacHuKa
peecTpaujiiHoro
noceigyeHHs), 6e3 3mMiHun
opuanYHOI 0cobu:
3arBepaxeHo: TOB
"TNEA®APM NTA",
YKpaiHa
3anponoHosaHo: TOB
"KYCYM", YkpaiHa
BBeAeHHs 3MiH
NPOTArom 6-Tn MicALiB
nicns 3aTBepApKeHHS.
69. | revnro Paracetam | napauet - rpaHynu ans TOB Ykpaina KYCYM IHais BHECEHHS 3MiH A0 - UA/21049/01/01
XOTMIKC® ol, amon, opasibHOro "KYCYM" XENTXKEP peecTpauiiiHnx
combinatio | cheHine PO3YUMHY 3i NBT NTA mMartepianis: 3miHu | Tuny
ns excl. thpuHy CMakoMm - AMIHICTpaTVBHI 3MiHN.
psycholept | rigpoxno noayHuuj, in 3MiHa HaliMeHyBaHHS
ics pua, bulk: Ne 1500 Ta/abo agpecu 3asBHMKA
KucnoTa (1x1500) cawe: (BnacHuka
ackop6iH no 5ry cawe; peecTpavjiiHoro
oBa no 1500 cawe y nocBig4eHHs). 3MiHa
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
KapTOHHIi HallMeHyBaHHs
Kopo6ui; in bulk: 3asBHMKa (BNacHvka
Ne 800 (1x800) peecTpaujiiHoro
cawe:no5ry nocsigyeHHs), 6e3 3mMiHun
caule; no 800 1opuAaNYHOI 0Co6U:
cawey 3arBepaxeHo: TOB
KapTOHHIi "TNEAPAPM NTA",
Kopoo6Li YkpaiHa
3anponoHosaHo: TOB
"KYCYM", Ykpaina
BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB
nicns 3aTBepApKEHHS.
70. | remnounT - avmetuH | RO1 | cnpeit TOBAPUC Ykpaina TOBAPUCTB Ykpaina BHECEHHSA 3MiH J0 6e3 peyenma UA/11186/01/01
POH PUHIC OeHy AB HaszasIbHUIA, TBO 3 03 peecTpauinHux
masnear, po3uuH; no 15 OBMEXE OBMEXEHO marepianis: 3miHu | Tuny
heHine M1y ¢priakoHi 3 HOO O - 3MiHM 3 AKOCTI.
hpuH HacafKoto- BIAMOBIA BIAMOBIAAN [oTOBWIA Nikapcbkuii
posnuntoBavemi | AJIBHICT bHICTHO 3aci6. 3MiHn y
3axXUCHUM 0 «KOPTIOPALLI BMPOGHMLTBI. 3MiHa
KoBnaykom; no 1 | «KOPIMOP A po3mipy cepii
hnakoHy y ALlIA «310POB'A» (BKntOvatoun gianasoH
KapTOHHii «300POB po3Mipy cepii) rotoBoro
Kopo6Li; "A» nikapcbKoro 3acoby
nols5wmny (3mMeHLweHHs go 10
6asoHi 3 pasiB) BBeEHHSA
HacagKoto- [04aTKOBOro po3mipy
po3nuoBayem i cepii [N13 pns ynakoskn
3aXUCHUM no 15 mn y donakoHi Ne
KoBnaykom; no 1 1. 3aTBepaxeHo:
6anoHy y Poswmip cepii cknagae:
KapTOHHii 6,250 TrC. yn. no 15 mn
KopooLi y thnakoHi Ne 1, no 15
My 6anoHi Ne 1 (100,0
). 3anpornoHoBaHo:
6,250 Tuc. yn. no 15 mn
y donakoHi Ne 1, no 15
mn 'y 6anoHi Ne 1 (100,0
n); 3,333 Tuc. yn. no 15
My donakoHi Ne 1 (50,0
n)
71. | FPONIBIPIH | inosine iHO3MHY JO5 Tabnetkun no 500 AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH A0 3a peyenmom UA/15404/01/01
® pranobex npaHo6e | AXO | mr;no 10 "dapmak” peecTpaviiHnx
KC 5 TabneTtoky mMartepianis: 3miHu | Tuny

6nictepi, no 2
abo 5 6nictepiB

- 3MiHM 3 AKOCTI.
[O0TOBUIA NiKapCbKni
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

y nauui

3aci6. KoHTponb
roTOBOrO NiKapPCbKOro
3acoby. 3miHa y
mMeTodax BUNPOo6yBaHHS
roTOBOrO NiKapCbKOro
3aco6y (iHLWi 3MiHN Y
mMeToAax BunpobysaHb
(BkntoYarouM 3amiHy abo
[0MOBHEHHS)) BHECEHHSA
3MiHV B METOAMKY
BUNPOOYBaHHA 3a
NOKa3HMKOM
«PO34YMHEHHA», a came
3MiHa Mpo6oniAroToBKM
PO34MHY MOPIBHAHHS.
3MiHn | TURY - 3MiHN 3
AKocTi. FoToBUIA
nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO
nikapcbKoro 3acoby.
3MiHa y meTofax
BMNPOGYBaHHSA roTOBOro
nikapcbKoro 3acoby
(iHWi 3miHW y MmeTofax
BMNpo6yBaHb
(BkntoYarouM 3amiHy abo
[0MOBHEHHS)) BHECEHHSA
3MiHV B METOAMKY
BUNPOOYBaHHA 3a
NoKasHNKOM «KinbkicHe
BM3HAYEHHSA», a came
3MiHa NPUroTyBaHHSA
PO34MHIB MNOPIBHAHHSA
oKpemmmu
KOMMOHeHTamu i3
nogasnbLumm
3MiLLyBaHHSM

72.

JNAPCTIH

progestero
ne

nporect
€poH

GO03
DAO

renb, 10 mr/r no
80rrenoB
anNtoMiHieBIl TyOi
3 BHYTPILLHIM
NakoBuUm
NOKPUTTSAIM,
3aKpuTIiA
nonieTuNeHoBUM
KOBMa4ykom; no 1

CENQ
C.A.

IcnaHis

BVPOGHMLTBO
Hepo3cacosa
Horo
npenapary,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b
SKOCTI, BUNYCK

IcnaHis

BHECEHHS 3MiH [0
peecTpauiinHux
marepianis: 3miHu | Tuny
- 3MiHM Woao0
6e3nekun/edeKkTBHOCTI
Ta chapmakoHarnagy.
BeegeHHs1 abo 3MiHV A0
y3arasibHeHUX AaHnx
npo cuctemy

3a peyernmom

UA/20314/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Ty6i y KOMNAeKTi cepii: CEV[ hapmakoHarnsgy
3 1O3YI0UMM C.A. (BBEAEHHSA
narenem y y3arasnbHeHUX AaHnx
KapTOHHIi npo cuctemy
Kopoo6Li

hapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0cobM,
BiANOBIAa/IbHOI 3a
3[iACHEHHS
chapmakoHarnsagy;
KOHTaKTHOI ocobm 3
dhapmakoHarnsgy
3asBHUKa 4NA
3[iiCHEHHS
chapmakoHarnsgy B
YKpaiHi, SKLLLO BOHa
BiAMIHHA Bif
yMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy
(BKTHOYAKOYMN KOHTAKTHi
[AaHi) Ta/abo 3MiHM y
PO3MiLLeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy)
3MiHa yNnoBHOBaXeHOT
0COo6U 3asBHMKA,
BiANOBIAa/IbHOI 3a
hapmakoHarnag,. fivoua
pegakuisa: Andrea
Martinez Nunez.
MponoHoBaHa peaakuis:
Beatriz Herreros. 3miHa
KOHTaKTHUX AaHuX
YMOBHOBaXEHOI 0co6u
3aABHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg. 3MiHa
KOHTaKTHOI 0co6u
3a8BHYIKa,
BignoBigasibHOI 3a
thapmakoHarnsg, B
YkpaiHi. fitoua
pepakuisf: HazapeHko
BikTopisi. MponoHoBaHa
pepakuis: Pabes

AmnTpo OnekcaHapoBuy
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

/ Ryabyev Dmytro
Oleksandrovych. 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0co6u
3asBHVIKa,
BignoBiganbHOI 3a
hapmakoHarnsg, s
YkpaiHi. 3miHa
MiCLIe3HaXOKEHHS
mMacTep-gharina cuctemm
hapmakoHarnsgy. 3miHa
MicLs 34iiCHEHHS
OCHOBHOI AjsifIbHOCTI 3

dhapmakoHarnsgy
73. | AEKAIPEN ticagrelor TMKarpe BO1 | Tabnetku, BkpuTi | Papmaves Monbua dapmauestny | MNonbLua BHECEHHS 3MiH A0 3a peyenmom UA/20955/01/01
nop AC2 | nniBkoBOO TUYHWIA HWi 3aBOf, peecTpauinHux
4 060/10HKOI N0 3aBo/, «MONIb®APM marepianis: 3miHu | Tuny
60 mr; no 14 «MONb®A A» C.A. - 3MiHK 3 AKOCTI.
TabneToky PMA>» Ceptudpikat
6nictepi, no 4 C.A. BignosigHOCTI/TE-
6nictepu B cepTudikat
KapTOHHIi BiANOBIAHOCTI
Kopoo6Li €Bponeicbkili

thapmakonei/moHorpadii
. MopaxHsa HoBoro abo
OHOBJIEHOTO
cepTudikaTa
BianosigHocTi abo
BW/TyYEHHS cepTudikaTta
BignoBigHOCTI
€Bponecbkin
thapmakonei: gns Adl;
[ON5 BUXIOHOTO
MaTepiany/peareHTy/npo
MDKHOTO MPOAYKTY, L0
BUKOPVCTOBYIOTHCS Y
BMPOGHMLTBI A®I; ans
[O0NOMDKHOT peyoBUHU
(cepTudpikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei) - Hosuii
cepTtudikaT Bif BXe
3aTBEPAKEHOIO
BUPOGHMKa NoAaHHS
HOBOro cepTucpikata
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei CEP 2020-
338-Rev 04 gnia Adl
Twkarpenop Bif Bxe
3aTBEPAKEHOTO
BMpo6HMKa ZAKLADY
FARMACEUTYCZNE
POLPHARMA S.A.
(nonepegHbO
3aTBEPAKEHO MaicTep-
paiin Ha ADI).
74. | BEKATPEN | ticagrelor Tukarpe BO1 | Tabnetku, BkpuTi | Papmaves Monbwa dapmauesTny | Monblia BHECEHHS 3MiH A0 3a peyenmom UA/20955/01/02
nop AC2 | nniBkoBO TUYHWIA HWiA 3aBOf, peecTpauiitHux
4 060/10HKOIO N0 3aBo/ «MONTb®APM marepianis: 3miHu | Tuny
90 wr, no 14 «MNONIb®A A» C.A. - 3MiHM 3 AKOCTI.
TabneToky PMA» CepTudikar
6nictepi, no 4 C.A. BignoBigHOCTI/TE-
6nictepu B ceptudiikat
KapTOHHii Bi4NOBIAHOCTI
KOpOoO6Li €Bponeiicbkili

thapmakonei/moHorpadii
. MogaHHA HoBOrO 260
OHOB/IEHOTO
cepTudikata
BiAnoBiAHOCTI ab0
BW/TyYEHHS cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: gns Adl;
015 BUXiAHOTO
mMartepiany/peareHTy/npo
MDDKHOTO MPOAYKTY, L0
BMKOPVCTOBYHOTbCS Y
BMPOGHMLTBI A®I; aAns
[0NOMDKHOT peyoBUHU
(cepTuchikat
Bi4NOBIAHOCTI
€Bponeiicbkili
thapmakonei) - Hosuii
cepTuduikar Big BXe
3aTBEPKEHOr0
BMPOGHMKA NodaHHs
HOBOro cepTudpikara
BignoBigHOCTI
€Bponenchkiin
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
thapmakonei CEP 2020-
338-Rev 04 gnia Adl
Twkarpenop Big Bxe
3aTBEPAKEHOTO
BMpo6HMKa ZAKLADY
FARMACEUTYCZNE
POLPHARMA S.A.
(nonepegHbO
3aTBEPAKEHO MaicTep-
aiin Ha Adl).
75. | WKAVNB® glucosami | rnoko3a | MO1 | po3uuH ans TOB HB® Ykpaina TOB HB® Ykpaina BHECEHHSA 3MiH J0 3a peyernmom He UA/19248/01/01
ne MiHYy AXO | iH'ekuijin, 200 "MIKPOXI "MIKPOXIM", peecTpauiinHux nionseae
cynbgpat | 5 Mr/MA; Mo 2 MA B M Ykpaina marepianis: 3miHu | Tuny
y HaTpito amnynax; no 5 (Bci cTagji - AOMIHICTpaTUBHI 3MiHN.
xnopwuga, amnyn (amnyna BMPOGHMLTBA BunyyeHHsi BUPOGHMYOT
Lo A) y 6nicTepi B 3a OinbHUUI (BKNHOYaoun
ekBiBan KOMMNEKTI 3 BUK/TOYEHHAM LinbHUUI gna Adl,
€HTHO PO3YMHHWKOM NO BUNYCKy cepil; NMPOMIXXHOIO NPOAYKTY
r711oKo3a 1 mn B amnynax, BiANOBiAA/IbHN ab0 roToBOro
MiHy no 5 amnyn 7 3a BunycK nikapcbkoro 3acoby,
cynbat (amnyna B) y cepii, He OinbHuUUi ans
yTa 6nictepi; no 5 BK/IHOYAOYM NpoBefEeHHs NaKyBaHHs,
HaTpito amnyn Atano 5 KOHTPO/L/BUM BUPOOHNKA,
xnopugy amnyn By pobyBaHHS BiANOBIA@/ILHOIO 3a
6nictepax cepi); BWMYCK Cepiid, micue
BignoBigHo; no 1 BignoBigabHN NnpoBeAeHHS KOHTPO/II0
6nictepy 3 n3a cepii) abo
amnynamu A i no BVPOGHMLTBO nocravyasibHuka
1 6nicTtepy 3 Ta BUXiQHOro MaTepiasy,
avnynavv B B KOHTPO/L/BUM peareHTy abo
nauvj 3 KapToHy pobyBaHHSA [OMOMDKHOT PEYOBUHM
cepii, He (AKW0 3a3HavYeHo y
BK/TIOHA0UM [0Cbe). BunyyeHHs
BWMYCK Cepii: hyHKLiT
AT «BignoBiganbHWIi 3a
"Tanuucpapm", BUNYyCK cepii» ans
YkpaiHa BMPOGHWYOT AinbHNL

TOB HB® "MIKPOXIM

3a afpecoro : YKpaiHa,

93400, JlyraHcbka 0611.,
M. CEBEPOAOHELIbK, BY/I.
Mpomucnosa, 6ysa. 24-B.
3MiHU BHECEHO Y 3B'SAI3KY
3 BUJTYYEHHAM PYHKLT

"BignoBifganbHWI 3a
BUMNyCK cepii" ans
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BMPOGHWYOT AibHNL
TOB HB® «MIKPOXIM»
3a agpecoro: YkpaiHa,
93400, JlyraHcbka 0611.,
M. CeBEpPOSOHELBK, BY/.
Mpomucnosa, 6ya. 24-B,
AK HACMiOK BUyYEHO
iHCTpYKUjt0 Ans
MeAnyHoro
3aCTOCYBaHHA Ta TEKCT
MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby ans
[aHoi BUpOBHNYOIX
OinbHULL
76. | LXYBOHTI denosuma | geHocyM | MO5 | po3uuH Ans CaHpo3 ABCTpist NOBHUIA LKA AscTpisi/ BHECEHHS 3MiH A0 3a peyenmom UA/21159/01/01
b ab BX0 | iH'ekuiii, no 60 M6X BMpo6HuUTBa: | CroBeHi peecTpauinHux
4 Mmr/mn; no 1 mn Hosapric al mMartepianis: 3MiHu | Tuny
(60 mr) y dapmacbioTika | Lseiiua - 3MiHK 3 AKocTi. API.
nonepegHL0 n pis Brpo6HMLTBO. 3MiHM B
HanoBHEHOMY MaHydakTypiH npoLeci BUpo6HMLTBA
npuy i3 r rméX, A®I (iHWi 3MiHK)
3aXUCHUM ABCTpiIs; HesHauHi 3miHn y
npucTpoem; no 1 KOHTPO/b npoueci BUpo6HMLTBA
wnpuuy B cepi: Lit0Y0i pevyoBuHY A1A
6nictepi 'y HosapTic NOJOBXEHHS yacy
KapTOHHii PapmachbioTika BUTPUMKN po34nHy USP
KopooLi n TYCYL 0000, wo
MaHyhakTypiH BVKOPUCTOBYETLCA A1
r Fm6X, BMpOGHMLTBA AD| Ha
ABCTpIS; nignpueMCTBi
KOHTPO/b Disposable Fed Batch
cepi: (DFB), po3TawioBaHOMy
Hosapric B Novartis
dapmacbtoTika Pharmaceutical
n Manufacturing LLC,
ManyhakTypu MeHrew, CnoseHis, 3 30
Hr IN1C, [HiB Npu Temneparypi
CnoBeHis; 2-8 °C, a notim 30 gHiB
KOHTPO/b npun 19-25 °C po 180
cepii: [HiB npu 2-8 °C, a noTim
Consiac Arl', 30 gHiB npun 19-25 °C. A
LBeliuapis; TaKOoX BHECEHO
KOHTPO/1b peAakLiiHi 3mMiHn Jo p.
cepi: 3.2.5.2.3 KOHTpOJIb
Hosapric martepianis, 3.2.S.3.1.

dapwma LUTtariH

[okas cTpyKkTypu Ta
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Al, XapakTepucTUKN.
LLIBeliLapist
77. | AUKNODE diclofenac | guknod MO02 | renb 50 mr/r; no T30B YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH A0 6e3 peyenma UA/20542/01/01
HAK eHak AAl | 50T reno abo "MpepcTas "XIMPAPM3A peecTpauinHux
HATPIO HaTpito 5 100rrenoy HULTBO BO/J, mMartepianis: 3miHa
Ty6i; no 1 Ty6i y BAYM "UEPBOHA 3asBHVKa 13 (MIBI)
nauuj 3 KapToHy PAPM 3IPKA" (BnacHvka
rMBX" peecTpaujiiHoro

noceigyeHHs) (3rigHo
Hakady MO3 Big,
23.07.2015 Ne 460).
3MiHa 3asBHMKa
nikapcbKoro 3acoby
(BnacHvka
peecTpaujiiHoro
nocBigYeHHs), sK
Hacnifok — BHECEHO
3MiHV B TEKCT
MapKyBaHHA BTOPUHHOT
(nyHkTM 11, 17) Ta
NepBUHHOI (NYHKTK 5, 6)
ynakoBoK. TepmiH
BBEEHHSA 3MiH
npoTsirom 6 Micauis
nicns 3aTBepAKeHHs.
3MiHW | TNy - 3MiHn
wozno
6e3nekn/edpeKkT1BHOCTI
Ta thapmakoHarnsgy.
BBeneHHs1 abo 3MiHU A0
y3arasibHeHNX AaHnX
npo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHUX AaHnx
npo cuctemy
thapmakoHarnagy, smiHa
YMOBHOBaXeHOT 0cobw,
BignoBigasnbHOI 3a
3[iiCHEHHS
dhapmakoHarnsagy;
KOHTaKTHOI ocobu 3
thapmakoHarnagy
3anBHUKa A4N1A
3[iACHEHHS

dhapmakoHarsgy B
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

YkpaiHi, AKL0 BOHA
BigMiHHa Bif
YNOBHOB&XEHOT 0Cco6M,
BiANOBIAa/IbHOI 3a
3[iACHEHHS
thapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHi
[aHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-
tpaiina cuctemu
hapmakoHarnsgy).
3MiHa YNOBHOBaXEHOT
0Cco6M 3as8BHUKA,
BignoBigasibHOI 3a
hapmakoHarnag. diroya
pegfakuis: boHaap
Haranis BopucisHa.
MponoHoBaHa peaakuis:
Bucoubka Onbra
IpuropisHa. 3MiHa
KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0Co6u
3asBHVIKa,
BignoBiganbHOI 3a
hapmakoHarnag. 3miHa
MiCLIe3HaXOPKEHHS
macTep-haiina cuctemm
thapmakoHarnsgy Ta
oro Homepa. 3miHa
MicLs 34iiCHEHHS
OCHOBHOI AjsifIbHOCTI 3
dhapmakoHarisgy.

78.

ANnNPUBAH
®

propofol

nponod
on

NO1
AX1

eMynbCia ans
iHcpysin, 10
mr/mn; ans
BUPOGHMKa
AcTpa3eHeka
HOK Jimitep,
Benuka
BpuTaHis
(AstraZeneca
UK Limited,
United
Kingdom): no 20
M/1 B amnyni; no
5amnyny

AcneH
Papma
TpenigiHr
Nimiten

IpnaHgis

Bunpo6HuK "in
bulk",
nakyBaHHs,
BUPOBHUK,
BiANOBIAA/IbHN
1 32 KOHTPO/Tb
AKOCTI Ta
BWMYCK Cepii:
KopaeH
Papma
Couieta' MNep
A3ioHi, ITanis;
BUPOBHUK,
BiANOBiA&/IbHN

ITania/
Benuka
BputaHi

]

BHECEHHS 3MiH [0
peecTpavliiHnx
MaTepianis: 3miHu Il
My - 3MiHK WoA0
6e3nekn/edpeKkT1BHOCTI
Ta thapmakoHarnsgy.
3MiHU Y KOpOTKili
XapakTepucTuui
nikapcbkoro 3acoby,
TEKCTi MapkKyBaHHS Ta
IHCTpYKUii ans
MeAnYHOro
3acTOCyBaHHS Y 3B'A3KY
i3 HOBUMM AaHVMU 3

3a peyenmom

He
niosnsieae

UA/11592/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

KOHTYPHIl 1 3a BMNYyCK AKOCTI, JOKNIHIYHMMU,
YapyHKOBIli cepii: KNIHIYHUMW AaHMK Ta
ynakosLi; no 1 AcTpa3eHeka OaHumu 3
KOHTYPHIl HOK Nimites, hapmakoHarnsagy 3miHm
YapyHKOBIli Benuka BHECEHO A0 iHCTPYKL,i
ynakosLi y BpuTaHis ONs MeguyHoro
KapTOHHIi 3acTOCyBaHHA
Kopo6ui; no 50 nikapcbkoro 3acoby Ao
M/1Y O1aKOHi; po3ziny "B3aemogis 3
no 1 cprakoHy 3 iHLWIMMK AiKapCbKnMn
yTpyMyBayem y 3acobamu Ta iHLWi BUAan
KapTOHHii B3a€EMOfji", a Takox
Kopob6uji; Ans BHECEHO pefakTopChbkKi
BUPOOHYMKa npaBKn [0 TEKCTY
KopaeH ®apma po3ginis
Couieta' Nep "®apMaKonoriyHi
A3ioHi, ITania BN1AaCTVBOCTI",
(Corden Pharma "3acTocyBaHHA y nepiog
Societa' Per BariTHoOCTi abo
Azioni, ltaly): no rogyBaHHs rpyaa”,
20 mn B amnyni; "Cnoci6 3acTocyBaHHs
no5amnyny Ta gosun”, "MoGivHi
KapTOHHOMY peakuii* iHCTpyKuii gns
dhikcatopi MeanYHOro
(yTpvmyBaui) y 3acTOCyBaHHA
KapTOHHii nikapcbKoro 3acooy.
Kopo6ui; no 50 BBefeHHS 3MiH
My dhakoHi; npoTarom 6 micsuis
no 1 doakoHy 3 nicns 3aTBepAKeHHs
yTpMMyBayeMm y
KapTOHHIi
KOpoo6LUi

79. | ANDPEPENI triptorelin Tpuntop | LO2 NOPOLLIOK N0 INCEH PpaHuin Bupo6HuyTBo, | LUBeiiua BHECEHHS 3MiH A0 3a peyenmom He UA/9454/01/02

H® eniHy AEO | 22,5mrTa PAPMA nepBuHHe pis/ peecTpauinHux nionisieae
emboHar | 4 PO3YMHHWK AN nakyBaHHs, ®paHuin MaTepianis: 3miHu Il

cycneHsii ansa KOHTPO/1b / My - 3MiHK WoA0
iH'eKLjn 3 AKOCTI Ta Himeuun 6e3nekn/edeKTUBHOCTI
MPO/IOHrOBaHNM BUMPOBYBaHHSA Ha Ta thapmakoHarnsgy.
BUBINIbHEHHAM; 1 Ha 3MiHU Y KOpOTKili
hnakoH 3 cTabifnbHICTb: XapakTepucTuui
MOPOLLKOM Y MOPOLLIOK: nikapcbkoro 3acoby,
KOMMNEKTI 3 [Je6iodhapm TEeKCTi MapKyBaHHA Ta
PO3UYMHHUKOM Picepu eHpg, IHCTpYKUii ans
(Boga ans iH MaHydakuypu MeanyHOro
'ekuili) no 2 mn B Hr C.A,, 3aCTOCYBaHHS Y 3B'A3KY
amnyni Ne 1, 1 Lliseiuapis; i3 HOBUMM AaHVMU 3
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
6nictepom, o Brpo6HMUTBO, AKOCTI, JOKNIHIYHMMU,
MicTuTb 1 nepBUHHE KNIHIYHUMW AaHMK Ta
Lwnpuvy, ans nakyBaHHA Ta JaHumm 3
iH'ekuin Ta 2 KOHTPO/1b hapmakoHarnsgy. 3miHm
iH'EKLiAHI ronkn SIKOCTI: BHECEHO A0 IHCTPYKLiT
Y KapTOHHii PO3YNHHWK: AN MeguyHoro
Kopoo6Ui CEHEKCI, 3acTOCyBaHHA
dpaHujs; nikapcbkoro 3acoby Ao
3IrepPia po3ainis "MNoka3aHHA"
XAME/IbH (peparyBaHHs TEKCTY),
m6X, "Oco6nuBocTi
HimeuunHa,; 3aCTOCyBaHHA",
BTopuHHe "3acTocyBaHHs y nepiog,
nakyBaHHs Ta BariTHocTi abo
BUNYCK cepil: rogyBaHHs
INCEH rpyaa”(pesaryBaHHs
PAPMA TekcTy), "TMobiuHi
BIOTEK, peakuii”. BBefeHHS 3MiH
PpaHuis npoTarom 6 micsAuis
nicns 3aTBeppKeHHs.
3MiHu 1l TUny - 3MiHK
oo
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy.
3MiHN Y KOpOTKili
XapakrepucTui
niKkapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta
IHCTpYyKUii ans
MeAnyHoro
3aCTOCYBaHHSA Yy 3B’A3KY
i3 HOBUMW JaHUMK 3
AKOCTI, LOK/IHIYHUMMU,
KAIHIYHUMW AaHMun Ta
JaHumn 3
hapmakoHarnagy. 3miHu
BHECEHO A0 IHCTPYKLiT
AN MegnyHoro
3acTocyBaHHS
nikapcbkoro 3acoby Ao
po3ginis "OcobamBoCTi
3acTocyBaHHs", "Mo6iYHi
peakuii”. BBegeHHS 3MiH
npoTsarom 6 micsuis
nicns 3aTBepKEeHHS.
80. | AIA3ENAM diazepam fdiazena | NO5 | posuuH ans TOB YkpaiHa Benko ®apma IHAisa BHECEHHS 3MiH A0 3a peyenmom UA/20451/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
PEAKT M BAO | iH'ekuiin, 10 mr/2 "PEAKT® peecTpauinHnx
1 M/1; N0 2 M/ B APM" marepianis: 3miHu | Tuny

amnyni; no 5
amnyny
nAacTKoBOMy
noTky, no 1 a6o
2 notkay
KapTOHHI nayui

- 3MiHM Wwoao
6e3nekn/edpeKkTNBHOCTI
Ta thapmakoHarnsgy.
BBeneHHs1 abo 3MiHU A0
y3arasibHeHNX AaHnX
npo cuctemy
thapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHNX JaHnx
npo cuctemy
hapmakoHarniagy, smiHa
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsagy;
KOHTaKTHOT 0co6u 3
thapmakoHarnsgy
3asBHUKa A4N1A
3[iACHEHHS
hapmakoHarnsgy B
YkpaiHi, AKLLO BOHa
BigMiHHa Bif,
YMOBHOBAXXEHOT 0CO6H,
BignoBigasibHOI 3a
3[iACHEHHS
thapmakoHarnsgy
(BK/OYAKOUN KOHTaKTHI
[AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3MiHa yNnoBHOBaXXEHOI
0CcOo6U 3asBHKKA,
BignoBiganbHOI 3a
hapmakoHarng,.
[itoua pepakuis: Yperiii
AHHa BacunisHa.

MponoHoBaHa pegakuis:

OuepeTsiHa BepoHika
CepriiBHa. 3miHa
KOHTaKTHUX AaHuX
YMOBHOBaXEHOI 0co6u
3asBHUKA,
BiANOBIAa/IbHOI 3a
dhapMakoHarng,.
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
81. | AOKCUUMK | doxycyclin | gokcuum | JO1 Kancynm no 100 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 3a peyenmom UA/8028/01/01
NiH- e KNiHy AAO | wmr; no 10 kancyn | "®apmaue "®apmaueBTn peecTpauitHux
OAPHMUA xiknat 2 Y KOHTYpHIlA BTUYHA yHa thipma mMartepianis: 3MiHu | Tuny
YapyHKOBIl ipma "AapHuus” - 3MiHK 3 SKOCTI.
ynakosuj; no 1 "NapHuus” CepTudpikat
abo no 2 BignoBigHOCTI/TE-
KOHTYPHiI ceptuddikat
YapyHKOBI BigNoBigHOCTI
yMaKoBKN y €Bponeiicbkili
nauyj; no 1000 thapmakonei/moHorpadii
Kancyny . MogaHHA HoBOrO 6o
KOHTelHepax OHOBJIEHOTO
N1acTUKOBUX cepTudikata

BiAnoBiAHOCTI ab0
BWJ/TyYEHHS cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: s Adl;
015 BUXIAHOTO
mMarepiany/peareHTy/npo
MDDXHOTO MpOoAYKTY, LU0
BMKOPWCTOBYHOTbCS Y
BMPOGHMUTBI A®I; ans
[O0NOMDKHOT peyoBUHU
(cepTuchikat
BignoBigHOCTI
€Bponeiicbkili
thapmakonei) -
OHoBreHuii cepTudikat
Bif} y)ke 3aTBepAXeHOro
BMPOGHMKA - BUPOOHUK
A®| JoKCULMKITiIHY
XiKnar, KomnaHis
Yangzhou Liberty
Pharmaceutical Co.,
Ltd., China, oHoBMNa
CEP 3 Bepcii R1-CEP
2000-165-Rev 07 Ha
Bepcito CEP 2000-165 -
Rev 08 (BUnyyeHHs
noctayasibHMKa OfHiei 3
BUXIJHVX PEYOBUH,
OHOBJ/IEHHSA
cneuudikauii
[L,0MOMDKHOT peYOBUHM,
LLIO HE BM/IMBAE Ha
sKicTb A®I, goaaBaHHsA
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BTOPVHHOI YNakoBKK Ta
pefakLiiiHi npaBkm).
82. | EKCTPATE - ekcTpakt | RO5 | Tabnetku; MPAT YkpaiHa BignoBiganbHM | YkpaiHa BHECEHHS 3MiH A0 6e3 peyenma nionseae UA/3602/01/01
PM® Tpasu X no 12 tabnetok "OITODA n3a peecTpauinHux
Tepmoric y bnictepax; no PM" BMPOGHMLITBO, mMartepianis: 3miHu | Tuny
ney 12 Tabnetok y nepBrHHE/BTO - 3MiHM 3 AKOCTI.
naHueTH 6nicTepi; no 2 puHHE [oTOBWIA NikapcbKuii
oro 6nicTepu y nauui nakyBaHHs, 3aci6. CtabinbHicTb.
CyXui, 3 KapTOHY KOHTPO/b 3MiHa y TepMiHax
HaTpito SKOCTi Ta npugatHocTi abo
rigpokap BUNYCK cepil: ymMoBax 36epiraHHs
6oHaT MPAT roTOBOrO J1iKapCbKOro
"®ITOGAPM", 3aco06y (36iNbLUeHHs
YKkpaiHa,; TEepPMiHY NpuaaTHoCTI
BignoBigaIbHM roTOBOrO J1iKapCbKOro
n3a 3acoby) - ns Toprosoi
BUPOGHWLITBO, yNaKkoBKu
nepBrHHE/BTO (niaTBEPOXYETHCA
pviHHE [aHVMKN peasibHoro
nakyBaHHs Ta yacy). 36inbLIeHHs
KOHTPO/1b TEepMiHy NpuaaTHoCTI
AKOCTI: 'N3. fitoya pepaxuis:
AT Tep™miH npuaaTHOCTI. 2
"Ny6Hndapm”, poku. MNMponoHoBaHa
YkpaiHa,; pepakuis: TepMiH
BignoBigabHN npuAaTHOCTI. 3 POKN.
i1 3a BUNYyCK 3MiHV BHECEHO B po3Ain
cepii, He "TepMiH npuaaTtHocTi” B
BK/OHA0UU IHCTPYKUito ANns
KOHTPO/L/BUM MeAnYHOro
pobyBaHHs 3acTOCyBaHHA
cepi: nikapcbKoro 3aco6y.
MPAT BBefeHHS 3MiH
"®ITOPAPM", NpoTArom 6-Tv MicsLiB
YKpaiHa nicns 3aTBepPAKEHHS.
83. | EN®YHAT - etunmet | NO7 | po3uuH Ans TOB YkpaiHa YOPA[, Typeuun BHECEHHS 3MiH A0 3a peyenmom UA/18834/01/01
narigpok | XX iH'ekuin, 50 "YOPNL MEANLUNH Ha peecTpaviiHnx
cunipug Mr/M Mo 2 M B MEANLN INAY CAH. BE mMartepianis: 3miHu | Tuny
NHY amnynax, no 5 H" TIDK. A.LLL. - 3MiHM Wopo
CYKLMHa amnyn B 6e3nekn/epeKkTBHOCTI
T KOHTYPHilA Ta (hapmakoHarnsgy

YapyHKoBIl
ynakoBLi, no 2
KOHTYPHI
YapyHKOBI
yMakoBKW y

(iHLWi 3MiHW) 3MiHK
BHECEHI B iIHCTPYKLit0
ANns MeguyHoro
3acToCyBaHHS
NiKapCcbKoro 3acoby 1a B
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
KapTOHHIi TEeKCT MapKyBaHHs
Kopob6uji; no 5 mn BTOPUHHOT YNakoBKWN Y
B amnynax, no 5 NyHKT 11 wopao
amnyn B YTOYUHEHHS
KOHTYPHIl MiCLLe3HaXOAKEHHS
YapyHKOBIl BMpPOGHMKa BIAMNOBIAHO
ynakosLi, no 1 [0 peecTpaujiiiHoro
KOHTYPHIl nocBiAYeHHs
YapyHKOBIl
ynakoBLj y
KapTOHHii
KopooLi
84. | EHAOKCAH | Cyclophos | uuknod LO1 TabneTku, BKPUTI BakcTep HimeuumnH Bunyck cepii: Icnanis/ BHECEHHS 3MiH A0 3a peyenmom UA/0027/01/01
® phamide ochamig | AAO | LyKpoBOKO Hoiunang a BakcTep Himeyun peecTpauiitHux
y 1 060/10HKOI0, MO 6X OHKONoaXi Ha mMartepianis: 3miHu | Tuny
MOHOTifJ, 50 mr; no 10 m6X, - 3MiHM Wwoao
part TabneToky HimeuunHa,; 6e3nekn/edheKTUBHOCTI
6nictepi; no 5 Brvpo6bHnuTBO Ta (hapmakoHarnsgy.
6nictepiB y Hepo3dhacosa BBefeHHst abo 3MiHu [0
KapTOHHii HOIT NpoAyKUiT, y3arasibHeHuX JaHunx
KopooLi nepBrHHa Ta npo cuctemy
BTOPUHHA hapmakoHarnsgy
ynakoBka: (BBEAEHHSA
Mpacchapma, y3arasibHeHUX AaHnx
C./., IcnaHis; npo cuctemy

[aynt ®apma
Amaper 'm6X,
HimeuunHa

thapmakoHarnagy, smiHa
YNOBHOBAaXEHOT 0CcOo6M,
BiANOBIAa/IbHOI 3a
3[iiCHEeHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobm 3
hapmakoHarnagy
3asBHUKa ANs
3[iACHEHHS
thapmakoHarnsgy B
YKpaiHi, AKL0 BOoHA
BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BignoBigasnbHOI 3a
3[iiCHEHHS
hapmakoHarnagy
(BK/THOYAKOYMN KOHTAKTHi
AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
dhapmakoHarsingy)




114

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3MiHa KOHTaKTHOT 0cobm
3asBHVIKa,
BignoBiganbHOI 3a
hapmakoHarnsg, s
YkpaiHi.
[Jitova pepakuis:
Bpacnascbka Hagis
IBaHiBHa. MponoHoBaHa
pepakuis: banayaH
[aHHa IropiBHa. 3MiHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0co6u
3a8BHYIKa,
BignoBigasibHOI 3a
thapmakoHarnsg, B
YKpaiHi.
85. | EHTUBIO® vedolizum Befoni3 LO4 NOpPOLLOK AN Takega [aHis BVPOGHMLTBO CLUA/ BHECEHHSA 3MiH 0 3a peyernmom UA/15405/01/01
ab ymab AGO | KoHueHTpaty dapma MM3Ta ITania/ peecTpauiintHux
5 [L19 PO3UNHY AIC nepBuHHe Benuka MaTepianis: TexHiuHa
Ans iHdysili no nakyBaHHS: BputaHi nomuska (3rifHo Hakasy
300 mr; no 1 Xocnipa, IHK., al MO3 Big 23.07.2015 Ne
hnakoHy y CLUA; AscTpisi/ 460)
KapTOHHii BVPOGHMLTBO Himeuyun | BunpaBneHHs TeXHIYHOT
KopooLi N3, KOHTPO/b Ha/ NOMW/IKM JONYLLEHOT B
AKOCTI cepil: AnoHis MKSA N3 (3aTBEpAXEHI
"CTepwbHICTb Hakasom MO3 YkpaiHu
", "MexaHiuHi Bifg, 21.08.2025 Ne
BKJ/1HOYEHHSA", 1326).
nepBuHHE 3arBepmkeHo MKA N3:
naxkyBaHHs: METOAN KOHTPOJIHO
MateoH Itanis AKOCTI
C.MN.A., Itanis;
BTOPUHHE 5. pH
nakyBaHHs, Bu3HaueHHs1 npoBoAATb
KOHTPO/b 3a METOAVKOI YNHHOTO
SAKOCTI cepil, BUAaHHA €Bp. Papm.,
[03BiN Ha 2.2.2 i dapm. CLLIA
BUNYCK cepil: <791>.
Takepa
AscTpis F'm6X, MponoHosBaHo MKA N13:
ABCTpIf; METOAN KOHTPO/IO
KOHTPO/b AKOCTI
AKOCTI cepil: .
Ne6kopn Epni 5. pH
[LesenonmeHt Br3HauyeHHs NpoBOAsATb

Jlabopartopis

3a MeToAuKOK YMHHOro
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

Niviten,
Benuka
BpuTaHis;
KOHTPO/b
AKOCTI cepii:
"CTepunbHICTb
"Ta
"BakTepianbHi
€HAO0TOKCUHKN":
Bikxem
Nabopartopi3
Nimiten,
Benvka
BputaHis;
KOHTPO/b
AKOCTI cepil:
"BusHa4eHHA
3B'A3yBaHHA":
Yapnb3 Pisep
Na6opartopi3
HimeuunHa
m6X,
HimeyuunHa;
BUPOGHMLTBO
113, KOHTPO/b
AKOCTI cepil,
nepBuHHE
nakyBaHHs:
Takega
dapmachbioTika
n Komnari
NTa., Xikapi
naaHT, AnoHis

BUAaHHA €Bp. Papm.,
2.2.3 i ®apm. CLLA
<791>.

86.

EHXEPTY

Trastuzum
ab
deruxteca
n

TpacTy3
ymaby

fepykct
eKaH

Lo1
FDO

NMOPOLLOK A/1A
KOHLeHTpaTty
[ONS PO3UMHY
Ans iHdysil,
100 wr,
CTEPUIbHWIA
niocpinisoBaHuii

ACTPA3E
HEKA OK
NIMITEL

Benvka
BpuTaHis

BMPOGHMLITBO,
BMNPOOYBaHHS
KOHTPO/I0
AKOCTi Npu
BUNYCKY (KpiM
NPUTHIYEHHSA
POCTY KNiTWH):

Himeyun
Ha

BHECEHHS 3MiH A0
peecTpauiitHux
mMartepianis: 3miHu | Tuny
- 3MiHM Wwoao
6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy.
BBefeHHs1 abo 3MiHM [0

NOPOLLOK A/1A Bakctep y3arasibHeHUX AaHnx
KOHLeHTpaTty OHKonoaxi npo cuctemy
01151 PO3UKHY v6X, thapmakoHarnagy
Ans iHdysiii ans HimeuyunHa (BBEAEHHA
0/IHOPa30BOro BUMPOBYBaHHS y3arasibHeHUX AaHnx
BMKOPWCTaHHA Y KOHTPO/II0 npo cucTemy

3a peyenmom

UA/20895/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
CKNAHOMY AKOCTI Npu thapmakoHarnsgy, 3amiHa
chnakoHi, BWMYCKY YMOBHOBaXeHOT 0cobw,
3aKynopeHomy (Tinbkn BignoBiganbHOI 3a
ryMOBOIO NPUrHiYeHHS 3[iICHEHHSA
npo6koto 3 POCTY KNiTWH): thapmakoHarnsgy;
0BGXUMHOI Yapnb3 Pisep KOHTaKTHOT 0co6u 3
KpuLukoto «flip- Nabopartopi3 hapmakoHarnsgy
off crimp cap»; [xopmaHi 3asBHUKa ANS
no 1 cpnakoHy B mM6X, 3[iACHEHHS
KapTOHHIM HimeuunHa thapmakoHarnsgy B
Kopoo6Li BTOpPUHHE YkpaiHi, AKLLO BOHa
nakyBaHHs, BigMiHHa Bif,
MapKyBaHHs yMNOBHOBaXeHOT 0cobw,
Ta BUMYyCK BignoBigasibHOI 3a
cepil 3[iACHEHHS
(cepTudpikauis thapmakoHarnsgy
) roToBoro (BK/OYAKOUN KOHTaKTHI
NiKapcbkoro [OaHi) Ta/abo 3MiHW Yy
3acoby: faivi PO3MiLLEHHI MacTep-
CaHkio HOpon thaiina cuctemu
m6X, hapmakoHarnagy)
HimeuunHa 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0co6u
3asBHUKA 3
dhapmakoHarnsgy
87. | EPONON® - 6eH3ung | DO8 | posuvH ans TOB Ykpaina TOB "Cnasis Ykpaina BHECEHHSA 3MiH A0 6e3 peyenma UA/18204/01/01
umetun[ | AJ 30BHILLUHLOIO "BAJTAPTI 2000" peecTpauiintHux
3- 3acTOoCyBaHHA, H marepianis: 3miHa
(mipicToi 0,1 mr/mn; no 20 PAPMA" 3asBHVKa /13 (MIBI)
namiHo) M Ta no 50 mn (BnacHuka
nponinja y thnakoHax peecTpavujiitHoro
MOHit0 noniMepHuX 3 noceigyeHHs) (3rigHo
xnopuay ypeTpasibHO Haka3y MO3 Big
MOHOrif, Hacagkoto; no 1 23.07.2015 Ne 460).
part dhnakoHy B navuj 3MiHW | TNy - 3MiHn

wozno
6e3nekn/edpeKkT1BHOCTI
Ta thapmakoHarnsgy.
BBeneHHs1 abo 3MiHU A0
y3arasibHeHNX AaHuX
npo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHUX AaHnx
npo cuctemy
hapmakoHarnsgy, 3miHa
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

YMOBHOBAXXEHOT 0CO6H,
BignoBigasibHOI 3a
3[iACHEHHS
thapmakoHarnsgy;
KOHTaKTHOT 0co6u 3
thapmakoHarnsgy
3asBHUKA 4NA
3[iACHEHHS
chapmakoHarnsgy B
YkpaiHi, AKL0 BOHA
BigMiHHa Bif
YNOBHOB&XEHOT 0cobu,
BiANOBIAA/IbHOI 3a
3[iACHEHHS
thapmakoHarnsgy
(BK/THOYAKOYMN KOHTAKTHi
[aHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-
tpaiina cuctemu
hapmakoHarnsgy).
3MiHa YNOBHOBaXEHOT
0Cco6u 3as8BHUKA,
BignoBigasibHOI 3a
3[iACHEHHS
thapmakoHarnsgy:
[itoua pepaxkuis:
CaBueHko Hatanis
BitaniisHa.
MponoHoBaHa peaakuis:
Jasugosa OneHa
MuikonaisHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOT 0CO6U
3as1BHYKa,
BignoBigasibHOI 3a
3[iACHEHHS
hapmakoHarnsagy. 3miHa
Micusi 34iICHEHHS
OCHOBHOI AisNIbHOCTI 3
thapmakoHarnsgy.
3miHa
MiCLIe3HaXOKEHHS
mMacTep-gharina cuctemm
thapmakoHarnsgy ta
oro Homepa.

88. | EPOTOH® sildenafil cungeHa | GO4 | tabnetks no 100 MPAT YkpaiHa BigNoBigabHM | YKpaiHa BHECEHHS 3MiH A0 3a peyenmom UA/4652/01/02
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
iny BEO | mr;no 1 a6o no "OITOPA n3a peecTpauinHnx
unTpat 3 2,abo no 4 Pm* BMPOGHMLITBO, marepianis: 3miHu | Tuny
Tabnetkny nepBUHHE, - 3MiHM 3 AKOCTI.
6nictepi; no 1 BTOPUHHE [oTOBWIA NikapcbKumit
6nicTepy B nauui nakyBaHHs, 3aci6. Onuc Ta cknag
3 KapTOHy; Nno 4 KOHTPO/b Ta (iHWi 3miHM) OHOB/IEHHSA
TabneTkny BWMYCK Cepii: po3giny 3.2.P.1. Onuc i
6nictepi; no 2 MPAT cknag, nikapcbkoro
6nictepu B nauLi "®ITOPAPM", 3acoby: akTyanisoBaHo
3 KapTOHY YkpaiHa, Ta BUKNAAEHO Y HOBI
BiANoBiAa/IbHN pegfakuii 3 MmeToro
n3a npueeAeHHs iHdopmaLi
BMPOGHMLITBO, y BignoBigHICTb J0
nepBuHHe, aKTyasIbHOro 3MiCTy
BTOPVHHE peecTpauiiHoro AocCbeE.
nakyBaHHs, 3MiHn | TURY - 3MiHN 3
KOHTPO/Tb AkocTi. [oToBWMIA
aKocTi: AT nikapcbkuii 3aci6.
"Ny6Hndhapm”, KOHTpO/1b rOTOBOrO
YkpaiHa; nikapcbKoro 3acoby
BignosigasibHN (iHWi 3miHM) OHOB/IEHHSA
1 3a BMNYyCK posginy 3.2.P.6.
cepii, He CraHpapTHi 3pasku abo
BK/TIOHA0UM npenapartu: NpvBeaeHO
KOHTPO/b/BUN Y BigNoBigHICTb A0
po6yBaHHSA aKTyasli3oBaHUX JaHux
cepii: MPAT po3giny 3.2.P.5.2. 3MiH
"®ITOPAPM", 3 AKOCTI He
YKpaiHa BiAOyBa€eThHCA
89. | EPOTOH® sildenafil cungeHa | GO4 | Ttabnetkm no 50 MPAT YkpaiHa BignoBiganbHM | YkpaiHa BHECEHHS 3MiH A0 3a peyenmom UA/4652/01/01
iny BEO | wmr, no 1 a6o no "OITOPA n3a peecTpauinHnx
uutpart 3 2,abo no 4 PM" BMPOGHMLITBO, mMartepianis: 3miHu | Tuny
Tabnetkny nepBUHHE, - 3MiHM 3 AKOCTI.
6nictepi; no 1 BTOPUHHE [oTOBWIA NikapcbKuii
6nicTepy B naui nakyBaHHs, 3aci6. Onuc Ta cknag
3 KapTOHy; Mo 4 KOHTPO/b Ta (iHWi 3MiHM) OHOB/EHHSA
TabneTtkny BWMYCK Cepii: po3giny 3.2.P.1. Onuc i
6nicTepi; no 2 MPAT cknag nikapcbkoro
6nictepn B nauLi "®ITOPAPM", 3acoby: akTyanisoBaHo
3 KapTOHY YkpaiHa,; Ta BUKNAAEHO Y HOBIM
BignoBigabHN pejakuji 3 MeTor
n3a npuBeAeHHs iHdopmaLi
BMPOGHMLITBO, Y BignoBigHICTb A0
nepBuHHe, aKTyasIbHOro 3MiCTy
BTOPVHHE peecTpauiiHoro Aocbe.

nakyBaHHs1,

3MiHn | TMnYy - 3MiHK 3
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
KOHTPO/1b AKocTi. FoToBWMI
akocTi: AT nikapcbkuii 3aci6.
"Ny6Hndapm”, KoHTposb rotoBoro
YkpaiHa,; NiKapcbKoro 3acoby
BiANOBiAAIbHN (iHwWi 3MiHW) OHOBMEHHS
11 3a BUNYCK po3giny 3.2.P.6.
cepii, He CTtaHgapTHi 3pas3ku abo
BK/TIOHA0UM npenapartu: npvBeAeHo
KOHTPO/b/BUN y BiANOBIAHICTb A0
pobyBaHHSA aKTyasli3oBaHUX JaHux
cepii: MPAT po3gainy 3.2.P.5.2. 3miH
"®ITOPAPM", 3 AKOCTi He
YkpaiHa BifOyBaEeTbHCA
90. | ECO30n esomepra | e3omenp | A02 | niodbinizaT ans LKIBOXA IHAis CTEPWU- IHAjA BHECEHHS 3MiH 0 3a peyernmom He UA/14382/01/01
zole ason BCO | po3suvHy ons PA IPKEH NAN® peecTpauinHux nionseae
HaTpito 5 iH'exuili Ta PAPMA CAMEHCU3 marepianis: 3miHu | Tuny
iHchysili no 40 MPAMBIT (mnTa - 3MiHM Wo0
mr, no 1 a6o 10 NIMITEL 6e3nekun/edeKkTBHOCTI
h1aKoHiIB 3 Ta chapmakoHarnsgy.
niocpinizaTom y 3MiHa y KopoTkili
KapTOHHii XapakTepucTuui
ynakoBLi nikapcbKoro 3acoby,

TEKCTi MapKyBaHHA Ta
IHCTpYKLUIiT Ans
MeNYHOro
3acTocyBaHHS Ha
nigcTasi perynsipHo
OHOBJIOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo focnigxeHb
3 6e3nekn 3aCToCyBaHHs
nikapcbkoro 3acoby B
nicnsapeecTpauiiHnii
nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
nocnigpkeHb,
npoBefeHnX BifnoBigHO
[0 NNaHy negiatpuiHmX
pocnipxeHs (PIP) (3mMiHy
Y3ro[pKeHO 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom).
3MiHN BHECEHO A0
IHCTpYKUiT Ans
MeNYHOro




120

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3acTocyBaHHs
nikapcbkoro 3aco6by Ao
po3ginis: "Oco6mBOCTi
3acTocyBaHHs", "Mo6iyHi
peakujii” Wwoao 6e3neku
3acTOoCyBaHHA Aitoyol
peyoBMHM e30Menpason
BiAgNoBigHO A0
pekomeHpauili PRAC.
BBefeHHS 3MiH
NpoTArom 6-Tv MicsLiB
nicns 3aTBepKEeHHS.
91. | ECMEPA/Db | disulfiram ancynb NO7 | TabneTtkm no 500 | Heypakct HimeuunH | Codpapumekc - | MopTyra BHECEHHS 3MiH A0 3a peyenmom UA/5332/01/01
® thipam BBO | mr, Ne 20: no 20 apm a IHaycTpia nis peecTpauiitHux
1 Tabnetoky Ap3HeimiT Kimika e mMartepianis: 3miHu | Tuny
chnakoHi, no 1 Tenb dapmaceyTika, - 3MiHK 3 SKOCTI.
dhnakoHy B M6X C.A. CepTudikar
KapTOHHii BignoBigHOCTI/TE-
Kopoo6Li ceptudiikat
Bi4NOBIAHOCTI

€Bponeiicbkili
thapmakonei/moHorpadii
. MogaHHA HoBOrO 260
OHOBJIEHOTO
cepTudikata
BiAnoBiAHOCTI ab0
BW/TyYEHHS cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: gns Adl;
015 BUXiAHOTO
mMartepiany/peareHTy/npo
MIDXHOTO MPOAYKTY, L0
BMKOPVCTOBYHOTbCS Y
BMPOGHMLTBI A®I; aAns
[0NOMDKHOT peyoBUHU
(cepTuchikat
Bi4NOBIAHOCTI
€Bponeiicbkili
hapmakonei) -
OHoBreHuiA cepTudpikat
Bif, y)ke 3aTBepAXeHOro
BMPOGHMKA NodaHHs
OHOBJIEHOTO
cepTudikaTy
BiANOBIAHOCTI
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
€Bponecobkin
hapmakonei Ne CEP
2019-197 - Rev 02
(3atBepaxeHo: CEP
2019-197 - Rev 01) Big
BXe 3aTBEepAKEHOro
BMPOGHMKa API
avicynbipam — Solara
Active Pharma Sciences
Limited, IHgis.
92. | ECTPAKJ/IIH | estradiol ecTpagi G03 | renb, 0,6 mr/r; CENQ IcnaHis BVPOGHMLTBO IcnaHis BHECEHHS 3MiH 0 3a peyernmom UA/20614/01/01
ony CAO | no80rrenos C.A. Hepo3cacosa peecTpauiinHux
remirigp 3 TIOMIHIEBIN Ty6I HOro mMartepianis: 3miHu | Tuny
ar 3 BHYTPILLHIM npenaparty, - 3MiHM Wwoao
NakoBuUm nepBrHHe Ta 6e3nekun/edeKkTBHOCTI
NOKPUTTSAM, BTOpPUHHE Ta chapmakoHarnsgy.
3aKpuTii nakyBaHHs, BeegeHHs1 abo 3MiHV A0
nonieTMNeHoBUM KOHTPO/b y3arasnibHeHUX AaHnx
KoBnaykom; rno 1 SKOCTI, BUMYCK npo cuctemy
Ty6i 3 fO3ytOUUM cepiii: CEV[ hapmakoHarnsgy
annikatopom y C.A. (BBEAEHHA

KapTOHHIi
Kopoo6Li

y3araslbHeHUX gaHux
npo cuctemy

hapmakoHarnagy, smiHa

YMOBHOBAXXEHOT 0CO6H,
BignoBiganbHOT 3a
3[iiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
chapmakoHarnsgy
3asBHUKa ANs
3[iiCHEeHHS
chapmakoHarnsgy B
YkpaiHi, AKL0 BOHa
BiAMiHHA Big
YNOBHOBAaXEHOT 0CcOo6M,
BiANOBIAa/IbHOI 3a
3[iiCHEeHHS
chapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHi
[aHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
thapmakoHarnagy).
3MiHa YNOBHOBaXEHOT
0C006u 3as9BHUKA,
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

BiANOBIAa/IbHOI 3a
chapmakoHarnsg,.
[Litova pepakuin: Andrea
Martinez Nunez.
MponoHoBaHa peaakuis:
Beatriz Herreroz. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0co6u
3aABHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg. 3MiHa
KOHTaKTHOI 0co6u
3as1BHYKa,
BignoBigasibHOI 3a
thapmakoHarnsg, B
YKpaiHi.

[itoua pepaxkuis:
HasapeHko BikTopis.
MponoHoBaHa pegakuis:
Pa6es AmuTpo
OnekcaHgposuy /
Ryabyev Dmytro
Oleksandrovych.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0co6u
3asBHVIKa,
BignoBiganbHOI 3a
hapmakoHarnsg, s
YkpaiHi. 3miHa
MiCLIe3HaXOKEHHS
mMacTep-gharina cuctemm
thapmakoHarnsgy. 3miHa
MicLs 34iiCHEHHS
OCHOBHOI AjsifIbHOCTI 3
dhapmakoHarnisgy.

93.

ETUNOBUIA
E®IP 6-
BPOM-5-
raPOKCU-
1-METUN-4
AVMETUNA
MIHOMETW
n-2-
®EHINTIOM
ETUNIHAO
n-3-

eTnnoBun
i edpip
6-
6pom-5-
rigpokcn
-1-
meTtun-4
onveTu
namiHom
etnn-2-
deHinTi

MOPOLLOK
(cybeTaHuisn) y
nonieTNeHoBUxX
Milkax ans
hapmaLeBTUYHO
ro 3aCTOCyBaHHSA

Tosapuct
BO 3
06MexeHo
10
Bignosiga
NBbHICTIO
"OAPMXI
M"

YkpaiHa

ToBapucTBO 3
obmexeHoro
BignoBsiganbHi
cTIo
"PAPMXIM"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavliiHnx
mMartepianis: 3miHu | Tuny
- 3MiHM 3 AKocTi. API.
KoHTponb A®I. 3miHa y
meToAax BUNpobyBaHHSA
A®| abo BMXigHOrO
mMaTepiany/npomiKHOro
npoayKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y
npoueci BUpoGHULITBA

3a peyenmom

UA/10262/01/01
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

KAPGOHOB
oi
KNCNoTun
raPoxno
PUA
MOHOrIAP
AT

omeTuni
HAoN-3-
Kap6oHO
BOI
KMUCoTH
rigpoxno
puay
MOHOTif,
pat

A®| (He3HaUHi 3MiHW y
3aTBEPMHKEHNX MeToAax
BMNPOGYBaHHS)
3MiHn y meToamui
«KinbkicHe
BU3HAYEHHS».
MK#A(sepcis eCTDO0O000)
3aTBepaKeHo:

7. KinbkicHe BU3Ha4YeHHsA

1 mn 0,1 M po3unHy
KNCNOTWN XNOPHOT
signosigae 0,05139 r
C22H25BrN203S*HCI
*H20(eTnnosoro eqipy
6-6pom-5-rigpokcu-1-
mMeTun-4-
avmeTunamMmiHoMeTun-2-
oeHinTiomeTuniHgoN-3-
Kap60oHOBOI KMNCOTU
rigpoxnopugy
MOHOrifpaTty), SKoro B
cy6cTaHuii Mae 6yTn Big
99,0 % po 101,0 %, B
nepepaxyHky Ha
6e3B0HY PEYOBUHY.
3anponoHoBaHo:

7. KinbkicHe BM3Ha4YeHHs

1 mn 0,1 M po3umHy
KUCMOTW XJIOPHOT
Bignosigae 0,05139 r
C22H25BrN203S*HCI,
SKOro B cybCTaHLi mae
6yTu Big 99,0 % go
101,0 %, B nepepaxyHKy
Ha 6e3B0JHY PEYOBUHY.

94.

ETOKCUCK
NEPON
0,5%

polidocano
|

naypom
aKporos
400

C05
BBO

PO34MH ANAa
iH'ekuiid, 10 mr/2
M/, 10 2 MN B
amnyni; no 5
amnyny
nnacTuKoBil
KOHTYPHIli
ynakosLi; no 1
ynakoBLi B

Kemive
Pabpik
Kpeyccne
p & Ko.
6X

HimeuunH
a

Kemive ®abpik
Kpeyccnep &
Ko. T'm6X

Himeuun
Ha

BHECEHHS 3MiH A0
peecTpauiinHux
MaTepianis: 3miHu Il
UMYy - 3MiHWU 3 AKOCTI.
3MiHV g0
peecTpavujiitHoro
NOCBIAYEHHSA BHAC/IAOK
HLUMX perynsiTopHmx
npoueayp (iHWi 3miHW)

3a peyernmom

UA/13387/01/01




124

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
KapTOHHIi OHOBNEHHA AM® ana
Kopoo6Li A®| naypomakporon 400
Bi, BUPOGHMKa
Chemische Fabrik
Kreussler & Co. GmbH,
Germany.
95. | ETOKCUCK | polidocano | naypom CO5 | po3unH gns Kemive HimeuunH | Kemive ®abpik | Himeuumn BHECEHHS 3MiH A0 3a peyenmom UA/13387/01/02
NEPON 1% | akporon | BBO | iH'ekuiit, 20 mr/2 dabpik a Kpeyccnep & Ha peecTpauiitHux
400 2 M/1, N0 2 MN B Kpeyccne Ko. 'm6X MaTepianis: 3miHu Il
amnyni; no 5 p & Ko. MMy - 3MiHK 3 AKOCTI.
amnyny M6X 3miHu fo
NNacTnKoBil peecTpaujiiHoro
KOHTYPHIl nocBigYeHHs BHACNIA0K
ynakosLij; no 1 HLIMX perynsaTopHuX
ynakosLi B npoueayp (iHWi 3miHW)
KapTOHHIi OHOBNEHHA AM® ana
Kopoo6Li A®I naypomakporosn 400
Big, BUPOGHMKa
Chemische Fabrik
Kreussler & Co. GmbH,
Germany.
96. | ETOKCUCK | polidocano | naypom CO05 | po3uuH gnst Kemiue HimeuunH | Kemive ®abpik | Himeuun BHECEHHS 3MiH A0 3a peyenmom UA/13387/01/03
NEPON 3% | akporon | BBO | iH'ekuiit, 60 mr/2 dabpik a Kpeyccnep & Ha peecTpauinHux
400 2 M/, N0 2 MN B Kpeyccne Ko. 'm6X MaTepianis: 3miHu Il
amnyni; no 5 p & Ko. MMy - 3MiHK 3 AKOCTI.
amnyny M6X 3MmiHun 1o
NNacTmKoBil peecTpaujiiHoro
KOHTYpPHil NOCBI4YEHHST BHACNIAO0K
ynakosLij; no 1 HLIMX perynsaTopHuX
ynakosLji B npoueayp (iHLi 3MiHW)
KapTOHHIM OHOBMEHHS AM® ans
KOpoo6Li A®I| naypomakporon 400
Bifl BUPOGHMKa
Chemische Fabrik
Kreussler & Co. GmbH,
Germany.
97. | ETONO3UA, | etoposide etonosn | LO1 KOHLeHTpaT Ans EBEBE ABcTpist NOBHWIA LMK ABcTpist BHECEHHS 3MiH A0 3a peyenmom He UA/2569/01/01
"EBEBE" bl CBO | po3uuHy ans dPapma BMpOGHUUTBA: peecTpauintHux niossieae
1 iHdpy3iit, 20 lFec.m.6.X. PAPEBA marepianis: 3miHu | Tuny
Mr/m; mo 2,5 mn Hdpr. KI YHTepax - 3MiHu Wwopo
(50 wmr), abo no rv6X, 6e3nekn/eheKTUBHOCTI
5 mn (100 mr), ABCTpiIs; Ta thapmakoHarnagy.
abo no 10 mn Bunyck cepii: 3MiHU Y KOpOTKili
(200 wmr), abo no EBEBE XapakrtepucTuui
20 mn (400 mr) y dapma nikapcbkoro 3acooy,
donakoHi; no 1 fec.m.6.X. TEKCTi MapKyBaHHs Ta
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

hakoHy B
KapTOHHii
KopooLi

Hdpr. KT,
ABCTpiIst;
TeCcTyBaHHS:
Mn
Mikpob6ionoriw
ec
Mptochnabop
m6X,
ABCTpIS;
TECTyBaHHS:
3eibepcaopd
Na6op M'vbX,
ABCTpis

IHCTpYKUii ans
MeAn4yHOro
3acTocyBaHHs
reHepuyHuX/ribpuaHnx/6
ionoAi6HMX NikapCbKnx
3aco06iB Nicnsi BHECEHHSA
Ti€i camoi 3MiHM Ha
pedhepeHTHWI npenapat
(3miHa He noTpebye
HaJaHHS XXOAHWUX HOBUX
[00aTKOBUX AAHNX).
3MiHV BHECeHOo A0
IHCTPYKUiT Ans
MeAn4yHOro
3acTocyBaHHs
nikapcbkoro 3acoby Ao
po3ginis "B3aemogis 3
HLWIMMK NiKapCbKMK
3aco6amu Ta iHLWi BUAn
B3aemMogiji",
"Oco611BOCTi
3acTocyBaHHs", "Mo6iYHi
peakujii" BianosigHo Ao
pedyepeHTHOro
nikapcbKoro 3acoby
ETOPOPHOS,
KOHLieHTpaT Ans
pO3unHy ANs iHdy3il.
BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB
nicns 3aTBepKeHHs

98.

E®ABIPEH
3/
EMTPULAT
ABIH/
TEHO®OBI
PY
JIN30MPOK
cuny
®YMAPAT

Emtricitabi
ne,
tenofovir
disoproxil
and
efavirenz

edhasipe
H3,
emMTpuLm
TabiH,
TeHoho
Bipy
An30Mpo
Kenny
ymapa
T

Jo5
ARO

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOIO, MO
600 mr/200
mr/300 wmr; no 30
TabneTok y
KOHTeliHepi; no 1
KOHTEliHepy B
nauuj 3 KapToHy

CTPANAC
DAPMA
CAMEHC
NIMITEL,

IHAis

CTPANAC
DAPMA
CAVIEHC
NIMITEA,

IHAjA

BHECEHHS 3MiH [0
peecTpauinHux
marepianis: 3miHu | Tuny
- 3MiHM Woao0
6e3nekun/edeKkTBHOCTI
Ta chapmakoHarnsgy.
BeegeHHs1 abo 3MiHV A0
y3arasibHeHUX AaHnx
npo cuctemy
dhapmakoHarnsgy
(BBEAEHHA
y3arasibHeHVX AaHnX
npo cuctemy
hapmakoHarnagy, smiHa
YMOBHOBAXEHOI 0CO6H,

3a peyernmom

UA/17701/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

BiANOBIAa/IbHOI 3a
3[iACHEHHS
chapmakoHarnsagy;
KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy
3asBHUKA 4NA
3[iiCHEHHS
chapmakoHarnsgy B
YKpaiHi, SKLLLO BOHa
BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy
(BKTHOYAKOYMN KOHTAKTHi
[AaHi) Ta/abo 3MiHM y
PO3MiLLeHHI MacTep-
thaiina cuctemu
hapmakoHarnsgy).
3MiHa yNnoBHOBaXeHOT
0COo6U 3asBHMKA,
BiANOBIAa/IbHOI 3a
chapmakoHarnsg,.
[Jitova pepakuis:
Mohanlal Siva Prasad
Sayana. MNponoHoBaHa
pefaxuisi: Dr.
Sharanabasappa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6U
3a8BHYIKa,
BignoBigasibHOI 3a
hapmMakoHarnag. 3miHa
KOHTaKTHOI 0co6u
3asBHVIKa,
BignoBiganbHOI 3a
hapmakoHarnsg, s
YkpaiHi.

Litova pepakuisn: Gai
Oleg Volodimirovich.
MponoHoBaHa peaakuis:
Zhyliaiev Ihor
Volodymyrovych. 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0co6u
3a8BHYIKa,
BignoBigasbHOI 3a
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
hapmakoHarnsg, s
YkpaiHi. 3miHa
MiCLIe3HaXOKEHHS
mMacTep-gharina cuctemm
dhapmakoHarnagy.
3MiHa MicLAa 3AiiCHEHHSI
OCHOBHOI AjsifIbHOCTI 3
dhapmakoHarnisgy.
99. | E®EPAJITTA | Paracetam | napauet | NO2 | TabneTkn YIMNCA PpaHuin YIMNCA CAC PpaHuis BHECEHHS 3MiH A0 6e3 peyenma UA/7278/01/01
H3 ol, amon, BE5 | wwunyui, 330 CAC peecTpauinHux
BITAMIHO combinatio | ackop6iH | 1 mr/200 wmr; no 10 mMartepianis: 3miHu | Tuny
MC ns excl. oBa Tabnetok y Ty6i; - 3MiHM 3 AKOCTI.
psycholept | kucnota no 1 a6o no 2 CepTudikat
ics (BiTaMmiH Ty6u B BignoBigHOCTI/TE-
C) KapTOHHii cepTudikat
Kopoo6Li BiANOBIAHOCTI

€Bponeiicbkili
thapmakonei/moHorpadii
. MopaxHsa HoBoro abo
OHOBJIEHOTO
cepTudikaTa
BignosigHocTi abo
BW/TyYEHHs cepTudikata
BignoBigHOCTI
€Bponecbkiin
thapmakonei: gns Adl;
[ON5 BUXIOHOTO
MaTepiany/peareHTy/npo
MDKHOTO MPOAYKTY, LU0
BUKOPVCTOBYIOTHCS Y
BMPOGHMLTBI A®I; ons
[O0NOMDKHOT peyoBUHU
(cepTudpikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei) -
OHoBreHuii cepTudikat
Bif} y)Xe 3aTBepAKeHOro
BUPOGHMKa - MogaHHA
OHOBJIEHOTO
ceptudikaTy
BignoBigHOCTI
€Bponecbkiin
thapmakonei CEP 2000-
124-Rev 12 Bif,
3aTBEPAKEHOIO
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BMpo6HMKka ANQIU
LU'AN
PHARMACEUTICAL
CO., LTD. gitouoi
peyoBuHN
napaueTamor, B 3B'A3Ky
3 A0AAaBaHHAM
BMPOGHMKA MPOMIXXHOTO
NPOAYKTY, @ TakoX
YTOUHEHHS agpec
BMPOGHNYMX
MalifaHumnKiB
(3aTBepaxeHo: CEP
2000-124-Rev 11;
3anponoHosaHo: CEP
2000-124-Rev 12).
100. | BUOMIUMH | azithromyc | asuTpom | JO1 TabneTku, BKPUTI TOB Ykpaina KYCYM IHais/ BHECEHHSA 3MiH O0 3a peyernmom UA/10672/01/01
® in iLMHY FA1l | 06050HKO0, NO "KYCYM" XENTXKEP YkpaiHa peecTpauiintHux
avrigpat | O 250 wmr; no 6 a6o MBT NTA, marepianis: 3miHu | Tuny
no 21 Tabnertuj IHAjA - AOMIHICTpaTUBHI 3MiHN.
y 6nicTtepi; no 1 abo 3MiHa HaliMeHyBaHHsI
6nictepy y TOB "KYCYM Ta/abo agpecu 3asBHMKA
KapTOHHii PAPM", (BnacHvka
ynakoBLj YkpaiHa peecTpaujiiHoro
noceigyeHHs) 3miHa
HaliMeHyBaHHs
3asBHVKa 3 TOB
"TNEA®APM NTA",
YkpaiHa Ha TOB
"KYCYM", YkpaiHa
BBefeHHS 3MiH
NPOTArom 6-Tu MicALiB
nicns 3aTBepiXeHHs
101. | SUOMIUMH | azithromyc | asuTpom | JO1 TabneTkn, BKPUTI TOB YkpaiHa KYCYM IHgis/ BHECEHHS 3MiH A0 3a peyenmom UA/10672/01/02
® in iLMHY FA1 | ob6onoHkoto, No "KYCYM" XENTXKEP YkpaiHa peecTpauinHux
avrigpat | O 500 mr, no 3 MBT NTA, marepianis: 3miHu | Tuny
TabnetTkn y IHgis - AOMiHICTpaTVBHI 3MiHMW.
6nictepi; no 1 abo 3MiHa HaliMeHyBaHHS
6nictepy y TOB "KYCYM Ta/abo agpecu 3asBHUKaA
KapTOHHIM PAPM", (BnacHuka
ynakoBLj YkpaiHa peecTpaujiiHoro

noceifgyeHHs) 3miHa
HaliMeHyBaHHS
3aaBHuKa 3 TOB

"TNEAPAPM NTA",
YKpaiHa Ha TOB




129

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
"KYCYM", YkpaiHa
BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB
nicns 3aTBepKeHHs
102. | SUOMIUMH | azithromyc | asuTpom - TabneTku, BKPUTI TOB Ykpaina KYCYM IHais BHECEHHSA 3MiH O0 - UA/21145/01/01
® in iLMHY 060/10HKOI0, MO "KYCYM" XENTXKEP peecTpauiinHux
avrigpat 250 wr; in bulk: NBT NTA marepianis: 3miHu | Tuny
Ne 2880 - AOMIHICTpaTUBHI 3MiHN.
(6x480): no 6 3MiHa HaliMeHyBaHHs
TabneTtoky Ta/abo agpecy 3asBHMKa
6nictepi; no 480 (BnacHuka
6nictepis B peecTpaujiiHoro
KapTOHHIi noceigyeHHs) 3miHa
Kopoo6Li HaliMeHyBaHHs
3asBHVKa 3 TOB
"TNEA®APM NTA",
YkpaiHa Ha TOB
"KYCYM", YkpaiHa
BBefeHHS 3MiH
NPOTAroMm 6-Tu MicALiB
nicns 3aTBepiXeHHs
103. | SUOMIUMH | azithromyc | asuTpom - TabneTkn, BKPUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH A0 - UA/21145/01/02
® in iLMHY 060/10HKO, NO "KYCYM" XENTXKEP peecTpauinHux
avrigpat 500 wr; in bulk: NBT NTA marepianis: 3miHu | Tuny
Ne 2520 - AOMiHICTpaTVBHI 3MiHN.
(3x840): no 3 3MiHa HaliMeHyBaHHS
TabnetTkny Ta/abo agpecu 3asBHUKA
6nictepi; no 840 (BnacHuka
6nicTepis B peecTpaujiiHoro
KapTOHHiiA noceifgyeHHs) 3miHa
KopoobUi HaliMeHyBaHHS
3asBHVKa 3 TOB
"TNEAPAPM NTA",
YkpaiHa Ha TOB
"KYCYM", YKpaiHa
BeefeHHs 3MiH
NPOTSrom 6-Tu MicALiB
nicnsa 3aTBepmKeHHs
104. | 3INENOP® benzydami | 6eH3nga | AO1 | po3uuH Ans AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH A0 6e3 peyenma nionsieae UA/16107/02/01
ne MiHYy ADO | poToBoi "®apmak” peecTpauiinHux
rigpoxno | 2 NOPOXHWHYK, 1,5 mMartepianis: 3MiHu | Tuny
pua mr/mn; no 100 - 3MiHu Wwopo
My doakoHi; 6e3nekn/edeKTUBHOCTI

no 1 cpnakoHy B
navui

Ta hapMakoHarnsgy.
3MiHa y KopoTKili
XapakTepucTuLi
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta
IHCTpYKUIiT Ana
MeNYHOro
3acToCcyBaHHA Ha
nigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3
6e3nekun nikapcbKoro
3acoby, abo focnigxeHb
3 6e3nekn 3aCToCyBaHHs
nikapcbkoro 3aco6y B
nicnsapeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BTy 3
nocnigpkeHb,
npoBefeHnX BignoBigHO
[0 NnaHy negiatpuiHmX
pocnipxeHs (PIP) (3mMiHy
Y3ropKeHo 3
KOMMNETEHTHUM
YNOBHOBaXeHUM
opraHom). 3miHun
BHECEHO B iHCTPYKLit0
AN MeguyHoro
3acTocyBaHHs
nikapcbkoro 3aco6y B
po3ain "3acTtocyBaHHA Y
nepiog, sariTHocTi abo
rogyBaHHa rpyaaro”
BiAgNoBigHO A0
OHOB/IEHOT iHdopmaLlii
o0 6e3neku
3aCTOCyBaHHA Aitoyol
peyoBuHW. TepMmiH
BBEAEHHS 3MiH
npoTsirom 6 Micauis
nicns 3aTBeppKEHHS.
3MiHu | TUnY - 3MiHK
wozno
6e3nekn/edeKkT1BHOCTI
Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHK
BHECEHO B iHCTPYKLitO
AN MegnyHoro
3acTocyBaHHs
nikapcbKoro 3acoby B
posgin "Cknag”
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
(pepaxuiriHi npasku) Ta B
po3gain "Mo6iuHi peakuii”
LLOA0 BadK/IMBOCTI
3BITYBaHHS Npo
nigo3proBaHi NoGiYHi
peaxuii. TepMiH
BBEJEHHSA 3MiH
npoTsarom 6 micsuis
nicns 3aTBepKEHHS.
105. | B3OTEK®-20 | dexibuprof | gekciéyn | MO1 | Ttabnetku, Bkputi | OPTAHO OAE EBepTopxeH IHais BHECEHHS 3MiH A0 6e3 peyenma UA/11501/01/01
0 en pocheH AE1 | nniBKoBOW CWH Naid peecTpauiitHux
4 060/10HKOI0, MO NANDCA CaeHcuns mMartepianis: 3miHu | Tuny
200 mr; no 10 EHCU3 Nimiteq - 3MiHM Wwoao
TabneTtoky (E® 3ET 1) 6e3nekn/edheKTUBHOCTI
6nictepi; no 1 Ta (hapmakoHarnsgy.
6nictepy y BBeneHHs1 abo 3MiHN A0
KapTOHHiiA y3arasibHeHUX AaHnx
KopooLi npo cuctemy

thapmakoHarnsgy
(BBEAEHHA
y3arasibHeHNX AaHnx
npo cuctemy
thapmakoHarnagy, smiHa
YNOBHOBAaXEHOT 0CcOo6M,
BiANOBIAa/IbHOI 3a
3[iiCHEeHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobm 3
thapmakoHarnagy
3asBHUKa ANs
3[iiCHEHHS
thapmakoHarnsgy B
YKpaiHi, AKL0 BOoHA
BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BignoBigasnbHOI 3a
3[iiCHEHHS
thapmakoHarnagy
(BK/THOYAKOYMN KOHTAKTHi
[AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnsgy).
3MiHa KOHTaKTHUX faHnX
YNOBHOBA&XEHOT 0Cco6M,
BiANOBIAa/IbHOI 38
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
hapmakoHarnag. 3miHa
MiCLIe3HaXOPKEHHS
macTep-haiina cuctemm
hapmakoHarnsagy. 3miHa
Micusi 34iCHEHHS
OCHOBHOI AisNIbHOCTI 3
dhapmakoHarnsgy
106. | BOTEK®-20 | dexibuprof | mekcibyn - Tabnetku, Bkputi | OPFAHO OAE EBepTogxeH IHais BHECEHHSA 3MiH A0 - UA/11502/01/01
0 en podheH NNiBKOBOIO CVH Naiidp peecTpauiinHux
060/10HKOI0, NO NAVOCA CaeHcus marepianis: 3miHu | Tuny
200 wmr in bulk: EHCU3 Nimiteq - 3MiHM Woao0
no 2500 (E® 3ET ) 6e3nekun/edeKkTBHOCTI
TabneToky Ta chapmakoHarnsgy.
NoABINHMX BBegeHHs1 abo 3MiHU A0
nakeTtax 3 y3arasnibHeHUX AaHnx
donbrn npo cuctemy

nonieTnneHoBoi
Y KapTOHHiIl
KopoobUi

dhapmakoHarnsgy
(BBEAEHHA
y3arasibHeHNX AaHnX
npo cuctemy
hapmakoHarnagy, smiHa
YMOBHOBAXXEHOT 0CO6H,
BignoBiganbHOT 3a
3[iiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
chapmakoHarnsgy
3asBHUKa ANs
3[iiCHEeHHS
chapmakoHarnsgy B
YkpaiHi, AKL0 BOHa
BiAMiHHA Big
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAa/IbHOI 3a
3[iiCHEeHHS
chapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHi
[aHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
thapmakoHarnagy).
3MiHa KOHTaKTHUX AaHuX
YMOBHOBAXXEHOT 0CO6H,
BifgnoBiganbHOT 3a
hapmakoHarnag. 3miHa
MiCLie3HaXOMKEHHS
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
mMacTep-gharina cuctemm
hapmakoHarnsgy. 3miHa
MicLs 34iiCHEHHS
OCHOBHOI AjsifIbHOCTI 3
dhapmakoHarnsgy
107. | BOTEK®-30 | dexibuprof | gekcibyn - Tabnetkn, Bkputi | OPFAHO OAE EBepTomxeH IHAisA BHECEHHS 3MiH A0 - UA/11502/01/02
0 en podhbeH nAiBKOBOO CVH Naind peecTpauinHux
060/10HKO, N0 NAN®CA CaeHcuns mMartepianis: 3MiHu | Tuny
300 wmr in bulk: EHCUN3 Nimiten - 3MiHM Wwoao
no 2500 (E® 3ET ) 6e3nekn/edpeKkT1BHOCTI
TabneTtoky Ta thapmakoHarnsgy.
noAgiliHMx BBeneHHs1 abo 3MiHU A0
nakeTax 3 y3arasibHeHNX AaHnX
honbrun npo cuctemy
nonieTuIeHoBoI chapmakoHarnsgy
Y KapTOHHIl (BBEAEHHSA
Kopoo6Li y3arasibHeHUX AaHnx

npo cuctemy
thapmakoHarnagy, smiHa
YMOBHOBaXeHOT 0cobw,
BignoBigasnbHOI 3a
3[iACHEHHS
dhapmakoHarnsagy;
KOHTaKTHOI ocobu 3
thapmakoHarnagy
3anBHUKa 415
3[iiCHEHHS
hapmakoHarnsgy B
YKpaiHi, AKLLO0 BOHa
BigMiHHa Bif,
YMOBHOBAXXEHOT 0CO6H,
BignoBigabHOT 3a
3[iACHEHHS
thapmakoHarnagy
(BK/TOYAKOYN KOHTAKTHi
[AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXeHOT 0cobw,
BignoBigasnbHOI 3a
hapMakoHarnng. 3miHa
MiCLIe3HaXOPKEHHS
macTep-haiina cuctemu
dhapmakoHarnsgy. 3miHa
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
MicLA 34iiCHEHHSA
OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy
108. | BOTEK®-30 | dexibuprof | gekciéyn | MO1 | Tabnetku, Bkputi | OPFAHO OAE EBepTopxeH IHAisA BHECEHHS 3MiH A0 6e3 peyenma UA/11501/01/02
0 en podcheH AE1 | nniBKoBOI CWH Naid peecTpauiitHux
4 060/10HKOI0, MO NAN®CA CaeHcuns mMartepianis: 3MiHu | Tuny
300 wmr; no 10 EHCUN3 Niviteq - 3MiHu Wwopo
TabneTtoky (E® 3ET 1) 6e3nekn/edheKTUBHOCTI
6nictepi; no 1 Ta (hapmakoHarnsgy.
6nictepy y BBeneHHs1 abo 3MiHU A0
KapTOHHIiiA y3arasibHeHUX AaHnx
KopooLi npo cuctemy
thapmakoHarnsgy
(BBEAEHHA

y3arasibHeHNX AaHnx
npo cuctemy
thapmakoHarnagy, smiHa
YNOBHOBAaXEHOT 0CcOo6M,
BiANOBIAa/IbHOI 3a
3[iiCHEeHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobm 3
hapmakoHarnagy
3asBHUKa ANA
3[iACHEHHS
thapmakoHarnsgy B
YKpaiHi, AKL0 BOoHA
BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BignoBigasnbHOI 3a
3[iiCHEHHS
hapmakoHarnagy
(BK/THOYAKOYMN KOHTAKTHi
AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnsgy).
3MiHa KOHTaKTHUX faHnX
YNOBHOBA&XEHOT 0Cco6M,
BiANOBIAa/IbHOI 3a
hapmakoHarnag. 3miHa
MiCLLe3HaXOMKEHHS
MacTep-ghaiina cuctemm
thapmakoHarnagy. 3miHa
Micus 34iliCHEHHS
OCHOBHOI fisifIbHOCTI 3
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

dhapmakoHarnsgy

109.

30TEK®-40
0

dexibuprof
en

Aekciéyn
podheH

TabneTku, BKPUTI
NNiBKOBOK
060/10HKOI0, NO
400 wmr in bulk:
no 2500
TabneTok y
NoABINHMX
nakeTax 3
donbru
nonieTnneHoBoi
Y KapTOHHiIl
KopooLi

OPrAHO
CUH
NAN®CA
€HCU3
(E® 3ET )

OAE

EBepTogxeH
Naidp
CaeHcus
Nimiteq

IHAjA

BHECEHHS 3MiH [0
peecTpauiinHux
marepianis: 3miHu | Tuny
- 3MiHM Woao0
6e3nekn/edeKkTBHOCTI
Ta chapmakoHarnagy.
BeegeHHs1 abo 3MiHV A0
y3arasibHeHUX AaHnx
npo cuctemy
dhapmakoHarnsgy
(BBEAEHHA
y3arasibHeHNX AaHnX
npo cuctemy
hapmakoHarnagy, smiHa
YMOBHOBAXXEHOT 0CO6H,
BifgnoBiganbHOT 3a
3[iiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
chapmakoHarnsgy
3asBHUKa ANs
3[iiCHEeHHS
chapmakoHarnsgy B
YkpaiHi, AKL0 BOHa
BiAMiHHA Big
YNOBHOBAaXEHOT 0CcOo6M,
BiANOBIAa/IbHOI 3a
3[iiCHEeHHS
chapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHi
[aHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3MiHa KOHTaKTHUX AaHuX
YMOBHOBAXXEHOT 0CO6H,
BifgnoBiganbHOT 3a
hapmakoHarnag. 3miHa
MiCLLe3HaXOAKEHHS
macTep-haiina cuctemm
hapmakoHarnagy. 3miHa
MicLS 34iiCHEHHS
OCHOBHOI AifANIbHOCTI 3
dhapmakoHarnsgy

UA/11502/01/03

110.

30TEK®-40

dexibuprof

Oekciéyn

M01

TabneTkn, BKpUTI

OPrAHO

OAE

EBepToaxeH

IHais

BHECEHHS 3MiH Ao

6e3 peyenma

UA/11501/01/03
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Homep

Ne
n/n

JNliKapcbKo2

Hasga

0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

peecmpayitiHo2o

NnocBi0OYEeHHs

en

podheH

AE1

NNiBKOBOIO
060/10HKO10, NO
400 wmr; no 10
TabneTok y
6nictepi; no 1
6nictepy y
KapTOHHIi
Kopoo6Li

CUH
NAN®CA
€HCU3
(E® 3ETI)

Naiidp
CaeHcu3
Nimiteq

peecTpavliiHnx
marepianis: 3miHu | Tuny
- 3MiHM Wwoao
6e3nekn/edpeKkTNBHOCTI
Ta thapmakoHarnsgy.
BBeneHHs1 abo 3MiHU A0
y3arasibHeHNX AaHnX
npo cuctemy
thapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHUX AaHnx
npo cuctemy
hapmakoHarniagy, smiHa
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsagy;
KOHTaKTHOT ocobu 3
thapmakoHarnsgy
3asBHUKa A4N1A
3[iACHEHHS
hapmakoHarnsgy B
YkpaiHi, AKLLO BOHa
BigMiHHa Bif,
YMOBHOBAXXEHOT 0CO6H,
BignoBigasibHOI 3a
3[iACHEHHS
thapmakoHarnsgy
(BK/OYAKOUN KOHTaKTHI
[AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnag. 3miHa
MiCLIe3HaXOPKEHHS
macTep-haiina cuctemm
hapmakoHarnsagy. 3miHa
Micusi 34iCHEHHS
OCHOBHOI AisNIbHOCTI 3
dhapmakoHarnsgy

UA/15390/01/01

111.

IKCOXXEBA
®

denosuma
b

[eHocyM
ab

MO05
BX0

PO34uH ans
iH'ekujn, 70

AMOXeH
€spona

mMr/mn; no 1,7 mn

b.B.

HigepnaH
an

Brpo6HMK
Hepo3cacosa

CLuA/
Higepna

BHECEHHS 3MiH 0
peecTpauinHux

MaTepianis: 3miHu ||

HOI npoayKuii,

HaW

3a peyernmom
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
(70 mr/mn) y nepBuHHE TMny - 3MiHN LWOA0
dhnakoHi; no 1 nakyBaHHs: 6e3nekn/edeKTUBHOCTI
chnakoHy B AMIXeH Ta thapmakoHarnsgy.
KapTOHHIi MaHydhekuypiH BHeceHHs abo 3miHa(n)
Kopoo6Li r Nlimitea, [0 3000B'A3aHb Ta YMOB
CLA; BMAAui peecTpauiiHoro
BTopuHHe NnoCBiAYEHHS,
nakyBaHHsA Ta BK/IOYaoumn MnaH
BUNYCK cepii: ynpasniHHA pusnkamm
AMIXEH (3acTocyBaHHs 3MiH(1),
€spona b.B., Aki(a) BumaratoTb(€)
Higepnangn nojasnbLioro

06I'pYHTYBaHHS1 HOBUMY
[04aTKOBUM AaHVIMK,
L0 MaloTb HaJaBaTucs
KOMMNETEHTHUM OpraHoMm,
OCKi/IbKN BUMaraeTbCcs
CyTTEBA OLjiHKa
KOMMETEHTHNM OpraHoMm)
3asABHUKOM AMIKEH
€spona b.B.,
HigepnaHan oHoBneHo
nnaH ynpasiHHA
pusmkamm (gani — NYP)
o Bepcii 37.1
nikapcbKoro 3acoby
IKCIPKEBA®, po34uH
05 iH'ekuin, 70 mr/mn;
no 1,7 mn (70 mr/mn) y
hnakoHi; no 1 dpnakoHy
B KQpPTOHHIli Kopobu,i 3
MeTO0 3MiHM Ta
OHOB/IEHHA Nepeniky
nuTaHb 6e3nekun Ha
OCHOBI paHile
3aBepLUEHNX
[ocnigpkeHb 6e3neku
nicna peectpauii,
BK/IHOHAK0UM
pocnigpxkeHHs 20101102
Ta JOBrocTPOKOBE
LocnimkeHHs 6e3neku
20140114. 3miHn
BHECEHO 10 YacCTuvH: |
«3aranbHa
iHchopmauis», |1
«Cneumdikauis 3
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayiliHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
6e3neku», Il «MnaH 3
dhapmakoHarnsgy», V
«3axoam 3 MiHimizauji
pusukiB», VI «Pestome
nnaHy ynpasniHHA
pusukammn», VII
«Jopatkn». MYP Bepcis
37.1 norogxeHo (eCTD
nocnigosHictb Ne 0002).
112. | IMOBAKC Poliomyelit | IHakTvBO | JO7 cycneHsis ans CaHodi ®paHLin BMPOGHMLUTBO | ®paHuis BHECEHHS 3MiH A0 3a peyenmom He UA/14266/01/01
nonio® is, BaHWin N BFO | iH’ekuiif; mo 0,5 BiHTpon Hepo3chacosa / peecTpauiitHux niossieae
BAKUUHA trivalent, oniosipy | 3 M (1 gosa) y IHoacTpi HOro Yropwm mMaTtepianis: 3miHa
ana inactivated | c Tuny 1 nonepegHL0 NPOAYKTY, Ha 3anBHuKa /13 (MIBM)
MPO®INAK | , whole (Mahone 3arnoBHeHOMy KOHTPO/1b (BnacHvka
TUKN virus v wnpui 3 AKOCTI peecTpaujiiHoro
noniomie IHaKTMBO NPUKPIN/IEHOD Hepo3dhacosa nocsigyeHHs) (3rigHo
nmry BaHWin N rosnkoto (a6o 2- HOro Haka3ly MO3 Big,
IHAKTBO oniosipy Ma OKpeMumu NpoAyKTY, 23.07.2015 Ne 460):
BAHA ctuny 2 ronkamu); no 1 BTOPUHHE TepMmiH BBE,EHHS 3MiH -
PIAKA (MEF-1) wnpuuy B nakyBaHHs, npoTArom 6 Micauis
i KapTOHHiiA KOHTPO/b nicns 3aTBepKeHHs.
IHaKTMBO Kopo6ui; no 0,5 AKOCTI Ta 3MmiHu | Tuny -
BaHWin N mn (1 gosa) y BUNYCK cepii AOMIHICTPaTVBHI 3MiHN.
oniosipy nonepesHbLO (ans 3MiHa HaliMeHyBaHHs
ctuny 3 3anoBHEHOMY nonepegHs0 Ta/abo agpecu micusa
(Saukett wnpui 3 3anoBHeHNX NpoBaPKeHHS
) NPUKPINIEHO LInpuLiB); LisiNIbHOCTI BUPOGHMKa
#Kynbtu rosikoto (a6o 2- BUPOBHMLTBO (BKovaroun, 3a
BOBaHi Ma OKpeMumu Hepo3hacoBa HeobxigHOCTI, micue
Ha ronkamm) B Horo NpoBeEHHS KOHTPOSO
KNiTMHax cTaHAapTHO- npoaykKTy, AKOCTI), ab0 BnacHuka
Vero €KCMOopTHii KOHTPONb MacTep-chaiina Ha Adl,
ynakoBLi, fKa AKOCTI a60 noctavyasibHMKa
MiCTUTbCA Y Hepo3chacoBa Adl/BMXigHOrO
KapTOHHii HOro mMartepiany/peareHTy/npo
KopooLi 3 NpoAyKTY, MiXKHOrO NMPOAYKTY, LLO
iHCTpYKLUjieto Ans HanoBHEHHA 3aCTOCOBYIOTLCA Y
MeAnyHOro (nepBuHHe BMPOGHMLTBI API (SKLLO
3aCTOCyBaHHS; nakyBaHHs1), 3a3HaYeHo y JOCbE Ha
no 5 mn (10 go3) BTOPUHHE nikapcbkuii 3acib) 3a
y thnakoHi 3 nakyBaHHs, BifJICYTHOCTI cepTudikaTta
3aXUCHUM KOHTPO/1b BignoBigHOCTI
KoBmaykom; no 1 AKOCTI Ta €Bponecbkili
a6o 10 BUNYCK cepii hapmakonei y
hnakoHiB B (ans 3aTBEPLKEHOMY [10CbE,
KapTOHHif h/1aKoHIB): ab0 BMPO6HMKA HOBOI
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Kopob6ui; no 5 mn CaHodi [OMOMDKHOT PEYOBUHM
(10 po3) y BiHTpon (AKLL0 3a3HaYeHo y
donakoHi 3 IHpacTpi, [ocbe) 3MiHW Ha3BU
3aXUCHUM ®paHLjs; MalifjaHumKiB,
KOBMaykom; no 1 BVPOGHMLTBO BignoBigasibHMX 3a
ab6o 10 Hepo3cacosa KOHTPO/b AKOCTi Ta
hnaKkoHiB B Horo BMPOGHMLTBO ADI
CcTaHfjapTHO- NPOAYKTY, Inactivated Vero
€KCMopTHii KOHTPO/1b Trivalent Poliovaccine
ynakoBLi, sika AKOCTI (IHakTMBOBaAHA
MICTUTLCA Y Hepo3dacosa TpMB&aJIEHTHA
KapTOHHii HOro nosnioMieniTHa BakUMHa
Kopobui 3 NpPOAYKTY, Vero) 3 Sanofi Pasteur
iHCTpYKLUji€eto aAns HanoBHEHHS Ha Sanofi Winthrop
MeanyHOro (nepBuHHe Industrie. Agpeca
3aCTOCyBaHHA. nakyBaHHs) Ta maligaHuunkis Banb-ge-
MapkyBaHHs iHCMeKTyBaHHS Poii Ta Mapci /1 ETyanb
YKPaiHCbKOLO, , BTOPUHHE npueeaeHa y
aHrninceLKot Ta nakyBaHHs, BiAMOBIAHICTb MO TEKCTY
iHWMMY KOHTPO/b [0CbE 10 YCTaHOBUMX
iHO3eMHUMU AKOCTi Ta [LOKYMEHTIB KOMNaHil,
MoBaMu BUMNYCK cepil ane MicLe3HaxoMKeHHS
(ans MaiAaHumKiB He
nonepeaHL0 3MIHIOETLCA. TEPMIH
3anoBHEHMX BBE[EHHS 3MiH -
LnpuuiB); npoTsarom 6 micsuis
BMPOBHMLTBO nicns 3aTBepKeHHs.
Hepo3dhacosa 3Mminu | Tuny -
HOro AAMIHICTPaTUBHI 3MiHN.
NPOAYKTY, 3MiHa HaliMeHyBaHHSA
KOHTPO/b Ta/abo agpecu micus
AKOCTI NpoBaMKEHHS
Hepo3cacosa LisNbHOCTI
HOro BMpOGHMKa/iMnopTepa
NPOAYKTY, roTOBOrO NiKapCbKOro
HanoBHEHHS 3acoby, BK/oYaum
(nepBuHHE AinbHULI BUNYCKy cepii
nakyBaHHs1), abo micue npoBefeHHs
BTOPVHHE KOHTPO/O SKOCTI.
nakyBaHHs, (aisnbHiCTb, 3a AKy
KOHTPO/Tb BignoBigae
AKOCTi Ta BUPOGHMK/iMMopTep,
BUNYCK cepii BKKOYAKOYM BUNYCK
(ans cepiii) 3MiH1 Ha3BK
hNakoHIB): maligaHuukis Mapci /1
CaHodi Etyans Ta Banb-ge-Poii

BiHTpon

3 Sanofi Pasteur Ha
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
IHpacTpi, Sanofi Winthrop
dpaHLjs; Industrie.
3anoBHEHHS Micue3HaxomKeHHS
Ta 3a/IMWIAETbCA
iHCNeKTyBaHHSA He3MiHHUM. BHeceHHs
Lnpu1uis, pefakuifiHX NpaBokK.
KOHTPO/1b Agpeca mMangaHuvikis
AKOCTI npueegeHa fjo
(cTepunbHICTb YCTaHOBYMX AOKYMEHTIB
) (ana KoMnaHii, ane
nonepesHL0 MiCLIe3HaXOPKEHHS
3anoBHeHUX MaingaHumkis He
LnpuULiB): 3MIHIOETbCS, | BUPOOHUYI
CAHO®I onepadji, Lo
BIHTPOTM BWKOHYIOTbLCSA Ha LUuX
IHOACTPIA, maligaHumkax,
dpaHuis; 3a/mMwaTbCa
BUNYyCK cepii HE3MiHHUMMW.

(ans 3a3HayeHHs agpecu
nonepesHL0 BMPOGHWKIB NprBEeAeHO
3an0oBHEHNX y BiANOBIZAHICTb A0
Lwnpuuis Ta aitoyoro cepTtudikarty
h1aKoHiB): GMP.

CaHodi- 3MiHV BHECeHo A0
ABeHTic 3pT., IHCTPYKUiT Ans
YropLuHa; MeAn4yHOro
BTOPVHHE 3acTocyBaHHs
nakyBaHHs nikapcbkoro 3acoby Ao

(ans po3ginis "BMpobHuK",
nonepeaHL0 "Micue3HaxomKeHHs
3anoBHEHNX BMPOGHUKIB Ta agpeca
Lwnpuuis Ta MiCLiAl NPOBaXEHHS

hNakoHiIB): oro gisnbHocTi" Ta 5K
KioHe + HacnigoK 3MiHEHO

Harenb Kd., iHcbopmawito B po3gini

YropwmHa "Cnoci6 3acTocyBaHHs

Ta Ao3un" (3a3HavyeHo Ha
eTVKeTLi HaliMeHyBaHHS
BMPOOHUKA), TAKOX
3MiHEHO TekcT
MapKyBaHHS yNakoBKu
niKkapcbkoro 3acoby B n.
11.

TepMmiH BBEZLEHHS 3MiH -
npoTsirom 6 mMicauis
nicns 3aTBeppKEHHS.
3MiHu | TUNYy - 3Miln
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
oo
6e3nekn/edeKTUBHOCTI

Ta hapmakoHarnsgy
(iHLWi 3MiHW) 3MiHK
BHECEHO f10 TEKCTY

MapKyBaHHS NepBUHHOT
yMakoBKM NMiKapCbKOro
3acoby woao
3a3HayeHHs noroTuny
3asBHuKa (n.5) Ta

KOpeKTopCbKa npaska
3arosfioBKy TEKCTY

MapKyBaHHs NepPBUHHOT
ynakoBku. TepmiH
BBEEHHS 3MiH -
npoTarom 6 micsuis
nicns 3aTBeppKeHHs.
3MiHu | THny -
AAMIHICTPaTUBHI 3MiHN.
3miHa HaliMeHyBaHHS

Ta/abo agpecu micuga

NPOBaKEHHS
BisiNbHOCTI
BUpOGHMKa/imnopTepa
rOTOBOrO J1iKapCbKOro
3aco0y, BK/oYaum
OiNbHULI BUNYCKY cepil
abo micue npoBefeHHs
KOHTPO/IO SKOCTI.
([isnbHICTB, 3a AKy
Bignosigae
BMPOGHMK/iMNopTep, He

BK/THOHAI0UM BUMYCK

cepiin) 3miHa Ha3Bu

BMPOGHMKA, L0
BignoBifae 3a BTOPUHHE
nakyBaHHs 3 CaHodi-
ABeHTic 3pT., YropwuHa
Ha KioHe + Harenb K.,
YropwuHa. Hemae 3miH
y MicLji po3TallyBaHHS
BUPOGBHMYOT AiNbHULL, a
3a3HavYeHHs agpecu
BMPOGHVIKa,
BiANOBIAa/ILHOIO 3a
BTOPUHHE NaKyBaHHS,
npuBeAeHo y
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BiANOBIAHICTb J0
cepTtudpikaty GMP.
TepMiH BBEAEHHS 3MiH -
npoTarom 6 micsAuis
nicns 3aTBepKeHHs.
113. | IMYHOBEN - CciK RO5 | kancynu; no 12 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH A0 6e3 peyenma nionseae UA/18784/01/01
® CBIXO3I6 | X Kancyny "dbapmaue "hapmaueBTn peecTpavliiHnx
paHoi 6nicTepi, no 2 BTUYHA YHa KOMMNaHis mMartepianis: 3MiHu | Tuny
Ha3eMHO 6nictepy B nayyi | KomnaHis "®PapKoC" - AMIHICTPaTUBHI 3MiHW.
i "®apKoC" 3mina kogy ATX - 3MiHK
YacTUHU BHECeHi B iHCTPYKL;i0
KBITYYOI [ONA MeguyHoro
exiHauel 3aCcTOCyBaHHA
nypnypo nikapcbkoro 3acoby y
BOI po3ain
(Echinac "apmakoTepanesTuyHa
ea rpyna. Kog ATX" wono
purpure npuBeaeHHs
alL.) thapmakoTepaneBTUYHOT
rpynu Ta kogy
BiA4NoBigHO A0
MiXXHapoAHOro
Knacvdikatopa
dhapmrpyn i kogiB ATX
BOO3 (3aTBEPAKEHO:
IMyHocTumynsaTopu. Kog
ATX LO3A X;
3anponoHOBaHO:
Nikapcbki 3aco6u Big,
Kalwnw i 3actyam. IHuwi
3acobu Big 3actyau. Koa
ATX RO5X).
114. | IHBOJIKC dexketopr | pgekcker | MO1 | po3uuH Ans Tosapuct YkpaiHa ToBapuctBo 3 | YkpaiHa BHECEHHS 3MiH A0 3a peyenmom He UA/20691/01/01
ofen onpodhe | AELl | iH'eKkuili/iHdpysiid, BO 3 06MEXeHO peecTpaviiHnx niosisiecae
HY 7 25 mr/mn no 2 06MEeXeHO BiAgnoBigasIbHI mMartepianis: 3miHu | Tuny
TpomeTa My hNaKoHi; 10 cTio dhipma - 3MiHK 3 AKOCTI.
Mon no 5 chrakoHiB y Bignosiga "HoBohapm- [oTOBUIA Nikapcbkni
KOHTYPHilA NbHICTIO BiocuHTes" 3aci6. CtabinbHicTb.
YapyHKOBIi ipma 3MiHa y TepmiHax
ynakosui; no 1 "HoBodhap npugatHocTi abo
ab60 2 KOHTYpHI M- ymMoBax 36epiraHHsi
YapyHKOBI BiocuHTes roTOBOrO J1iKapCbKOro
yNakoBKM y " 3aco6y (36iNblUeHHs
nauui TEepPMiHy NpuaaTHoCTI

roTOBOrO J1iKapCbKOro
3acoby) - s Toprosoi
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
yrakoBKM
(nigTBEPOKYETHLCA
[aHUMKN peasibHoro
yacy) 306i/bLUeHHS
TEepMiHy NpUAATHOCTI
N3,y 3B'A3Ky i3
OTPUMAHHAM
MO3UTUBHUX JAHWX
00 [OCHIIKEHHSA
cTabinbHOCTI Yy
peanbHOMy yaci. [litoua
pefakuis: TepmiH
npuaaTHOCTI 2 POKK
MponoHoBaHa peaakuis:
TepMiH npugatHocTi 3
poku OHosneHi MKA N3
(eCTD 0001). 3miHu
BHECEHO B IHCTPYKLiIO
ANna MeAnyHoro
3acTocyBaHHSA
niKkapcbKoro 3acoby y
po3gin "TepMmiH
npugatHocTi" (eCTD
Bepcis 0001). BBeAeHHs
3MiH NpPOTAroM 6-Tn
MicsiyiB nicns
3aTBEPKEHHS.
115. | IHPAHPUK | Diphtheria | audTepi | JO7 cycneHsis "nakcoCwmi Benwuka FnakcoCmiTKn | ®paHuis BHECEHHS 3MiH A0 3a peyenmom UA/16235/01/01
C FEKCA - AHWIA CAO0 | (DTPa-HBV- TKnsiiH BpuTaHis ANH / peecTpauiitHux
KOMBIHOB | haemophil | aHatokc | 9 IPV) pns iH'ekuiit Ekcnopt Bionogxikans Benbris | matepianis: 3miHu | Tuny
AHA us uH (D)% no 0,5 mn (1 Nimiteq C.A., benbrisa - 3MiHu 3 sKocTi. AdI.
BAKUWHA influenzae | npasueB [osa) Ta (Bunyck cepii KoHTposib A®I. 3miHa y
ansa B- niA niocpinizat (Hib); roToBOro napametpax
MPO®INAK pertussis- aHaToKC 1 nonepenHLO NPOAYKTY. cneundikauii Ta/abo
TUKN poliomyelit | uH (T)%; HanoBHEHUA MpoBeneHHsA [OMYCTUMUX MEX,
ONDTEPII, is-tetanus- | Bordetell 0iHOpa3oBuii KOHTPO/II0 BU3HAYEHUX Y
NMPABLA, hepatitis B | a pertus wnpuy (no 0,5 akocti DTPa- cneumdikauisx Ha Adl,
KALUTHOKY Sis Kawn mn (1 gosa)) y HBV-IPV abo
(ALENONA IOKOBI KOMMNEKTI 3 KOMMOHEHTY); BVXiAHWIA/NPOMIXHWIA
PHWIA aHTureH [BOMa rosikamun nakcoCwmitKn npoayKT/peareHT, Wwo
KOMMNOHE n: Ta p1akoH 3 ANH BMKOPUCTOBYIOTLCA Y
HT), KaLL/ToK niocpinizatom Bionogxikans, npoueci BUpobHULITBA
FENATUTY 0BMIN aH (Hib) ana 1 ®paHLjs; A®| (BUyYeHHSA
B, aTOKCUH [0o3u, Wo (PopmyBaHHs, He3Ha4yHOro nokasHuka
noniomie (PT); 3MiLy0TbCA HaMoBHEHHS B SAKOCTi (Hanpuknag,
NITY TA HUTYacT nepes wnpuwi, BW/IYYEHHS 3aCTapifioro




144

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayiliHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3AXBOPHO nia BUKOPUCTAHHAM; npoBefeHHs nokasHuka)) BunyyeHHs
BAHb, remarnto [Bi rONKK, KOHTpO/It0 He3Ha4yHoro napameTpa
3B6YAHUKO TUHIH (F wnpuy, Ta akocTi DTPa- cneuundikawyi-
M AKX € HA)Y hnakoH HBV-IPV TEeCTyBaHHSA Ha
HAEMOPHI neprakt repmeTuyHo KOMMOHEHTY. BionoriyHy npugaTHicTb,
LUS 1H (PRN 3anakoBaHi y dopmyBaHHS, L0 NPOBOANTLCA Ha
INFLUENZA > NAacTUKOBUIA HanoBHEHHA OMPOMiHEHI AOHOPCbKIli
ETUNY B p-AHK KOHTeliHep; no 1 Ta CVPOBOTL BE/IUKOT
NnoBepXxH abo no 10 niocpinizauin B poraToi xyfo6u (Donor
eBuii N1acTUKOBUX dhnakoHwu, Bovine Serum (DBS)),
aHTureH KOHTelHepiB y MapKyBaHHS Aka BUKOPUCTOBYETLCA B
Bipycy KapTOHHii Ta nakyBaHHS, npoueci BUpo6HULITBA
renartut Kopoo6ui 3 npoBefeHHs aKTUBHOI cybCcTaHLil
y MapKyBaHHAM KOHTpO/II0 iHaKTMBOBaHWIA BipyC
B (HBsA YKpaiHCbKO aKocTi Hib nonioMienity. Takox
9)%%; MOBOIO; 1 KOMMOHEHTY. BHECEHHS pefakLiiHoi
iHaKT1BO nonepegHLo MapkyBaHHs npaskv 40 po3ainy
BaHi HanoBHEHUIA Ta nakyBaHHs 3.2.5.2.3 KoHTponb
BipycK 0fiHOpa3oBuii roToBOro BMXifHVX MaTepianis,
noniomie wnpuy (no 0,5 npoaykKTy); LLI0 CTOCYETbCS HOMEpa
nity: M (1 gosa)) y nakcoCmiTKn MOHorpadii gns
Tin 1 KOMMNAEKTi 3 ANH onpomiHeHoi DBS
(wTtam ABOMa rofikamm Bionomxkikana (Irradiated DBS) y
Mahone Ta (p1akoH 3 C.A., Benbria BiANOBIAHOCTI A0
)% niogpinizatom (PopmyBaHHS, po3giny 3.2.A.2.
T™n 2 (Hib) ana 1 HamnoBHEHHS B
(wtam M [o3u, Wwo Lwinpuui,
EF-1)% 3MILLYHOTBLCA MapKyBaHHS i
Tmn 3 nepef nakyBaHHs,
(wtam S BUKOPUCTAHHSM; npoBeAeHHs
aukett)*; [ABi rosiku, KOHTPO/I0
nonicax Lwnpuy, Ta akocTti DTPa-
apug Ha dhnakoH HBV-IPV
emophil repmeTuyHO KOMMOHEHTY.
us 3anakoBaHi y HanoBHeHHs
influenz nAacTnKoBuiA Ta
ae tuny KOHTeliHep; no 1 nioghinizavis B
b a6o no 10 chnakoHwm,
(nonipn6 NNacTUKOBUX MapKyBaHHS
o3unpuo KOHTeliHepiB y Ta nakyBaHHA,
iTon KapTOHHii npoBeaeHHs
occhat KopooLi 3 KOHTPO/I0
, PRP)? MapKyBaHHAM akocTi Hib
KOH'toroB aHrNiicbkoto KOMMOHEHTY.
aHuii 3 MOBOIO 3i MapkyBaHHA
npasues CTUKEPOM Ta nakyBaHHs
MM YKPaIHCbKO roTOBOrO
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

aHaToKC
MNHOM
(TT) s
HOCiEM
npoTeiH
y

1 adcop6
oBaHul
Ha
a/IfoOMIHI
10 eidpo
Kcuoi,
eidpamo
BaHul (
Al(OH)3)
2 Bupob6n
eHuli 8
KaimuHa
X
OpiKOXI

B
(Saccha
romyces
cerevisia
e)3a
doromoa
ot p-
AHK me
XHosoeil
3adcop6
osaHuli
Ha
a/ItoOMIHI

10
gocpa
m

(AIPO4)

4 po3mHO
)KEHI Ha

K/limuHa
X Vero

MOBOHO

npoAyKTY)

116.

IHOPAHPUK
cine
KOMBIHOB

Diphtheria
-pertussis-
poliomyelit

ondotepi
AHKi
aHaToKC

Jo7
CAO0

cycneHsis gns
iH'ekyiii; no 0,5
My

nakcoCwmi
TKnAnH
Ekcnopt

Benuka
BpuTaHia

nakcoCmiTKn
SAH
Bionomxikans

Benbris/
PpaHuis

BHECEHHS 3MiH 0
peecTpauinHux

marepianis: 3miHu | Tuny

3a peyenmom

UA/13939/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

AHA is-tetanus uH (D)% nonepegHL0 Nimiteq C.A., benwbrisa - 3MiHu 3 sKocTi. AdPI.
BAKUVHA npasLes 3anoBHeHOMY (npoBeaeHHs KoHTponb A®I. 3miHa y
ana nii 0iHOPa30BOMY KOHTPO/I0 napameTpax
MPO®INIAK aHaToKC Lwnpuui y AKOCTI cneuudikavin Ta/abo
TUKN uH (T)Y KOMMJ/IEKTI 3 BaKLUHU, O0NYCTUMUX MEX,
OUNOTEPII, Bordetell rofikoto; no 1 BUMYCK Cepili BU3HAYEHUX Y
NMPABLUA, a pertus a6o 10 roToBOro cneuudikauisx Ha Adl,
KALLU/TIOKA Sis kawn nonepegHL0 npoaykKTy); abo
(ALENONA IOKOBI aH 3anoBHEHNX nakcoCmiTKn BUXiAHWIA/NPOMIXHWIA
PHUI TUTEHMN: 0 HOpPa30BUX ARH npoAyKT/peareHT, Wwo
KOMMNOHE KaLlok LnpuuiB y Bionogxikans, BUKOPUCTOBYIOTLCA Y
HT) TA 0BUI1 aH nnacTMKOBOMY PpaHuin npoueci BUpo6HULITBA
noniomie aTOKCUH KOHTelHepi; no 1 (dbopmyBaHHs A®| (BUYyYeHHA
nry (PT) KOHTEliHepy B BaKLUHU, He3HayYyHOro nokasHuka

HUTYacT KapTOHHii HanoBHEHHSA AKOCTI (Hanpuknag,

1A remar KopoobLi BaKLMHU B BWJ/TyYEHHS 3aCTapifioro

TOTVHIH Lwnpui, nokasHuka)) BuniyueHHs

(FHA)Y MapKyBaHHSA He3HayHoro napameTpa

nepTakT Ta nakyBaHHsA cneuudikawii -

nH (PRN roToBOro TeCTyBaHHA Ha

) NpoAYyKTY, "BionoriyHy

iHaKTMBO npoBefeHHs npuaaTHicTb", Wo

BaHi Bipy KOHTPO/THO NPOBOANTLCA HA

cun AKOCTI ONpPOMiHEHI JOHOPCbKili

noniomie BaKLUMHN); cvpoBaTLi BesmKoi

niTy: nakcoCmiTKn poratoi xypo6w (Donor

™n 1 SANH Bovine Serum (DBS)),

(wtam M Bionogxikans sKa BUKOPUCTOBYETLCA B

ahoney)? C.A., benbrisa npoLieci BUpo6HMLTBa

; (HanoBHEHHs aKTUBHOI cybCTaHLji-

™n 2 BaKUWHU B iHaKTMBOBaHWIA BipyC

(wtam M Lwnpui, noniomienity. BHeceHHs

EF-1)% MapKyBaHHS i pefakuifiHX npaBok Ao

™n 3 nakyBaHHsA posginy 3.2.5.2.3

(wtam S roTOBOro Control of materials

aukett)?; NpoAYyKTY,

‘adcopb NPOBEAEHHS

oBaHul KOHTPO/THO

Ha AKOCTI

aMoMiHI BaKLHM)

10

eidpokcu

i,

eidpamo

BaHull

2pO3MHO

)KeHi  Ha
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayiliHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
KaimuHa
X Vero
117. | IHOAHPUK Diphtheria | andtepi | JO7 cycneHsis nakcoCwmi Benvka FnakcoCmitKn | ®paHuis BHECEHHS 3MiH A0 3a peyenmom UA/15832/01/01
C InB XIb - nHuinaH | CAO | (DTPa-IPV) gns TKnsiH BpuTtaHis ARH / peecTpauinHux
KOMBIHOB | haemophil | aTtokcuH | 6 iH’exuili mo 0,5 Ekcnopt Bionogxikan3 Benbria | martepianis: 3miHu | Tuny
AHA us (D), M (1 gosa) Ta Nimiten C.A., Benbria - 3MiHK 3 AkocTi. API.
BAKUMHA influenzae | npasues niogpinizat (Hib); (Bunyck cepiii Brpo6HMLTBO. 3MiHM B
Aana B- niA aHat cycneHsis roToBOro npoLeci BUpo6HMLTBA
MPO®INAK | pertussis- oKeuH (T (DTPa-IPV) ons NPOAYKTY); A®| (He3HayHa 3MiHa Y
TUKN poliomyelit | )% iH’exuii mo 0,5 nakcoCmiTKn npotieci BUpo6HuLTBa
DUDTEPII, | is-tetanus | Bordetell mn (1 gosa) y Al A®I) 3MiHn y
MPABLSA, a pertus nonepesHLO Bionogxikans, BMPOBHMYOMY NpoLieci
KALUJTHOKY Sis kawn HanoBHeHOMY PpaHuis NPOMDKHOrO NPOAYKTY
(ALENONA I0KOBi @aH 0 HOpPa30BOMY (PopmyBaHHS, aKTUBHOI PEYOBUHY -
PHUIA TUreHu: wnpuui Ne 1y HanoBHEHHS B npaBL,EeBOro aHaTOKCUHY
KOMMOHE KaLLI/THoK KOMMEKTi 3 Lwnpu, (Tetanus toxoid (TT)),
HT), 0BUIA aH [ABOMa rosikamu MapKyBaHHS LLIO BUKOPUCTOBYETLCA
noniomie aTOKCUH Ta niodpinizar Ta nakyBaHHS, SIK HOCili Binka (nicns
NITY TA (PT)Y; (Hib) y donakoHi npoBefeHHs NoAaIbLIOr0 OUNLLEHHS)
3AXBOPHO HUTYHacT Ne 1, wo KOHTPO/I0 KOH'OroBaHoi Aito4oi
BAHb, nii remar 3MiLy0TbCA akocTi DTPa- peyoBuHn Haemophilus
36YAHUNKO JIOTUHIH nepeg 1PV influenzae Tuny b (PRP-
M AKUX € (FHA)Y BUKOPUCTAHHAM: KOMMOHEHT. TT) ANa BaKUMH, Wo
HAEMOPHI nepTakt nol $opmyBaHHS, MicTATb Hib KOMNOHEHT,
LUS nH (PRN nonepegHbL0 HanoBHEHHSA a came - 3aMiHa kaceTun
INFLUENZA )" HanoBHEHOMY Ta Pellicon 2 30kDa Ha
ETUNY B iHaKTMBO 0iHOpPa30BOMY niocpinizauin B kaceTy Pellicon 3 30kDa
BaHi Bipy wnpuuy y hakoHu, ansa ynbTpadinbTpawji
cu nonio KOMNNEKTI 3 MapKyBaHHS (UF), sika
MiENITY: [BOMa rosikamu Ta NakyBaHHs, 3aCTOCOBYETLCS B
Tmn 1l Ta 1 pnakoHom npoBefeHHs npoueci ounLeHHs (nig,
(wtam M 3 niodpinizatom KOHTPO/I0 yac ynbTpadinbTpayi
ahoney)? (Hib) y akocTi Hib Ta piadinsTpau;i
; BaKyyMHii KOMMOHEHT. aHaTOKCWHY micns etany
™n 2 CTepUbHIl MapkyBaHHSA oca/pKeHHs)
(wtam M ynakosLi; no 1 Ta nakyBaHHS
EF-1)% BaKyyMHiiA roToBOro
™n 3 CTepUbHIl NpoAyKTYy);
(wtam S ynakosLi y nakcoCmitKn
aukett)?; KapTOHHiiA AliH
nonicax Kopoo6Li Bionogxikans
apug Ha C.A., Benbria
emophil (HanoBHeHHs
us influe B LUMPUL,
nzae ™ MapKyBaHHS

ny b

Ta NakyBaHHA,
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
(nonipun6 npoBeaeHHs
o3unpn6 KOHTPO/THO
iTton akocTti DTPa-
chocchar PV
, PRP) KOMMOHEHT.
KOH'OroB HanoBHeHHs
aHuin 3 Ta
npasueB nioghinizavis B
M donakoHu,
aHaToKC MapKyBaHHs
VNHOM Ta nakyBaHHs,
(TT) s npoBefeHHs
HOCiEM KOHTPO/I0
npoteiH akocTi Hib
y KOMMOHEHT.
1 adcop6 MapkyBaHHs
oBaHul Ta NakyBaHHs
Ha a/ilom roToBOro
iHito 2iop npoaykTy)
oKcudi,
eidpamo
BaHul
2 po3mH
OXeHi Ha
KaimuHa
X Vero
118. | IHPAHPUK | Diphtheria | audTepi | JO7 cycneHsis "nakcoCwmi Benwuka FnakcoCmiTKn | ®paHuis BHECEHHS 3MiH A0 3a peyenmom UA/15832/01/01
C InB XIb - nHuinaH | CAO | (DTPa-IPV) gns TKnsiiH BpuTaHis ANH / peecTpauiitHux
KOMBIHOB | haemophil | atokcuH | 6 iH'exuili no 0,5 Ekcnopt Bionogxikans Benbris | matepianis: 3miHu | Tuny
AHA us (D)% mn (1 gosa) Ta Nimiteq C.A., benbrisa - 3MiHu 3 sKocTi. AdI.
BAKUWHA influenzae | npasueB niocpinizat (Hib); (Bunyck cepii KoHTposib A®I. 3miHa y
ana B- Wi aHat cycneHsis roToBOro napametpax
MPO®INAK pertussis- oKkeuH (T (DTPa-IPV) pns NpPOAYKTY); cneundikauii Ta/abo
TUKN poliomyelit | ) iH’exuii mo 0,5 nakcoCmitKn [OMYCTUMUX MEX,
ONDTEPII, is-tetanus Bordetell M (1 gosa) y SANH BU3HAYEHUX Y
NMPABLA, a pertus nonepegHL0 Bionogxikans, cneumdikauisx Ha Adl,
KALUTHOKY Sis Kawn HanoBHEHOMY PpaHuin abo
(ALENONA I0KOBI aH 0iHOpPa30BOMY (PopmyBaHHS, BVXiAHWIA/NPOMIXHWIA
PHWIA TUreHu: wnpuui Ne 1y HanoBHEHHA B npoAyKT/peareHT, Wwo
KOMMNOHE KaLLsoK KOMMNNEKTI 3 Lwnpmu, BMKOPUCTOBYIOTLCA Y
HT), oBUiA aH [BOMa rosikamu MapKyBaHHS npoueci BUpo6HMLTBa
noniomie aTOKCUH Ta niodinisat Ta nakyBaHHS, A®| (BUyYeHHSA
niTY TA (PT); (Hib) y donakoHi npoBefeHHs HEe3HayHOro nokasHuka
3AXBOPIO HUTHacT Ne 1, wo KOHTPO/I0 SAKOCTi (Hanpuknag,
BAHDb, Wi remar 3MiLYIOTbCS sKocTi DTPa- BW/IYYEHHS 3aCTapifioro
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3BYAHUKO TOTUHIH nepepg IPV nokasHuka)) BunyyeHHs
M AKUX € (FHA)Y BUKOPUCTaHHAM: KOMMOHEHT. He3Ha4yHoro napameTpa
HAEMOPHI neprakt nol $bopmyBaHHS, cneuundikawyi-
LUS nH (PRN nonepegHbL0 HanoBHEHHSA TECTYBaHHA Ha
INFLUENZA ) HanoBHEHOMY Ta BionoriyHy npugaTHicTb,
ETUNY B iHaKTUMBO 0lHOpPa30BOMY niocpinizauin B L0 NPOBOAMTLCA Ha
BaHi Bipy wnpuuy y dhnakoHwu, ONPOMIHEHI JOHOPCbKIl
cu nonio KoMnNekTi 3 MapKyBaHHS CUPOBOTL,i BE/IKOI
MieniTy: [BOMa ronkamun Ta nakyBaHHS, poraToi xyfo6u (Donor
Tin 1 Ta 1 hnakoHOM npoBefeHHs Bovine Serum (DBS)),
(wtam M 3 niocgpinizatom KOHTpO/II0 Sika BUKOPUCTOBYETLCSH B
ahoney)? (Hib) y aKocTi Hib npoueci BUpo6HULITBA
; BaKyyMHii1 KOMMOHEHT. aKTUBHOI cybCcTaHLil
T™n 2 CTepusbHii MapkyBaHHs iHaKTMBOBaHWIA BipyC
(wtam M ynakosLi; no 1 Ta nakyBaHHS nonioMienity. Takox
EF-1)% BakyyMHii roToBOro BHECEHHS pefakuinHol
Tmn 3 CTepusbHil npoayKTy); npasku A0 po3ainy
(wtam S ynakosLi y nakcoCmitKn 3.2.S.2.3 KOHTpO/1b
aukett)?; KapTOHHIi ARH BMXifHVX MaTepianis,
nonicax Kopoo6Li Bionomxikana LLI0 CTOCYETbCS HOMEpa
apug Ha C.A., Benbria MOHorpadii gns
emophil (HanoBHeHHs onpomiHeHoi DBS
us influe B LLNpUL, (Irradiated DBS) y
nzae MapKyBaHHS BiANOBIAHOCTI A0
ny b Ta nakyBaHHS, posginy 3.2.A.2.
(nonipun6 npoBeaeHHs
03unpn6 KOHTPO/II0
iTon akocti DTPa-
docdhat IPV
, PRP) KOMMOHEHT.
KOH'tOroB HanoBHeHHs
aHuii 3 Ta
npasLeB niocpinizauin B
um dhnakoHwu,
aHaToKC MapKyBaHHS
VNHOM Ta nakyBaHHs,
(TT) sx npoBefeHHs
HOCieEM KOHTPO/I0
npoTeiH aKocTi Hib
y KOMMOHEHT
T adcopb MapkyBaHHs
oBaHul Ta NakyBaHHsA
Ha a/itomM roTOBOro
iHito 2iop npoAaykTy)
OKCUOI,
eidpamo

BaHul
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
2 pO3MH
OXeHi Ha
K/limuHa
X Vero
119. | INIAAKPUH | ipidacrine inigakpu - NOPOLLIOK TOB "®K YkpaiHa ToBapucTBO 3 | YkpaiHa BHECEHHS 3MiH A0 - UA/15708/01/01
Yy Hy (cybeTaHuisn) y "CANNIOTA 06MEXeHOo peecTpavliiHnx
rigPoxno rigpoxno nonieTnneHoBux PIC" BignoBsiganbHi mMartepianis: 3MiHu | Tuny
PUA pnay nakeTtax gnsa CTIO - 3MiHM 3 AkocTi. API.
MOHoOriIaprP MOHOTifJ, hapMaueBTUYHO "PAPMXIM" KoHTponb A®I. 3miHa y
AT pat ro 3aCTOCyBaHHSA napameTpax

cneyudikayin Ta/abo
O0NYyCTUMUX MEX,
BU3HAYEHNX Y
cneumadikayisx Ha Adl,
abo
BUVXiAHWIA/NPOMIXHWIA
NpoAyKT/peareHT, o
BMKOPVCTOBYHOTbCS Y
npoueci BUpobHMLTBA
A®I (iHWi 3MiHK)
BUYYEHHS 3i
cneundikauii Ta MeToaiB
KOHTPO/IH0 siKoCTi ADI
nokasHuka "Baxki
MeTanu". 3miHu | Tuny -
3MiHu 3 aKocTi. API.
KoHTponb A®I. 3miHa y
napameTpax
cneyudikayin Ta/abo
O0NYyCTUMUX MEX,
BU3HAYEHUX Y
cneumadikayisx Ha Adl,
abo
BVXiAHWIA/NPOMIXHWIA
NpoAyKT/peareHT, o
BMKOPVCTOBYHOTbCS Y
npoueci BUpobHMLTBA
A®I (iHWi 3MiHW)
BBE/EHHS
nepioguyHocTi An1a APl
inigakpuHy
rigpoxnopuay
MOHorigpary 3a
nokasHukom "CynpoBigHi
OOMILLKM": *3a AaHUM
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

NMOKa3HUKOM B
cepTudikaT SKOCTi
BHOCATbCA pe3ynbTaTtu
KOHTPO/II0
Hepo3dacoBaHoi
npoAyKuii. 3miHu | TNy -
3MiHu 3 sKocTi. API.
Cucrtema
KOHTelHep/3akynoptoBa
NbHWIA 3aci6 (IHLWi 3MiHW)
BUTYYEHHA «aaTtn
BUNYyCKy» 3 po3giny MKA
«MapKyBaHHs»,
OCKiNbKM gaHa
iHbopMaList MiCTUTBCA
Ha eTukeTui Ad| 5K ioro
«TepMiH NpuaaTHOCTI»,
TO6TO BXe
3a3HavyaeTbCa gara, 4o
AKoi A®I moxe
36epiraTuca Ta
BMKOPWCTOBYBATUCh.

120.

KANbLO
[/IFOKOHAT
CTABINI30
BAHUI

calcium
gluconate

KasbL,ito
TIIOKOHa
T

BO5
BBO

po3uuH Ans
iH'ekujin, 100
mr/MA; o 5 mn
a6o 10 mn B
amnyni; no 5
ab6o 10 amnyny
nayyi; no 5 mn
a6o 10 mn B
amnyni; no 5
amnyny
6nictepi; no 1
abo no 2
6nicTepy B navwj

AT
"®apmak”

YkpaiHa

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiinHux
marepianis: 3miHu | Tuny
- 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. KoHTponb
[OMOMiKHUX PEYOBVH.
3MiHa napameTpis
cneuudikauin Ta/abo
[OMYyCTUMUX MEX ANS
[0NOMDKHOT peyoBUHU
(BUNYYEHHSA 3i
cneundikauii
He3Ha4yHOro nokasHuka
(Hanpviknag 3actapinoro
NnoKasHuKa))
BunyyeHHs nokasHuka
"PO34YnHHICTB" 3i
cneundikauii
[0NOMDKHOT peyoBUHU
Kanbujto caxapat. 3miHn
| TMny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. KoHTposnb

3a peyernmom

UA/4900/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
[OMOMDKHNX PEYOBWH.
3miHa y meToaax
BUNPOBYBaHHSA
[OMOMDKHOT PEYOBUHN
(He3HauHi 3mMiHn y
3aTBEPMKEHUX METOAAX
BMNpobyBaHb). 3miHa y
mMeToAax BUNPobyBaHHSA
[O0NOMDKHOT peyoBUHU
Kanbujto caxapart 3a
NOKa3HNKOM
"Mikpob6ionoriyHa
yucrora", a came
[IOMOBHEHO fAitoye
NoCKNaHHA Ha BUMOTY
€O* nocunaHHAM Ha
LY * (*-pitoue
BUAAHHSA).
121. | KAHOMBIO - xnopam S02 | kpanni ByLWHi nNo neHmapk IHAjs 'neHmapk IHAisA BHECEHHS 3MiH A0 3a peyenmom UA/8208/01/01
TUK heHikon | CA 5 mMn 'y chnakoHi; dPapmacb PapmacboTUK peecTpauiitHux
, no 1 cpnakoHy loTVKan3 ans ita. mMartepianis: 3miHu | Tuny
KNOTpUM pasom 3 nra. - 3MiHM 3 AKocTi. AdI.
ason, nineTkor- KoHTposib A®I. 3miHa y
6eknome KOBMaYKoOM mMeToAax BUNPoGyBaHHSA
TasoHy BK/1aieHOMY Y Ad| abo BMxigHOrO
avnponi nonieTuaeHoBwi mMartepiany/npomikHOro
oHar, nakeTuk y NpoAyKTy/peareHTy, Lo
nigokaiH KapTOHHIi BMKOPUCTOBYETLCA Y
y Kopoo6Li npoLeci BUpo6HMLTBA
rigpoxno AP (iHWi 3MiHK Y
pua mMeTodax BUNPOo6yBaHHS

(BkNtOYAOUM 3aMiHy abo
[onoBHeHHs) A®| abo
BVXifHOro/npomiXHoOro

NPOAYKTY) 3MiHU A0
MeTOZjB KOHTPO/IO
akocTi Ad|
BeknomeTtasoHy
avnponioHat
6e3B0OAHWIA, a came y
po3gin «Particle size»

[0AA€ETLCA OHOBNEHUIA
meTtog Wet Method by
Malvern 3000 3amicTb
Dry method by Malvern

2000/3000.
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cTpuny y nauuj 3
KapTOoHY

(BnacHvka
peecTpaujiiHoro
nocsigyeHHs) (3rigHo
Haka3ly MO3 Big,
23.07.2015 Ne 460).
3MiHn | TURY - 3MiHK
wono
6e3nekun/edeKkTUBHOCTI
Ta thapmakoHarnsgy.
BBegeHHs1 abo 3MiHU A0
y3arasnbHeHUX AaHnx
npo cuctemy
dhapmakoHarnsgy
(BBELEHHA
y3arasibHeHUX AaHnx
npo cucTemy
hapmakoHarnagy, smiHa
YMOBHOBAXXEHOT 0CO6H,
BignoBigasibHOI 3a
3[iACHEHHS
thapmakoHarnsgy;
KOHTaKTHOI 0cobm 3
thapmakoHarnsgy
3asBHUKA 4NA
3[iACHEHHS
chapmakoHarnsgy B
YkpaiHi, AKL0 BOHA
BigMiHHa Bif
YNOBHOB&XEHOT 0cobu,
BiANOBIAa/IbHOI 3a
3[iACHEHHS
thapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHi
[aHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-
tpaiina cuctemu
hapmakoHarnsgy).
3MiHa YNOBHOBaXEHOT
0Cc0o6M 3as8BHUKA,
BignoBigasibHOI 3a
hapmakoHarnag. ditoya
pegakuisi: MacTylweHko

IHHa BikTopiBHA.

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1

mosaHa HU c¢hopma,

Ha3sa* ynakoska)
122. | KAHAWUKNI sertacona | ceptako | GOl | necapii no 300 TOB YkpaiHa NAT YkpaiHa BHECEHHS 3MiH A0 3a peyenmom UA/16173/01/01

H zole Hasony AF mr; no 1 necapito | «CICTEM «MoHhapm» peecTpauitHux
HiTpaT y cTpuni; no 1 DAPM» mMaTtepianis: 3miHa
3anBHvKa /13 (MIBM)
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

MponoHoBaHa pegakuis:
Hosuupbka IpnHa
BikTopiBHa.
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0co6u
3aABHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg. 3MiHa
MiCLIe3HaXOKEHHS
mMacTep-gharina cuctemm
chapmakoHarnsgy ta
ioro Homepa. 3miHa
MicLA 34iiCHEHHS
OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.

123.

KAHAIAEP
M

Beclometa
sone and
antibiotics

KNOTpUM
ason;
6ekome
Ta3oHy
avnponi
OHar;
reHtami
UnHy
cynbat

D07
CCo

Kpem no 15 r
Kpemy B Ty6i; no
1T1y6iB
KapTOHHIi
ynakoBLj

rneHmapk

dapmachb

1oTMKan3
Nra.

IHgis

neHmapk
dapMacblTUK
ans Jita,.

IHais

BHECEHHS 3MiH A0
peecTpauiintHux
mMartepianis: 3miHu | Tuny
- 3MiHu 3 sKocTi. AdI.
KoHTposib A®I. 3miHa y
mMeToAax BUNPoGyBaHHSA
Ad| abo BMxigHOTO
mMartepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETBCA Y
npoueci BUpo6HMLTBA
AP (iHWi 3MiHK Y
mMeTodax BUNPOo6yBaHHS
(BkNtOYAKOUM 3aMiHy abo
[onoBHeHHS) A®| abo
BVXifHOro/npomiXXHOro
NPOAYKTY) 3MiHU A0
MeTOZjB KOHTPO/O
skocTi Ad|
BeknomeTtasoHy
avnponioHat
6e3BoAHWMIA, a came y
po3gin «Particle size»
[0AAETLCA OHOBNEHUI
meTtog Wet Method by
Malvern 3000 3amicTb
Dry method by Malvern
2000/3000.

3a peyenmom

UA/5199/01/01

124.

KBETIAMIH
y
DPYMAPAT

guetiapine

KBeTiani
Hy
thymapa

MOPOLLOK
(cybeTaHuis) y
NoABINHKX

TOB
"dapma
Crapt"”

YkpaiHa

[OKYBINTAHT
BIOCIC
NIMITEA

IHais

BHECEHHS 3MiH [0
peecTpauiitHux
mMartepianis: 3miHu | Tuny

UA/19544/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
T nonieTuaeHoBmx

naketax gns
hapMaueBTUYHO
0 3aCTOCYBaHHs

- 3MiHK 3 SKOCTI.
CepTudpikat
BignoBigHOCTI/TE-
ceptuddikat
BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii
. MogaHHA HoBOrO 260
OHOBJIEHOTO
cepTudikata
BiAnoBiAHOCTI ab0
BWJ/TyYEHHS cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: s Adl;
015 BUXIAHOTO
mMarepiany/peareHTy/npo
MDDXHOTO MPOAYKTY, LU0
BUKOPVCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; aons
[O0NOMDKHOT peyoBUHU
(ceptuchikat
BignoBigHOCTI
€Bponeiicbkili
hapmakonei) -
OHoBreHuii cepTudpikat
Bif} y)ke 3aTBepAXeHOro
BMPOGHMKa. MNogaHHs
OHOBJIEHOTO
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
hapmakonei Ne CEP
2014-108-Rev 03
(3atBepaxeHo: CEP
2014-108-Rev 02).
3MiHa Ha3BM BUPOOHUKA
Ta He3HauHi peaakuiiHi
YTOUYHEHHS W00
HanucaHHs agpecu
BVMPOGHMYOTO
MaigaHumka. 3asHadeHi
3MiHV MatOTb BUK/THOYHO
pefakuiiHuii xapakTep
Ta CTOCYITbCA TiEl
camoi thakTuyHoi

afipecn BUpPo6HMLTBA.
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3 annikatopom y
KapTOHHii
ynakoBLi

Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(n)
[10 3060B'A3aHb Ta YMOB
BMAaui peecTpauiiHoro

NOCBIAYEHHS,
BK/IOYatoun Mnax
ynpasniHHA pusnkamu

(3acTocyBaHHs TEKCTY,

KNI NOTOAKEeHN 3
KOMNETEHTHUM OpraHom)
3asBHUKOM HaZaHo
OHOB/IEHWIA MnaH
ynpasniHHA pusnkamu
Bepcis 4.0 ans
nikapcbKoro 3acoby
KnocpaH, Kpem
BariHasibHuiA 10%, P
UA/14084/01/01. 3miHn
BHECEHO [0 YacCTuH: |
«3arasibHa
iHchopmauis», |1
«Cneumdikauis 3
6e3neku», Il «MnaH 3
dhapmakoHarnsgy»,
IV»lnaHu wopao
nicnapeecTpauiiHnx
nocnigpkeHb
edeKTUBHOCTI», V
«3axoay 3 MiHimisauii
pu3ukiB», VI «Pestome
nnaHy ynpas/iHHA
pusnkammn» VI
«Jlopatkn» y 3B’A3Ky 3
OHOB/IEHHAM
cneundikauii 3 6e3neku
L0401 peYOBUHN
KnoTpmumasony,
BiA4NOBIgHO A0
aKTyanbHOl
pecepeHTHOT
iHhopmaLii Npo Bax/mBI

pU3KKK Ta 3aX04M LWoAo

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
125. | KNODAH® clotrimazol | knotpum | GO1 | kpem TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH A0 6e3 peyenma UA/14084/01/01
e ason AFO | BariHanbHuii 10 "KYCYM" XENTXKEP peecTpauitHux
2 %; no 7 1y Ty6i; NBT NTA mMartepianis: 3MiHu | Tuny
no 1 Ty6i pasom - 3MiHu Wwopo
6e3nekn/edeKTUBHOCTI
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Hasga

MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
yNpaBAiHHA HAMMN.
Pestome Mnaxy
ynpasniHHA pusnkamu
Bepcis 4.0 fogaeTbes.
YnakoBky y chopwmi in
bulk, PN
UA/20818/02/01 po
nnaHy ynpase/niHHA
pV3nKamMmn He BK/THOYEHO
126. | KOAEMNCWH | Opium TepniHri RO5 | Tabnetku, no 10 TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH A0 3a peyenmom He UA/11812/01/01
derivatives | pgpar, FAO | TabneTtoky "ACIHO Crapt" peecTpauiitHux niossieae
and HaTpito 2 6nictepi; no 1 YKPAIHA" mMartepianis: 3miHu | Tuny
expectora | rigpokap 6nicTepy B nauui - 3MiHu Wwopo
nts 60oHar, 3 KapTOHY 6e3nekn/edheKTUBHOCTI
KogeiHy Ta (hapmakoHarnsgy.
docdat 3MiHa y KopoTkili
y XapakTepucTui
remirigp nikapcbkoro 3acoby,
aT

TeKCTi MapKyBaHHS Ta
IHCTPYKUIiT Ana
MeAnYHOro
3aCTOCyBaHHSA Ha
nigcTasi perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo focnigxeHb
3 6e3nekun 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsapeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BTy 3
[OCTiIKEHD,
npoBeAeHnX BiANoBIAHO
[0 nnaHy negiatpuyHnx
pocnipxers (PIP) (3mMiHy
Y3ro[pKEHO 3
KOMMNETEHTHUM
YNOBHOBaXXEHNM
opraHom).
3MiHU BHECEHO B
IHCTpyKLUit0 aNns
MeAnYHOro
3acTocyBaHHs
nikapcbkoro 3acoby [0
po3ainis «B3aemogjs 3
iHLUIMMKN NiKapCbK1MK
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3aco6amu Ta iHLWi BUAn
B3aEMOSj»,
«Oco6nmBoCTI
3acTocyBaHHs», «Cnoci6
3acToCyBaHHA Ta 403U,
«[M06IYHI peakuii»
BiANOBIAHO iHchopmaLii
o0 6e3neku
3aCTOCyBaHHS Ajiloumx
pPeyvYoBUH 3rigHO
pekomeHpauii PRAC.
BBefeHHA 3MiH
NpoTArom 6-Tv MicsLiB
nicnsa 3aTBepmKeHHS
127. | KOHTPAMNI - 6eH3ung | GO1 | cynosuTopii TOB YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH A0 6e3 peyenma UA/19545/01/01
ne umeTtnn[ | AX BariHasbHi, no "BAJTAPTI akuioHepHe peecTpauinHux
3- 0,015r;n05 H TOBapuCTBO mMartepianis: 3miHa
(mipicToi Cyno3nTopiis B DPAPMA" "Jlekxim- 3asBHvKa 13 (MIBI)
namiHo) 6nictepi, no 1 Xapkis" (BnacHvka
nponinja 6nicTepy B nauui peecTpaujiiHoro
MOHit0 3 KapTOHY noceigyeHHs) (3rigHo
xnopuay Hakasy MO3 Big
MOHOTi[, 23.07.2015 Ne 460):
pat 3arBepoxeHo: KHBI

"ICHA", YkpaiHa.
3anponoHoBaHo: TOB
"BANTAPTIH ®APMA",
Ykpaina. 3minu | Tuny -

3MiHK Woao
6e3nekn/edeKkTBHOCTI
Ta chapmakoHarnsgy.
BeegeHHs1 abo 3MiHV A0
y3arasnibHeHUX AaHnx
npo cuctemy
dhapmakoHarnsgy
(BBEAEHHA
y3arasibHeHNX AaHnX
npo cuctemy
hapmakoHarnagy, smiHa
YMOBHOBAXXEHOT 0CO6H,
BignoBigabHOT 3a
3[iACHEHHS
thapmakoHarnsgy;

KOHTaKTHOI 0cobm 3

chapmakoHarnsgy

3as8BHMKa ANs
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3[iiCHEHHS

chapmakoHarnsgy B
YKpaiHi, SKLLLO BOHa
BiAMIHHA Bif
YMOBHOBaXeHOT 0cobwm,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy
(BKTHOYAKOYMN KOHTAKTHi
[AaHi) Ta/abo 3MiHn y
PO3MiLLeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy)
3MiHa yNnoBHOBaXeHOT
0COo6U 3asBHMKA,
BiANOBIAa/IbHOI 3a
3[iACHEHHS
chapmakoHarnsagy:
[itoya pepakuis:
CaBueHko Hatanis
BitaniisHa.
MponoHoBaHa pegakuis:
Jasngosa OneHa
MwukonaiBHa. 3miHa
KOHTaKTHUX AaHuX
YMOBHOBaXEHOI 0co6u
3aABHUKA,
BiANOBIAa/IbHOI 3a
3[iACHEHHS
hapmakoHarnagy. 3miHa
MicLA 34iiCHEHHS
OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaXOAKEHHS
macTep-aiina cucremu
thapmakoHarnsgy Ta
noro Homepa. 3MiHn |
TMny - 3MiHN LWOA0
6e3nekun/edeKkTUBHOCTI
Ta thapmakoHarnsgy
(iHLWi 3MiHW) 3MiHN
BHECEHO B TEKCT
MapKyBaHHS BTOPUHHOT
YNaKoBKM iKapCbKOoro
3acoby y nyHkTn 1, 8,
11, 15, 16, 17 Ta B TEKCT
MapKyBaHHA NepBUHHOT
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
YMNaKoBKW y MyHKTU 2, 3,
4, 6.
128. | KCE/NIOOA® | capecitabi | kaneuut | LO1 Tabnetkn, Bkputi | YEMNJIADA | HimeyunH Brvpo6bHuyTteo | Himeuun BHECEHHS 3MiH A0 3a peyenmom UA/5142/01/01
ne abiH BCO | nniBkoBotO PM a H3a NOBHUM Ha peecTpauinHux
6 060/10HKO, N0 ApuHaimit LMK/IOM: mMartepianis: 3miHu | Tuny
150 wmr; no 10 Tenb Ekcenna NméX - 3MiHM Wwoao
TabneToky M6X eHf Ko. KI 6e3nekn/edeKTUBHOCTI
6nictepi; no 6 Ta thapmakoHarnsagy.
6nictepiB y BBeneHHs1 abo 3MiHU A0
KapTOHHIi y3araslbHeHUx AaHnx
ynakoBLi npo cuctemy

chapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHUX AaHnx
npo cuctemy
thapmakoHarnagy, smiHa
YMOBHOBaXeHOT 0cobwm,
BignoBigasnbHOI 3a
3[iiCHEHHS
dhapmakoHarnsagy;
KOHTaKTHOT 0co6u 3
thapmakoHarnsgy
3anBHUKa A4N1A
3[iiCHEHHS
hapmakoHarnsgy B
YKpaiHi, AKLLO0 BOHa
BigMiHHa Bif,
YMOBHOBAXXEHOT 0CO6H,
BifgnoBiganbHOT 3a
3[iiCHEHHS
thapmakoHarnsgy
(BK/THOYAKOYMN KOHTAKTHi
[AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-
thaiina cuctemu
hapmakoHarnagy)
3MiHa yNnoBHOBaXXeHOi
0CcOo6U 3asBHUKA,
BignoBigasnbHOI 3a
hapmakoHarnng. ditoua
pegakuis: Dr. Juliane
Niessen-Erkel.
MponoHoBaHa pegakuis:
Dr. Thomas Emmrich.
3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOI 0c06u
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3a8BHVIKa,
BignoBigasibHOI 3a
hapmakoHarniag,
129. | KCENNOAA® | capecitabi | kaneuut | LO1 Tabnetkn, Bkputi | YEMNADPA | HimeuumH Bvpo6HmuTBO | Himeuun BHECEHHS 3MiH A0 3a peyenmom UA/5142/01/02
ne abiH BCO | nniBkoBOtO PM a H3a NOBHUM Ha peecTpauiitHux
6 060/10HKOI0, MO ApuHaimit LIMKIOM: mMartepianis: 3MiHu | Tuny
500 wmr; no 10 Tesb Ekcenna rméeX - 3MiHM Wwoao
TabneTtoky M6X eHg Ko. KI 6e3nekn/edheKTUBHOCTI
6nictepi; no 12 Ta (hapmakoHarnsgy.
6nictepiB y BBefeHHst abo 3MiHM [0
KapTOHHIiiA y3arasibHeHUX AaHnx
ynakoBLj npo cuctemy
thapmakoHarnsgy
(BBEAEHHA

y3arasibHeHNX AaHnx
npo cuctemy
thapmakoHarnagy, smiHa
YNOBHOBAaXEHOT 0CcOo6M,
BiANOBIAa/IbHOI 3a
3[iiCHEeHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobm 3
hapmakoHarnagy
3asBHUKa ANA
3[iACHEHHS
thapmakoHarnsgy B
YKpaiHi, AKL0 BOoHA
BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BignoBigasnbHOI 3a
3[iiCHEHHS
hapmakoHarnagy
(BK/THOYAKOYMN KOHTAKTHi
AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy)
3MiHa ynoBHOBaXXeHOi
0CcOo6U 3asBHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag,. diroya
pegakuis: Dr. Juliane
Niessen-Erkel.
MponoHoBaHa pefakLis:
Dr. Thomas Emmirich.
3MiHa KOHTaKTHUX AaHnX
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
YNOBHOBaXEHOI 0Co6u
3asBHVIKa,
BignoBiganbHOI 3a
hapmakoHaring,
130. | KCENbAH3 | tofacitinib Toghaum LO4 TabneTku Mdpaiizep CWA TEeCTyBaHHH, Himeyun BHECEHHSA 3MiH O0 3a peyernmom UA/14485/02/01
TUHIBY AFQ | nponoHroBaHoi Eiiu.Ci.Mi. nakyBaHHS, Ha/ peecTpauiinHux
umTpar 1 4ii no 11 mr; no Kopnopei BMNYCK cepil: CLIA mMartepianis: 3miHu | Tuny
7 TabneTok LUH Mdpaiizep - 3MiHu Wwopo
NPOSIOHrOBaHO| MeHtochekuyp 6e3nekn/edeKkTBHOCTI
4ii'y 6nictepi, no vHr [loiAuneHs Ta chapmakoHarnsgy.
4 6nictepn y v6X, 3MiHa yacToTu Ta/abo
KapTOHHii HimeuunHa,; TEPMIHiB NoAaHHs
Kopoo6Li BMPOGHMLITBO, perynspHo
TecTyBaHHS: OHOBJ/IIOBaHWIX 3BITiB 3
Biatpic 6e3nekun Nikapcbknx
dapmacbioTika 3ac06iB - 3MiHW YacToTh
n3 NNC, CWA Ta TEPMIiHIB NOAAHHSA

perynsipHo
OHOBJ/OBAHOTO 3BITY 3
6e3nexu.
[Jitova pepakuis:
YactoTa nofgaHHsa
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn 6 micsAuiB.
KiHueBa gata gns
BK/IIOYEHHS AaHWX [10
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku - 15.01.2026 p.
[arta nogaHHs -
25.03.2026 p.
MponoHoBaHa peaakuis:
YactoTa nofgaHHsa
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn 3 poku.
KiHueBa gata gns
BK/IIOYEHHS AaHWX [10
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku - 05.11.2027 p.
[arta nogaHHs -
03.02.2028 p.
PekomeHgoBaHo A0
3aTBEPKEHHS
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BiA4NOBIgHO A0
nepiogMYHOCTI NoJaHHS
perynsipHo
OHOB/IHOBAHUX 3BITIB 3
6e3nekn nikapcbknx
3acob6iB y €C.
131. | KCENbAH3 | tofacitinib Tochaum LO4 Tabnetkn, BkpuTti | MMdcparizep CWA BMPOGHMLUTBO | Himeuun BHECEHHS 3MiH A0 3a peyenmom UA/14485/01/01
TUHIBY AFO | nniBkoBOO Eiiu.Ci.Mi. 3a NOBHUM Ha peecTpauiitHux
uuTpat 1 060/10HKOI0, MO Kopnopeii LIMKIOM: mMartepianis: 3miHu | Tuny
5 wmr; no 14 LUH Mdpaiizep - 3MiHu Wwopo
TabneToky MeHtochekuyp 6e3nekn/edheKTUBHOCTI
6nictepi; no 1 WHr [loiiuneHs Ta (hapmakoHarnsgy.
rvM6X 3MiHa YacToTn Ta/abo

abo 4 6nictepu
Y KapTOHHiIl
nauui

TEePMIiHiB NogaHHsA
perynsipHo
OHOB/1HOBaHKX 3BITIB 3
6e3nekn NikapcbKkunx
3aco06iB - 3MiHV YacToTn
Ta TEPMiHIB NOAAHHSA
perynsipHo
OHOBJIHOBAHOIO 3BITY 3
6esneku.

[Jitova pepakuis:
YacToTa nogaHHs
perynspHo
OHOB/IHOBAHOrO 3BITY 3
6e3nekun 1 pik.
KiHueBa gata gns
BK/IIOUEHHS JaHuX [0
perynsipHo
OHOBJIOBAHOTO 3BITY 3

6e3neku - 05.11.2026 p.

[Jata nogaHHs -
14.01.2027 p.

MponoHoBaHa pefakLjis:

YacToTa nogaHHs
perynspHo
OHOB/IHOBAHOrO 3BITY 3
6e3nekn 3 poku.
KiHueBa gata gns
BK/IIOUEHHS JaHUX [0
perynsipHo
OHOBJIOBAHOTO 3BITY 3

6e3neku - 05.11.2027 p.

[Jata nogaHHs -
03.02.2028 p.
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
PekomenpgoBaHo o
3aTBEPMKEHHS
BiAgNoBigHO A0
nepioguYHOCTI NOAaHHS
perynsipHo
OHOB/IIOBAHUX 3BITIB 3
6e3nekn Nikapcbknx
3acob6iB y €C.
132. | KIKO-MIH 100 | quetiapine | kseTiani NO5 | Tabnetku, BKpUTI Ankem IHAisa Ankem IHAisA BHECEHHS 3MiH A0 3a peyenmom He UA/16518/01/02
Hy AHO | nniBKkoBOw NabopaTo JNabopartopi3 peecTpavliiHnx niosnsieae
ymapa | 4 060/10HKOI N0 pi3 itg, nrtp mMartepianis: 3miHu | Tuny
T 100 wmr, no 10 - 3MiHM Wwoao
TabneToky 6e3nekn/edeKTUBHOCTI
6nictepi; no 1 Ta thapmakoHarnsagy.
6nictepy y 3MiHU Y KOpOTKili
KapTOHHIi XapakTepucTuui
ynakoBLj nikapcbkoro 3acooy,

TEKCTi MapKyBaHHS Ta
IHCTpYKUii ans
MeAnYHOro
3acTocyBaHHS
reHepuyHuX/ribpuaHnx/6
ionoAi6HMX NikapcbKmnx
3aco06iB Nicns BHECEHHSA
Tiei camoi 3MiHM Ha
pecbepeHTHWIA npenapat
(3miHa He noTpebye
HafaHHS XOAHNX HOBUX
[08aTKOBUX AaHnX)
3MiHV BHECEHO A0
IHCTpYKUii ans
MeAnYHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3ginu
"®apMakonorivHi
BiacTmsBocTi",
"B3aemMogis 3 iHWMMK
nikapcbknumy 3acobamu
Ta iHWi B1An
B3aemMogiji”,
"Oco6n1BOCTi
3aCcToCyBaHHA",
"3acTocyBaHHA y nepiof
BariTHocTi abo

rofyBaHHsa rpyan”,
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
"[iTn" "Mo6iuHi peakwyji"
3rigHO 3 iHchopMmalLieto
00 MEANYHOrO
3acTocyBaHHs
pedepeHTHOro
niKapcbKoro 3acoby
(SEROQUEL® tablets
25 mg, 100 mg, 200 mg,
300 mg)
133. | KKO-MIH 200 | quetiapine | kBeTiani NO5 | TabneTtkun, BKpUTI Ankem IHAjs Ankem IHAisA BHECEHHS 3MiH A0 3a peyenmom He UA/16518/01/03
HY AHO | nniBKkoBOM Na6oparto Na6opartopi3 peecTpauiitHux niossieae
dymapa | 4 060/10HKOI0 MO pi3 NiTg, Nt mMartepianis: 3miHu | Tuny
T 200 mr, no 10 - 3MiHM Wwoao
TabneTtoky 6e3nekn/edheKTUBHOCTI
6nictepi; no 1 Ta (hapmakoHarnsgy.
6nictepy y 3MiHW Y KOpPOTKili
KapTOHHii XapakrtepucTuui
ynakoBLj nikapcbkoro 3acoby,

TeKCTi MapKyBaHHS Ta
IHCTPYKUIiT Ana
MeAnYHOro
3acTocyBaHHs
reHepuyYHuX/ribpuaHnx/6
ionoAibHMX NikapcbKnx
3ac06iB NicNs BHECEHHSA
Tiel caMol 3MiHM Ha
pecbepeHTHWIA Nnpenapat
(3miHa He noTpebye
HafjaHHS XXOAHWX HOBUX
[0[aTKOBUX AaHNX)
3MiHV BHECEHO A0
IHCTPYKUIT Ana
MeAnYHOro
3acTocyBaHHs
nikapcbkoro 3acoby y
po3ginu
"®apMakonoriyHi
BNacTuBOCTI",
"B3aemopis 3 iHLWMMK
niKkapcbknumy 3acobamu
Ta iHWi Bnan
B3aemogiin",
"Oco6nuBocTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
rogyBaHHs rpyan”,
"OiTn" "Mo6iuHi peakwyji
3riHO 3 iHhopMmauieto
LLIOAO0 MEANYHOTO
3acTocyBaHHSA
pedyepeHTHOro
nikapcbKoro 3acoby
(SEROQUEL® tablets
25 mg, 100 mg, 200 mg,
300 mg)
134. | KIO-NIH 25 guetiapine | kBeTiani NO5 | TabneTku, BKpUTI Ankem IHais Ankem IHais BHECEHHSA 3MiH J0 3a peyernmom He UA/16518/01/01
HYy AHO | nniBKkoBOI Nab6opaTo Nab6opartopi3 peecTpauiinHux nionseae
ymapa | 4 060/10HKOI0 NO pi3 114 nTp marepianis: 3miHu | Tuny
T 25 wmr, no 10 - 3MiHM Wwoao
Tabnetoky 6e3nekun/edeKkTBHOCTI
6nicTepi; no 1 Ta chapmakoHarnsgy.
6nictepy y 3MiHU Y KOpOTKili
KapTOHHii XapakTepucTuui
ynakoBLi nikapcbKoro 3acoby,

TEKCTi MapKyBaHHA Ta
IHCTpYKLUIT Ana
MeaNYHOro
3acTocyBaHHSA
reHepuUYHNX/riopnaHux/6
ionogibHMX NikapCbKnx
3aco06iB nicna BHECEHHS
Tiei camo’ 3MiHM Ha
pedepeHTHWIN Npenapat
(3miHa He noTpebye
HajaHHS XOAHWX HOBUX
[0AAaTKOBUX AaHWX)
3MiHN BHECEHO A0
IHCTpYKLUiT Ans
MeNYHOro
3acTocyBaHHSA
niKapcbKoro 3acoby y
po3ginu
"apMaKonorivHi
B/1acTmBocCTi",
"B3aemogijs 3 iHWmmun
nikapcbkMu 3acobamu
Ta iHWi B1nan
B3aemMogijin",
"Oco6nuBocTi
3aCTOCyBaHHA",
"3acTocyBaHHs y nepios
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BariTHocTi abo
rogysaHHa rpyaar”,
"Oitn" "Mo6ivHi peakuii”
3rigHo 3 iHthopmaLieto
00 MEANYHOIO
3acTocyBaHHs
pedyepeHTHOro
nikapcbKoro 3acoby
(SEROQUEL® tablets
25 mg, 100 mg, 200 mg,
300 mg)
135. | KKO-MIH 300 | quetiapine | kseTiani NO5 | Tabnetku, BKpUTI Ankem IHAisa Ankem IHAis BHECEHHS 3MiH A0 3a peyenmom He UA/16518/01/04
Hy AHO | nniBKkoBO NabopaTo JNabopartopi3 peecTpauiiHnx niosnsiecae
ymapa | 4 060/10HKOI N0 pi3 itg, nrtp mMartepianis: 3miHu | Tuny
T 300 wmr, no 10 - 3MiHM Woao
TabneToky 6e3nekn/edeKTUBHOCTI
6nictepi; no 1 Ta thapmakoHarnsagy.
6nictepy y 3MiHUN Y KOpOTKili
KapTOHHIi XapakTepucTuui
ynakoBLj nikapcbkoro 3aco6y,

TEKCTi MapkKyBaHHS Ta
IHCTpYKUii ans
MeAnYHOro
3acTocyBaHHS
reHepuyHuX/ribpuaHnx/6
ionopibHMX NikapCbKmx
3aco06iB Nicns BHECEHHSA
Tiei camoi 3MiHM Ha
pecbepeHTHWIA npenapat
(3miHa He noTpebye
HafaHHS XOAHNX HOBUX
[08aTKOBUX AaHnX)
3MiHV BHECeHO A0
IHCTpYKUii ans
MeAn4YHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3ginu
"®apMaKonorivHi
BlacTmBocCTi",
"B3aemMogis 3 iHWMMK
nikapcbknumy 3acobamu
Ta iHWi BUAm
B3aemMogiji”,
"Oco611BOCTi
3aCTOCyBaHHSA",
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
"3acTocyBaHHs y nepiog,
BariTHocTi abo
rogysaHHsa rpyanro”,
"[iTn" "Mo6iuHi peakwyji"
3rigHO 3 iHchopMmalLieto
00 MEANYHOIO
3acTocyBaHHs
pedepeHTHOro
niKapcbKoro 3acoby
(SEROQUEL® tablets
25 mg, 100 mg, 200 mg,
300 mg)
136. | IAMIKTAN lamotrigin namotpu | NO3 | Tabnetku no 25 "nakcoCwmi Benvka [endapm Monbwa BHECEHHS 3MiH A0 3a peyenmom He UA/0452/02/01
e DKVH AXO | wmr;no 15 TKnsiH BpuTaHis Mo3HaHb C.A. peecTpauiitHux niossieae
9 Tabnetoky Ekcnopt MaTepianis: 3miHu Il
6nictepi 3 Nimiteq My - 3MiHK Wo40

nonisiHiIxo0png,
/antomiHieBoT
donbru i3
CUCTEMOIO
3axucTy Big,
aitein; no 2
6nictepu y
KapTOHHii
KopooLi

6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy.
3MiHU Y KOpOTKili
XapakTepucTui
nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta
IHCTPYKUIT Ana
MeAnYHOro
3aCTOCYBaHHSA Yy 3B’A3KY
i3 HOBUMW JaHUMK 3
AKOCTI, AOK/IHIYHUMMU,
KAIHIYHUMW AaHMKn Ta
JaHuMm 3
thapmakoHarnagy. 3miHu
BHECEHO [0 iHCTPYKL,i
AN MegnyHoro
3acTocyBaHHS
nikapcbkoro 3acoby Ao
po3gainis "OcobamBoCTi
3acTocyBaHHsA", "Cnoci6
3acTocyBaHHSA Ta fo3n",
a TaKoX BHECEHO
pepakLiiiHi npaBku fo
TEKCTy po3ginis
"B3aemMogis 3 iHWMMK
nikapcbknumy 3acobamu
Ta iHWi BUAm
B3aemMogiii", "MobiyHi
peakuii”. BBefeHHS 3MiH
NpoTArom 6-Tv MicsLiB
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
nicns 3aTBepKeHHs
137. | NAMIKTAN lamotrigin namotpu | NO3 | Tabnetkn no 50 "nakcoCmi Benvka Oendapm Monba BHECEHHSA 3MiH O0 3a peyernmom He UA/0452/02/02
e DKVH AXO | wmr; no 15 TKnslH BpuTaHia Mo3HaHb C.A. peecTpauiinHux nionseae
9 TabneTok y EkcnopT MaTepianis: 3minHu Il
6nicTepi 3 Nimiteq TMny - 3MiHK WoA0
noniBiHixnopug 6e3nekn/edeKkTBHOCTI
/antomiHieBoT Ta chapmakoHarnagy.
honbru/nanepy 3MiHU Y KOpOTKili
i3 cucremoto XapakTepucTuui
3axXuUCTY Big, nikapcbkoro 3acooy,
aitei; no 2 TEKCTi MapKyBaHHA Ta
6nictepn y IHCTpYKLUIiT Ana
KapTOHHIi MeAnYHoro
Kopoo6L 3aCTOCyBaHHS Yy 3B’A3KY
i3 HOBUMMW JaHUMK 3
SIKOCTi, AOK/IHIYHUMM,
KNiHIYHAMW AaHUMK Ta
JaHuMm 3
hapmakoHarnsgy. 3miHm
BHECEHO [0 IHCTPYKLT
AN MegnyHoro
3acTocyBaHHs
nikapcbkoro 3acoby [0
po3ginis "OcobamBocTi
3acTocyBaHHs", "Cnoci6
3aCcToCyBaHHA Ta fo3n”,
a TaKoX BHECEHO
pefakuiiiHi npaBku o
TeKcTy po3ginis
"B3aemopis 3 iHLWMMK
niKkapcbknumy 3acobamu
Ta iHWi Bnan
B3aemogiit", "Mo6iyHi
peakuii”. BBegeHHS 3MiH
NPOTAroM 6-Tu MicALiB
nicns 3aTBepiXeHHs
138. | IAMIKTAN lamotrigin namotpu | NO3 | Tabnetkun no 100 | nakcoCmi Benvka [endapm Monbwa BHECEHHS 3MiH A0 3a peyenmom He UA/0452/02/03
e DKVH AXO | wmr;no 15 TKnsiH BpuTaHis Mo3HaHb C.A. peecTpauinHux niossieae
9 Tabnetoky Excnopt MaTepianis: 3miHu Il
6nictepi 3 Nimiteq TMny - 3MiHK Wo40
nonisiHiIx0png, 6e3nekn/edheKTUBHOCTI
/antomiHieBol Ta thapmakoHarnagy.
donbru/nanepy 3MiHM Y KOpPOTKili
i3 cucremoto XapaxkrepucTuui
3axuUCTy Big, nikapcbkoro 3acoby,
aiTei; no 2 TEKCTi MapKyBaHHs Ta
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

6nictepn y
KapTOHHii
KopooLi

IHCTpYKUii ans
MeAn4yHOro
3acToCyBaHHS Y 3B’A3KY
i3 HOBUMMW AaHVMK 3
SIKOCTi, AOK/iIHIYHUMM,
KNHIYHUMY flaHMK Ta
JaHumMn 3
hapmakoHarnsgy. 3miHm
BHECEHO [0 IHCTPYKLT
AN MenYHoro
3acTocyBaHHSA
nikapcbkoro 3acoby Ao
po3ginis "OcobamBocTi
3actocyBaHHs", "Cnocio
3acTocyBaHHA Ta fo3n”,
a TaKoX BHECEHO
peAakuiiHi npaBku 4o
TeKCTy po3ginis
"B3aemogijs 3 iHWmmun
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemMogiit", "Mo6iuHi
peakuii”. BBeeHHS 3MiH
NPOTArom 6-Tu MicALiB
nicns 3aTBepKeHHs

139.

NAMOTPUA
XUH

lamotrigin
e

namotpu
[DKUH

MOPOLLIOK
(cybeTaHuisn) y
noABIAHMX
nonieTNeHoBUxX
nakeTtax gns
hapmaLeBTUYHO
ro 3aCTOCyBaHHSA

TOB
"®apma
Crapt"

YkpaiHa

IDKYBINAHT
BIOCIC
NIMITEL,

IHAjA

BHECEHHS 3MiH [j0
peecTpauiintHux
marepianis:3miHu | Tuny
- 3MiHK 3 AKOCTI.
CepTudikat
BignosigHocTi/lE-
cepTugikat
BignoBigHOCTI
€Bponecbkiin
hapmakonei/moHorpadii
. MogaHHA HoBOro abo
OHOB/IEHOTO
cepTugikaTa
BignosigHOCTI abo
BUyYEHHS cepTudpikata
Bi4NOBIAHOCTI
€Bponeiicbkili
dhapmakonei: ans Adl;
L8 BUXIQHOMO
MaTtepiany/peareHTy/npo
MiDKHOTO MPOAYKTY, L0

UA/19024/01/01
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

BUKOPVCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; aons
[O0NOMDKHOT peyoBUHU

(cepTuchikat
BignoBigHOCTI
€Bponeiicbkili
hapmakonei) -

OHoBreHuii cepTudpikat

Bif} y)ke 3aTBepAXeHOro
BMPOGHMKA - MOAaHHSA

OHOBJIEHOTO
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili

hapmakonei Ne CEP
2009-162 - Rev 03
(3aTtBepaxeHo: R1-CEP
2009-162 - Rev 02).
3MiHa Ha3BM BUPOOHUKA

Ta He3HauHi peaakuiiHi

YTOUYHEHHS W00
HanucaHHs agpecu

BVMPOGHMYOTO

MaigaHumka. 3asHadeHi

3MiHV MatOTb BUK/THOYHO
pefakuiiHuii xapakTep

Ta CTOCYITbCA TiEl
camoi thakTuyHoi
afipecu BMpobHMUTBA.

140.

NEBEBPEN
H

levetiracet
am

nesetup
auetam

NO3
AX1

TabneTkn, BKPUTI
NAiBKOBOO
060/10HKOI0, MO
500 wmr, no 10
TabneTok y
6nictepi, no 3
abo 5 6nictepis
Y KapTOHHIl
Kopoo6Li

TOB
"YOP/]]
MEAMLIN

YkpaiHa

YOPN[,
MEANLIVH
INAY CAH. BE
TIDK. A.LL

Typeuun
Ha

BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis: 3miHu | Tuny
- 3MiHM Woao
6e3nekn/edpeKkTBHOCTI
Ta thapmakoHarnsgy.
3MiHa y KopoTkili
XapakTepucTuui
nikapcbkoro 3acoby,
TEKCTi MapkKyBaHHS Ta
IHCTpYKUii ans
MeAnYHOro
3acTocyBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo AoC/iAKeHb

3a peyenmom

He
niosnsiecae

UA/16365/01/02




172

Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

3 6e3nekn 3aCToCyBaHHs
nikapcbkoro 3aco6y B
nicnsapeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BTy 3
nocnigpkeHb,
npoBefeHnX BignoBigHO
[0 NnaHy negiatpuyHmnx
pocnipxeHs (PIP) (3mMiHy
Y3ropKeHo 3
KOMMNETEHTHNUM
YNOBHOBaXXeHUM
opraHom) 3miHu
BHECEHO A0 iHCTPYKL,i
AN MeguyHoro
3acTocyBaHHs
nikapcbKkoro 3acoby y
po3ain "3acTtocyBaHHA Y
nepiog, sariTHocTi abo
rogyBaHHa rpyaaro”
BiAgNoBigHO A0
OHOB/IEHOT iHdhopmaLlii 3
6e3nekun gitouoi
peyoBVHW. BBEAEHHSA
3MiH NpPOTAroM 6-Tn
MicsiyiB nicns
3aTBEPAKEHHS

141.

NEBEBPEMN
H

levetiracet
am

nesetup
aueTtam

NO3
AX1

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, MO
1000 mr, no 10
TabneTtoky
6nictepi, no 3
abo 5 6nicTepis
Y KapTOHHiIl
KopooLi

TOB

“YOP/I[]

MEAMLIN
H

Ykpaina

YOPI
MEONLVH
INIAY CAH. BE
TIDK. A.LLL

Typeuun
Ha

BHECEHHS 3MiH A0
peecTpauiitHux
mMartepianis: 3miHu | Tuny
- 3MiHM Wwoao
6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy.
3MiHa y KopoTkili
XapakTepucTui
nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta
IHCTPYKUIiT Ana
MeAnYHOro
3aCcTOCyBaHHSA Ha
nigcTasi perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo focnigxeHb
3 6e3nekun 3acTocyBaHHS
nikapcbkoro 3acoby B

3a peyenmom

He
nionsizae

UA/16365/01/03
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

nicnsapeecTpauiiHni
nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
LocniopkeHb,
npoBefeHnX BignoBigHO
[0 NNaHy negiatpuyHmx
pocnigxens (PIP) (3MiHy
Y3rofpkeHo 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) 3miHu
BHECEHO [0 IHCTPYKLT
AN MenyHoro
3acTocyBaHHSA
niKkapcbKoro 3acoby y
po3gin "3actocyBaHHs y
nepiog BariTHocTi abo
rogysaHHa rpyaaro”
BiA4NOBIgHO A0
OHOB/IEHOT iHhopMaLii 3
6e3neku gito4oi
peyoBuHW. BBeaeHHsS
3MiH MPOTArom 6-Tn
Micauis nicnsa
3aTBEPKEHHS

142.

NEBEBPEN
H

levetiracet
am

neBeTup
auetam

NO3
AX1

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOIO, MO
250 mr, no 10
Tabnetoky
6nictepi, no 3
abo 5 6nicTepis
Y KapTOHHiIl
KopooLi

TOB
"YOPN[,
MEAMLI

YkpaiHa

YOPIA
MEAVLIVH
INIAY CAH. BE
TIDK. AL

Typeuun
Ha

BHECEHHS 3MiH [j0
peecTpauiintHux
marepianis: 3miHu | Tuny
- 3MiHM Woao0
6e3nekn/edeKkTBHOCTI
Ta chapmakoHarnsgy.
3MiHa y KopoTkili
XapakTepucTui
niKkapcbkoro 3acooy,
TEKCTi MapKyBaHHA Ta
IHCTpYKLUiT Ans
MeNYHOro
3acTocyBaHHS Ha
nigcTasi perynsipHo
OHOBJIOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo focnigxeHb
3 6e3nekn 3aCToCyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauiiHnii
nepiog, abo sk

3a peyenmom

He
nionsieae

UA/16365/01/01
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

pe3ynbTaTt OLiHK/ 3BTy 3
[ocnigpkeHb,
npoBeAeHnX BigNoBigHO
[0 nnaHy negjatpuyHnx
npocnigpxeHs (PIP) (3MiHy
Y3ro[pKeHo 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) 3MiHu
BHECEHO [0 IHCTPYKL,i
AN MegnyHoro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3gain "3actocyBaHHs y
nepiog, saritTHocTi abo
roflysaHHs rpyaar”
BiAgMNoBigHO A0
OHOBNEHOT iHhopMaLlii 3
6esneku giroyoi
peyoBVHW. BBeeHHA
3MiH MPOTAroM 6-Tn
MicAUiB nicns
3aTBEPAKEHHS

143.

NEBOMEK
Oonb

mMeTunyp
aumn,
xnopam
deHikon

D03
AX

Masb, Mo 40 g ()
y Ty6i; no 1 Ty6i
B nauui 3
KapTOHY

NPAT
“XIMOAP
M3ABO/,

“4EPBOH
A 3IPKA"

YkpaiHa

MPAT
“XIMOAPM3A
BOJ,
“UEPBOHA
3IPKA"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavliiHnx
mMartepianis: 3MiHu | Tuny
- 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii
3aci6. CtabinbHiCTb.
3MiHa y TepMiHax
npuaaTHocTi abo
ymMoBax 36epiraHHs
roTOBOrO NiKapCbKOro
3aco06y (36iNbLUeHHs
TePMiHy NpuaaTHoCTI
roTOBOrO NiKapCbKOro
3acoby) - ns Toprosoi
yNaKkoBKu
(niaTBEPOXYETHCA
[aHVMKN peasibHoro
yacy). 36ibLIeHHs
TEepMiHy nNpuaaTHoCTI
'N3. fitoya pepaxuis:
TepMiH npugartHocTi 2
poku. MNMponoHoBaHa
pegakuis: TepMiH

6e3 peyenma

nionsieae

UA/8436/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
npugaTHoCTi 3 poku.
3MiHM BHECEHO B pO34in
"TepmiH npugaTHocTi" B
IHCTPYKLit0 Ans
MeAn4yHOro
3aCTOCYyBaHHA Ta sk
HacnigokK - y TekcT
MapKyBaHHS yNakoBKu
nNiKapcbkoro 3acooy.
BBefeHHS 3MiH
NpoTArom 6-Tv MicsLiB
nicns 3aTBepKEeHHS.
144. | NIBA30O pitavastati | nitaBact | C10 | TabneTku, BkpuTi | Pekopgari IpnaHgis BVPOGHMK ®paHuis BHECEHHS 3MiH A0 3a peyenmom UA/11963/01/01
n aTnH AAO0 | nniBKOBOI Ainenp, Hepo3chacosa / peecTpauiitHux
Kanbuito | 8 060/10HKOI0, MO Nt HOro ITanis mMartepianis: 3miHu | Tuny
lwmr;no7 NPOAYKTY: - 3MiHu Wwopo
TabneToky M'ep dabpe 6e3nekn/edheKTUBHOCTI
6nictepi; no 1 MegikamaH Ta (hapmakoHarnsgy.
6nictepy B MpOLOKCOH, 3MiHa YacToTn Ta/abo
KapTOHHii PpaHuis; TEePMIiHiB NogaHHsA
Kopobui; no 14 BUPOBHUK, perynsipHo
TabneToky AKUIA 34IACHIOE OHOB/IHOBAHUX 3BITIB 3
6nicTepi; no 2 nepBrHHe Ta 6e3nekn nikapcbKnx
6nictepu B BTOPUHHE 3aco06iB - 3MiHV YacToTn
KapTOHHIi nakyBaHHs, Ta TEPMiHIB NOAAHHSA
Kopo6ui; no 15 Bignosigae 3a perynspHo
TabneTtok y KOHTPO/b OHOB/IIOBAHOTO 3BITY 3
6nicTepi; no 2 AKOCTI Ta 6e3neku. flivoua
6nictepu B BUNYCK cepil: pegakuis: YactoTta
KapTOHHiiA Pekoppari nofaHHsa perynspHo
KopooLi IHgacTpia OHOBJIOBAHOTO 3BITY 3
Ximika e 6e3nekn 3 poku. KiHueBa

dapmacesTika
C.n.A., ltania

Jarta ons BKIOYEHHSN
JaHvX oo perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku - 16.07.2025 p.
[arta nogaHHs -
14.10.2025 p.
MponoHoBaHa peaakuis:
YactoTa nofgaHHsa
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn 5 pokis.
KiHueBa gata gns
BK/IIOYEHHS AaHWX [10
perynsipHo
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
OHOB/OBAHOTO 3BITY 3
6e3neku - 16.07.2030 p.
[Jarta nogaHHs -
14.10.2030 p.
PekomergoBaHo A0
3aTBEPAKEHHS
BiA4NOBIgHO A0
nepiogMYHOCTI NoJaHHS
perynsipHo
OHOB/IHOBAHUX 3BITIB 3
6e3nekn nikapcbKknx
3acobiBy EC
145. | NIBA30O pitavastati | nitaBact | C10 | TabneTku, BkpuTi | Pekopgari IpnaHgis BVPOGHMK ®paHuis BHECEHHS 3MiH A0 3a peyenmom UA/11963/01/02
n aTnH AAO0 | nniBKOBOI Ainenp, Hepo3chacosa / peecTpauiitHux
Kanbuito | 8 060/10HKOI0, MO Nt HOro ITanis mMartepianis: 3miHu | Tuny
2wmr;no 7 NPOAYKTY: - 3MiHu Wwopo
TabneToky M'ep dabpe 6e3nekn/edheKTUBHOCTI
6nictepi; no 1 MegikamaH Ta (hapmakoHarnsgy.
6nictepy B MpOLOKCOH, 3MiHa YacToTn Ta/abo
KapTOHHii PpaHuis; TEePMIiHiB NogaHHsA
Kopobui; no 14 BUPOBHUK, perynsipHo
TabneToky AKUIA 34IACHIOE OHOB/IHOBAHUX 3BITIB 3
6nicTepi; no 2 nepBrHHe Ta 6e3nekn nikapcbKnx
6nictepu B BTOPUHHE 3aco06iB - 3MiHV YacToTn
KapTOHHIi nakyBaHHs, Ta TEPMiHIB NOAAHHSA
Kopo6ui; no 15 Bignosigae 3a perynspHo
TabneTtok y KOHTPO/b OHOB/IIOBAHOTO 3BITY 3
6nicTepi; no 2 AKOCTI Ta 6e3neku. flivoua
6nictepu B BUNYCK cepil: pegakuis: YactoTta
KapTOHHiiA Pekoppari nofaHHsa perynspHo
Kopobui; no 20 IHgacTpia OHOBJIOBAHOTO 3BITY 3
TabneTtoky Ximika e 6e3nekn 3 poku. KiHueBa
6nictepi; no 5 dapmacesTika hara Ans BKIOYEHHS
6nicTtepis B C.n.A, Itania AaHux A0 perynspHo
KapTOHHii OHOBJIOBAHOTO 3BITY 3
KopooLi 6e3neku - 16.07.2025 p.

[arta nogaHHs -
14.10.2025 p.
MponoHoBaHa peaakuis:
YactoTa nofgaHHsa
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn 5 pokis.
KiHueBa gata gns
BK/IIOYEHHS AaHWX [10
perynsipHo
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
OHOB/OBAHOTO 3BITY 3
6e3neku - 16.07.2030 p.
[Jarta nogaHHs -
14.10.2030 p.
PekomergoBaHo A0
3aTBEPAKEHHS
BiA4NOBIgHO A0
nepiogMYHOCTI NoJaHHS
perynsipHo
OHOB/IHOBAHUX 3BITIB 3
6e3nekn nikapcbKknx
3acobiBy EC
146. | NIBA30O pitavastati | nitaBact | C10 | TabneTku, BkpuTi | Pekopgari IpnaHgis BVPOGHMK ®paHuis BHECEHHS 3MiH A0 3a peyenmom UA/11963/01/03
n aTnH AAO0 | nniBKOBOI Ainenp, Hepo3chacosa / peecTpauiitHux
Kanbuito | 8 060/10HKOI0, MO Nt HOro ITanis mMartepianis: 3miHu | Tuny
4 mr;no 7 NPOAYKTY: - 3MiHu Wwopo
TabneToky M'ep dabpe 6e3nekn/edheKTUBHOCTI
6nictepi; no 1 MegikamaH Ta (hapmakoHarnsgy.
6nictepy B MpOLOKCOH, 3MiHa YacToTn Ta/abo
KapTOHHii PpaHuis; TEePMIiHiB NogaHHsA
Kopobui; no 14 BUPOBHUK, perynsipHo
TabneToky AKUIA 34IACHIOE OHOB/IHOBAHUX 3BITIB 3
6nicTepi; no 2 nepBrHHe Ta 6e3nekn nikapcbKnx
6nictepu B BTOPUHHE 3aco06iB - 3MiHV YacToTn
KapTOHHIi nakyBaHHs, Ta TEPMiHIB NOAAHHSA
Kopo6ui; no 15 Bignosigae 3a perynspHo
TabneTtok y KOHTPO/b OHOB/IIOBAHOTO 3BITY 3
6nicTepi; no 2 AKOCTI Ta 6e3neku. flivoua
6nictepu B BUNYCK cepil: pegakuis: YactoTta
KapTOHHiiA Pekoppari nofaHHsa perynspHo
KopooLi IHgacTpia OHOBJIOBAHOTO 3BITY 3
Ximika e 6e3nekn 3 poku. KiHueBa
dapmaceBTika Jarta ons BKIOYEHHSN
C.n.A, Itania AaHux A0 perynspHo

OHOB/IIOBAHOTO 3BITY 3
6e3neku - 16.07.2025 p.
[arta nogaHHs -
14.10.2025 p.
MponoHoBaHa peaakuis:
YactoTa nofgaHHsa
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn 5 pokis.
KiHueBa gata gns
BK/IIOYEHHS AaHWX [10
perynsipHo
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
OHOB/OBAHOTO 3BITY 3
6e3neku - 16.07.2030 p.
[Jarta nogaHHs -
14.10.2030 p.
PekomergoBaHo A0
3aTBEPAKEHHS
BiA4NOBIgHO A0
nepiogMYHOCTI NoJaHHS
perynsipHo
OHOB/IHOBAHUX 3BITIB 3
6e3nekn nikapcbKknx
3acobiBy EC
147. | NIFATO® pregabalin | nperaba | NO2 | kancynu TBepgi Megokemi Kinp nepBuHHe Ta Kinp BHECEHHS 3MiH A0 3a peyenmom UA/18107/01/02
NiH BFO | no 150 mr; no 7 Nimiten BTOPUHHE peecTpauiitHux
2 Kancyny nakyBaHHS: mMartepianis: 3miHu | Tuny
6nicTepi; no 3 Megokemi - AOMiHICTpPaTUBHI 3MiHW.
6nictepu y Nimiten, Kinp; 3MiHa HaliMeHyBaHHS
KapTOHHii BUPOGHMLTBO Ta/abo agpecu 3asBHUKA
Kopoo6Li roTOBOro (BnacHvka
NiKapcbKoro peecTpaujiiHoro
3acoby, nocBig4eHHs). 3MiHa
KOHTPO/b Ha3Bu Ta agpecu
AKOCTI, BUMYCK 3asBHUKa (BnacHvKa
cepi: peecTpaujiiHoro
Megokemi nocBigYeHHs)
JimiTeq, Kinp
148. | NIrATO® pregabalin | nperaba | NO2 | kancynu TBepgi Mepokemi Kinp nepBuHHe Ta Kinp BHECEHHS 3MiH A0 3a peyenmom UA/18107/01/03
NiH BFO | no 300 mr; no 7 Nimiteq BTOPUHHE peecTpaviiHnx
2 Kancyny nakyBaHHS: mMartepianis: 3miHu | Tuny
6nictepi; no 3 Mepokemi - AQMIHICTPaTUBHI 3MiHW.
6nictepn y Nimitea, Kinp; 3MiHa HaliMeHyBaHHs
KapTOHHii BVMPOGHMLTBO Ta/abo agpecy 3asBHUKa
Kopoo6Li roToBOro (BnacHvika
NiKapcbKoro peecTpavujiitHoro
3acoby, noceig4eHHs). 3MiHa
KOHTPO/b Ha3Bu Ta agpecu
AKOCTI, BUMYCK 3asBHUKa (BacHukKa
cepi: peecTpaujiiHoro
Mepokemi nocBifYeHHs)
Nimiteq, Kinp
149. | NIrATO® pregabalin | nperaba | NO2 | kancynu TBepgi Megokemi Kinp nepBrHHe Ta Kinp BHECEHHS 3MiH A0 3a peyenmom UA/18107/01/01
niH BFO | no75wmr;no7 Niviteq BTOPUHHE peecTpauiiiHnx
2 Kancyny nakyBaHHs: marepianis: 3miHu | Tuny
6nictepi; no 3 Megokemi - AMIHICTpaTUBHI 3MiHN.
6nictepn y Nimiten, Kinp; 3MiHa HalimeHyBaHHS
KapTOHHIM BUPOGHMUTBO Ta/abo agpecu 3asiBHMKA
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Kopoo6Li roTOBOro (BnacHvika
nikapcbkoro peecTpaujiiHoro
3acoby, noceig4eHHs). 3MiHa
KOHTPO/b Ha3Bu Ta agpecu
AKOCTI, BUMYCK 3asBHUKa (BacHvKa
cepi: peecTpaujiiHoro
Megokemi NoCBiAYEHHS)
Nimitea, Kinp
150. | NMINO®NAB - neuntnH | CO1 | niodpinizaT ana TOB YkpaiHa TOB "BIOJIIK YkpaiHa BHECEHHS 3MiH A0 3a peyenmom He UA/3581/01/01
OH - EX emynbeii Ans "BIONIK PAPMA" peecTpauinHux nionisieae
cTtaHgap iH'ekyin; 1 PAPMA" mMartepianis: 3miHu | Tuny
T, dhnakoH abo - 3MiHM 3 AKOCTI.
KBepueT nnswka 3 [oToBUIA Nikapcbknii
VH niocgpinizatom B 3aci6. CtabinbHiCTb.

nauui

3MiHa y TepMiHax
npuaaTHocTi abo
ymMoBax 36epiraHHs
roTOBOrO NiKapCbKOro
3acoby (3miHa B yMOBax
36epiraHHsA roToBOro
nikapcbkoro 3acoby abo
nicns
PO34YMHEHHA/BILHOB/EHH
51). 3MiHa B ymoBax
36epiraHHs roToBOro
nikapcbkoro 3acoby, Ha
OCHOBI pe3ynbTaTiB
[ocnigpkeHb
CTabiNbHOCTI. 3MiHK
BHECEHI B iIHCTPYKL,0
ANna MegnyHoro
3acTocyBaHHSA
niKkapcbKoro 3acoby y
po34in «YMoBu
36epiraHHa» 3
Bi4NOBIAHVMM 3MiHAMU Y
TEKCTi MapKyBaHHS
YNaKoBKM iKapCbKOoro
3aco6y. 3miHu | Tuny -
3MiHu 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa Yy
TepMiHax npuaaTHoCTI
abo ymoBax 3b6epiraHHs
roTOBOrO NiKapCbKOro
3aco6y (36inbLUeHHs
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

TEepPMiHy NpUAATHOCTI
roTOBOrO NiKapPCbKOro
3aco6y) - 36inbLUeHHs
TEepPMiHy NpUAATHOCTI
nikapcbKoro 3acoby
6ionoriyHoro/imyHonoriy
HOrO NOXOKEHHS Ha
OCHOBI pe3ynbTaTiB
nocnigpkeHb
cTabinbHoCTI,
npoBefeHnX BignoBigHO
[10 3aTBEPIXEHOr0
NpoTOKOAY. 36iNbLUEHHS
TepMiHy npuaartHocTi 3 1
[0 2X pOKiB, Ha niacTasi
OTpUMaHuX pesynbTaTtis
LOCNiMKEHHS
ctabinbHOCTI. 3MiHK
BHECEHI B iHCTPYKLIitO
AN MegnyHoro
3acTocyBaHHs
NiKapcbKoro 3acoby y
po3ain «TepMiH
NPUAATHOCTI». 3MiHN |
MMy - 3MiHM 3 AKOCTI.
[oTOBWIA NikapcbKwii
3aci6. KoHTpornb
rOTOBOrO /1iKapCbKOro
3aco6y (iHLWi 3MiHK).
MNepeknag MKA 3
POCiiCbKOi MOBM Ha
YKpaiHCbKy MOBY AN
npuBeAeHHs y
BIANOBIAHICTD i3
B/MOramu YAHHOI
pepaxuii Hakazy MO3
YkpaiHu Ne 426 Big,
26.08.2005. 3MiHu |
UMYy - 3MiHU 3 AKOCTI.
[oTOBWIA NikapcbKuit
3aci6. KoHTposnb
roTOBOrO NiKapCbKoro
3acoby. 3miHa 'y
mMeToAax BUNpPobyBaHHSA
roTOBOrO NiKapCbKoro
3acoby (He3HayHa 3miHa
Y 3aTBEPMKEHNX
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
MeTofax

BMNPOGYBaHHS) - 3MiHW Y
mMeToaunui «KinbkicHe
BU3HAYEHHS. JIeLUTUH :
3MiHEHO NPUroTyBaHHSA
BMNPO6YBaHOro
PO3UMHY, NPUrOTYBaHHS
PO34MHY MOPIBHAHHS,
NPUroTyBaHHS PO34UHY
amigony, AOBXUHY XBUAi
Ha cneKkTpod)oToMETpI,
po3paxyHkoBy chopmyny
y BifnoBigHOCTI A0
hapmakonenHmx BUMOT;
3MiHW Y MeToAMLL
«KinbkicHe BU3Ha4YeHHsA
KBEPLUTUHY» 3MIHEHO
NpUroTyBaHHs
BMNPOBYBaHOro PO34nHy
Ta po3paxyHKoBy

thopmyny.

151. | NIO3APTAH | Losartan nosapta | C09 | Tabnetku, BKPUTI TOB YkpaiHa AT Yropwm BHECEHHS 3MiH A0 3a peyenmom UA/16519/01/01
nntoc- and H kanito, | DAO | nniBKoBOI «TeBa PapmaLeBTUY Ha/ peecTpaviiHnx
TEBA diuretics rigpoxno | 1 060/10HKOIO N0 YkpaiHa» HWiA 3aBOf, IcnaHis marepianis: 3miHu | Tuny

poTiasung 50 mr/12,5 wr, Tesa, - 3MiHK 3 SKOCTI.
no 10 Tabnetok YropwuHa; [oTOBWIA Nikapcbkuii
y 6nicTepi; no 3 TeBa Papma 3aci6. Cuctema
abo no 6, abo no C.J1Y., IcnaHis KOHTelHep/3aKkynoptosa
9 6nicTepiB y NbHWIA 3aci6. 3miHa y
KapTOHHii NepBUHHINA ynakoBsLi
Kopoo6Li rOTOBOrO JliKapCbKOro
3acoby (Tvn KoHTelHepa
abo fofaBaHHS HOBOIO
KOHTelHepa) - Teepai,
M’'SIKi Ta HeCTEePW/IbHI
piaki nikapcbki hopmun
[JopasaHHA HOBOrO
nakyBaHHs - 6nictep
NBX/MBAX-AntoMiHil,
Ansa ontumisauii
nocTtayaHHs

152. | NO3APTAH | Losartan nosapta | C09 | TabneTtku, BKpUTI TOB YkpaiHa AT Yropwm BHECEHHS 3MiH A0 3a peyenmom UA/16519/01/02
nnoc- and H kanito, | DAO | nniBKkoBOO «TeBa dapmaneBTuy Ha/ peecTpaviiHnx
TEBA diuretics rigpoxno | 1 060/10HKO, NO YkpaiHa» HWi 3aBOf, IcnaHis marepianis: 3miHu | Tuny

poTiasng 100 mr/25 wmr, no TeBa, - 3MiHM 3 AKOCTI.

10 TabneTok y YroplmHa; [O0TOBUIA NiKapCbKni
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
6nictepi; no 3 TeBa dPapma 3aci6. Cuctema
6nictepn y C.J1Y., IcnaHis KOHTelHep/3aKkynoptoBa
KapTOHHii NbHWIA 3aci6. 3miHa y
Kopoo6Li NepBUHHINA ynakosL
roTOBOrO NiKapCbKOro
3acoby (Tvn KoHTelHepa
ab0 fogaBaHHA HOBOMO
KOHTeliHepa) - TBepai,
M'SiKi Ta HeCTEePW/IbHI
piaki nikapcbki dhopmmn
JlofasaHHA HOBOrO
nakyBaHHs - 6nictep
NBX/MBAX-AntoMmiHil,
ONs onTumisaii
nocTayaHHs
153. | IOPUHAEH | Flumetaso | dnymer | DO7 | masbno 15ry TOB YkpaiHa dapmzaBog, Monbwa BHECEHHS 3MiH A0 3a peyenmom He UA/1718/01/01
®C ne and a3oHy BBO | Ty6i; no 1 Ty6iy "BAYLL Enbha A.T. peecTpauiintHux niosisieae
antiseptics | niBanar, | 1 KopooLi XENC MaTepianis: 3miHu Il
KNioXiHO YKPAIHA" T™ny - 3MiHM Woa0
n 6e3nekn/edheKTUBHOCTI

Ta thapmakoHarnagy.
3MiHUN Y KOpOTKili
XapakrepucTuLi

nikapcbkoro 3acoby,

TEKCTi MapKyBaHHS Ta

IHCTPYKUIT Ana
MeNYHOro
3aCTOCYBaHHSA Yy 3B’A3KY
i3 HOBUMM AaHVMU 3
AKOCTI, AOK/IHIYHUMMU,
KAIHIYHUMK AaHMun Ta
JaHnmu 3
hapmakoHarnagy. 3miHu

BHECEHI 0 IHCTPYKLiT

ANna MeAnyHoro
3aCTOCyBaHHSA y
po3ginu: "Cknag"
(YyTOUHEHHS),
"®apMaKonorivHi
Bnactueocti"
(pepaxuiiHi
npaskn),"MNpoTunokasaH
Hs", "B3aemogisi 3
HLWIMMW NiKapCbKMU
3acob6amu Ta iHWi Buan
B3aemMogijin",
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
"Oco6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHoOCTi abo
rogysaHHa rpyaar”,
"Mepepo3yBaHHA",
"Mo6iuHi peakuii" wWoao
6e3nekn 3acTocyBaHHSA
niKapcbKoro 3acoby
BiA4NOBIgHO A0
marepianis fOCbE.
BBefeHHA 3MiH
NpoTArom 6-Tv MicsLiB
nicns 3aTBepKeHHs.
154. | NOCAPTAH | losartan nocapta - NOPOLLIOK TOB YkpaiHa Inka IHais BHECEHHS 3MiH A0 - UA/10325/01/01
KANIKO H Kanito (cybeTaHuisn) y "KYCYM" NabopeTopic peecTpavliiHnx
noABiliHMX Nimiteq mMartepianis: 3MiHu | Tuny
nonieTuneHoBmX - AAMIHICTPaTUBHI 3MiHN.
naketax gns 3MiHa HaliMeHyBaHHS
chapmaueBTUYHO Ta/abo agpecu 3aABHMKa
ro 3aCTOCyBaHHsA (BnacHuka
peecTpavujiitHoro
noceigyeHHs). 3MiHa
HallMeHyBaHHs
3asBHVKa 3 TOB
"TNEAPAPM NTA",
YkpaiHa Ha TOB
"KYCYM", YkpaiHa
155. | IOCAPTAH | losartan nocapta - NOPOLLIOK TOB Ykpaina Bacyaxa IHais BHECEHHS 3MiH A0 - UA/16317/01/01
KANIO H Kanito (cybeTaHuis) y "KYCYM" Papma Xem peecTpauiiiHnx
NoABINHMX Nimiteq mMartepianis: 3miHu | Tuny

nonieTNeHoBuxX
nakeTax gns

hapMaueBTNYHO
0 3aCTOCYBaHHS

- AMIHICTpaTVBHI 3MiHN.
3MiHa HalimeHyBaHHS
Ta/abo agpecu 3asBHMKA
(BnacHuka
peecTpaujiiHoro
nocBig4eHHst). 3MiHa
HaliMeHyBaHHs
3asBHUKa (BnacHuka
peecTpavujiitHoro
nocBifyeHHs), 6e3 3MiHu
OpUANYHOT 0Cco6uU.
3arBepgxeHo: TOB
"TNEAPAPM NTA",
YkpaiHa.
3anponoHoBaHo: TOB
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
"KYCYM", YkpaiHa
156. | MATHIHO magnesiu MarHito BO5 | po3uuH ans TOB Ykpaina TOB "tOpis- Ykpaina BHECEHHSA 3MiH O0 3a peyernmom UA/14030/01/01
CYNb®AT m sulfate cynbgpat | XAOQ | iH'ekuiin, 250 "HOpis- Papm" peecTpauiinHux
y 5 mr/mMa no 5 mn B Papm"” marepianis: 3miHu | Tuny
renTarig amnyni; no 5 - AOMIHICTpaTUBHI 3MiHN.
pat amMnyn B BunyuyeHHs BUPOGHUYOT
KOHTYPHIl AinbHUUI (BKIKOYaOUM
YapyHKOBIl LinbHUUI gna Adl,
ynakoBLij; no 2 NMPOMIXHOIO NPOAYKTY
KOHTYpPHI ab0 roToBOro
YapyHKOBI nikapcbkoro 3aco6y,
ynakoBKu B OinbHuUUi ans
nauvj 3 KapToHy NpoBefEeHHs NaKyBaHHs,
BMPOGHVIKa,

BiANOBIAA/ILHOIO 3a
BWMYCK Cepiid, MicLe
NpoBefEeHHA KOHTPOSI0
cepii) abo
nocTavyasnbHvKa
BUXiQHOro MaTepiasy,
peareHTy abo
[OMOMDKHOT PEYOBUHM
(AKLLO 3a3HaYeHO Y
[OCbE)
BUTyYEHHS
3aTBEPAKEHOrO
BUPOGHMKa Ajto4oT
peyoBMHM Magnesium
sulfate heptahydrate
«CG Chemikalien GmbH
&Co. KG», HimeuuunHa.
3arBepoxeHo: «CG
Chemikalien GmbH
&Co. KG», HimeuuunHa,
«Macco Organiques,
s.r.0», Uecbka
Pecnyb6nika.
3anponoHoBaHo:
MACCO
ORGANIQUES, S.R.O.,
Yecbka Pecnybnika.
3MiHu | TUnNYy - 3MiHK 3
akocTi. CepTudpikar
BignosigHOCTI/TE-
cepTudikat

BiANOBIAHOCTI
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

€Bponecobkin
thapmakonei/moHorpadii
. MogaHHA HoBOroO 260
OHOB/IEHOTO
cepTudiikata
BignosigHoCTIi abo
BUyYEHHS cepTudikata
BignoBigHOCTI
€Bponeiicbkili
dhapmakonei: gns Adl;
ONs BUXIQHOTO
MaTtepiany/peareHTy/npo
MDKHOTO MPOAYKTY, L0
BUKOPVCTOBYHOTHCS Y
BUPO6HMUTBI ADI; ana
[OMOMDKHOT PEYOBUHN
(cepTudpikat
BignoBigHOCTI
€Bponecobkin
hapmakonei) -
OHoB/eHWiA cepTudikat
Bif y)Xe 3aTBEPKEHOrO
BUPOGHMKA - NOAaHHSA
OHOBJIEHOTO
cepTudikata
BignoBigHOCTI
€Bponeiicbkili
thapmakonei Ne R1-CEP
2016-148 - Rev 00
(3aTBEpmXeHo: RO-CEP
2016-148 - Rev 00) gns
L0401 peYOBUHN
Magnesium sulfate
heptahydrate Big Bxe
3aTBEPAKEHOrO
BUpo6HMKa MACCO
ORGANIQUES, S.R.O.,
Yecbka Pecny6rika.

157.

MEAIATOP
H®

ipidacrine

inigakpu
Hy
rigpoxno
puay
MOHOrif,
pat

NO7

Tabnetku no 20
mr; no 10
TabneTtoky
6nictepi; no 5
6nictepiB y
navyi

TOB
"APTEPIY
M ATA"

YkpaiHa

NAT
"Kuismegnpen
apat"”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavliiHnx
mMartepianis: 3miHu | Tuny
- 3MiHM 3 AKOCTI.
[oTOBWIA NikapcbKuii
3aci6. CtabinbHicTb.
3MiHa y TepMiHax
npuaaTHocTi abo

3a peyenmom

He
niosnsieae

UA/18462/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
ymoBax 36epiraHHs
roTOBOrO NiKapPCbKOro
3aco06y (36iNblUeHHs
TEepPMiHy NpUAATHOCTI
roTOBOrO NiKapCbKOro
3aco6y) - ina Toprosoi
yrakoBKM
(nigTBEPOKYETHLCA
[aHUMKN peasibHoro
yacy). 36inbLUeHHs
TEepMiHy NpUAATHOCTI
rn3.
[itoua pepakuis: TepmiH
NPVAATHOCTI 2 POKMU.
MponoHoBaHa peaakuis:
TepmiH npugaTHocTi 5
poKiB.
3MiHN BHECEHO B
IHCTPYKLit0 Ans
MeAn4yHOro
3acTocyBaHHs
NiKapcbKoro 3acoby y
po3gin "TepMiH
npuaaTHocTi".
BBefeHHS 3MiH
NpoTArom 6-T MicsLiB
nicns 3aTBepKEHHS.
158. | MEAOTICT betahistine | 6etarict | NO7 | TabneTtkv no 16 Megokemi Kinp Megokemi Kinp/ BHECEHHS 3MiH A0 3a peyenmom UA/13526/01/01
NH® NHY CAO0 | wr;no 10 Nimiten nTa Higepna peecTpauiitHux
gurigpox | 1 Tabnetoky (LeHTpanbHwii HAY mMartepianis: 3miHu | Tuny
nopwug, 6nicTepi; no 3 3asop), Kinp; - AgMiHICTpPaTUBHI 3MiHW.
6nictepu B $apmaLeBTiLl 3MiHa HaliMeHyBaHHS
KapTOHHii AHaniTiW Ta/abo agpecu 3asBHUKA
KopooLi NabopaTopiym (BnacHuka
[OyiseH B.B., peecTpaujiiHoro
HigepnaHaw; nocBig4eHHs). 3MiHa
XiMIYHWIA i Ha3BW Ta agpecu
hiznyHwMiA 3asBHVKa (BNacHuKa
aHanis, peecTpaujiiHoro
MiKpO6iosoriuH nocBiAYEHHS).
WA KOHTPOSb!
Bpaiitnabe
B.B.,
Higepnanan
159. | MEAOTICT betahistine | 6etarict | NO7 | TabneTku no 24 Mepokemi Kinp Mepokemi Kinp/ BHECEHHS 3MiH A0 3a peyenmom UA/13526/01/02
NH® NHY CAO0 | wr;no 10 Nimiteq nTa Higepna peecTpauiiHnx
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
avrigpox | 1 TabneToky (UeHTpanbHuit HAY marepianis: 3miHu | Tuny
nopwug, 6nicTepi; no 3 3aBop), Kinp; - AgMiHICTpaTUBHI 3MiHW.
6nictepu B dapmaLeBTiLl 3MiHa HaliMeHyBaHHs
KapTOHHIi AHaniTiw Ta/abo agpecy 3asBHMKa
Kopoo6Li NabopaTopiym (BnacHvka
[OyiseH B.B., peecTpaujiiHoro
Higepnangu; noceigyeHHs). 3miHa
XIMIYHWA i Ha3Bu Ta agpecu
hiznuHwMiA 3as1BHVKa (BNacHuKa
aHanis, peecTpavuiitHoro
MiKpO6iosIoriyH NocBiAYEHHS).
WA KOHTPOSb!
Bpaiitnabe
B.B.,
Higepnanan
160. | MEAOMEH meropene | mepone Jo1 MOPOLLIOK ANs Megokemi Kinp Megokemi Kinp BHECEHHS 3MiH A0 3a peyenmom He UA/11738/01/02
EM m Hemy DHO | po3suuHy ons nTa Nimiteq peecTpauiintHux niossieae
Tpurigpa | 2 iH'eKLjin abo mMartepianis: 3miHu | Tuny
T iHpysino 1r; 1 - AOMiHICTPaTUBHI 3MiHW.
hnakoH 3 3MiHa HaliMeHyBaHHS
NOPOLLKOM Y Ta/abo agpecu micua
KapTOHHIi NpoBaKeHHSA
Kopoo6Li BisANbHOCTI
BUpOGHMKa/iMnopTepa

rOTOBOrO J1iKapCbKOro
3acoby, BK/IoYaun
OinbHULI BUNYCKY cepil
abo micue npoBefeHHs
KOHTPO/IO SKOCTI.
([isnbHICTB, 3a AKy
Bignosigae
BMPOGHMK/iMNopTep,
BK/THOHAI0UM BUMYCK
Cepiil) yTOYHEHHS
agpecy BUpoGHMYOT
LinbHUUi Megokemi
Nimitea, Kinp y
BignoBigHOCTI g0
cepTudpikaty GMP, 6e3
3MiHV Micua
BMPOGHMLITBA.
3MiHN BHECEHO B
IHCTpYKLit0 Ans
MeAnYHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

po3gin
«Micue3HaxomKeHHs
BMPOGHUKa Ta agpeca
MiCLiAl NPOBaXXEHHS
0ro JisinbHOCTI».
BignosigHi 3miHM
BHECEHO B TEKCT
MapKyBaHHs YNakoBKM
nNiKapcbkoro 3acooy.
BBefeHHS 3MiH
NpoTArom 6-Tv MicsLiB
nicnsa 3aTBeppkeHHs.
3MiHn | TURY - 3MiHK
oo
6e3nekun/edeKkTUBHOCTI
Ta thapmakoHarnsgy
(iHWi 3MiHW).
3MiHN BHECEHO B TEKCT
MapKyBaHHS BTOPUHHOT
YNaKoBKM iKapCbKOoro
3acoby y nyHkTn 8, 12 Ta
B TEKCT MapKyBaHHs
NepBUHHOT YNakoBKN y
NYHKT 4. Takox
YTOUYHEHO HasiBHICTb Sl
OAuvHULbL. BBeaeHHA
3MiH NpOTAroM 6-Tn
MicAUiB nicns
3aTBEpPHKEHHSA

161.

MEKCUKOP
®

etunver
NAriapoK
cunipug
NHY
CyKUMHa
T

co1
EB

PO34MH AaNs
iH'ekuin, 50
Mr/M1 Mo 2 Mn B
amnyni; no 5
amnyn B
KOHTYpHili
YapyHKOBIli
ynakoBsLi; no 2
KOHTYpPHI
YapyHKOBI
yMakoBkn B
nauui 3 KapToHy

TOB
"3APABO"

YkpaiHa

BUPOBHMK
BiANOBIAA/IbHN
3a
BMPOBHULTBO,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs,
KOHTpPO/b Ta
BMNPOOYBaHHS
cepii,
BK/IHOYAOYM
BUNYCK cepil:
MpAT "Nekxim-
Xapkis",
YKpaiHa,;
BUPOBHMK
BiANOBiA&/IbHN

YkpaiHa

BHECEHHS 3MiH A0
peecTpauiiHnx
mMartepianis: 3miHu | Tuny
- 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii
3aci6. 3mMiHn y
BMPOGHMUTBI. 3MiHa
iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUMYCKY
cepii Ta KOHTPOsI0
AKOCTi rOTOBOrO
nikapcbKoro 3acoby
(3amiHa abo gofaBaHHsA
BMPOGHMKA, LLO
Bi4noBifga€e 3a BBE3EHHSA
Ta/abo Bunyck cepir) -
He Bkntovarouu

3a peyenmom

He
niosnsiecae

UA/4971/01/01
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

1 3a BMNYCK
cepii, He
BK/TIOHA0YM
KOHTPO/b/BUN
po6yBaHHSA
cepi:
ToBapucTBO 3
06MeXeHOo
BignoBigasbHi
CTHO
"30PABQO",
YKpaiHa

KOHTPO/b/BMNPOOYBaHHSA
cepii - foaaBaHHSA
BMpo6HUKa M3,
BiANOBiAaIbHOIO 3a
BUMYCK cepii, He
BK/IHOHAK0UM
KOHTPO/b/BMNPOOYBaHHSA
cepii ToBapuncTBO 3
obmexeHoto
BiANOBIAA/IbHICTIO
"30PABO", YkpaiHa.
Takox po3nucaHo
dOYHKLi 3aTBEPAKEHOTO
BMpOGHMKa 13 MpAT
"Nlekxim-Xapkis",
YkpaiHa (BMPOGHUK
BignoBiganbHWi 3a
BUPOGHWLITBO, NEPBUHHE
Ta BTOPVIHHE MakKyBaHHS,
KOHTPO/b Ta
BMNPOBYBaHHS cepii,
BK/IO4AI0UM BUMYCK
cepii). 3MiHN BHECEHO B
IHCTPYKUito Ans
MeZNYHOro
3acTocyBaHHSA
niKapcbKoro 3acoby y
po3ainu "BupobHuk",
"Micue3HaxomKeHHs
BMpOGHMKa Ta agpeca
MiCLiAl NPOBaXEHHS
noro fdisinbHOCTI" 3
Bi4NOBIAHMMM 3MiHAMU B
TEKCTi MapKyBaHHS
YNaKoBOK.

162.

MEJ/IOKC®

meloxicam

MeJiIoKCH
Kam

MO01
ACO

Tabnetku no 15
mr, no 10
TabneTtoky
6nictepi; no 1
6nictepy B
KapTOHHii
KopooLi

Megokemi
Nimiteq

Kinp

Megokemi
Niviteq

Kinp

BHECEHHS 3MiH [0
peecTpavliiHnx
mMartepianis: 3miHu | Tuny
- AAMIHICTPaTUBHI 3MiHN.
3mMiHa HaliMeHyBaHHS
Ta/abo afgpecu 3aABHMKa
(BnacHuka
peecTpavujiitHoro
noceigueHHs). 3MiHa
Ha3BuW Ta agpecu
3asBHMKa (BNacHvKa

6e3 peyenma

UA/7284/01/02
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
peecTpavujiitHoro
nocBigYeHHs)
163. | ME/IbAIH meldoniu Menbao CO01 | pos3unH gns MpusaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH A0 3a peyenmom UA/18982/01/01
m Hito EB2 | iH'exuili 100 aKujioHepH akuioHepHe peecTpauinHux
gurigpat | 2 Mmr/mn; no 5 mny e TOBapuCTBO mMartepianis: 3miHu | Tuny
donakoHax TOBapuCTB "IHdpy3isn” - 3MiHK 3 AkocTi. API.
CKNAHMX; Mo 5 0 KoHTponb A®I. 3miHa y
hnakoHiB y "IHdpy3ia” napametpax
KOHTYPHil cneyudikayin Ta/abo
YapyHKOBIl [OMYCTUMUX MEX,
ynakosLi; no 2 BU3HAYEHUX Y
KOHTYPHI cneumdikayiax Ha Adl,
YapyHKOBI abo
yMakoBKM y BVXiAHWIA/NPOMIXHWIA
nauui npoayKT/peareHT, Wo
BMKOPWCTOBYIOTbCS Y
npoueci BUpo6HMLTBA
AD| (ONOBHEHHS
cneumdikaLii HOBUM
NOKa3HMKOM SIKOCTi Ta
BiANOBIAHUM METOAOM
BMNPOGYBaHHS)
[OMOBHEHHSA
crneundikauii HoBum
NoKa3HUKOM SIKOCTI
«Bpomign» 3
BiANOBIAHUM METOAOM
BUNpobyBaHHA. JaHuii
MOKa3HWK SKOCTI
KOHTPOJIIOETHLCS NKLLe y
BUMNAKY BUKOPUCTAHHS
B TEXHO/IOTIYHOMY
npoueci 6poMucToi coni
Me/IbAOHIt0.
164. | MEMAME], memantin MeMaHT NO6 | Tabnetku, BKpuTi | Megokemi Kinp BVMPOGHMLTBO Kinp BHECEHHS 3MiH J0 3a peyenmom UA/16845/01/01
® e NHY DXO0 | nniBkoBoOtO Nimiteq 3a MOBHUM peecTpauiiiHnx
rigpoxno | 1 060/10HOt0, N0 LK/TOM: mMartepianis: 3miHu | Tuny
pua 10 wr; no 10 Megokemi - AMIHICTpaTVBHI 3MiHN.
TabneToky Nimiten, Kinp; 3MiHa HalimeHyBaHHS
6nictepi; no 3 Ta/abo agpecu 3asiBHMKA
abo 6 6nicTepis BVMPOGHMLTBO (BnacHuka
B KapPTOHHii 3a NOBHUM peecTpaujiiHoro
KopoobUi LK/TOM: nocBig4eHHs). 3MiHa
Megokemi Ha3BuW Ta agpecu
Nimitea, Kinp 3asBHVKa (BNacHvKa

peecTpauiitHoro
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
noCBiAYEHHS)
165. | MEMAME], memantin MeMaHT NO6 | TabneTku, BKpuTi | Megokemi Kinp BVPOGHMLTBO Kinp BHECEHHSA 3MiH O0 3a peyernmom UA/16845/01/02
® e NHY DX0 | nniBkoBOIO Nimiten 3a NOBHUM peecTpauiinHux
rigpoxno | 1 060/10HO10, MO LMKIOM: marepianis: 3miHu | Tuny
pua 20 mr; no 10 Mepgokemi - AOMIHICTpaTUBHI 3MiHN.
Tabnetoky Nimiten, Kinp; 3MiHa HaliMeHyBaHHs
6nicTepi; no 3 Ta/abo agpecy 3asBHMKa
abo 6 6nicTepis BVPOGHMLTBO (BnacHuka
B KapPTOHHiA 3a NOBHUM peecTpaujiiHoro
Kopoo6Li LMKIOM: noceigyeHHs). 3miHa
Megokemi Ha3BuW Ta agpecu
Nimites, Kinp 3asBHVKa (BNacHuKa
peecTpavujiitHoro
NnocBig4YeHHS)
166. | MEPKAMNTO | mercaptop | mepkanT | LO1 Tabnetkun no 50 Mictpan AHrnis BVPOGHMLTBO Icnanisa BHECEHHS 3MiH A0 3a peyenmom UA/20062/01/01
NYPUH- urine OnypwvH BBO | mr,nmo 25 Kenitan roToBOi peecTpavliiHnx
BICTA (y 2 TabneTtoky MeHemxm nikapcbKoi mMartepianis: 3miHu | Tuny
BUrNAAI hnakoHi; no 1 eHT hopmu, - 3MiHK 3 AKOCTI.
MepkanT dhnakoHy y nauui Nimiteq nepBrHHa Ta [oTOBUIA Nikapcbknii
OonypuHy BTOPWHHA 3aci6. 3MiHn y
MOHoOrif, ynaKoBKa, BMPOGHULTBI. 3MiHA
paty) KOHTPO/Tb iMnopTepa/amiHu, Lo
cepii, BUMYycK CTOCYIOTbCSA BUMYCKY
cepi: cepii Ta KOHTPOsI0
APJEHA SIKOCTi rOTOBOro
MAMIMJIOHA nikapcbKoro 3acoby
C.J1., IcnaHis; (3amiHa abo fofaBaHHs
KOHTPO/Tb LiNbHUL, Ha SKIR
cepi: 3MiiCHI0ETbLCSA
IHOAPMENA, KOHTPO/b/BUNPOBYBaHHSA
C./1., IcnaHis; cepii) -Ao4aBaHHs
KoHTpOosib OinbHALL
cepil MiKpO6ionoriYHoro
(mikpob6ionoriy KOHTpont M3
HWI): Netpharmalab
HeTtdhapmanab Consulting Services
KoHcanTiHr S.L., IcnaHis
Cepgalices
C.J1., IcnaHis;
BTOPVHHA
ynakoBka:
NTABOPATOPI
3 EHTEMA,
C.J1., IcnaHis
167. | METOPTPIT | methotrex | meToTpe | L04 pPO34uH Ans K.T. PymyHis K.T. PymyHis BHECEHHS 3MiH A0 3a peyenmom UA/18524/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
POM®APM | ate Kear AXO | iH'ekuijin, 10 POM®AP POM®APM peecTpauinHnx
3 mr/mn no 0,75 M KOMMAHI marepianis: 3miHu | Tuny
M1 abo no 1 mn, KOMMAHI C.P.J. - 3MiHK 3 AKOCTI.
abo no 1,5 mn, C.P.N. (BrotoBneHH [oTOBWIA NikapcbKumit
abono2mny S NiKapCbKoro 3aci6. 3MiHn y
nonepesHL0 3acoby, BMPOGHMUTBI. 3MiHa
HanoBHeHOMY acenTtuyHe po3mipy cepii
wnpuui; no 1 HamnoBHEHHS (BKtOYatOUM fianasoH
wnpuuy B nNiKapcbkum po3Mipy cepil) roToBoro
6nictepi; no 1 3aco6om NiKapcbKoro 3acoby
6nictepy pasom LnpuuiB, ix (36inblueHHs go 10
3 0JHOPa30BOI 36ipka Ta pasiB NOPIBHSHO i3
rO/IKOK B MapKyBaHHS; 3aTBEPAKEHUM
KapTOHHI nayui BTOpPUHHE po3mipoM) BBEAEHHS
nakyBaHHs, [04aTKOBOro po3mipy
KOHTPO/Ib cepiifCN350n8.
MiKpo6iosioriyH [OMNOBHEHHS [0 BXe
ux Ta 3aTBEPKEHOr0 PO3Mipy
6i0N0orivyHNX cepii 10 11, 20 n. 3miHm |
NoKasHUKIB TUMy - 3MiHM 3 AKOCTI.
nikapcbkoro [oTOBWIA Nikapcbkuii
3acoby; 3aci6. 3MiHn y
KOHTPO/Tb BMPOGHULTBI. 3MiHN
BUXiAHUX BMNPo6yBaHb abo
marepianis, [OMYCTUMUX MEX,
KOHTPO/b BCTaHOBNEHUX Y
hisnko- cneuunaikauisx, nig yac
XIMIYHMX BMPOBHMLTBA FOTOBOrO
NoKasHUKIB nikapcbKoro 3acoby
NPOMIXHOTO Ta (iHLWi 3MiHW)
KIHL,EBOro nepeHeceHHs
NPOAYKTY, MPOMDKHUX KOHTPOJTbHNX
BUNYyCK cepil) BUNPO6YBaHHbL 3
hiNbTPOBAHOIO PO3YNHY
Ha roTOBWIA PO34nH
NiKapcbKoro 3acoby.

168. | MIKA®YHI | micafungin | mikacdyH | JO2 NMOPOLLIOK ANs ToapucT YkpaiHa TOB Natsis BHECEHHS 3MiH A0 3a peyenmom He UA/19140/01/02
H TiH (y AXO | KOHueHTparty BO 3 "papmigen” peecTpauiitHux niossieae
BUrNAAI 5 0151 PO3UKHY 06MexeHo mMartepianis: 3miHu | Tuny

MikadoyH Ans iHdysii no 10 - 3MiHK 3 SKOCTI.

riHy 100 mr; no 1 Bignosiga [oTOBWIA Nikapcbkuii

HaTpito) donakoHy 3 NbHICTIO 3aci6. CTabinbHICTb.
NMOPOLLIKOM Y "HKC- 3miHa y TepmiHax
KapTOHHii PAPM" npuaaTHocTi abo
KopooLi ymoBax 36epiraHHs

rOTOBOrO J1iKApCbKOro
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

3aco6y (36iNblUeHHs
TepMiHy NpUAATHOCTI
roTOBOrO NiKapCbKoro
3acoby) - ns Toprosoi
yNaKoBKu
(nigTBEPOXKYETHCA
[aHVMKN peasibHoro
yacy).
36iNbLUEHHA TEPMIHY
npugatHocTi MN3.
[itoua pepaxkuis:
TepMmiH npuaaTHOCTI 24
micsui
MponoHoBaHa peaakuis:
TepmiH npuaaTHOCTI 36
MicsauiB
3MiHV BHECEHO B
IHCTPYKUito Ans
MeNYHOro
3acTocyBaHHSA
niKkapcbKoro 3acoby y
po3gin "TepMmiH
npuaaTHocTi".
BBefeHHS 3MiH
NpoTArom 6-Tv MicsLiB
nicnsa 3aTBepmKeHHS

169.

MIKA®YHTr|
H

micafungin

MikadyH
riH (y
BuUrnagi
MikadyH
TiHy
HaTpito)

Jo2
AXO0

NOPOLLOK A5
KOHLeHTpaTty
AN PO34NHY
Ans iHdysili no
50 wmr; no 1
dhnakoHy 3
MOPOLLKOM Yy
KapTOHHIi
Kopoo6Li

Tosapuct
BO 3
06MexeHo
10
Bignosiga
NBHICTIO
"HKC-
DAPM"

YkpaiHa

TOB
"®apmiges”

Nartsisa

BHECEHHS 3MiH [0
peecTpavliiHnx
mMartepianis: 3miHu | Tuny
- 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii
3aci6. CtabinbHiCTb.
3MiHa y TepMiHax
npuaaTHocTi abo
ymMoBax 36epiraHHs
roTOBOrO NiKapCbKOro
3aco6y (36iNbLUeHHs
TEePMiHY NpuaaTHoCTI
roTOBOrO NiKapCbKOro
3acoby) - ns Toprosoi
yNaKkoBKu
(niaTBEPOXYETHCA
[aHVMKN peasibHoro
yacy).
36iNbLUEHHA TEPMIHY
npugatHocTi N3.

3a peyenmom

He
niosnsieae

UA/19140/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
[itoya pepakuis:
TepmiH npugaTtHocTi 24
MicsaLj
MponoHoBaHa pegakuis:
TepmiH npugaTtHocTi 36
MicAuiB
3MiHN BHECEHO B
iHCTpYKUjt0 Ans
MeAnyHoro
3acTocyBaHHs
nikapcbKoro 3acoby y
po3gin "TepmiH
npuaaTHocTi".
BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB
nicns 3aTBepKeHHs
170. | M-M- measles, XUBUIA, Jo7 NOpPOLLOK AN Mepk LLiBeriuapi Brpo6HMK CcA/ BHECEHHSA 3MiH O0 3a peyernmom UA/14950/01/01
PBAKCMPO | combinatio | ateHyiio | BD5 | cycneHsii ons Wapn i a BakUMHU in Higepna peecTpauiintHux
® ns with BaHWi 2 iH'exuin; 1 [oym bulk Ta Haw/ marepianis: 3miHu | Tuny
BAKUWHA mumps Bipyc hnakoH 3 I1OEA nepBuHHE Himeyun - 3MiHK 3 AkocTi. API.
ansa and Kopy* nopotukom (1 6X nakyBaHHS: Ha/ CTabinbHicTb. 3MiHa
APO®PINAK | rubella, (wtam posa)Tal Mepk Wapn i ®paHuis nepiofy NOBTOPHMX
TUKN live Enders’ dhnakoH 3 Ooym NNC, BuNpobyBaHb/nepiogy
KOPY, attenuated | Edmonst PO3UYMHHUKOM CLUA; 36epiraHHa abo ymoB
ENIAEMIYH on B), (Boga ans Mepk Wapn i 36epiraHHa A®I (3a
oro XUBUIA, iH'eKUil) y Hoym NNC, BiACYTHOCTi y
NMAPOTUTY aTeHyiio KapTOHHii CLA; 3aTBepAXeHOMY [0CbE
TA BaHWi Kopo6ui; 1 BTopuHHe ceptudikata
KPACHYXU Bipyc hnakoH 3 nakyBaHHs, BignoBigHOCTI
XUBA enigemiy nopotukom (1 BUNYyCK cepii €Bponeiicbkili
HOro posa)Tal BaKLMHM Ta thapmakonel, Lo
napotut nonepegHLO PO3YMHHYIKA: BK/IOYAE Nepiog,
y* (wram HanoBHeHWI Mepk Wapn i NOBTOPHOrO
Jeryl wnpwy, 3 Joym B.B., BMNpPoOyBaHHs) (Nepiof
LynnTM, PO3YNHHUKOM HigepnaHaw,; NOBTOPHOrO
piBeHb (Boga ons Bupo6bHMuTBO, BUNPOGYBaHHs/Nepiop,
B), iH'eKUIl) B KOHTPO/1b 36epiraHHs) -
XUBUIA, KOMM/IEKTi 3 AKOCTI 3MeHLLEeHHS.
aTeHyiio [BOMa rosikamu PO3YMHHKKA Y CKOpoYeHHs nepioay
BaHWiA Y KapTOHHiIl nonepefHL0 36epiraHHa A®I gns
Bipyc Kopo6ui; 10 HanoBHEHOMY KiHL,EBOro 06’egHaHOro
KpacHyx dhnakoHiB 3 Lwinpuwi: 6anky 3 20 pokis,
n? nopotukom Ta 10 BetTep BCTAHOB/IEHOIO Ha
(wtam dhnakoHiB 3 Papwma- nigcTasi gaHux
Wistar PO3UYNHHVKOM depTUryHr [OCNiHKEHHS
RA (Boga ans v6Xi Ko. KT, cTabinbHoCTi, A0
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
2713); iH'eKiin) B HimeuunHa,; 3anpornoHoBaHoro
TUA50 OKpeEMMX BizyanbHa BOCbMUPIYHOTO (8 pokiB)
— [l03a, KapTOHHUX iHCnekuja Ta TEPMIHY.
L0 KOpobkax KOHTPO/Ib
iHcpikye AKOCTI
50 % PO3UYMHHUKA Y
KynbTyp nonepegHbL0
KNITWH; HanoBHEHOMY
: Lnpuui:
PO3MHO Bettep
XeHui dapma-
Ha PepTUryHr
Kypaumnx v6X i Ko. KI,
embpioH HimeuunHa;
ax; BetTep
2 dapma-
oTpyMaH depTUryHr
nii v6X i Ko. K,
LUMISAXOM HimeyunHa;
pO3MHO BizyanbHa
XXEHHS B iHCnekuis
avnnoig PO3UYMHHUKA Y
HMX nonepesHL0
KNiTMHaxX HanoBHEHOMY
hibpobn LNpuL:
acTiB BeTTep
nereHb Papma-
NIOANHN, PepTUryHr
WiI-38 m6X i Ko. K,
HimeuunHa,
Brpo6HMUTBO,
nepBuHHe
nakyBaHHs,
KOHTPO/1b NpK
BUMYCKY Ta
TepMiHy
npugaTHocTi
PO3YMHHMKA Y
nonepesHL0
HanoBHEHOMY
Lwnpuui: AcneH
Hotp-Aam fe
BoHpeBinb,
dpaHLjs;
Brvpo6bHuuTBO
(chopmynsuis,
HanoBHEHHS,
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
TepMiHasibHa
cTepunisaduis,
iHCnekuis,
nakyBaHHs in
bulk)
PO3YMHHKKA Y
donakoHax:
[xy6inaHt
XonnictepCra
ep NINC, CLA,;
MaTeoH
MaHydekuypiH
r Cepsices
NNC, CWA
171. | MOBIKCUK meloxicam | menokcu | MO1 | po3uunH Ans Mosi Xenc | LUBeliyapi Xenn CA Mpeuis BHECEHHS 3MiH A0 3a peyenmom UA/14916/01/01
AM® Kam ACO | iH'ekuii, 15 M6X a peecTpauinHux
6 mr/1,5 mn, no

1,5 mn B amnyni;

no5awmnyny
nAacTUKoBOMy
KOHTEliHepi B
KapTOHHIi
Kopoo6Li

mMartepianis: 3MiHu | Tuny
- 3MiHM Woao
6e3nekn/epeKkTBHOCTI
Ta (hapmakoHarnagy.
BHeceHHs abo 3miHa(h)
[0 3060B'A3aHb Ta yMOB
BMAAui peecTpauiiiHoro
NnocBiAYEHHS,
BKNOYatoun MNnax
ynpasniHHA puU3nKamu
(iHWi 3MiHK). 3asaBHUKOM
HaAaHO OHOB/IEHWI
nnaaH ynpasniHHA
pusmkamu (gani-rnypP),
Bepcis 1.0. 3miHu
BHECeHO A0 YacTtuH: |l
«Cneumdikauis 3
6e3nekn», V «3axoau 3
MiHiMi3aLii pu3unkie», VI
«Pe3tome nnaHy
yNpaB/iHHA pU3MKaMm»,
VII «ogaTtkn» y 3B’A3Ky
3 BUAAIEHHAM
BaXK/IMBUX
ifeHTiKkoBaHNX
pY3VKiB, BaX/IMBUX
NOTEHUIAHNX PU3NKIB, &
TaKoX BUAASIEHHSA
BiACYTHbLOI iHChopMmaLLil.
CrpykTypy NYPa 6yno
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
OHOBJIEHO BiANOBIAHO A0
pekomeHgauiin Guideline
on good
pharmacovigilance
practices (GVP) Module
V — Risk management
systems (Rev 2).
Pe3tome nnaHy
ynpasniHHA pusnkamm
Bepcis 1.0 gogaetbes.
172. | MOP®IHY Morphine MopdpiHy | NO2 | po3uuH ans TOB Ykpaina Benko ®apma IHais BHECEHHSA 3MiH J0 3a peyernmom UA/20772/01/02
CYNb®AT cynbgpat | AAO | iH'ekuiin, 15 "PEAKT® peecTpauiinHux
PEAKT 1 mr/mMa no 1 mn B APM" marepianis: 3miHu | Tuny
amnyni, no 5 - 3MiHM Wwoao
amnyny 6e3nekun/edeKkTBHOCTI
naacTMKoBOMY Ta chapmakoHarnsgy.
noTky, no 1 a6o BBegeHHs1 abo 3MiHN A0
2 notkay y3arasnibHeHUX AaHnx

KapTOHHI nayui

npo cuctemy
dhapmakoHarnsgy
(BBEAEHHA
y3arasibHeHVX AaHnX
npo cuctemy
hapmakoHarnagy, smiHa
YMOBHOBAXXEHOT 0CO6H,
BignoBiganbHOT 3a
3[iiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
chapmakoHarnsgy
3asBHUKa ANs
3[iiCHEeHHS
chapmakoHarnsgy B
YkpaiHi, AKL0 BOHa
BiAMiHHA Big
YNOBHOBAaXEHOT 0CcOo6M,
BiANOBIAa/IbHOI 3a
3[iiCHEeHHS
chapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHi
[aHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
thapmakoHarnagy).
3MiHa YNOBHOBaXEHOT
0C006u 3as9BHUKA,




198

Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

BiANOBIAa/IbHOI 3a
chapmakoHarnsg,.
[itoua pepakuis: Yperiii
AHHa BacwnisHa.
MponoHoBaHa peaakuis:
OuepeTsaHa BepoHika
CepriiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3a8BHYIKa,
BignoBigasibHOI 3a
hapmMakoHarnag. 3miHa
MiCLLe3HaXOAKEHHS
macTep-aiina cucremu
thapmakoHarnsgy Ta
ioro Homepa. 3miHa
Micusi 34iCHEHHS
OCHOBHOI AisNIbHOCTI 3
hapmakoHarnsgy.

173.

MYKoOcCoOn

ambroxol

ambpokc
ony
rigpoxno
pna

R0O5
CBO

PO34MH ANAa
iHcpysiit, 7,5
Mr/Mn, no 2 mn B
amnyni; no 5
ab6o 10 amnyny
nauuj 3 KapToHY;
no 2 Mn B
amnyni; no 5
amnyny
6nictepi; no 1
abo 2 6nictepu
B nauu,i

MNpuBatHe
aKuioHepH
e
TOBapuCTB
0 «Jlekxim-
XapkiB»

YkpaiHa

MpusartHe
akuioHepHe
TOBapuUCTBO

«J1ekxim-
XapkiB»

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiinHux
marepianis: 3miHu | Tuny
- 3MiHM Woao0
6e3nekn/edeKkTBHOCTI
Ta thapmakoHarnsgy
(iHLWi 3MiHN).
3MiHWN BHECEHO B TEKCT
MapKyBaHHA BTOPUHHOT
YMakoBKM NMiKapCbKoro
3acoby y NyHKTU 2, 4,
11, 17 Ta B TEKCT
MapKyBaHHSA NepBUHHOT
YNaKoBKM Y NYHKTU 2, 6.
Takox Buy4yeHo
ay6niotouy iHhopmavito
POCiliCbKOI0 MOBOIO Ta
BHECEHO He3HauHi
npasKun MO TEKCTY.
BBefeHHS 3MiH
NpoTArom 6-Tv MicsLiB
nicns 3aTBepapkeHHs.

3a peyernmom

UA/6958/02/01

174.

HASANOHI
®

oxymetazo
line

oKkcumeT
asoniHy
rigpoxno
pna

RO1
AAOQ

cnpeii
HasasTbHUM,
no3oBaHwuii 0,05
%nol0ry
donakoHi, no 1

TOB
"BAJTAPTI
H
PAPMA"

YkpaiHa

BMPOGHULITBO,
nakyBaHHs,
KOHTPO/1b
saKocTi: TOB
"Mikpocpapm",

YkpaiHa

BHECEHHS 3MiH [10
peecTpaviiHnx
mMartepianis: 3miHu | Tuny
- 3MiHM 3 AKOCTI.
[O0TOBUIA NiKapCbKni

6e3 peyenma

UA/10620/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
donakoHy y nauui YkpaiHa,; 3aci6. KoHTtposb
BUMYCK cepii: roTOBOrO NiKapPCbKOro
TOB 3acoby. 3miHa
"BAJTAPTIH napameTpis
PAPMA", cneuudikauin Ta/abo
YKpaiHa [0NYCTUMUX MEX
rOTOBOrO J1iKapCbKOro
3aco6y (iHLwi 3MiHKn)
-3aMiHa nokasHuka
"OfAHOPIgHICTb
[,030BaHNX OAMHULBL" Ha
"OfHOPIAHICTb Macu, LWo
[ocTaBnseTbca”,
BiANOBIAHO 40 BUMOT
aitoyoro Y "HazanbHi
npenapartun. HasanbHi
cnpei”
175. | HATPIO sodium HaTpito BO5 | po3uuH ans MpusaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH A0 3a peyenmom UA/13557/01/01
xnoeunpg chloride xnopug XAO | iH'ekujin, 9 mr/mn aKujioHepH akuioHepHe peecTpauinHux
3 no5wmns e TOBapuCTBO mMartepianis: 3miHu | Tuny
amnyni; no 10 TOBapuCTB "Jlekxim- - 3MiHM Woao
amnyn y navui 3 0 "Jlekxim- Xapkis" 6e3nekn/edpeKTNBHOCTI
KapTOHY 3 Xapkis" Ta (hapmakoHarnsgy
neperopogkamu; (iHLWi 3MiHW)
no5mns BHECEHHS 3MiH A0
amnyni; no 5 po3gainy «MapkyBaHHS».
amnyny 3arBepAKeHo:
6nicTepi; no 2 MAPKYBAHHA
6nicTepu y nauui [opaeTbes
3 KapToOHY; No 5 3anponoHoBaHo:
M/1 B amnyni; no MAPKYBAHHA
100 amnyn B BignosigHo oo
KopooLi 3 3aTBEPAKEHOrO TEKCTY
neperopogkamu; MapKyBaHHs
no 10 mn 8 3MiHN BHECEHO B TEKCT

amnyni; no 10
amnyn y nauui 3
KapToHy 3
neperopogkamu;
no 10 mn e
amnyni; no 5
amnyny
6nicTepi; no 2
6nicTepu y nauui
3 KapToHy; no 10
M/1 B amnyni; no

MapKyBaHHSA BTOPUHHOT
yMakoBKMN MiKapCbKOro
3aco6y y NyHKTW 2, 4,

11, 17 Ta B TEKCT
MapKyBaHHA NepBUHHOT
YNaKoBKMW Y MYHKTU 2, 6.

BBEAEHHS 3MiH

NpoTArom 6-Tv MicsLiB

nicnsa 3aTBeppkeHHs.




200

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
100 amnyn B
Kopoo6uji 3
neperopogkamu
176. | HEUPANTI gabapenti rabaneH | NO3 | kancynu no 100 dapmacaii KaHaga BupobHuyteo | Kanaga/ BHECEHHS 3MiH A0 3a peyenmom He UA/1185/01/01
H n TUH AX1 | wmr, no 10 kancyn HC [HK. Hepo3chacosa NutBa peecTpauiitHux niossieae
2 y 6nicTepi; no 3 HOro mMartepianis: 3MiHu | Tuny
6nictepu B NPOAYKTY, - 3MiHu Wwopo
KapTOHHii nepBrHHe Ta 6e3nekn/edheKTUBHOCTI
Kopo6ui; no 100 BTOPUHHE Ta (hapmakoHarnsgy.
Kancyny nakyBaHHs, 3MiHa y KopoTkili
chnakoHax KOHTPO/b XapakTepucTui
SAKOCTI, BUNYCK nikapcbkoro 3acoby,
cepii: TeKCTi MapKyBaHHS Ta
dapmacaiiHc IHCTPYKUIT Ana
IHK., KaHaga; MeauyHoro
BTopuHHe 3acTOCyBaHHSA Ha
nakyBaHHS: nigcTasi perynsapHo
JNiuToBCbKO- OHOB/IIOBAHOTO 3BITY 3
HOpBe3bke 6e3nekn nikapcbkoro
3AT 3acoby, abo focnigxeHb
Hopdpauem, 3 6e3nekun 3acTocyBaHHs
NntBa nNiKapcbKoro 3acoby B
nicnsapeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BTy 3
[OCTiIKEHD,
npoBeAeHnX BiANoBIAHO
[0 nnaHy negiatpuyHnx
pocnipxers (PIP) (3mMiHy
Y3ro[pKEHO 3
KOMMNETEHTHUM
YNOBHOBaXEHUM
opraHom) - 3MiHu
BHECEHO [0 iHCTPYKL,i
AN MegnyHoro
3acTocyBaHHS
nikapcbkoro 3acoby Ao
po3gainis "OcobamBoCTi
3acTocyBaHHA" Ta
"Mo6iuHi peakwyi"
Bi4NOBIAHO A0
OHOBNEHOT iHGhopMaLlii 3
6e3nekn 3acTocyBaHHsA
[it040T pevyoBUHU
177. | HEMPANTI gabapenti rabaneH | NO3 | kancynu no 300 dapmacaii KaHapa BupobHuuteo | KaHapa/ BHECEHHS 3MiH A0 3a peyenmom He UA/1185/01/02
H n TVH AX1 | wmr, no 10 kancyn HC IHK. Hepo3schacoBa JlntBa peecTpauiiHnx niossieae
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
2 y 6nictepi; no 3 HOro marepianis: 3miHu | Tuny
6nictepu B npoaykKTy, - 3MiHu Wwopo
KapTOHHii nepBrHHe Ta 6e3nekun/edeKkTUBHOCTI
Kopo6ui; no 100 BTOPUHHE Ta chapmakoHarnsgy.
Kancyny nakyBaHHs, 3MiHa y KopoTkili
chnakoHax KOHTPO/b XapakTepucTuui
SKOCTi, BUNYCK nikapcbkoro 3acooy,
cepii: TEKCTi MapKyBaHHS Ta
dapmacaiiHc IHCTpYKUIiT Ana
IHK., KaHaga,; MeauyHoro
BTopuHHe 3acToCyBaHHA Ha
nakyBaHHS: nigcTasi perynspHo
JInToBCbKO- OHOB/IOBAHOTO 3BITY 3
HopBe3bke 6e3nekun nikapcbkoro
3AT 3acoby, abo JocnigxeHb
Hopdauem, 3 6e3nekn 3acTocyBaHHs
NntBa nikapcbkoro 3aco6y B
nicnsapeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BTy 3
nocnigpkeHb,
npoBefeHnX BignoBigHO
[0 NnaHy negiatpuyHmx
pocnipxeHs (PIP) (3MiHy
Y3ropKeHo 3
KOMMNETEHTHNUM
YNOBHOBaXXEHUM
opraHom) - 3miHu
BHECEHO A0 iHCTPYKL,i
AN MeguyHoro
3acTocyBaHHs
nikapcbkoro 3acoby Ao
po3ginis "Ocob6amBoCTi
3acToCcyBaHHA" Ta
"Mo6iuHi peakwyii"
BigNoBigHO [0
OHOB/IEHOT iHdhopmaLlii 3
6e3nekn 3acToCyBaHHSA
L0401 pevyoBuHU
178. | HEUPANTI gabapenti rabaneH | NO3 | kancynu no 400 dapmacaii KaHaga BupobHuuteo | Kanaga/ BHECEHHS 3MiH A0 3a peyenmom He UA/1185/01/03
H n TUH AX1 | wmr, no 10 kancyn HC [HK. Hepo3chacosa NutBa peecTpauiitHux niossieae
2 y 6nicTepi; no 3 HOro mMartepianis: 3miHu | Tuny
6nictepu B NPOAYKTY, - 3MiHu Wwopo
KapTOHHii nepBrHHe Ta 6e3nekn/edheKTUBHOCTI
Kopo6ui; no 100 BTOPUHHE Ta (hapmakoHarnsgy.
Kancyny nakyBaHHs, 3MiHa y KopoTkili
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

dhnakoHax

KOHTPO/b
SIKOCTI, BUMNYCK
cepi:
dapmacaiHc
IHK., KaHaga;
BTopuHHe
nakyBaHHs:
JINnToBCbLKO-
HopBe3bKe
3AT
Hopdauem,
Nntea

XapakrtepucTumui
nikapcbKoro 3acooy,
TEKCTi MapkKyBaHHS Ta
IHCTpYKUii ans
MeAn4yHOro
3acTocyBaHHS Ha
nigctasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo JocCnigKeHb
3 6e3nekn 3acToCcyBaHHS
nNiKapcbkoro 3acoby B
nicnapeecTpauiiini
nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
LocniopkeHb,
npoBefeHnX BignoBigHO
[0 NNaHy negiatpuyHmx
pocnigxens (PIP) (3MiHy
Y3rofpkeHo 3
KOMNETEHTHUM
YNOBHOBaXEHUM
opraHom) - 3miHu
BHECEHO [0 IHCTPYKLIT
AN MegnyHoro
3acTocyBaHHSA
nikapcbkoro 3acoby Ao
po3ginis "OcobamBocCTi
3aCToCyBaHHA" Ta
"Mo6ivHi peakuii”
BiA4NOBIgHO A0
OHOB/IEHOT iHhopMaLii 3
6e3nekn 3acTocyBaHHsA
L0401 pevyoBUHU

179.

HIKOPETTE
®
KPMKXAHA
M'ATA

nicotine

HIKOTUHY
pesuHat

NO7
BAO

NbOAAHUKN
npecosaHi no 2
mr; no 20
NbOASHUKIB Y
donin-ynakosLy;
no 40
NbOASHUKIB Y
6araTof030Biii

MakHin
ABb

LBeuis

MakHin Ab

LLBeuin

BHECEHHS 3MiH [j0
peecTpauiintHux
MaTepianis: 3miHu Il
TMny - 3MiHK Woa0
6e3nekun/edeKkTBHOCTI
Ta chapmakoHarnagy.
3MiHU Y KOpOTKili
XapakTepucTui

KapTOHHIN niKkapcbkoro 3acooy,
Kopo6ui, no 1 TEKCTi MapKyBaHHA Ta
6araTof030Biii IHCTpYKLUiT Ans
KapTOHHif MeAnYHoro

6e3 peyenma

nionsizae

UA/14535/01/01
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

Kopobui y
KapTOHHii
KopooLi

3aCTOCYBaHHSA Yy 3B’A3KY
i3 HOBUMW JaHUMK 3
AKOCTI, AOK/IHIYHUMMU,
KAIHIYHUMW AaHMun Ta
JaHumn 3
hapmakoHarnagy. 3miHu
BHECEHO B iHCTPYKLitO
AN MegnyHoro
3acTocyBaHHs
nikapcbkoro 3acoby Ao
po3sginis "Cknag"
(BuKNageHo Ha3By
Ait04OT pEYOBUHN
YKpaiHCbKMMU
nitepamu),
"®apMaKonoriyHi
BN1AaCTVBOCTI",
"Mepepo3syBaHHa" Ta
"Ynakoska" (BUNyYEHHS
Ay6niotoyoi iHdopmadii).
BBefeHHS 3MiH
NpoTArom 6-T MicsLiB
nicnsa 3aTBepmHKeHHS

180.

HIKOPETTE
®
KPMXXAHA
M'ATA

nicotine

HIKOTUHY
pesuHar

NO7
BAO

NbOAAHUKN
npecosaHi no 4
mr; no 20
NbOASHUKIB Y
dhnin-ynakosL;
no 40
NbOASHUKIB Y
6araTo030Bil
KapTOHHii
Kopo6bui, no 1
6araTo030Bil
KapTOHHii
Kopobui y
KapTOHHIi
Kopoo6Li

MakHin
AB

LLseuis

MakHin Ab

LLseuis

BHECEHHS 3MiH [0
peecTpavliiHnx
MaTepianis: 3miHu Il
My - 3MiHK WoA0
6e3nekn/edpeKkT1BHOCTI
Ta thapmakoHarnsgy.
3MiHW Y KOpOTKili
XapakTepucTui
nikapcbkoro 3acoby,
TEKCTi MapkKyBaHHS Ta
IHCTpYKUii ans
MeAn4YHOro
3aCTOCyBaHHS Y 3B'A3KY
i3 HOBUMM AaHVMK 3
SAKOCTi, AOKNIHIYHUMN,
KNHIYHUMY faHMK Ta
JaHumn 3
thapmakoHarniagy. 3miHu
BHECEHO B IHCTPYKLiIO
ANna MegnyHoro
3acTocyBaHHSA
nikapcbkoro 3acoby Ao
posginis "Cknag"

6e3 peyenma

nionsieae

UA/14535/01/02
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
(BvKNageHo Hassy
L0401 peYOBUHN
YKpaiHCbKMMU
nirepamu),
"®apmakonorivHi
B/lacTmMBoCTi",
"Mepepno3yBaHHA" Ta
"YnakoBka" (BUNyYEHHS
ny6nioo4oi iHhopmaLi).
BBefeHHS 3MiH
NpoTArom 6-Tv MicsLiB
nicnsa 3aTBepmXeHHs
181. | HI®YPOKC nifuroxazid | Hipypok | AO7 | kancynu TBepgi BocHanek BocHis i BocHanek a.4. | BocHis i BHECEHHS 3MiH A0 3a peyenmom UA/1991/01/02
A3UL e casug AXO | no 200 mr,no 8 n0.o. epuerosu epuero peecTpauiitHux
BOCHANNEK 3 Kancyny Ha BMHA MaTepianis: TexHiyHa

6nictepi, no 1
abo 2 6nictepu
B KapTOHHii
KopoobUi

nomuska (3rigHo Hakasy
MO3 Bif 23.07.2015 Ne
460) BunpasieHHsa
TEXHiYHOT NOMW/IKN
3rigHo n.2.4. posginy VI
Haka3y MO3 YkpaiHu Big,
26.08.2005p. Ne 426 (y
peaakuii Hakaszy MO3
Ykpainu Big 23.07.2015
p Ne 460) wopo
HEeBIANOBIAHOCTI HOMepa
peecTpaujiiHoro
NOCBIAYEHHS,
3a3HavyeHoro Ha
TUTYNbHI cTopiHLi MKA
peecTpauiintHm
marepianam [OCbE.
3arBepaKeHo:
3ATBEP)KEHO
Haka3 MiHicTepcTBa
OXOPOHM 37,0POB'A
YKpainm 28.11.2019 Ne
2352
PeecTpauijitte
nocBigYeHHs
Ne UA/1991/01/01
3anponoHoBaHo:
3ATBEP)KEHO
Haka3 MiHicTepcTBa
OXOPOHM 37,0POB'A
YKpainm 28.11.2019 Ne
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
2352
PeecTpauijiitte
NnocBigYEHHS
Ne UA/1991/01/02
3a3HaveHe
BUMPaBEHHSA
BiAnosigae marepianam
peecTpauiiiHoro Jockbe
(konist YMHHOTO
peecTpavuiitHoro
NocBigYeHHA Ta BKNagku
no Pr)
182. | HIPYPOKC nifuroxazid | Hipypok | AO7 | cycneHsis BAT YropwuHa KOHTPO/b Monbwa BHECEHHS 3MiH A0 3a peyenmom UA/9060/02/01
A3UL e casug AXO | opasibHa, 220 "leneoH SAKOCTI, 403BIN / peecTpauiitHux
PIXTEP 3 Mmr/5 mn; no 90 PixTep" Ha BUMyCK PymyHia | maTepianis: 3miHu | TNy
My dhakoHi; cepii: TOB - 3MiHu Wwopo
no 1 cpriakoHy 3 "l'epeoH 6e3nekn/edheKTUBHOCTI
JI0XKO0- PixTep Ta (hapmakoHarnsgy.
[,03aTOpoOM Y Monbwa”, 3MiHa YacToTn Ta/abo
KapTOHHii Monbua; TEePMIiHiB NogaHHsA
ynakoBLi BMPOBHMLTBO perynsipHo
Hepo3cacoBa OHOB/1HOBAHKX 3BITIB 3
Horo 6e3nekun Nikapcbknx
NpoAyKTY, 3aco06iB - 3MiHV YacToTn
nepBuHHa NoAaHHsA perynsipHo
ynakoBka, OHOB/IIOBAHOTO 3BITY 3
BTOPVHHA 6e3neku.
ynaKoBka, [itoua pepakuis:
KOHTPO/b YacToTta nogaHHa
akocTi: FegeoH perynsipHo
PixTep OHOBJIOBAHOTO 3BITY 3
PymyHia A.T., 6e3nekn 7 pokiB.
PymyHis KiHueBa pata ans

BK/IIOUYEHHSA faHuX [0
perynspHo
OHOB/IHOBAHOIO 3BITY 3
6e3neku - 18.08.2026 p.
Jata nogaHHs -
16.11.2026 p.
MponoHoBaHa pegakuis:
YacToTa nogaHHs
perynspHo
OHOB/IHOBAHOrO 3BITY 3
6e3nekn 5 pokiB.
KiHueBa pata ans
BK/IIOYEHHS faHUX [0
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku - 18.08.2026 p.
[ara nogaHHs -
16.11.2026p.
PekomeHgoBaHo A0
3aTBEPKEHHS
BiAgNoBigHO A0
nepioguYHOCTI NoAaHHS
perynspHo
OHOBJ/IIOBaHWX 3BITiB 3
6e3nekun Nikapcbknx
3acobis y EC.
183. | HOBIFAH® Ibuprofen, | ibynpodp | MO1 | Tabnetku, BKpUTI a-p IHais [O-p Peppj'c IHais BHECEHHSA 3MiH J0 6e3 peyenma UA/5127/01/01
combinatio | eH, n- AE5 | nniBKkoBow Pepai'c Na6opaTtopic peecTpauinHux
ns ninepng | 1 060/10HKOI0; N0 Na6oparto Niviteq marepianis: 3miHu | Tuny
MHOEeTOK 10 TabneTok y pic T4 - 3MiHM 3 AKOCTI.
cu-o- 6nictepi; no 1 [oTOBWIA Nikapcbkuii
Kapbome 6nictepy B 3aci6. KoHTponb
ToKcnbe KapTOHHiiA roTOBOrO NiKapCbKOro
H30cheH KopooLi 3acoby. 3miHa
OHY napameTpis
rigpoxno cneuudikayin Ta/abo
pva, [OMYyCTUMUX MEX
anba- roTOBOrO J1iKapCbKOro
ninepug 3aco6y (iHLWi 3MiHKn)
nHoeTun MpuBeaeHHN
AndbeHin Cneuudpikauii MKA o
aueTtami opuriHaNbHUX matepiani
ny P/, a came:
mMeTo6po BWMNpaB/IEHO HA3BM
mig, nocunaHb Ha BiANOBIAHI

cTatTi EBpOneinceKol
dapmakonei JogaHHAM
cTaTycy «4YuHHa» y
BiANOBIAHOCTI A0
opuriHanbHoT
Cneuundpikauii
BrpobHuka,
BiKOpWUroBaHo Ta
nepecpasosaHo
nepeknag y nocunaHHax
Ha peyvyoBUHU, LLIOAO
AKX MPOBOAATLCA
po3paxyHku, 3MiHEHO
NOCUIaHHA B TECTYBaHHI
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

«CepefHs maca
TabneTkun», «E.coli»
3aMiHeHo Ha
«Escherichia coli».
3MiHn | TURYy - 3MiHM 3
AKOCTi. FOTOBMIA
NiKapcbKkuii 3aci6.
KoHTposb rotoBoro
nNiKapcbkoro 3acooy.
3miHa y meTogax
BUMNPOOYBaHHA rOTOBOrO
niKapcbKoro 3acoby
(He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax
BMNPO6GYBaHHS)
BHeceHo
pekoMeHoBaHi
Na6opaTopieto (Juct
TOB «JOBPOBYT-
JIIKNNAB» Nel355 Big,
27.12.2024 p.) nonpaskun
00 meToamkn «KinbkicHe
BU3HAYEHHS [ir0UmX
peyoBUH. 16ynpoceH»
MK#A, 3apeecTpoBaHux B
YkpaiHi, Ta npuBefeHHs
y BiANOBIZAHICTb A0
OpuriHaNbHOT METOAMNKM
Brpo6Huvka (gogaHo
Temneparypy KOIOHKM
Ta MaUlloHKM 3

npviknagamm
Xpomartorpam)
184. | HOPMATEH | Reserpine | knonami | C02 | TabneTtku, BKpUTI Biatpic HimeuumnH Ali-Ci-EH Monbwa BHECEHHS 3MiH A0 3a peyenmom He UA/2922/01/01
C and 4, LA5 | ob6onoHkoto, No Xernckea a Monbdha peecTpauiitHux niossieae
diuretics, ourigpo 1 20 TabneTtok y 6X XKewys AT mMartepianis: 3miHu | Tuny
combinatio | eprokpu 6nictepi; no 1 - AOMIHICTpaTVBHI 3MiHMW.
ns with CTUH (Y 6nictepy y 3MiHa HaliMeHyBaHHS
other BUrNAAI KopooLi 3 Ta/abo agpecu micua
drugs avrigpo KapToHY NpOBaKEHHSA
eprokpu LisNbHOCTI
CTUHY BMpOGHMKa/imnopTepa
mesunar rOTOBOrO J1iKapCbKOro
y), 3aco0y, BK/IoYaum
pesepni OinbHULI BUNYCKY cepil

H abo micue npoBefeHHs
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

KOHTPO/O SKOCTI.
(misnbHicTb, 3a AKy
Bignosigae
BMPOGHMK/iMNopTep,
BK/THOHAI0UMN BUMYCK
cepiid) - 3miHa agpecu
BMpOGHUWKa 13
BiANOBiAa/IbHOrO 3a
NOBHUIA LMK
BMPOGHULITBA, a came
3MiHa NoLITOBOro
iHAekcy. BupobHunya
AOiNbHWLSA, Ha3Ba Ta yci
BMPOGHUYI onepauvi
3a/mMwalTbCa
HE3MiHHUMUW. 3MiHK
BHECEHO B po3fin
"Micue3HaxomKeHHs
BMPOGHMKa Ta Iioro
agpeca micus
NpoBaKEHHS
OISNBbHOCTI" B IHCTPYKLUiO
AN MegnyHoro
3acTocyBaHHA (eCTD
Bepcis 0001) Ta Ak
Hacnifok - y TekcTt
MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby
(eCTD Bepcis 0001).
BBeneHHA 3MiHU
npotarom 12 micauis
nicns 3aTBeppKeHHs.
3MiHY | TUNY - 3MiHK
oo
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy
(iHLWi 3MiHK) -
MpuBefeHHA HanMcaHHs
TUNY BTOPUHHOT
YMakoBKMN B iIHCTPYKLiT
AN MegnyHoro
3acTocyBaHHs (p.
"Ynakoska") (eCTD
Bepcis 0001) Ta TekcTi
MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby
(eCTD Bepcisi 0001) y
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BiANOBIAHICTD 3
marepianamm
peecTpauiiHoro AocCbeE.
BBefeHHS 3MiH
npoTArom 12-Tn micsyis
nicns 3aTBepKEHHS.
185. | HYBIK/ Coagulatio | cumokto | BO2 | mopoLluok Ta OkTachap AscTpist BUPOGHUK, LWseuis/ BHECEHHS 3MiH A0 3a peyenmom UA/17140/01/01
NUWIQ® n factor Kor BDO | pO34MHHWK ANns Ma BignosiganbHn | Himeuumn peecTpauiitHux
VIl anba 2 pO34nHYy oNs dapmaues n3a Ha MaTepianis: 3miHu Il
(pekombi iH'ekuii no 250 TVKa BVPOGHMLTBO TUMy - 3MiHM 3 AKOCTI.
HaHTHWI MO; 1 conakoH 3 | lMpopykTio in bulk, A®I. BupobHuLTBO.
hakTop nopoLuxkom, 1 Hcrec nepBuHHe 3MiHV B npoveci
Koaryns nonepegHL0 M.6.X. nakyBaHHs, BMPOGHMLTBa ADI
Lji KpoBI 3anoBHeHW Bi3yasibHy (3HauyHa 3miHa y npoueci
VIIT) npuy, 3 iHcnekujto, BUpo6HULUTBa APl W0
PO3YMHHWKOM MO BMNPOBYBaHHS MOXe MaTu iCTOTHWIA
2,5 mn (Boga Ha LjiiCHICTb, BM/IMB Ha SKICTb,
ONs iH eKwiin) BMNPOBYBaHHSA 6e3neky abo
pasom 3 SKOCTI, BUMYCK ehekTBHICTb
KOMMNNEKTOM ANs cepii nikapcbKoro 3acoby).
PO3UMHEHHS | KiHLLeBOro 3MiHa y BUPOBHUYOMY
BHYTPILLHbOBEHH NpoAyKTY npoLeci aKkTMBHOI

oro BBefieHHsA (1
apanTep gns
BigKpUTTA
chnakoHa, 1
ronika-meTesnuk,
2 npocoueHi
cnMpTom
TamnoHu) B
KapTOHHIi
Kopoo6Li

(nopowwka ans
pO34nHy Ans
iH eKui Ta
PO3UMHHVKKA):
Oktaghapma
AB, LBeuis;
BUPOGHUK,
BignoBigaIbHM
11 3a Bi3yasibHy
iHCneKujto Ta
BMNPOBYBaHHSA
Ha LinicHICTb
NS nopoLuka
NSt PO34nHY
ONs iH ek,
MapKyBaHHS
Ta BTOPUHHE
naxyBaHHs
KiHLEBOro
npoagykra
(nopowka gns
PO34nHy Ans
iH eKUili Ta
PO3YMHHUKA):

PEYOBVHN-CUMOKTOKOT
anbga, a came 3amiHa
Triton X-100 Ha
Poloxamer 188 y
pO34nHI AniA
"pereHepavji 1" ans
Kos1oHOK Capto MMC
(multimodal cation
exchange
chromatography gel-
eTan npouecy 5b) Ta SP
Sepharose FF
(Sulphopropyl
Sepharose Fast Flow-
eTan npouecy 5¢).
BHeceHHs pegakuiiHux
npaBoK [0 onucy
BMPOBGHMYOro npouecy
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Kpaina

PeecmpayitiHa

Ymosu

Peknamys

Homep

Ne
n/n

Hassa
JNlikapcbKoe2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUIYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUK

BUPOGH
uka

npoyeoypa

Bionycky

AHHS**

peecmpayiliHo2o
nocsioYyeHHs1

OkTadhapma
[leccay Mmb6X,
HimeuunHa,;
BisyasibHa
iHCnekKuis,
BUNPO6YBaHHSA
AKOCTI,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHs
PO3YMHHYIKA:
Bettep
dapma-
depTiryHr
'm6X Ta Ko.
KF,
HimeuunHa;
BisyasibHa
iHCnekujs,
BUNPOGYBaHHSA
cTabinbHoCTi
PO3YMHHYIKA:
Bettep
dapma-
depTiryHr
v6X Ta Ko.
KF,
HimeuunHa,;
BUPOGHWLITBO,
BUNPOBYyBaHHA
AKOCTI,
Bi3yasibHa
iHCnekuis
PO3YMHHYIKA:
Bettep
dapma-
depTiryHr
v6X Ta Ko.
KF,
HimeuunHa,;
BUNPOGYBaHHSA
SAKOCTI,
BisyasibHa
iHCnekujs
PO3YMHHYKA:
Betrep-

Papma
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
®epTiryHr
m6X Ta Ko.
K, HimeuunHa
186. | HYBIK/ Coagulatio | cumokto | BO2 | mopoLuok Ta OkTachap AscTpist BUPOGHUK, Lseuis/ BHECEHHS 3MiH A0 3a peyenmom UA/17140/01/02
NUWIQ® n factor Kor BDO | pO34MHHWK ANns Ma BignosiganbHn | Himeuumn peecTpauiitHux
VIl anba 2 pO34nHYy oNs dapmaues n3a Ha MaTepianis: 3miHu Il
(pekombi iH'ekuii no 500 TVKa BVPOGHMLTBO TUMy - 3MiHM 3 AKOCTI.
HaHTHWI MO; 1 conakoH 3 | lMpopykTio in bulk, A®I|. BupobHuLTBO.
hakTop nopoLuxkom, 1 Hcrec nepBuHHe 3MiHV B npoveci
Koaryns nonepegHL0 M.6.X. nakyBaHHs, BMPOGHMLTBA ADI
Lji KpoBI 3anoBHeHW Bi3yasibHy (3HauyHa 3miHa y npoueci
VIIT) npuy, 3 iHcnekujto, BUpo6HULUTBa APl L0
PO3UYMHHWKOM MO BMNPOBYBaHHS MOXe MaTu iCTOTHWIA
2,5 mn (Boga Ha LjiiCHICTb, BM/IMB Ha SKICTb,
ONs iH eKwiin) BMNPOBYBaHHSA 6e3neky abo
pasom 3 SKOCTI, BUMYCK ehekTBHICTb
KOMMNNEKTOM ANs cepii nikapcbKoro 3acoby).
PO3UMHEHHS | KiHLLeBOro 3MiHa y BUPOBHUYOMY
BHYTPILLHbOBEHH NpoAYyKTY npoLeci aKkTMBHOI

oro BBefieHHsA (1

apanTep gns
BigKpUTTA
chnakoHa, 1
ronka-meTesnuk,
2 npocoueHi
cnMpTom
TamnoHun) B
KapTOHHIi
Kopoo6Li

(nopowwka ans
pO34nHy Ans
iH eKui Ta
PO3UMHHVKKA):
Oktadhapma
AB, LBeuis;
BUPOGHUK,
BignoBigaIbHM
11 3a Bi3yasibHy
iHCneKujto Ta
BMNPOBYBaHHSA
Ha LinicHICTb
NS nopoLuka
NS pPO34nHY
ONs iH ekuin,
MapKyBaHHS
Ta BTOPUHHE
naxyBaHHs
KiHLEBOro
npoagykra
(nopowka gns
PO34nHy Ans
iH eKUili Ta
PO3UYNHHVIKA):
OkTtadapma
[eccay 'm6X,
HimeuunHa,;

PEYOBVHN-CUMOKTOKOT
anbga, a came 3amiHa
Triton X-100 Ha
Poloxamer 188 y
pO34nHI AniA
"pereHepavji 1" ans
Kos1oHOK Capto MMC
(multimodal cation
exchange
chromatography gel-
eTan npouecy 5b) Ta SP
Sepharose FF
(Sulphopropyl
Sepharose Fast Flow-
eTan npouecy 5¢).
BHeceHHs pegakuiiHux
npaBoK [0 onucy
BMPOBGHUYOro npouecy
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep

n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o

0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1

mosaHa HU c¢hopma,
Ha3sa* ynakoska)

BisyasibHa
iHCnekKuis,
BUNPOBYBaHHSA
SAKOCTI,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHs
PO3YMHHYIKA:
Bettep
Papma-
depTiryHr
'm6X Ta Ko.
KF,
HimeuunHa;
BisyasibHa
iHCnekuis,
BMNPOOYBaHHS
cTabinbHoCTi
PO3UYMHHNKA:
Bettep
Papma-
®epTiryHr
v6X Ta Ko.
KF,
HimeuunHa,;
BMPOGHMLITBO,
BUNPOBYBaHHSA
SAKOCTI,
BisyasibHa
iHCnekuis
PO3UYMHHKKA:
Bettep
Papma-
depTiryHr
v6X Ta Ko.
KF,
HimeuunHa,;
BMNPOOYBaHHS
SAKOCTI,
BisyasibHa
iHCnekujs
PO3YMHHYKA:
BeTTep-
dapma
PepTiryHr
v6X Ta Ko.
K, HimeuunHa
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
187. | HYBIK/ Coagulatio | cumokto | BO2 | mopoLuok Ta Okrachap AscTpis BUPOGHUK, LWseuis/ BHECEHHS 3MiH A0 3a peyenmom UA/17140/01/03
NUWIQ® n factor Kor BDO | pO34MHHUK Ans Ma BignoBiganbHM | Himeyun peecTpauitHux
VI anba 2 pPO34nHYy NS PapmaueB n3a Ha MaTepianis: 3miHu Il
(pekombi iH'ekuii no 1000 TVKa BVPOGHMLTBO UMy - 3MiHM 3 SKOCTI.
HaHTHWI MO; 1 chnakoH 3 | MpoaykTio in bulk, A®I|. BupobHMLTBO.
hakTop nopoLuxkom, 1 Hcrec nepBuHHe 3MiHV B npoveci
Koaryns nonepegHL0 M.6.X. nakyBaHHs, BMPOGHMLTBa ADI
Ljii KpOBI 3anoBHeHW Bi3yasibHy (3Ha4Ha 3miHa y npoueci
VIIT) npuy, 3 iHcnekuijto, BUpo6HULUTBa AdPI, L0
PO3UYMHHWKOM MO BMNPOOYBaHHSA MOXe MaTu iCTOTHWIA
2,5 mn (Boga Ha LinicHIiCTb, BM/IMB Ha SKICTb,
ONs iH ekuiin) BUNPOBYBaHHSA 6e3neky abo
pasom 3 AKOCTI, BUMYCK ehekTBHICTb
KOMM/IEKTOM A5 cepil nikapcbKoro 3acoby).
PO3UYMHEHHS | KiHLLeBOro 3MiHa y BUPOBHUYOMY
BHYTPILLHbOBEHH NpoAyKTYy npoLeci aKkTMBHOI

oro BBegeHHs (1
apanTep gns
BigKpUTTA
chnakoHa, 1
ronka-meTesnuk,
2 npocoueHi
cnmpTom
TamnoHu) B
KapTOHHIi
Kopoo6Li

(nopowka ans
pO34nHy Ans
iH eKui Ta
PO3UYUHHIKA):
OkTaghapma
AB, LUBeuis:;
BMPOGHUK,
BignoBigasibHW
1 3a Bi3yasibHy
iHCnekujto Ta
BUNPOBYBaHHSA
Ha LinicHICTb
[ANs nopoLuka
NS pO34nHy
ONs iH ekuin,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHs
KiHLLeBOro
npoagykra
(nopowka ans
pO34nHy Ans
iH eKUili Ta
PO3UYNHHVIKA):
OkTachapma
[eccay 'mM6X,
HimeuunHa,;
BisyasibHa
iHCnekuis,
BMNPOOYBaHHSA
AKOCTI,

PEYOBVHN-CUMOKTOKOT
anbga, a came 3amiHa
Triton X-100 Ha
Poloxamer 188 y
PO34MHI AniA
"pereHepavji 1" ans
KosioHOK Capto MMC
(multimodal cation
exchange
chromatography gel-
eTan npouecy 5b) Ta SP
Sepharose FF
(Sulphopropyl
Sepharose Fast Flow-
eTan npouecy 5c¢).
BHeceHHs pefakuiliHnX
npaBoK A0 onucy
BMPOBHMYOro npouecy
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

MapKyBaHHs
Ta BTOPWHHE
nakyBaHHs
PO3UYMHHKKA:
Bettep
Papma-
depTiryHr
m6X Ta Ko.
KF,
HimeuunHa,;
BisyasibHa
iHCnekuis,
BMNPOOYBaHHSA
cTabinbHOCTI
PO3YMHHYKA:
Bettep
Papma-
PepTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,
BMPOGHMLITBO,
BMNPOOYBaHHS
AKOCTI,
BisyasibHa
iHCnekujs
PO3YMHHYKA:
Bettep
Papma-
PepTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,
BMNPOOYBaHHSA
AKOCTI,
BisyasibHa
iHCnekwyjs
PO3YMHHYIKA:
BeTTep-
Papma
depTiryHr
M6X Ta Ko.
K, HimeuunHa

188.

HYBIK |
NUWIQ®

Coagulatio
n factor
Vil

CUMOKTO
Kor
anbga

BO2
BDO

NOPOLLIOK Ta
PO3UYMHHUK ANS
pO3unHy Ansi

OkTathap
ma

Papmaues

ABCTpIf

BUPOGHUK,
BignoBigabHM

n3a

LLBeuis/
Himeuun
Ha

BHECEHHS 3MiH [0
peecTpauinHux
MaTepianis: 3miHu ||

3a peyernmom

UA/17140/01/04
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
(pekombi iH’exuii no 2000 TVKa BVPOGHMLTBO UMy - 3MiHM 3 SKOCTI.
HaHTHWI MO; 1 cbnakoH 3 | poaykTio in bulk, A®I|. BupobHuLTBO.
hakTop nopoLuxkom, 1 Hcrec nepBuHHe 3MiHV B npoveci
Koaryns nonepegHL0 M.6.X. nakyBaHHs, BMPOGHMLTBa ADI
Ljii KpOBI 3anoBHeHW Bi3yasibHy (3Ha4Ha 3miHa y npoueci
VIIT) npuy, 3 iHcnekuijto, BUpo6HULUTBa AdPI, L0
PO3UYMHHWKOM MO BMNPOOYBaHHSA MOXe MaTu iCTOTHWIA
2,5 mn (Boga Ha LinicHIiCTb, BM/IMB HA SKICTb,
ONs iH ekuiin) BUNPO6YBaHHSA 6e3neky abo
pasom 3 AKOCTI, BUMYCK eheKTBHICTb
KOMM/IEKTOM AN1s cepil nikapcbKoro 3acoby).
PO3UYMHEHHS | KiHLLeBOro 3MiHa y BUPOBHUYOMY
BHYTPILLHbOBEHH NpoAYyKTY npoLeci aKkTMBHOI

oro BBegeHHs (1
apanTep gns
BigKpUTTA
chnakoHa, 1
ronka-meTesnuk,
2 npocoueHi
cnmpTom
TamnoHun) B
KapTOHHii
Kopoo6Li

(nopowka ans
pO34nHy Ans
iH eKui Ta
PO3YUHHIKA):
OkTaghapma
AB, LUBeuis:;
BMPOGHUK,
BignosigasibHN
1 3a BidyasibHy
iHCnekujto Ta
BUNPOBYBaHHSA
Ha LinicHICTb
NS nopoLuka
NS pO34nHy
ONs iH ekuin,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHs
KiHLLeBOro
npoagykra
(nopowka ans
PO34nHy Ans
iH eKUili Ta
PO3UYNHHVIKA):
OkTachapma
[eccay 'mM6X,
HimeuunHa,;
BisyasibHa
iHCnekuis,
BMNPOOYBaHHSA
AKOCTI,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHS

PEYOBVHN-CUMOKTOKOT
anbga, a came 3amiHa
Triton X-100 Ha
Poloxamer 188 y
pPO34nHI AniA
"pereHepavji 1" ans
KosioHOK Capto MMC
(multimodal cation
exchange
chromatography gel-
eTan npouecy 5b) Ta SP
Sepharose FF
(Sulphopropyl
Sepharose Fast Flow-
eTan npouecy 5c¢).
BHeceHHs pefakuiliHuX
npaBoK A0 onucy
BMPOBHMYOro npouecy
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

PO3UYMHHNKA:
Bettep
Papma-

depTiryHr
v6X Ta Ko.

KF,

HimeuunHa,;

BisyasibHa

iHCnekuis,

BMNPOOYBaHHSA

cTabinbHoCTI

PO3YMHHYKA:
Bettep
Papma-

PepTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,;
BMPOGHMLITBO,
BMNPOOYBaHHS
SAKOCTI,
BisyasibHa
iHCnekujs

PO3YMHHYKA:
Bettep
Papma-

PepTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,;
BMNPOOYBaHHSA
AKOCTI,
BisyasibHa
iHCnekwyjs

PO3YMHHYIKA:
BeTTep-
Papma

depTiryHr

'm6X Ta Ko.

K, HimeuunHa

189.

HYBIK |
NUWIQ®

Coagulatio
n factor
Vil

CUMOKTO
Kor
anba
(pekombi
HaHTHUI

dakTop

BO2
BDO

MOPOLLIOK Ta
PO3YMHHIKK AN1sA
pO3unHy ans
iH’ekujin no 1500
MO; 1 chnakoH 3
nopoLukom, 1

OkTathap
ma
dapmaves
TUKa
MpopykTio
Hcrec

ABCTpIf

BUPOGHUK,
BignoBigaIbHM
 3a
BVPOGHMLTBO
in bulk,
nepB1HHE

LLBeuis/
Himeuun
Ha

BHECEHHS 3MiH [0
peecTpauinHux
MaTepianis: 3miHu Il

UMYy - 3MiHWU 3 AKOCTI.

AdI. Bupo6bHMUTBO.
3MiHM B npoueci

3a peyernmom

UA/17140/01/05
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Koaryns nonepegHL0 M.6.X. nakyBaHHs, BMPOGHMLTBa ADI
Ljii KpOBI 3anoBHeHW Bi3yasibHy (3Ha4Ha 3miHa y npoueci
VIIT) npuy, 3 iHcnekujto, BUpo6HULUTBa AdPI, L0
PO3UYMHHWKOM MO BMNPOOYBaHHSA MOXe MaTu iCTOTHWIA
2,5 mn (Boga Ha LinicHIiCTb, BM/IMB Ha SKICTb,
ONs iH ekuiin) BUNPO6YBaHHSA 6e3neky abo
pasom 3 AKOCTI, BUMYCK eheKTBHICTb
KOMM/IEKTOM A5 cepil nikapcbKoro 3acooby).
PO3UMHEHHS | KiHLLeBOro 3MiHa y BUPOBHUYOMY
BHYTPILLHbOBEHH NpoAyKTY npoLeci aKkTUBHOI

oro BBegeHHs (1
apanTep gns
BigKpUTTA
chnakoHa, 1
ronka-meTesnuk,
2 npocouyeHi
cnmpTom
TamnoHun) B
KapTOHHIi
Kopoo6Li

(nopowka ans
pO34nHy Ans
iH eKui Ta
PO3UYUHHIKA):
OkTaghapma
AB, LUBeuisi;
BMPOGHUK,
BignosigasibHN
1 3a Bi3yasibHy
iHCnekujto Ta
BUNPOBYBaHHSA
Ha LinicHICTb
NS nopoLuka
ONs pO34nHy
ONs iH ekuin,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHs
KiHLLeBOro
npoagykra
(nopowka ans
pO34nHy Ans
iH eKUili Ta
PO3UYNHHVIKA):
OkTachapma
[eccay 'm6X,
HimeuunHa,;
BisyasibHa
iHCnekuis,
BMNPOOYBaHHSA
AKOCTI,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHS
PO3YMHHYKA:
Bettep
Papwma-

PEYOBVHN-CUMOKTOKOT
anbga, a came 3amiHa
Triton X-100 Ha
Poloxamer 188 y
PO34nHI AniA
"pereHepavji 1" ans
KosioHOK Capto MMC
(multimodal cation
exchange
chromatography gel-
eTan npouecy 5b) Ta SP
Sepharose FF
(Sulphopropyl
Sepharose Fast Flow-
eTan npouecy 5c¢).
BHeceHHs pefakuiliHnX
npaBoK A0 onucy
BMPOBHMYOro npouecy
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

®epTiryHr
v6X Ta Ko.
KF,
HimeuunHa,;
BisyasibHa
iHCnekuis,
BMNPOOYBaHHSA
cTabinbHoCTI
PO3YMHHYIKA:
Bettep
Papma-
PepTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,;
BMPOGHMLITBO,
BMNPOOYBaHHS
AKOCTI,
BisyasibHa
iHCnekujs
PO3YMHHYKA:
Bettep
Papma-
®epTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,;
BMNPOOYBaHHSA
AKOCTI,
BisyasibHa
iHCnekwyjs
PO3YMHHYIKA:
BeTTep-
Papma
depTiryHr
'm6X Ta Ko.
K, HimeuunHa

190.

HYBIK |
NUWIQ®

Coagulatio
n factor
Vil

CMMOKTO
Kor
anba
(pekombi
HaHTHUI
thakTop
Koaryns
Ll KpoBi
VI

BO2
BDO

MOPOLLIOK Ta
PO3YNHHIKK AN1sA
PO3unHy ansi
iH’ekujin no 2500
MO; 1 chnakoH 3
nopoLukom, 1
nonepeaHL0
3anoBHeHul
wnpuy 3

OkTathap
ma
dapmaves
TUKa
MpopykTio
Hecrec
M.6.X.

ABCTpIf

BUPOGHUK,
BignoBigabHM
 3a
BVPOGHMLTBO
in bulk,
nepBuHHe
nakyBaHHs,
Bi3yasibHy
iHCnekKuijto,

LLBeuis/
Himeuun
Ha

BHECEHHS 3MiH [0
peecTpauiinHux
MaTepianis: 3miHu Il
UMYy - 3MiHWU 3 AKOCTI.
Adl. Bupo6bHMUTBO.
3MiHM B npoveci
BMPOGHMLTBA ADI
(3HauHa 3miHa y npoveci
BMPO6HMLUTBa ADI, LIO

3a peyernmom

UA/17140/01/06
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
PO3UYMHHWKOM MO BMNPOOYBaHHSA MOXe MaTu iCTOTHWIA
2,5 mn (Boga Ha LinicHIiCTb, BM/IMB Ha SKICTb,
ONs iH ekuiin) BUNPOBYBaHHSA 6e3neky abo
pasom 3 AKOCTI, BUMYCK ehekTBHICTb
KOMM/IEKTOM A5 cepil nikapcbKoro 3acooby).
PO3UYMHEHHS | KiHLLeBOro 3MiHa y BUPOBHUYOMY
BHYTPILLHbOBEHH NpoAyKTY npoLeci aKkTUBHOI

oro BBegeHHs (1
apanTep gns
BigKpUTTA
chnakoHa, 1
ronka-meTesnuk,
2 npocouyeHi
cnmpTom
TamnoHu) B
KapTOHHIi
Kopoo6Li

(nopowka ans
pO34nHy Ans
iH eKui Ta
PO3UYUHHIKA):
OkTaghapma
AB, LUBeuisi;
BMPOGHUK,
BignoBigasibHN
1 3a Bi3yasibHy
iHCnekujto Ta
BUNPOBYBaHHSA
Ha LinicHICTb
[ANs nopoLuka
NS pO34nHy
ONs iH ekuin,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHs
KiHLLeBOro
npoagykra
(nopowka ans
pO34nHy Ans
iH eKUili Ta
PO3UYNHHVIKA):
OkTachapma
[eccay 'mM6X,
HimeuunHa,;
BisyasibHa
iHCnekuis,
BMNPOOYBaHHSA
AKOCTI,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHS
PO3YMHHYKA:
Bettep
Papma-
PepTiryHr
v6X Ta Ko.
KI,

PEYOBVHN-CUMOKTOKOT
anbga, a came 3amiHa
Triton X-100 Ha
Poloxamer 188 y
PO34nHI AniA
"pereHepavji 1" ans
KosioHoK Capto MMC
(multimodal cation
exchange
chromatography gel-
eTan npouecy 5b) Ta SP
Sepharose FF
(Sulphopropyl
Sepharose Fast Flow-
eTan npouecy 5c¢).
BHeceHHs pefakuiliHnX
npaBoK A0 onucy
BMPOBHMYOro npouecy
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

HimeuunHa,;
BisyasibHa
iHCnekuis,

BMNPOOYBaHHSA
cTabinbHoCTI

PO3YMHHYKA:

Bettep
Papma-
®epTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,;
BMPOGHMLITBO,
BMNPOOYBaHHS
SAKOCTI,
BisyasibHa
iHCnekujs

PO3YMHHYKA:

Bettep
Papma-
PepTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,;
BMNPOOYBaHHSA
AKOCTI,
BisyasibHa
iHCnekwyjs

PO3YMHHYIKA:

BeTTep-
Papma
depTiryHr

'm6X Ta Ko.

K, HimeuunHa

191.

HYBIK |
NUWIQ®

Coagulatio
n factor
Vil

CHMIMOKTO
Kor
anba
(pekombi
HaHTHUI
hakTop
Koaryns
Ll KpoBi
VI

BO2
BDO

MOPOLLIOK Ta
PO3YUHHKK ANsA
pO34nHy AnA
iH’ekuii no 3000
MO; 1 chnakoH 3
nopoLukom, 1
nonepeaHL0
3anoBHeHW
wnpwy, 3
PO3YMHHKKOM MO
2,5 mn (Boga
ANs iH'ekwin)

OkTadhap
ma
dapmaves
TUKa
MpopykTio
Hecrec
M.6.X.

ABCTpIf

BUPOGHUK,
BignoBigaIbHM
 3a
BVPOGHMLTBO
in bulk,
nepBuHHe
nakyBaHHs,
Bi3yasibHy
iHCnekyijto,
BMNPOOYBaHHS
Ha LinicHICTb,
BMNPO6YBaHHSA

LLBeuis/
Himeuun
Ha

BHECEHHS 3MiH [j0
peecTpauiintHux
MaTepianis: 3miHu Il
UMYy - 3MiHWU 3 AKOCTI.
Adl. Bupo6bHMUTBO.
3MiHM B npoveci
BMPOGHMLTBA ADI
(3HauHa 3miHa y npoveci
BMPOGHMLUTBa ADI, IO
MOXe mMaTh iCTOTHUI
BMNJIMB Ha SAKICTb,
6e3neky abo

3a peyernmom

UA/17140/01/07
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
pasom 3 AKOCTI, BUMYCK eheKTBHICTb
KOMM/IEKTOM A5 cepil nikapcbKoro 3acooby).
PO3UMHEHHS | KiHLLeBOro 3MiHa y BUPOBHUYOMY
BHYTPILLHbOBEHH NpoAyKTY npoLeci aKkTMBHOI

oro BBegeHHs (1
apanTep gns
BigKpUTTA
chnakoHa, 1
ronka-meTesnuk,
2 npocouyeHi
cnmpTom
TamnoHu) B
KapTOHHIi
Kopoo6Li

(nopowka ans
pO34nHy Ans
iH eKui Ta
PO3UYUHHIKA):
OkTaghapma
AB, LUBeuis:;
BMPOGHUK,
BignoBigasbHW
1 3a BidyasibHy
iHCnekujto Ta
BUNPO6YBaHHSA
Ha LinicHICTb
[ANs nopoLuka
NS pO34nHy
ONs iH ekuin,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHs
KiHLLeBOro
npoagykra
(nopowka ans
PO34nHy Ans
iH eKUili Ta
PO3UYNHHVIKA):
OkTachapma
[eccay 'm6X,
HimeuunHa,;
BisyasibHa
iHCnekuis,
BMNPOOYBaHHSA
AKOCTI,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHS
PO3YMHHYKA:
Bettep
Papma-
PepTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,
BisyasibHa
iHCnekKuis1,

PEYOBVHN-CUMOKTOKOT
anbga, a came 3amiHa
Triton X-100 Ha
Poloxamer 188 y
pPO34nHI AniA
"pereHepavji 1" ans
KosioHoK Capto MMC
(multimodal cation
exchange
chromatography gel-
eTan npouecy 5b) Ta SP
Sepharose FF
(Sulphopropyl
Sepharose Fast Flow-
eTan npouecy 5¢).
BHeceHHs pefakuiliHuX
npaBoK A0 onucy
BMPOBHMYOro npouecy
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BMNPOOYBaHHSA
cTabiNbHOCTI
PO3YMHHYKA:
Bettep
Papma-
®epTiryHr
v6X Ta Ko.
Kr,
HimeuuunHa,
BMPOGHMLITBO,
BMNPOOYBaHHS
AKOCTI,
BisyasibHa
iHCnekujs
PO3YMHHYKA:
Bettep
Papma-
PepTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,
BMNPOOYBaHHSA
AKOCTI,
BisyasibHa
iHCnekwyjs
PO3YMHHYIKA:
BeTTep-
Papma
depTiryHr
v6X Ta Ko.
KI, HimeyunHa
192. | HYBIK/ Coagulatio | cumokto | BO2 | nopoluok Ta OkTathap ABCTpIf BUPOGHUK, Lseuis/ BHECEHHSA 3MiH O0 3a peyernmom UA/17140/01/08
NUWIQ® n factor Kor BDO | pO34MHHWK ANns Ma BignosiganbHu | Himeuyun peecTpauinHux
VI anba 2 po34nHYy Ans dapmaves n3a Ha marepianis: 3miHu Il
(pekombi iH’exuii no 4000 TVKa BVPOGHMLTBO UMYy - 3MiHWU 3 AKOCTI.
HaHTHUI MO; 1 conakoH 3 | TMpopykTio in bulk, Adl. Bupo6bHMUTBO.
thakTop nopoLuxkom, 1 Hcrec nepBuHHe 3MiHKM B npoueci
Koaryns nonepegHL0 M.6.X. naxkyBaHHs, BMPOGHMLTBA ADI
Ll KpoBi 3anoBHeHWA Bi3yasibHy (3HauHa 3miHa y npoveci
VIII) wnpwy, 3 iHCneku;jto, BMPOGHMLUTBa ADI, L0
PO3YMHHWKOM NO BUMPOBYBaHHS MOXe mMaTh iCTOTHUI
2,5 mn (Boga Ha LinicHICTb, BM/IUB Ha AKICTb,
ANs iH'eKwin) BMNPOBYBaHHSA 6e3neky abo
pasom 3 SAAKOCTI, BUNYCK eeKTMBHICTb
KOMMNMEKTOM ANs cepil niKkapcbKoro 3acooby).
PO3YMHEHHS i KiHL,EBOro 3MiHa y BUPOGHUYOMY
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BHYTPILLHbOBEHH NpoAyKTY npoLeci aKkTMBHOI

oro BBegeHHs (1
apanTep gns
BigKpUTTA
chnakoHa, 1
ronka-meTesnuk,
2 npocouyeHi
cnmpTom
TamnoHu) B
KapTOHHIM
Kopoo6Li

(nopowka ans
pO34nHy Ans
iH eKui Ta
PO3UYUHHIKA):
OkTaghapma
AB, LBeuis;
BMPOGHUK,
BignoBigasibHW
1 3a Bi3yasibHy
iHCnekujto Ta
BUNPOBYBaHHSA
Ha LinicHICTb
NS nopoLuka
NS pO34nHy
ONs iH ekuin,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHs
KiHLLeBOro
npoagykra
(nopowka gns
pO34nHy Ans
iH eKUili Ta
PO3UYNHHVIKA):
OkTachapma
[eccay 'm6X,
HimeuunHa,;
BisyasibHa
iHCnekuis,
BMNPOOYBaHHSA
AKOCTI,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHS
PO3YMHHYKA:
Bettep
Papma-
PepTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,
BisyasibHa
iHCnekKuis,
BUNPOBYBaHHSA
cTabifIbHOCTI
PO3YMHHYKA:

PEYOBVHN-CUMOKTOKOT
anbga, a came 3amiHa
Triton X-100 Ha
Poloxamer 188 y
pPO34nHI AniA
"pereHepavji 1" ans
KosioHoK Capto MMC
(multimodal cation
exchange
chromatography gel-
eTan npouecy 5b) Ta SP
Sepharose FF
(Sulphopropyl
Sepharose Fast Flow-
eTan npouecy 5¢).
BHeceHHs pefakuiliHuX
npaBoK A0 onucy
BMPOBHMYOro npouecy




224

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Bettep
Papma-
PepTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,
BMPOGHMLITBO,
BMNPOOYBaHHS
AKOCTI,
BisyasibHa
iHCnekujs
PO3YMHHYKA:
Bettep
Papma-
PepTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,
BMNPOOYBaHHSA
AKOCTI,
BisyasibHa
iHCnekujs
PO3YMHHYIKA:
BeTTep-
Papma
depTiryHr
M6X Ta Ko.
KI, HimeyunHa
193. | HYBIK/ Coagulatio | cumokTo | BO2 | nopoluok Ta OkTathap ABCTpIf BUPOGHUK, Lseuis/ BHECEHHSA 3MiH O0 3a peyenmom UA/17140/01/01
NUWIQ® n factor Kor BDO | pO34MHHWK ANns Ma BignosiganbHn | Himeuyun peecTpauiinHux
VI anbtha 2 po34nHy Ans dapmaves n3a Ha marepianis: 3miHu | Tuny
(pekombi iH’ekuii no 250 TMKa BVPOGHMLTBO - 3MiHM 3 SKOCTI.
HaHTHUI MO, 1 chnakoH 3 | MpoaykTio in bulk, [oTOBWIA Nikapcbkuii
thakTop nopoLuxKom, 1 Hcrec nepBuHHe 3aci6. Cuctema
Koaryns nonepegHLO M.6.X. nakyBaHHs, KOHTelHep/3akynoptosa
Ll KpoBi 3anoBHeHWA Bi3yasibHy JbHWIA 3aci6. 3miHa
VIII) wnpwy, 3 iHCneku;jto, napameTpis
PO3YMHHKKOM MO BMNPOOYBaHHS cneuudikayin Ta/abo
2,5 mn (Boga Ha LinicHICTb, L0NYCTUMUX MEX
ANs iH'eKwin) BMNPOBYBaHHS NepBUHHOT YNakoBKn
pasom 3 AKOCTI, BUMYCK roTOBOrO NiKapCbKOro
KOMMNMEKTOM ANs cepil 3aco06y (iHLUi 3MiHK)
PO3YMHEHHS i KIHL,EBOro PoswupeHHs
BHYTPILLHLOBEHH npoAyKTy TemnepaTypHoro
oro BBefeHHsA (1 (nopowwka ans nianasoHy 36epiraHHs
agantep ans po3unHy Ans NMOPOXHIX CKNSIHWX
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BiAKPUTTS iH eKui Ta chnakoHis, a came 3
chnakoHa, 1 PO3UYUHHIKA): «+15 o +25°C» o «+2
ronka-mMeTenuk, OkTaghapma 10 +30°C»
2 NpocoyYeHi AB, LUBeuis:;
cnmpTom BUPOGHWK,
TamnoHu) B BignoBigasibHW
KapTOHHIi 1 3a Bi3yasibHy
Kopoo6Li iHCnekujto Ta
BUNPO6YBaHHSA
Ha LinicHICTb

NS nopoLuka
NS pO34nHy
ONs iH ekuin,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHs
KiHLLeBOro
npoagykra
(nopowka gns
pO34nHy Ans
iH eKUili Ta
PO3UYNHHVIKA):
OkTachapma
[eccay 'm6X,
HimeuunHa,;
BisyasibHa
iHCnekuis,
BMNPOOYBaHHSA
AKOCTI,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHS
PO3YMHHYKA:
Bettep
Papma-
PepTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,
BisyasibHa
iHCnekKuis,
BUNPO6YBaHHSA
cTabinbHOCTI
PO3YMHHYIKA:
Bettep
Papma-
depTiryHr
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
v6X Ta Ko.
Kr,
HimeuunHa,
BMPOGHMLITBO,
BMNPOOYBaHHS
AKOCTI,
BisyasibHa
iHCnekujs
PO3YMHHYIKA:
Bettep
Papma-
PepTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,
BMNPOOYBaHHSA
AKOCTI,
BisyasibHa
iHCnekwyjs
PO3YMHHYIKA:
BeTTep-
Papma
depTiryHr
v6X Ta Ko.
KI, HimeyunHa
194. | HYBIK/ Coagulatio | cumokto | BO2 | nopoluok Ta OkTadhap ABCTpIf BUPOGHUK, Lseuis/ BHECEHHSA 3MiH A0 3a peyenmom UA/17140/01/02
NUWIQ® n factor Kor BDO | pO34MHHWK ANns Ma BignosiganbHu | Himeuyun peecTpauiintHux
VI anbtha 2 po34nHYy Ans dapmaves n3a Ha marepianis: 3miHu | Tuny
(pekombi iH’ekuii no 500 THKa BVPOGHMLTBO - 3MiHM 3 SKOCTI.
HaHTHUI MO, 1 cbnakoH 3 | MpoaykTio in bulk, [oTOBWIA Nikapcbkuii
thakTop nopoLuxkom, 1 Hcrec nepBuHHe 3aci6. Cuctema
Koaryns nonepegHLO M.6.X. nakyBaHHs, KOHTelHep/3akynoptosa
Ll KpoBi 3anoBHeHW Bi3yasibHy JbHWIA 3aci6. 3miHa
VIII) wnpwy, 3 iHCneku;jto, napameTpis
PO3YMHHKKOM MO BMNPOOYBaHHS cneuudikauin Ta/abo
2,5 mn (Boga Ha LiniCcHICTb, L0NYCTUMUX MEX
ANs iH'eKwin) BMNPOBYBaHHS NepBUHHOT YNakoBKn
pasom 3 AKOCTI, BUMYCK roTOBOrO NiKapCbKOro
KOMMNMEKTOM ANs cepil 3aco06y (iHLLi 3MiHK)
PO3YMHEHHS i KIHL,EBOro Po3wupeHHs
BHYTPILLHLOBEHH npoAyKTy TemnepaTypHoro
oro BBefeHHsA (1 (nopowwka ans niana3oHy 36epiraHHsA
apantep gns po3unHy Ans NMOPOXHIX CKNSHWX
BigKPUTTA iH eKuUii Ta (hnakoHiB, a came 3
nakoHa, 1 PO3UYMHHIIKA): «+15 o +25°C» o «+2
rosika-MeTesnuk, OkTadhapma [0 +30°C»
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
2 NpocoyYeHi AB, LUBeuis:;
cnmpTom BUPOGHMK,
TamnoHun) B BignosigasibHN
KapTOHHIi 1 3a BidyasibHy
Kopoo6Li iHCnekujto Ta
BUNPO6YBaHHSA
Ha LinicHICTb

NS nopoLuka
ONs pO34nHy
ONs iH ekuin,
MapKyBaHHS
Ta BTOPUHHE

nakyBaHHs
KiHLLeBOro
npoagykra

(nopowka ans
pO34nHy Ans

iH eKUili Ta

PO3UYNHHVIKA):
OkTachapma

[eccay 'm6X,
HimeuunHa,;

BisyasibHa
iHCnekuis,

BMNPOOYBaHHSA

AKOCTI,
MapKyBaHHS
Ta BTOPUHHE

nakyBaHHS
PO3YMHHYKA:
Bettep
Papma-
PepTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,
BisyasibHa
iHCnekKuis,

BUNPOBYBaHHSA
cTabinbHOCTI
PO3YMHHYIKA:

BetTep
Papma-
depTiryHr
M6X Ta Ko.
KF,
HimeyymnHa;
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BMPOGHMLITBO,
BMNPOOYBaHHS
AKOCTI,
BisyasibHa
iHCnekujs
PO3YMHHYKA:
Bettep
Papma-
®epTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,
BMNPOOYBaHHSA
AKOCTI,
BisyasibHa
iHCnekwyjs
PO3YMHHYIKA:
BeTTep-
Papma
depTiryHr
v6X Ta Ko.
KI, HimeyunHa
195. | HYBIK/ Coagulatio | cumokto | BO2 | nopoluok Ta OkTathap ABCTpIf BUPOGHUK, Lseuis/ BHECEHHSA 3MiH O0 3a peyenmom UA/17140/01/03
NUWIQ® n factor Kor BDO | pO34MHHWK ANns Ma BignosiganbHn | Himeuyun peecTpauiinHux
VI anba 2 po34nHYy Ans dapmaves n3a Ha marepianis: 3miHu | Tuny
(pekombi iH’exuii no 1000 TMKa BVPOGHMLTBO - 3MiHM 3 SKOCTI.
HaHTHUI MO, 1 cbnakoH 3 | MpoaykTio in bulk, [oTOBWIA Nikapcbkuii
thakTop nopoLuxKom, 1 Hcrec nepBuHHe 3aci6. Cuctema
Koaryns nonepegHLO M.6.X. nakyBaHHs, KOHTelHep/3akynoptosa
Ll KpoBi 3anoBHeHWA Bi3yasibHy JbHWIA 3aci6. 3miHa
VIII) wnpwy, 3 iHCneku;jto, napameTpis
PO3YMHHKKOM MO BMNPOOYBaHHS cneuudikayin Ta/abo
2,5 mn (Boga Ha LinicHICTb, L0NYCTUMUX MEX
ANs iH'eKwin) BMNPOBYBaHHSA NepBUHHOT YNakoBKn
pasom 3 AKOCTI, BUMYCK roTOBOrO NiKapCbKOro
KOMMNMEKTOM ANs cepil 3aco06y (iHLUi 3MiHK)
PO3YMHEHHS i KIHL,EBOro PoswwupeHHs
BHYTPILLHLOBEHH npoAyKTy TemnepaTypHoro
oro BBefeHHsA (1 (nopowwka ans nianasoHy 36epiraHHs
apantep gns po3unHy Ans NMOPOXHIX CKNSHWX
BigKPUTTSA iH eKuUii Ta hnakoHiB, a came 3
nakoHa, 1 PO3UYMHHIIKA): «+15 o +25°C» o «+2
rosika-mMeTesuK, OkTachapma no +30°C»
2 npocoyeHi AB, LBeuis;
cnmpToMm BUPOGHMK,
TamnoHu) B BiANOBiA&/IbHN
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
KapTOHHIi 1 3a Bi3yasibHy
Kopoo6Li iHCnekujto Ta
BUNPOBYBaHHSA
Ha LinicHICTb

NS nopoLuka
ONs pO34nHy
ONs iH ekuin,
MapKyBaHHS
Ta BTOPUHHE

nakyBaHHs
KiHLLeBOro
npoagykra

(nopowka ans
pO34nHy Ans

iH eKUili Ta
PO3UYNHHVIKA):
OkTachapma

[eccay 'm6X,

HimeuunHa,;
BisyasibHa
iHCnekuis,

BMNPOOYBaHHSA

AKOCTI,
MapKyBaHHS
Ta BTOPUHHE

nakyBaHHS
PO3YMHHYKA:
Bettep
Papma-
PepTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,
BisyasibHa
iHCnekKuis,

BUNPOBYBaHHSA
cTabinbHOCTI
PO3YMHHYIKA:

Bettep
Papma-
depTiryHr
M6X Ta Ko.
KF,
HimeyuunHa;
BMPOBHULTBO,
BMNPOOYBaHHSA
AKOCTI,
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BisyasibHa
iHCnekujs
PO3YMHHYKA:
Bettep
Papma-
®epTiryHr
'M6X Ta Ko
Kr,
HimeuyunHa
BMNPOOYBaHHSA
AKOCTI,
BisyasibHa
iHCnekwyjs
PO3YMHHYIKA:
BeTTep-
Papma
depTiryHr
'M6X Ta Ko
KI, HimeyunHa
196. | HYBIK/ Coagulatio | cumokTo | BO2 | nopoluok Ta OkTathap ABCTpIf BUPOGHUK, Lseuis/ BHECEHHSA 3MiH O0 3a peyenmom UA/17140/01/04
NUWIQ® n factor Kor BDO | pO34MHHWK ANns Ma BignosiganbHn | Himeuyun peecTpauiinHux
VI anba 2 po34nHYy Ans dapmaves n3a Ha marepianis: 3miHu | Tuny
(pekombi iH’exuii no 2000 TMKa BVPOGHMLTBO - 3MiHM 3 SKOCTI.
HaHTHUI MO, 1 chnakoH 3 | MpoaykTio in bulk, [oTOBWIA Nikapcbkuii
thakTop nopoLuxKom, 1 Hcrec nepBuHHe 3aci6. Cuctema
Koaryns nonepegHLO M.6.X. nakyBaHHs, KOHTelHep/3akynoptosa
Ll KpoBi 3anoBHeHWA Bi3yasibHy JbHWIA 3aci6. 3miHa
VIII) wnpwy, 3 iHCneku;jto, napameTpis
PO3YMHHKKOM MO BMNPOOYBaHHS cneuudikayin Ta/abo
2,5 mn (Boga Ha LiniCcHICTb, L0NYCTUMUX MEX
ANs iH'eKwin) BMNPOBYBaHHS NepBUHHOT YNakoBKn
pasom 3 AKOCTI, BUMYCK roTOBOrO NiKapCbKOro
KOMMNMEKTOM ANs cepil 3aco06y (iHLUi 3MiHK)
PO3YMHEHHS i KIHL,EBOro PoswupeHHs
BHYTPILLHLOBEHH npoAyKTy TemnepaTypHoro
oro BBefeHHs (1 (nopowka ans niana3oHy 36epiraHHs
apantep gns po3unHy Ans NMOPOXHIX CKNSHWX
BigKPUTTA iH eKuUii Ta (hnakoHiB, a came 3
nakoHa, 1 PO3UYMHHVKA): «+15 o +25°C» o «+2
rosika-mMeTesuK, OkTachapma no +30°C»
2 npocoyeHi AB, LBeuis;
cnmpToMm BUPOGHMK,
TamnoHu) B BiANOBIAA/IbHN
KapTOHHii 11 3a BidyasibHy
KopooLi iHCnekujto Ta

BMNPO6YBaHHSA
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Homep

Ne
n/n

Hasga
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUK

Kpaina
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
AHHST**

peecmpayitiHo2o
noceioyeHHs

Ha uinicHicTb
[ANs nopoLuka
NS pO34nHy
NS IH KN,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHs
KiHLLeBOro
npogykra
(nopolwuka ans
pO34nHy Ans
iH eKUili Ta
PO3UUHHKA):
OkTachapma
[leccay Mm6X,
HimeuunHa,;
BisyasibHa
iHCnekuis,
BUNPOOYBaHHsA
AKOCTI,
MapKyBaHHS
Ta BTOPVHHE
nakyBaHHS
PO3YMHHYKA:
Bettep
Papma-
®epTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,
BisyasibHa
iHCnekKuis,
BUNPOBYBaHHA
cTabifIbHOCTI
PO3YMHHYIKA:
Bettep
dapma-
depTiryHr
M6X Ta Ko.
KF,
HimeyuunHa;
BMPOGHULITBO,
BUNPOBGYBaHHs
AKOCTI,
BisyasibHa
iHCnekyis

PO34YNHHUKA:
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Bettep
Papma-
PepTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,
BMNPOOYBaHHSA
AKOCTI,
BisyasibHa
iHCnekwyjs
PO3YMHHYIKA:
BeTTep-
Papma
depTiryHr
M6X Ta Ko.
KI, HimeyunHa
197. | HYBIK/ Coagulatio | cumokto | BO2 | nopoluok Ta OkTathap ABCTpIf BUPOGHUK, Lseuis/ BHECEHHSA 3MiH O0 3a peyenmom UA/17140/01/05
NUWIQ® n factor Kor BDO | pO34MHHWK ANns Ma BignosiganbHu | Himeuyun peecTpauiintHux
VI anba 2 po34nHYy Ans dapmaves n3a Ha marepianis: 3miHu | Tuny
(pekombi iH’exuii no 1500 THKa BVPOGHMLTBO - 3MiHM 3 SKOCTI.
HaHTHUI MO, 1 cbnakoH 3 | MpoaykTio in bulk, [oTOBWIA Nikapcbkuii
thakTop nopoLuxKom, 1 Hcrec nepBuHHe 3aci6. Cuctema
Koaryns nonepegHLO M.6.X. nakyBaHHs, KOHTelHep/3akynoptosa
Ll KpoBi 3anoBHeHWA Bi3yasibHy JIbHWIA 3aci6. 3miHa
VIII) wnpwy, 3 iHCneku;jto, napameTpis
PO3YMHHKKOM MO BMNPOOYBaHHS cneuudikauin Ta/abo
2,5 mn (Boga Ha LiniCcHICTb, L0NYCTUMUX MEX
ANs iH'eKwin) BMNPOBYBaHHS NepBUHHOT YNakoBKn
pasom 3 AKOCTI, BUMYCK roTOBOrO NiKapCbKOro
KOMMNMEKTOM ANs cepil 3aco06y (iHLUi 3MiHK)
PO3YUMHEHHS i KIHL,EBOro PoswwupeHHs
BHYTPILLHLOBEHH npoAyKTy TemnepaTypHoro
oro BBefeHHsA (1 (nopowwka ans niana3oHy 36epiraHHsA
apantep gns po3unHy Ans NMOPOXHIX CKNSHWX
BiAKPUTTSA iH eKuUii Ta (hnakoHiB, a came 3
dnakoHa, 1 PO3UYMHHIIKA): «+15 o +25°C» o «+2
rosika-mMeTesuK, OkTachapma no +30°C»
2 npocoyeHi AB, LBeuis;
cnmpToMm BUPOGHMK,
TamnoHu) B BiANOBIAA/IbHN
KapTOHHii 11 3a Bi3yasibHy
Kopo6Li Nel iHCnekujto Ta
BMNPOBYBaHHSA
Ha UinicHICTb

ANs nopoLLKa
ANS1 PO3UMHY
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Ymosu

Peknamys

Homep

Ne
n/n

Hasga
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
YnaKosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUK

Kpaina
BUPOGH

ukKa

PeecmpayitiHa
npoyeoypa

Bionycky

AHHS**

peecmpayiliHo2o
nocsioYyeHHs1

NS IH KN,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHs
KiHLLeBOro
npoagykra
(nopolwuka ans
PO34nHy Ans
iH eKUili Ta
PO3UUHHKA):
OkTachapma
[leccay Mmo6X,
HimeuunHa,;
Bi3yasibHa
iHCnekuis,
BUNPOBYBaHHs
AKOCTI,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHS
PO3YMHHYKA:
Bettep
Papma-
®epTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,
BisyasibHa
iHCnekKuis,
BUNPOGYBaHHA
cTabifIbHOCTI
PO3YMHHYIKA:
BetTep
dapma-
depTiryHr
M6X Ta Ko.
KF,
HimeyuunHa;
BMPOGHULITBO,
BUNPOBYBaHHsA
AKOCTI,
BisyasibHa
iHCnekyis
PO3YMHHYIKA:
Bettep
dapma-

depTiryHr
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
v6X Ta Ko.
Kr,
HimeuunHa,
BMNPOOYBaHHSA
AKOCTI,
BisyasibHa
iHCnekwyjs
PO3YMHHYIKA:
BeTTep-
Papma
depTiryHr
M6X Ta Ko.
KI, HimeyunHa
198. | HYBIK/ Coagulatio | cumokTo | BO2 | nopoluok Ta OkTadhap ABCTpIf BUPOGHUK, Lseuis/ BHECEHHSA 3MiH J0 3a peyenmom UA/17140/01/06
NUWIQ® n factor Kor BDO | pO34MHHWK ANns Ma BignosiganbHu | Himeuyun peecTpauinHux
VI anba 2 po34nHYy AN dapmaves n3a Ha marepianis: 3miHu | Tuny
(pekombi iH’exuii no 2500 THKa BVPOGHMLTBO - 3MiHM 3 SKOCTI.
HaHTHUI MO, 1 cbnakoH 3 | MpoaykTio in bulk, [oTOBWIA Nikapcbkuii
thakTop nopoLuxKom, 1 Hcrec nepBuHHe 3aci6. Cuctema
Koaryns nonepegHLO M.6.X. nakyBaHHs, KOHTelHep/3akynoptosa
Ll KpoBi 3anoBHeHWA Bi3yasibHy JbHWIA 3aci6. 3miHa
VIII) wnpwy, 3 iHCnekujto, napameTpis
PO3YMHHKKOM MO BMNPOOYBaHHS cneuudikayin Ta/abo
2,5 mn (Boga Ha LinicHICTb, L0NYCTUMUX MEX
ANs iH'eKwin) BMNPOBYBaHHSA NepBUHHOT YNakoBKn
pasom 3 AKOCTI, BUMYCK roTOBOrO NiKapCbKOro
KOMMNMEKTOM ANs cepil 3aco06y (iHLUi 3MiHK)
PO3YMHEHHS i KIHL,EBOro PoswwupeHHs
BHYTPILLHLOBEHH npoAyKTy TemnepaTypHoro
oro BBefeHHs (1 (nopowka ans niana3oHy 36epiraHHsA
apantep gns po3unHy Ans NMOPOXHIX CKNSHWX
BiAKPUTTSA iH eKuUii Ta hnakoHiB, a came 3
nakoHa, 1 PO3UYMHHIIKA): «+15 o +25°C» o «+2
rosika-mMeTesuK, OkTachapma no +30°C»
2 npocoyeHi AB, LBeuis;
cnmpToMm BUPOGHMK,
TamnoHu) B BiANOBIAA/IbHN
KapTOHHii 11 3a Bi3yasibHy
Kopo6Li Nel iHCnekujto Ta
BMNPOBYBaHHS
Ha UinicHICTb

[N1s1 nopoLuka
[ANS PO3YNHY
ONs1iH ek,
MapKyBaHHS1
Ta BTOPVHHE
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

nakyBaHHs
KiHLLeBOro
npoagykra
(nopowka gns
pO34nHy Ans
iH eKUili Ta
PO3UMHHVIKA):
OkTachapma
[lleccay Mm6X,
HimeuunHa,;
BisyasibHa
iHCnekuis,
BMNPOOYBaHHSA
AKOCTI,
MapKyBaHHS
Ta BTOPVHHE
nakyBaHHS
PO3YMHHYKA:
Bettep
Papma-
®epTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,
BisyasibHa
iHCnekKuis,
BUNPOBYBaHHSA
cTabifIbHOCTI
PO3YMHHYIKA:
Bettep
Papma-
depTiryHr
M6X Ta Ko.
KF,
HimeyuunHa;
BMPOGHULITBO,
BMNPOOYBaHHSA
AKOCTI,
BisyasibHa
iHCnekwyjs
PO3YMHHYIKA:
BetTep
Papma-
depTiryHr
M6X Ta Ko.
KF,

HimeyunHa;
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BMNPOOYBaHHSA
AKOCTI,
BisyasibHa
iHCnekwyjs
PO3YMHHYIKA:
BeTTep-
Papma
depTiryHr
M6X Ta Ko.
KI, HimeyunHa
199. | HYBIK/ Coagulatio | cumokto | BO2 | nopoluok Ta OkTadhap ABCTpIf BUPOGHUK, Lseuis/ BHECEHHSA 3MiH J0 3a peyenmom UA/17140/01/07
NUWIQ® n factor Kor BDO | pO34MHHWK ANns Ma BignosiganbHu | Himeuyun peecTpauiinHux
VI anbtha 2 po34nHy Ans dapmaves n3a Ha marepianis: 3miHu | Tuny
(pekombi iH’exuii no 3000 THKa BVPOGHMLTBO - 3MiHM 3 SKOCTI.
HaHTHUI MO, 1 chnakoH 3 | MpoaykTio in bulk, [oTOBWIA Nikapcbkuii
thakTop nopoLuxKom, 1 Hcrec nepBuHHe 3aci6. Cuctema
Koaryns nonepegHLO M.6.X. nakyBaHHs, KOHTelHep/3akynoptosa
Ll KpoBi 3anoBHeHWA Bi3yasibHy JbHWIA 3aci6. 3miHa
VIII) wnpwy, 3 iHCnekujto, napameTpis
PO3YMHHKKOM MO BMNPOOYBaHHS cneuudikayin Ta/abo
2,5 mn (Boga Ha LiniCcHICTb, L0NYCTUMUX MEX
ANs iH'eKuin) BMNPOBYBaHHS NepBUHHOT YNakoBKn
pasom 3 AKOCTI, BUMYCK roTOBOrO NiKapCbKOro
KOMMNMEKTOM ANns cepil 3aco06y (iHLUi 3MiHK)
PO3YMHEHHS i KIHL,EBOro PoswupeHHs
BHYTPILLHLOBEHH npoAyKTy TemnepaTypHoro
oro BBefeHHs (1 (nopowka ans niana3oHy 36epiraHHs
apantep gns po3unHy Ans NMOPOXHIX CKNSHWX
BigKPUTTA iH eKuUii Ta (hnakoHiB, a came 3
dnakoHa, 1 PO3UYMHHVIKA): «+15 o +25°C» o «+2
rosika-mMeTesuK, OkTachapma no +30°C»
2 npocoyeHi AB, LBeuis;
cnmpToMm BUPOGHMK,
TamnoHu) B BiANOBIAA/IbHN
KapTOHHii 11 3a Bi3yasibHy
Kopo6Li Nel iHCnekujto Ta
BMNPOBYBaHHS
Ha UinicHICTb

NS nopoLuka
[ONS PO3YNHY
ONs1iH ek,
MapKyBaHHS
Ta BTOPUHHE
nakyBaHHS
KiHLLeBOro
npoaykra
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
(nopowka gns

pO34nHy Ans
iH eKUili Ta
PO3UYNHHVIKA):
OkTachapma
[eccay 'm6X,
HimeuunHa,;
BisyasibHa
iHCnekuis,
BMNPOOYBaHHSA
AKOCTI,
MapKyBaHHS
Ta BTOPVHHE
nakyBaHHS
PO3YMHHYKA:
Bettep
Papma-
PepTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,
BisyasibHa
iHCnekKuis,
BUNPOBYBaHHSA
cTabinbHOCTI
PO3YMHHYIKA:
Bettep
Papma-
depTiryHr
v6X Ta Ko.
KF,
HimeyuunHa;
BMPOBHULTBO,
BMNPOOYBaHHSA
AKOCTI,
BisyasibHa
iHCnekwyjs
PO3YMHHYIKA:
Bettep
Papma-
depTiryHr
M6X Ta Ko.
KF,
HimeyuunHa;
BUNPOBYBaHHSA
SAKOCTI,

Bi3yasibHa
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
iHCnekwyjs
PO3YMHHYIKA:
BeTTep-
Papma
depTiryHr
v6X Ta Ko.
KI, HimeyunHa
200. | HYBIK/ Coagulatio | cumokto | BO2 | nopoluok Ta OkTadhap ABCTpIf BUPOGHUK, Lseuis/ BHECEHHSA 3MiH A0 3a peyenmom UA/17140/01/08
NUWIQ® n factor Kor BDO | pO34MHHWK ANns Ma BignosiganbHn | Himeuyun peecTpauiinHux
VI anbtha 2 po34nHYy Ans dapmaves n3a Ha marepianis: 3miHu | Tuny
(pekombi iH’exuii no 4000 THKa BVPOGHMLTBO - 3MiHM 3 SKOCTI.
HaHTHUI MO, 1 cbnakoH 3 | MpoaykTio in bulk, [oTOBWIA Nikapcbkuii
thakTop nopoLuxKom, 1 Hcrec nepBuHHe 3aci6. Cuctema
Koaryns nonepegHLo M.6.X. nakyBaHHs, KOHTelHep/3akynoptosa
Ll KpoBi 3anoBHeHW Bi3yasibHy JbHWIA 3aci6. 3miHa
VIII) wnpwy, 3 iHCneku;jto, napameTpis
PO3YMHHKKOM MO BMNPOOYBaHHS cneuudikayin Ta/abo
2,5 mn (Boga Ha LiniCcHICTb, L0NYCTUMUX MEX
ANs iH'eKwin) BMNPOBYBaHHS NepBUHHOT YNakoBKn
pasom 3 AKOCTI, BUMYCK roTOBOrO NiKapCbKOro
KOMMNMEKTOM ANs cepil 3aco06y (iHLUi 3MiHK)
PO3YUMHEHHS i KIHL,EBOro PoswupeHHs
BHYTPILLHLOBEHH npoAyKTy TemnepaTypHoro
oro BBefeHHs (1 (nopowka ans nianasoHy 36epiraHHs
apantep gns po3unHy Ans NMOPOXHIX CKNSHWX
BiAKPUTTSA iH eKuUii Ta (hnakoHiB, a came 3
dnakoHa, 1 PO3UYMHHIIKA): «+15 o +25°C» o «+2
rosika-mMeTesuK, OkTachapma no +30°C»
2 npocoyeHi AB, LBeuis;
cnmpToMm BUPOGHMK,
TamnoHu) B BiANOBIAA/IbHN
KapTOHHii 11 3a Bi3yasibHy
Kopo6Li Nel iHCnekujto Ta
BMNPOBYBaHHSA
Ha UinicHICTb

NS nopoLuka
[ONS PO3YNHY
ONs1iH ek,
MapKyBaHHS
Ta BTOPVHHE
nakyBaHHS
KiHLLeBOro
npoaykra
(nopowwka ans
pO34nHy Ans
iH eKUil Ta
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa

0 3acoby HernameH | pe4yosu (nikapcbka
mosaHa HU c¢hopma,
Hassa* ynaKoBsKa)

Ymosu Peknamys Homep
BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
uka nocsioYeHHs

PO3UYNHHVIKA):
OkTachapma
[eccay 'm6X,
HimeuunHa,;
BisyasibHa
iHCnekuis,
BMNPOOYBaHHSA
AKOCTI,
MapKyBaHHS
Ta BTOPVHHE
nakyBaHHS
PO3YMHHYKA:
Bettep
Papma-
PepTiryHr
v6X Ta Ko.
Kr,
HimeuunHa,
BisyasibHa
iHCnekKuis,
BUNPOBYBaHHSA
cTabinbHOCTI
PO3YMHHYIKA:
Bettep
Papma-
depTiryHr
M6X Ta Ko.
KF,
HimeyuunHa;
BMPOBHULTBO,
BMNPOOYBaHHSA
AKOCTI,
BisyasibHa
iHCnekwyjs
PO3YMHHYIKA:
Bettep
Papma-
depTiryHr
M6X Ta Ko.
KF,
HimeyuunHa;
BUNPO6YBaHHSA
SAKOCTI,
BisyasibHa
iHCnekuis
PO3UYMHHKKA:
BetTep-
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Papma
depTiryHr
v6X Ta Ko.
KI, HimeyunHa
201. | HYTPUDNE - rotoesa BO5 | emynbcisa gns B. bpayH HimeuuunH B. bpayH Himeyun BHECEHHSA 3MiH O0 3a peyernmom He UA/20699/01/01

KC ninig, 0o BA1l | iHdysiit; no 625 Menb3yHr a Mernb3yHreH Ha peecTpauiinHux nionsieae

CMNEUIANb 3acrtocy 0 M (250 mn eH Al Al MaTepianis: 3miHu Il

HWIA HOBO BaHHSA pPO34nHYy TMny - 3MiHK Woa0
eMy/bCi aMiHOKMCoT + 6e3nekn/edeKkTBHOCTI
A nicns 125 M1 XnpoBoi Ta chapmakoHarnsgy.
3MiwyBa emMynbCii + 250 3MiHU Y KOpOTKili
HHS M1 PO3UUHY XapakTepucTui
BMICTY NIIOKO3M) Y nikapcbkoro 3acooy,
Kamep THy4KOMY TEKCTi MapKyBaHHA Ta
MIiCTUTb: 6araTokamepHo IHCTpYKLUiT Ans
3 MY MiLLKY 3 MeAnYHoro
BEPXHbO H6araToLLapoBoi 3aCTOCyBaHHS Yy 3B’A3KY
T kamepun donbru; no 5 i3 HOBUMU faHUMK 3
(po3uunH MiLLKIB y SIKOCTi, AOK/IHIYHUMM,
TIIOKO3M KapTOHHii KNiHIYHUMY faHMK Ta
): Kopobui; no haHumn 3
T10KO3M 1250 mn (500 hapmakoHarnsgy -
, MJ/T PO3UMHY 3MiHV BHeceHo A0
MOHOTif, aMiHOKMCoT + IHCTpYKLUIiT Ans
part; 250 M7 XnpoBoi MeauyHoro
HaTpito emynbcii + 500 3aCcTOCyBaHHSA
ourigpo MJ/1 PO3YMHY nikapcbkoro 3acoby Ao
occhat NIIOKO3M) Y posginis
, THYy4KOMY "apMaKonorivHi
avrigpat 6araTokamepHo BNacTuBocCTi",
; LIMHKY MY MiLLKY 3 "MpoTunokasaHHsA",
auerar, 6arartoLLapoBoi "Oco6nMBOCTi
avrigpat donbru; no 5 3acTocyBaHHsA", "Cnoci6
; MILLIKIB Y 3acTocyBaHHsA Ta fgosn”
3 KapTOHHii BiAMNOBIAHO A0 CyYyaCHUX
cepeiHb Kopobui; no KNIHIYHUX 3HaHb WoA0
oi 1875 mn (750 napeHTepasibHOro
Kamepm M1 PO3UUHY XapyyBaHHs fiTel,
(xmpoBa aMiHOKMCoT + BUAAHUX MDKHAPOAHUMM
eMy/ibCi 375 M X1poBoi KAIHIYHMKN
A): onia emMynbcii + 750 ToBapucTeamu
coeBa MJ/T PO3YMHY ESPGHAN/ESPEN/ESP
padpiHoB NIIOKO3M) Y R/CSPEN. BBepggeHHs
aHa, THYy4KOMY 3MiH NPOTArom 6 Micsiuis
Tpurnige 6araTokamepHo nicnsa 3aTBepAKEHHSA
pnan MY MIiLLKY 3
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

cepegHb
oro
nNaHutora
3
HWKHbLOT
Kamepm
(po3uuH
aMiHOKM
cnor):
isoneiiy,
WH,
NenumH,
Ni3NHY
rigpoxno
g,
METIOHIH

deHinan
aHiH,
TPEOHIH,
TpynTodh
aH,
BaJTiH,
apriHiH,
ricTUAYH
y
rigpoxno
pva.
MOHorif,
part,
anaHiH,
acnapari
HoBa
kucnora,
rnyTamiH
oBa
kucnora,
TNiLUYH,
NpOniH,
CEepuH,
HaTpito
rigpokcn
A .
HaTpito
xnopvg,
HaTpito

6araToLaposoi
donbru; no 5
MiLLKIB y
KapTOHHIN
Kopoo6Li
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
auerar,
Tpurigpa
T, Kanito
auerar,
MarHito
auerar,
TeTparig
par,
KaUsibLito
xnopvg,
aurigpat
202. | OBAKIO® | teriflunomi | Tepudn LO4 TabneTtkn, BKpUTI TOB YkpaiHa Onenna PpaHuis BHECEHHS 3MiH A0 3a peyenmom UA/13689/01/02
de yHOMIA, AKO | nniBkoBOtO "CaHodpi- Xenckea peecTpauinHnx
2 060/10HKO0, NO ABeHTIC IHTepHeLHN mMartepianis: 3miHu | Tuny
7 mr; Ne 28 YkpaiHa" CAC - 3MiHM 3 AKOCTI.
(14x2): no 14 [oTOBWIA NikapcbKuii
TabneTok, 3aci6. KoHTponb
BKPUTUX roTOBOrO NiKapCbKOro
NAiBKOBOIO 3acoby. 3miHa y
060/10HKOIO, Y meToAax BUNpobyBaHHSA
6nictepi 3 roTOBOrO J1iKapCbKOro
antoMiHito; no 2 3aco6y (He3HayHa 3MiHa
6nictepn y 3aTBEPMKEHNX
BK/1aE€HO B MeTofax
ynaKkoBKy Tuny BMNPOGYBaHHS)
ramaHug; no 1 He3HayHa 3MiHa B
ynakosLi Tuny 3aTBEepAKEHIl
ramaHus aHaniTMyHIn npoueaypi
BKNaA€eHOo B N3 3a meTogom BEPX
KapTOHHY ANS 3MiHK
KOPOGKY hinbTpauiiHol
mem6paHu: 3 GHP
MembpaHn Ha GHP a6o
PTFE membpaHnu
203. | OBAKIO® | teriflunomi | Tepudon LO4 TabneTku, BKPUTI TOB Ykpaina Onenna ®paHuin BHECEHHS 3MiH J0 3a peyenmom UA/13689/01/01
de YHOMIA, AKO | nniBkoBotO "CaHocpi- Xenckea peecTpauiiiHnx
2 060/10HKOHO, MO ABEHTIC IHTepHeLLHN mMartepianis: 3miHu | Tuny
14 wr; Ne 28: YkpaiHa" CAC - 3MiHM 3 AKOCTI.
(14x2): no 14 [oTOBWIA NiKapCbKMIA
TabneTtok, 3aci6. KoHTposb
BKPUTUX roTOBOrO NiKapCbKOro
NNiBKOBOIO 3acoby. 3miHa y
060/10HKOIO, Y mMeToAax BUNPobyBaHHA
6nicTepi 3 roTOBOrO J1iKapCbKOro

/TIOMIHIIO; No 2
6nictepu

3acoby (He3HauyHa 3miHa
Y 3aTBEPMKEHNX
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BK/1AEHO B mMeTofax
yMakoBKy Tuny BMNPOGYBaHHS)
ramaHug; no 1 He3HayHa 3MiHa B
ynakoBLi Tuny 3aTBEpMXEHIl
ramaHus aHaniTMyHIn npoueaypi
BK/1aJEHO B N3 3a metogom BEPX
KapTOHHY ANA 3MiHN
KOpo6Ky; Ne 84: hinbTpauiiHoi
(14x6): no 14 MembpaHu: 3 GHP
TabneTtok, MembpaHn Ha GHP a6o
BKPUTUX PTFE mem6paHnu
NiBKOBOO
060/10HKOHD, Y
6nicTepi 3
atoMiHito; no 2
6nictepun
BK/1aEeHO B
ynakoBKy Tuny
ramaHug; no 3
ynakoBKn TUny
ramaHus
BK/1AEHO B
KapTOHHY
KOpOOKy
204. | OMENPA3 omeprazol | omenpa3 | A02 | kancynu no 20 TOB YkpaiHa BrnpobHMuTBO YkpaiHa BHECEHHS 3MiH A0 3a peyenmom He UA/9067/01/01
on e on BCO | mr; no 10 kancyn | "ACTPA® 3a NOBHUM peecTpauiitHux niossieae
1 y 6nicTepi; no 1, APM" LIMKIOM: mMartepianis: 3miHu | Tuny
no 2, no 3 abo TOB - 3MiHK 3 SKOCTI.
no 4 6nictepu B "ACTPA®APM [oTOBWIA Nikapcbkuii
KopooLi 3 3aci6. 3MiHN y
KapToHYy YkpaiHa,; BMPOGHMLTBI. 3MiHa
CepTudpikauis iMnopTepa/amiHu, Lo
cepii Ta CTOCYHTbCS BUMYCKY
B/rgava cepii Ta KOHTPOsI0
[103BO/Y Ha AKOCTi FOTOBOrO
peanisaujto niKapcbKoro 3acoby
(Buinyck) cepii: (3amiHa abo gofaBaHHs
TOB BMPOGHMKA, L0
«MpeacTaBHN BiiNOBifAE 3a BBE3EHHSA
uTBo BAYM Ta/abo Bunyck cepii) -
PAPM He Bktovatoum
TMBX>», KOHTPO/1b/BUNPOGYBAHHSA
Ykpaina cepii. BBegeHHs

[08aTKOBOro BUPOGHMKa
BiANOBIAA/ILHOIO 3a
"CepTudoikadlisi cepii Ta
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

BMAaya [03BOJY Ha
peanizaduito (B1nyck
cepii)", a came: TOB

"MNpeAcTaBHULTBO
BAYM ®APM IMBX"
(YkpaiHa, 79047,
JIbBiBCbKa 061aCTb,
JbBiBCbKUIA paiioH,
MicTo J1bBiB, ByMUA
Bep6oBa, 6yanHok 15).
Y 3B'A3Ky 3 BBEAEHHAM
[08aTKOBOro BUPO6HYMKa
- fofaBaHHsA po3ginis
"Bnpo6HMK" Ta
"Micue3HaxomKeHHs
BMpO6HMKa Ta agpeca
MiCLSt NPOBaKEHHS
oro gisnbHocTi" B
IHCTPYKLit0 Ans
MeAn4yHOro
3aCTOCYyBaHHA Ta sk
HacnifokK - BiANOBIAHI
3MiHW Y TeKCTi
MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby.
BBEAEHHS 3MiH
NPOTArom 6-Tu MicALiB
nicns 3aTBepApKEHHS.

205.

NAPALEETA
MO/1-
JAPHULA

paracetam
ol

napauet
amon

N02
BEO

Tabnetkn no 500
mr; no 10
TabneTok y
KOHTYPHIli
YapyHKOBIli
ynakosuj; no 1
KOHTYpHili
YapyHKOBIli
ynakoBLj y
nauui; no 10
Tabnetoky
KOHTYPHUX
YapyHKOBUX
ynakoBkax

MpAT
"®apmaue
BTUYHA
thipma
"fNapHuus"

YkpaiHa

MpAT
"®apmaueBTn
YyHa hipma
"fapHuus”

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiinHux
marepianis: 3miHu | Tuny
- 3MiHK 3 aKocTi. API.
KoHTposnb A®I. 3miHa y
mMeTodax BUNPO6yBaHHS
A®| abo BMXigHOro
mMartepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y
npoueci BUpo6HULITBA
A®I (iHWi 3MiHK Y
meToAax BUNpobyBaHHSA
(BKIKOYAKOUYM 3aMiHy ab0
[0noBHEHHs) AD| abo
BUXiAHOIo/NPOMIXHOTO
NPOAYKTY) 3MiHW A0
MEeTOAMKM A5 BXigHOro

6e3 peyenma

UA/4369/01/03
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

KOHTPO/H0 Ha ADI
MapaueTtamon 3a
NOKa3HMKOM
«CynpoBifHi AOMILLK/»,
BiANOBIAHO 40 BUMOT
MoHorpadii
€BponeiicbKoi
dapmakonei Ta
pekomeHpauiii AdPY, 3
ypaxyBaHHAM
pe3ynbTaTiB Banigawji
aHaNiTMYHNX MeTOAMK
(BHECEHO TEPMIHM
NpuAATHOCTI PO3YMHIB).
3MiHu | TUNYy - 3MiHK 3
AKoCTi. A®Il. KoHTposb
A®l. 3miHa y
napameTtpax
cneuudikavin Ta/abo
[OMYCTUMNX MEX,
BU3HAYEHUX Y
cneuudikauisx Ha Adl,
abo
BUXiAHWIA/NPOMIXHWIA
npoayKT/peareHT, Wwo
BUKOPVICTOBYHOTHCS Y
npoueci BUpo6HULITBA
A®I (iHWi 3MiHN)
CynyTHS 3MiHa - 3MiHK
3 AkocTi. A®l. KoHTponb
A®l. 3miHa y meToAax
BuNpobyBaHHa Adl abo
BMXiAHOTO
mMaTtepiany/npomikHOro
npoayKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y
npoueci BUPobHULTBA
A®| (He3HauHi 3MiHK y
3aTBEPAKEHUX METOAAX
BMNPOGYBaHHA) BHECEHO
He3HauHi OHOB/IEHHS [0
BXi[JHOTO KOHTPOJIO Ha
Ailo4uy peyoBuHy
MapaueTtamorn, a came
3a NOKa3HNUKOM
«lgeHTudpikaujis»
3a/IMLLEHO NepLuy
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

ineHTudbikauio, axka €
0060B’A3KOBVM
BUMPOBYBaHHAM [aHOro
roKasHuKa BiAnoBigHO
0o sumor oY 1.4
«MoHorpadii» Ta €P.
1.5.1.8 «Identification».
MokasHuK
«PO3UMHHICTb»
nepeHeceHo Ao po3gainy
npo 3arasibHi
B/1ACTUBOCTI, OCKI/IbK/
BiH Mae
pekomMeHAauiliHWiA
XapakTep BignosigHO A0
sumor oy 1.4
«MoHorpadii» Ta EP
1.5.1.7 «Characters».
3MiHn | TURY - 3MiHN 3
akocTi. CepTudpikar
BignoBigHOCTI/TE-
ceptuddikat
BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii
. MogaHHA HoBOrO 260
OHOBJIEHOTO
cepTudikata
BiANoBiAHOCTI ab0
BWJ/TyYEHHS cepTudikaTta
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: s Adl;
015 BUXIAHOTO
Marepiany/peareHTy/npo
MDDXHOTO MPOAYKTY, LU0
BUKOPVCTOBYHOTHCS Y
BMPOGHMLTBI A®I; aons
[O0NOMDKHOT peyoBUHU
(cepTuchikat
BignoBigHOCTI
€Bponeiicbkili
thapmakonei) - Hosuii
cepTudikaT Big BXe
3aTBEPAKEHOIO
BMPOGHMKA - MOAaHHSA
HOBOro cepTtudpikara
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

BiANOBIAHOCTI
€Bponeicbkili
hapmakonei Ne CEP
2002-020-Rev 11 Big
13.08.2024 gna Aol
MapaueTamon Bif Bxe
3aTBEPAKEHOTO
BUpPOGHMKa Farmson
Pharmaceutical Gujarat
Pvt. Ltd. (Unit-I1), India
Ha 3amiHy AM® Ne
OPDMF/FP-II/Ph.Eur-
BP/2020/00, July 2020.
Y 3B'A3KYy 3 UM
BHOCUTLCS 3MiHa [0
Ha3BW BNPOGHYMKa
(micue3HaxomKeHHs,
MicLie NPOBaKEHHS
BMPOGHWYOI AisANIbHOCTI
BMpo6HUMKa APl Ta yci
BMPOGHUYI onepauii
3a/MwaTbes
HE3MIHHUMW).
3aTBepKeHa pegakuis:
OM® Ne
OPDMF/FP-II/Ph.Eur-
BP/2020/00, July2020
Brpo6HuK Farmson
Pharmaceutical Gujarat
Pvt. Ltd. (Unit Il), India
MponoHoBaHa pegakuis:
CEP Ne CEP 2002-020-
Rev 11 Big 13.08.2024
Brpo6HuK Farmson
Basic Drugs Private
Limited (Unit 1), India

206.

NIMA®YLN
H®

natamycin

HaTami
WH

D01

Kpem, 20 mr/r;
no 30 ry Ty6i;
no 1 1y6i B
KapTOHHIi
Kopoo6Li

YEMNADA
PM
ApuHaimit
Tenb
rmM6X

HimeyunH
a

Temmnep
ITania C.p.n.

ITanisa

BHECEHHS 3MiH A0
peecTpauiitHux
mMartepianis: 3miHu | Tuny
- 3MiHM Wwoao
6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy.
BBefeHHs1 abo 3MiHM [0
y3arasibHeHUX AaHnx
npo cuctemy
dhapmakoHarnsgy

6e3 peyenma

UA/4370/02/01
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

(BBEAEHHSA
y3arasibHeHUX gaHnx
npo cuctemy
thapmakoHarnagy, smiHa
YMOBHOBaXeHOT 0cobwm,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsagy;
KOHTaKTHOT 0co6u 3
thapmakoHarnsgy
3asBHUKa A4N1A
3[iACHEHHS
hapmakoHarnsgy B
YkpaiHi, KLLO BOHA
BigMiHHa Bif,
YMOBHOBAXXEHOT 0CO6M,
BignoBigasibHOI 3a
3[iACHEHHS
thapmakoHarnsgy
(BK/OYAKOUN KOHTaKTHI
[AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-
thaiina cuctemu
hapmakoHarnagy)
3MiHa yNnoBHOBaXXEHOI
0CcOo6U 3asBHKKA,
BignoBiganbHOI 3a
hapmakoHarng,.
[itoua pepaxuis: Dr.
Juliane Niessen-Erkel.
MponoHoBaHa pegakuis:
Dr. Thomas Emmirich.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXXEHOI 0Co6u
3asBHVIKa,
BignoBiganbHOI 3a
dapmakoHarang.

207.

MOMAr®
BAKTEPIO
AT
MONIBANE
HTHUIN

crneundi
YHi
6akTepio
tharn y
KOHLLeHT
pauji He
MeHLe
1x10° ¢p
aroBmx

Jo1
XX

po34uH; no 10
MY CKNSAHOMY
dnakoHi; no 4
dhnakoHu B
KOHTYPHil
YapyHKOBIl
ynakosui; no 1
KOHTYPHil
YapyHKOBIl

HEO
MPOBIO
KEAP IHK.

KaHaga

BCi cTagii
BMPOOHULTBA;
BTOPUHHE
nakyBaHHs;
KOHTPO/b,
BWMYCK Cepii:
MpusartHe
akuioHepHe
TOBapUCTBO

Kanapa/
YkpaiHa

BHECEHHS 3MiH [0
peecTpauiinHux
marepianis: 3miHu | Tuny
- AOMIHICTpaTUBHI 3MiHN.
BunyuyeHHs BUPOGHUYOT
AinbHUUI (BKIKOYaOUM
LinbHUUI gna Adl,
NPOMDKHOro NPOAYKTY
abo rotoBoro

3a peyernmom

He
nionsieae

UA/15974/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
4acToK ynakoBLi y «lHCy3isn», nikapcbkoro 3acooy,
00 Takux KOMIMEKTI 3 YkpaiHa, ans OinbHUUi ans
BUAIB KpyLLKamu- HEO MNMPOBIO npoBeAeHHs NakyBaHHs,
MiKpoopr KpanesibHUUAMU KEAP IHK., BMPOGHVIKa,
aHi3miB: B KaHaga; BiANOBiAa/IbHOIO 3a
Streptoc iHAuBIAyaibHOM BMNYCK cepil: BWMYCK Cepiid, MicLe
occus y NakyBaHHi B TOBAPUCTB npoBeAeHHs KOHTPOH0
pyogene nauuj 3 KapToHy; 03 cepii) abo
S, no1l0mny OBMEXEHO nocravasibHuKa
Staphylo CKISIHOMY O BUXiQHOrO MaTepiasy,
coccus dhnakoHi; no 4 BIAMOBIAAN peareHTy abo
aureus, dhnakoHu B bHICTHO [O0NOMDKHOT peyoBUHU
Escheric KOHTYpHil «HEOMPOBIO (AKLL0 3a3HaYeHo y
hia coli, YapyHKOBIli KEAP- [0CbE). BunyyeHHs
Pseudo ynakosLi; no 1 YKPAIHA», a/IbTEPHATUBHOIO
monas KOHTYPHIl YkpaiHa BMPOGHMKA rOTOBOrO
aerugino YapyHKOBIl nikapcbkoro 3acoby TOB
sa, ynakoBLji B nauLii «PAPMEKC I'PYT»,
Proteus 3 KapToHy; no 20 Ykpaina, ghsa HEO
vulgaris, MYy CKNSiHOMY MPOBIO KEAP IHK.,
Proteus dhnakoHi; no 1 KaHnapa, YkpaiHa,
mirabilis hnakoHy y 08301, KviiBCcbka 0611,
KOMMJ/IEKTI 3 MicTo Bopucnine,
HacagKoto- Bynuusa LeByeHka,
posnuiosayem 6yanHok 100 (yci cTagii
B BMPOGHMLITBA, BUNYCK
iHAuBIAyaibHOM cepii). ¥
y MakyBaHHi B peecTpavuiinHoMy A0CbE
nauuj 3 KapToHY; 3a/IMLLEHI
no20mMny anbTepHaTUBHI
CKNAHOMY BMPOGHWKM, LLO
dhnakoHi; no 4 BMKOHYIOTb Ti cami
dhnakoHu B OYHKLT, WO i
KOHTYPHIl 3anponoHoBaHuin fo
YapyHKOBIli BU/TyYEHHS] BUPOOHUK, &
ynakosLi; no 1 came BUPOGHUKU:
KOHTYPHIl MpuBaTHe akuioHepHe
YapyHKOBIli TOBapUCTBO «IHY3ist»,

ynakoBLji B nauLii
3 KapToHy; no 20
MY CKNSAHOMY
donakoHi; no 4
dnakoHu B
KOHTYPHIl
YapyHKOBIli
ynakosuj; no 1
KOHTYPHil

YkpaiHa, gna HEO
MPOBIO KEAP IHK.,
KaHapga, YkpaiHa,
23219, BiHHUUbKa 0611.,
BiHHWULbKWIA p-H, C.
BiHHWLbKI XyTOpWU, BY/I.
Hemupiscbke LWwoce, 6.
84A (Bci cTagii
BUPOGHMLTBA, BTOPUHHE
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
YapyHKOBIl nakyBaHHs, KOHTPO/Ib,
ynakoBLj y BWMYCK cepii) Ta
KOMM/EKTi 3 TOBAPWCTBO 3
HacagKoto- OBMEXXEHOIO
posnuiBayem BIAMNOBIOANBHICTIO
B «HEOMPOEBIOKEAPYK
iHaVBifyanbHOM PAIHA», YkpaiHa,
y NakyBaHHi B 03143, m. Kuis, Byn.
nauui 3 KapToOHY; Akagemika
no50mny 3abonoTHoro, 154
CKISTHOMY (Bunyck cepii).
donakoHi; no 1 3MiHM BHECEHI B
hnakoHy B nauui IHCTPYKLit0 Ans
3 KQpPTOHY MeAn4yHOro
3acTocyBaHHs
NiKapcbKoro 3acoby y
po3ainv «BupobHuk» Ta
«Micue3HaxomKeHHs
BMpO6HMKa Ta agpeca
MiCLSt NPOBaKEHHS
oro AisinbHOCTI» Woa0
BWyYEHHS BUPOOHUKA
TOB «®APMEKC
I'PYM», Ykpaina, ona
«HEO MPOBIO KEAP
IHK.», KaHaga; sk
HacnifoK — BUTYYEHHS
TEKCTy MapKyBaHHS
YNaKoBKM iKapCbKOoro
3acoby neBHOro
BMPOGHMKa.
TepMmiH BBeEHHS 3MiH
npoTsirom 6 mMicauis
nicns 3aTBepApKEHHS.
208. | NIPAHTENY | pyrantel nipaHTe - NOPOLLIOK TOB Ykpaina Inka IHais BHECEHHSA 3MiH A0 - UA/10687/01/01
MNAMOAT ny (cybeTaHuisn) y "KYCYM" Na6opeTopic peecTpauiintHux
namoar naketax Niviteq marepianis: 3miHu | Tuny
NoABINHMX - AOMIHICTpaTUBHI 3MiHN.
nonieTnNeHoBux 3MiHa HaliMeHyBaHHS
ons Ta/abo agpecu 3asiBHUKA
hapmaueBTUYHO (BnacHvka

[0 3aCTOoCyBaHHA

peecTpaujiiHoro
noceigyeHHs). 3miHa

HaliMeHyBaHHs

3asBHVKa 3 TOB
"TNEA®PAPM NTA"
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
YkpaiHa Ha TOB
"KYCYM", YkpaiHa
209. | NIPNUJOKC Pyridoxal nipuaokc - NOPOLLIOK ToBapuct YkpaiHa ToBapucTBO 3 | YkpaiHa BHECEHHS 3MiH A0 - UA/16505/01/01
ANb-5- phosphate | anb-5- (cybeTaHuisn) y BO 3 06MEXeHO peecTpaviiHnx
DPOCPAT hoccpat MiLlLKax 3 06MEeXeHO BiAnoBigasIbHi mMartepianis: 3miHu | Tuny
nonieTnIeHoBsol 10 CTHO - 3MiHK 3 aKocTi. API.
nniBk1 Ans Bignosiga "PAPMXIM" (iHLWIi 3MiHW) BHECEHHSA
hapmaueBTUYHO NbHICTIO 3MiH 0 MaTepianis
ro 3acTocyBaHHA "®APMXI peecTpauiiiHoro Aocke
M wogo Adl

Mipnpokcanb-5-cpocdar
a came, 3MiHM B
posginax ASMF:
3.2.5.2.2 Onuc

BUPOGHMYOrO npoLecy
Ta oro KOHTPOo, a
came, 3MillyBaHHSA MiX
co6oto cepiit, 3.2.5.2.3
KoHTponb matepianis,
BU/TYYEHHS NOKa3HMKa
«Baxki meTanu» 3
ClMCc.01.00.02.XX
«Bopa ounieHa» Ta
ClC.01.28.01.XX
Mipugokcanb-5-poccpat
(TexHiuHuiA), 3.2.5.2.4
KOHTPO/b KpUTUYHMX
cTagivi Ta NPOMiXHOT
NpoAYyKUiT 3
CIMC.01.28.02.XX
Mipugokcanb-5-poccpat
(Hepo3dracoBaHwmif)
BUJTYYUTN NOKA3HUK
«Baxkki meTanu», ons
4acTuHN
Hepo3chacoBaHoi cepil
75 Kr BUKIOUNTY
MOKa3HWKN AKOCTI:
«HeopraHiyHwuii
hocdop», «3annLLKoBi
OpraHiyHi PO3YNHHUKN,
«CynpoBiZHi AOMILLKM»
Ta «KinbkicHe
BU3HAYEHHSA»;
nepeHeceHHs faHnx
KOHTPO/I10
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Hepo3dgacoBaHOl
npoaykuii 1o
cepTuguikaTty rotoBoro
npoayKTy; 3MiHN B
MeToAMLji 3aNNLLIKOBI
OpraHiyHi PO3YNHHUKMY;
3MiHM B po3aini MKA
«MapkyBaHHs». Bepcis
MKA A®l eCTD (0001).
210. | NOMANIAO | pomalido nomanig | LO4 Kancynu Teepai Mictpan AHrnis BVPOGHMLTBO Icnanis/ BHECEHHS 3MiH A0 3a peyenmom UA/18299/01/01
MIA-BICTA mide omig AXO | no2wr;no21 Kenitan (noBHwiA Yecbka peecTpauiitHux
6 Kancyniy MeHemxm LMKN): Pecnybn | matepianis: 3MiHu | Tuny
dnakoHi; no 1 eHT CiHTOH ika - 3MiHM 3 AKocTi. AdI.
dhnakoHy B Nimiten XicnaHis, C.J1., Brpo6HMUTBO. 3MiHa
KapTOHHii IcnaHis; BUPOGHMKa
Kopo6bui; no 7 KOHTPO/b BUXiAHOTro/NPOMIXKHOTO
Kancyny AKOCTI npoayKTy/peareHTy, Lo
6nictepi; no 3 (chizuko- BMKOPUCTOBYIOTLCS Y
6nictepu B XiMiYHWi): BMPOGHMYOMY npoLieci
KapTOHHii KBiHTa- A®l, abo 3miHa
KopooLi AHaniTika BUPOGHMKa (BKIKOYALOUM,
C.p.o., Yecbka e HeobXxigHo, micue
Pecny6nika,; NpoBefeHHA KOHTPOSI0
KOHTPO/1b aKkocTi) APl (3a
AKOCTI BiCYTHOCTI cepTudiikata
(mikpob6ionoriy BignoBigHOCTI
HWi): €Bponeiicbkili
ITECT nntoc, thapmakonei y
c.p.o., Yecbka 3aTBEPAKEHOMY [OCHE)
Pecny6nika (3anponoHoBaHwit

BMPOGHWK HANEXUTb [0
Tiei camoi BUpo6GHNYOT
rpynu nignpuemMcTs, Lo
1 3aTBEPIKEHWIA)
BnacHvik macTep-taiiny
Ha fjito4y peyvoBuHy
(ASMF), Synthon B.V.,
[ofae HOBOro
BUPOGHMKA BUXIOHOT
peyoBuHMN 3-
HITPO)TaNIeBOT KUCNOTU
(S/1101) pnsa gitoyoi
pPeyYoBMHY NOMasTifoMiA,.
HoBuiA BUPOGHUK
HanNexuTb A0 TiEl X
hapmaLeBTMYHOI rpynu,
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Lo 7 BXe
3aTBEPMAKEHWIA
BUPOGHUK.
211. | NOMANIAO | pomalido nomanig | LO4 Kancynu Teepai Mictpan AHrnis BVPOGHMLTBO Icnanis/ BHECEHHS 3MiH A0 3a peyenmom UA/18299/01/02
MIA-BICTA mide omig AXO | no3wr;no 21 Kenitan (noBHwiA Yecbka peecTpauiitHux
6 Kancyniy MeHemxm LMKN): Pecnybn | matepianis: 3MiHu | Tuny
dhnakoHi; no 1 eHT CiHTOH ika - 3MiHM 3 AKocTi. AdI.
dhnakoHy B Nimiten XicnaHis, C.J1., Brpo6HMUTBO. 3MiHa
KapTOHHii IcnaHis; BUPOGHMKa
Kopo6bui; no 7 KOHTPO/b BWXiAHOro/NPOMIKHOTO
Kancyny AKOCTI npoayKTy/peareHTy, Lo
6nictepi; no 3 (chizuko- BMKOPUCTOBYIOTLCS Y
6nictepu B XiMiYHWi): BMPOGHMYOMY npoLieci
KapTOHHii KBiHTa- Adl, abo 3miHa
KopooLi AHaniTika BUPOGHMKa (BKIKOYALOUM,
c.p.o., Yecbka e HeobXxigHo, micue
Pecny6nika,; NpoBefEeHHA KOHTPOSI0
KOHTPO/1b aKocTi) APl (3a
AKOCTI BiCYTHOCTI cepTudiikaTa
(mikpob6ionoriy BignoBigHOCTI
HWi): €Bponeiicbkili
ITECT nntoc, thapmakonei y
c.p.o., Yecbka 3aTBEPAKEHOMY [OCHE)
Pecny6nika (3anponoHoBaHwit
BMPOGHWK HANEXUTb [0
Tiei camoi BUpo6GHUYOT
rpynu NianpuemMcTs, Lo
1 3aTBEPIKEHWIA)
BnacHvik macTep-aiiny
Ha Jiloyvy peyoBuHy
(ASMF), Synthon B.V.,
[0Aa€ HOBOTO
BUPOGHMKA BUXIOHOT
peyoBuHMN 3-
HITPpO)TaNIeBOT KUCNOTU
(S/1101) pnsa gitoyoi
pPeyYoBMHY NOMasTifoMiA,.
HoBuiA BUPOGHUK
HanNexuTb A0 TiEl X
thapmaLeBTUYHOI rpynu,
LLLO 71 BXE
3aTBEPMAKEHWI
BUPOGHUK.
212. | NOMANIAO | pomalido nomanig | LO4 Kancynv Teepai MicTtpan AHrniA BVMPOGHMLTBO IcnaHis/ BHECEHHS 3MiH A0 3a peyernmom UA/18299/01/03
MIA-BICTA mide omig, AXO | no4wmr; no 21 Kenitan (noBHwiA Yecbka peecTpauiiiHnx
6 Kancysiy MeHemKM LMKN): Pecny6n | matepiani: 3MiHu | Tuny
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
dnakoHi; no 1 eHT CiHTOH ika - 3MiHM 3 AKocTi. AdI.
chnakoHy B Nimiteq XicnaHis, C.J1., Brpo6HMUTBO. 3MiHa
KapTOHHii IcnaHis; BUPOGHMKa
Kopobui; no 7 KOHTPO/b BWXiAHOro/NPOMIXKHOTO
Kancyny AKOCTI npoayKTy/peareHTy, Lo
6nictepi; no 3 (chizuko- BMKOPUCTOBYIOTLCSA Y
6nictepu B XiMiYHWi): BMPOGHMYOMY NpoLieci
KapTOHHii KBiHTa- Adl, abo 3miHa
KopooLi AHaniTika BUPOGHMKaA (BKIKOYAtOUM,
c.p.o., Yecbka e HeobXxigHo, micue
Pecny6nika,; NpoBefEeHHA KOHTPOSIO
KOHTPO/1b AaKocTi) AdI (3a
AKOCTI BiCYTHOCTI cepTudiikata
(mikpob6ionoriy BigNoOBIgHOCTI
HWi): €Bponeiicbkili
ITECT nntoc, thapmakonei y
c.p.o., Yecbka 3aTBEPAKEHOMY [OCHE)
Pecny6nika (3anponoHoBaHwit
BMPOGHWK HANEXnTb [0
Tiei camoi BUpOBOHNYOT
rpynu NignpuemMcTs, Lo
1 3aTBEPIKEHWIA)
BnacHuk mactep-chaiiny
Ha Jiloyvy peyoBuHy
(ASMF), Synthon B.V.,
[0Aa€ HOBOTO
BUPOGHMKa BUXIOHOT
peyoBuHMN 3-
HiTpOhTaNeBoi KNCNOTH
(S/1101) pnsa gitoyoi
PeYoBMHY NOMasTifoMIA,.
HoBuiA BUPOGHUK
HanexuTb A0 TiEl X
thapmaLeBTUYHOI rpynu,
LLLO 71 BXE
3aTBEPMAKEHWI
BUPOBGHUK.
213. | NPEFABAN | pregabalin | npera6a - NOPOLLIOK TOB Ykpaina AJIbMENO IHais BHECEHHSA 3MiH O0 - UA/20666/01/01
IH NiH (cybeTaHuisn) y "KYCYM" MPANBET peecTpauiinHux
nonieTuaeHoBmx NIMITEL marepianis: 3miHu | Tuny
naketax HU3bKoI FOHIT Il - AOMIHICTpaTUBHI 3MiHN.

ryCTUHW AN1si

hapMaueBTUYHO
0 3aCTOCYBaHHS

3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asiBHMKA
(BnacHuka
peecTpaujiiHoro

noceigyeHHs) 3miHa




255

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
HallMeHyBaHHs
3asBHUKa (BacHvKa
peecTpaujiiHoro
nocsigyeHHs), 6e3 3mMiHun
10pUANYHOI 0CO6M.
3arBepaxeHo: TOB
"TNEAPAPM NTA",
YkpaiHa
3anponoHosaHo: TOB
"KYCYM", YkpaiHa
214. | NPECTAPIY | perindopril | nepuHgo | C09 | TabneTtku, BKpUTI ne ®paHuin Na6oparopii ®paHuin BHECEHHSA 3MiH J0 3a peyernmom UA/1901/02/01
M® 10 Ml npuny AAO0 | nniBKOBOI NABOPAT Ceps'e / peecTpauiinHux
apriHiH 4 060/10HKOI0, NO YAP IHAacTpi, IpnaHgis | matepianis: 3minu | TUny
10 mr; no 14 a6o CEPB'E€ PpaHujis; - 3MiHM 3 AKOCTI.
no 30 TabneTok Ceps'e CepTudikat
y KOHTeHepi (Ipnangis) BignosigHocTi/lE-
Ans TabneTtok; IHpacTpic flTa, cepTugikat
no 1 KoHTelHepy Ipnangis BignoBigHOCTI

0ns TabneTok y
Kopoo6uji 3
KapTOHY

€Bponecbkiin
thapmakonei/moHorpadii
. MogaHHA HoBOro abo
OHOB/IEHOTO
cepTugikaTa
BignosigHOCTI abo
BUyYEHHS cepTudpikata
Bi4NOBIAHOCTI
€Bponeiicbkili
dhapmakonei: ans Adl;
L8 BUXIQHOMO
MaTtepiany/peareHTy/npo
MDKHOTO MPOAYKTY, L0
BUKOPVICTOBYIOTHCS Y
BUPO6HMLTBI ADI; ans
[OMOMDKHOT PEYOBUHM
(cepTudbikat
BignoBigHOCTI
€Bponecbkin
thapmakoner) -
OHoBeHWIA cepTudikat
Bif y)e 3aTBEepKEHOro
BUPOGHMKa. MogaHHA
OHOBJIEHOTO
cepTudikata
Bi4NOBIAHOCTI
€Bponeiicbkili
dapmakonei R1-CEP
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

2004-223-Rev 01
(3atBepaxeHo: R1-CEP
2004-223-Rev 00) ons
BWXi4HOT CPOBWHN
nepuHAoNpuIy TepT —
6yTnnamiHy Big,
3aTBEPAKEHOTO
BMpo6HMKa Oril
Industrie. 3MiHu | TUNy -
3MiHu 3 aKocTi. API.
Brpo6HMUTBO. 3MiHa
po3mipy cepil
(BKKOUAOUM gianasoHn)
A®| abo NpomikHOro
NpoAayKTy, SKuii
3aCTOCOBYETLCA Y
npotieci BUpo6HMLTBa
A (36inbIeHHS 1o 10
pasiB NMOpIBHAHO i3
3aTBEPMHKEHNM
po3mipom). 3miHa
3aTBEPAKEHOTO
AianasoHy po3mipy cepii
Lit040T pevyoBuHU
nepuHAONPUAY apriHivy
3127 -147 kr go 127 -
600 kr. 3MiHu | TUNy -
3MiHu 3 aKocTi. API.
Brpo6HuLTBO. 3MiHN
BUNPo6yBaHb abo
[OMYyCTUMUX MEX Y
npoLieci BUpo6HMLTBa
ADI, L0 BCTAHOBNEHI Y
cneuudikavisx
(mnofaBaHHA HOBOrO
BUNPOOYBaHHA Ta
[0NyCTUMNX MEX).
JlofasaHHA HOBOrO
BHYTPILLHbOTEXHOOMYH
0ro BMNpo6yBaHHA Ta
JonyctuMux gns
BUPOGHMLTBA AitoUoil
peyoBuHM
NepyHAONPUY apriHiHy.
3MiHM nos'a3aHi 3
BMPOBaKEHHAM
3aKpUTOI CyLIapKu 3
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

nepemillyBaHHAM Ha
OCTaHHbOMY eTani
CYLUIHHSA Y Npoueci
BMPOGHULITBA aKTUBHOI
peyoBuHM
nepuHAONPUY apriHiH:
[0AaBaHHA KOHTPO/I0
BOJIOTOCTi JlikapCbKoT
peyoBuHM Nig vyac
npouecy nepeg
OCTaHHIM eTarnom
CYLUIHHA. Takox
BHOCUTLCS pefakuiiHa
3MiHa Woao0
BUMNpaB/IEHHSA
OPYKapCbKOT MOMUKN
o0 thopMy toBaHHS,
LLIO BUKOPUCTOBYETLCSA Y
npoueci BUPobHULTBA
L0401 peYOBUHN
nepuHLONPUNY apriHidy,
a came BUNpPaBuTK 3
«oyuLLeHa Boda»
(purified water) Ha
«Boga» (water).

215.

NPECTAPIY
M® 2,5 MI'

perindopril

nepuHAo
npuny
apriHiH

C09
AAO

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI0, NO
2,5wmr; no 14
ab6o no 30
TabneTok y
KOHTElHepi gnsa
Tabnetok; no 1
KOHTeliHepy Ans
TabneTtoky
KopooLi 3
KapToHY

ne
NABOPAT
YAP
CEPB'E€

®paHuin

Na6oparopii
Ceps'e
IHAacTpi,
PpaHuis;
Ceps'e
(Ipnangis)
IHpacTpic flTa,
Ipnangis

®paHuin
/

IpnaHgis

BHECEHHS 3MiH [j0
peecTpauiintHux
marepianis: 3miHu | Tuny
- 3MiHK 3 AKOCTI.
CepTudikat
BignosigHocTi/lE-
cepTugikat
BignoBigHOCTI
€Bponecbkiin
hapmakonei/moHorpadii
. MogaHHA HoBOro abo
OHOB/IEHOTO
cepTugikaTa
BignosigHOCTI abo
BUyYEHHS cepTudpikata
Bi4NOBIAHOCTI
€Bponeiicbkili
dhapmakonei: ans Adl;
L8 BUXIQHOMO
MaTtepiany/peareHTy/npo
MiDKHOTO MPOAYKTY, L0

3a peyernmom

UA/1901/02/02
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

BUKOPVCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; aons
[O0NOMDKHOT peyoBUHU

(cepTuchikat
BignoBigHOCTI
€Bponeiicbkili
hapmakonei) -

OHoBreHuii cepTudpikat

Bif} y)ke 3aTBepAXeHOro
BMPOGHMKa. MNogaHHs
OHOBJIEHOTO
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei R1-CEP
2004-223-Rev 01

(3aTtBepaxeHo: R1-CEP
2004-223-Rev 00) ons

BWXi4HOT CPOBWHN
nepuHAoNpuIy TepT —
6yTnnamiHy Big,
3aTBEPAKEHOTO
BMpo6HMKa Oril
Industrie. 3MiHu | TUNy -
3MiHu 3 sKocTi. API.
Brpo6HMUTBO. 3MiHa
po3mipy cepil

(BKOUAOUM gianasoHn)
A®| abo NpomikHOro

NpoAyKTy, SKui
3aCTOCOBYETLCS Y
npoLieci BUpo6HMLTBa

A (36in1bIEHHS 1o 10

pasiB NOpIBHAHO i3
3aTBEPMHKEHNM

po3mipom). 3miHa
3aTBEPAKEHOTO

AianasoHy po3mipy cepii

Lit040T pevyoBuHU
nepuHAONPUAY apriHivy
3127 -147 kr go 127 -
600 kr. 3MiHu | TUNy -
3MiHu 3 sKocTi. API.
Brpo6HuLTBO. 3MiHN
BUNPo6yBaHb abo
[OMYyCTUMUX MEX Y
npoueci BUPoGHULITBA
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

A®I, 110 BCTAHOB/MEHI Y
cneuudikayisx
(mopasaHHA HOBOTO
BMNpOGYyBaHHA Ta
[OMyCTUMUX MEX).
[JlonasaHHA HOBOrO
BHYTPILUHbOTEXHOSOTIYH
0ro BMNpo6yBaHHA Ta
JonyctuMmx ans
BMPOGHMLTBA AjiloHOi
peyoBuHM
nepuHLONPUNY apriHiHy.
3MiHK noB'a3aHi 3
BMNPOBaMKEHHAM
3aKpuUTOT CyLlapku 3
nepemillyBaHHAM Ha
OCTaHHbOMY eTani
CYLUIHHSA Y NpoLueci
BMPOGHULITBA aKTUBHOI
peyoBuHM
NepuHAONPUY apriHiH:
[0AaBaHHA KOHTPO/I0
BOJIOTOCTi JlikapCbKoT
peyoBuHM Nig vyac
npouecy nepeg,
OCTaHHIM eTarnom
CYLUIHHA. Takox
BHOCUTLCS pejakuiiHa
3MiHa WoAao0
BUMNpaB/IEHHSA
OPYKapCbKOT MOMUKN
o0 thopMy toBaHHS,
LLIO BUKOPUCTOBYETLCSA Y
npoueci BUPobHULTBA
Ail040T peYOBUHN
nepuHLONPUNY apriHidy,
a came BUNPaBuTK 3
«oyuLLeHa Boda»
(purified water) Ha
«Boga» (water).

216.

NPECTAPIY
M® 5 MI

perindopril

nepuHAo
npuny
apriHiH

C09

TabneTku, BKPUTI

NNiBKOBOK
060/10HKOIO, MO
5 wmr; no 14 a6o
no 30 TabneTok
Y KOHTelHepi

ne
NABOPAT
YAP
CEPB'E€

®paHuin

Na6oparopii
Ceps'e
IHAacTpi,
PpaHuis;
Ceps'e
(Ipnangis)

®paHuin
/
IpnaHgis

BHECEHHS 3MiH [0
peecTpauinHux
marepianis: 3miHu | Tuny
- 3MiHK 3 AKOCTI.
CepTudikat
BignosigHocTi/lE-

3a peyernmom

UA/1901/02/03
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Ans TabneTtok; InpgacTpic N14, ceptuddikat
no 1 KoHTelHepy Ipnangis BigNoOBIAgHOCTI

ons TabneTok y
Kopobui 3
KapTOoHY

€Bponeiicbkili
thapmakonei/moHorpadii
. MogaHHA HoBOrO abo
OHOBJIEHOTO
cepTudikata
BiANoBiAHOCTI ab0
BWJ/TyYEHHS cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: s Adl;
015 BUXIAHOTO
mMarepiany/peareHTy/npo
MDKHOTO MPOAYKTY, LU0
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; aons
[O0NOMDKHOT peyoBUHU
(ceptuchikat
BignoBigHoOCTI
€Bponeiicbkili
hapmakonei) -
OHoBrieHuii cepTudikat
Bif} y)ke 3aTBepAXeHOro
BMPOGHMKa. NogaHHs
OHOBJIEHOTO
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei R1-CEP
2004-223-Rev 01
(3atBepaxeHo: R1-CEP
2004-223-Rev 00) ons
BWXi4HOT CPOBWHN
nepuHAoNpuy TepT —
6yTnnamiHy Big,
3aTBEPAKEHOTO
BMpo6HMKa Oril
Industrie. 3MiHu | TUNy -
3MiHu 3 sKocTi. API.
Brpo6HMUTBO. 3MiHa
po3wmipy cepii
(BKOUAOUM gianasoHn)
A®| abo NpomikHOro
NpoAayKTy, SKuii
3aCTOCOBYETHLCS Y
npoueci BUPoGHULITBA
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

A®| (36inbLIeHHs go 10
pasiB NOpIiBHAHO i3
3aTBEPAKEHNM
po3mipom). 3miHa
3aTBEPAKEHOrO
Aiana3oHy po3mipy cepii
Lit0Y0T pevyoBUHN
nepyvHAONPUY apriHiHy
3127 -147 kr go 127 -
600 kr. 3MiHu | Tuny -
3MiHu 3 siKoCTi. AdI.
Bupo6HULTBO. 3MiHK
BMNpobyBaHb abo
[OMyCTUMUX MeX y
npoueci BUpo6HULITBA
A®I, 110 BCTAHOB/MEHI Y
cneuudikayisx
(nofaBaHHA HOBOrO
BMNpOGYyBaHHA Ta
[OMYyCTUMUX MEX).
[JofaBaHHA HOBOrO
BHYTPILUHbOTEXHOSOTIYH
0ro BMNpo6yBaHHA Ta
JonyctuMux ans
BMPOGHMLTBA Ajilo4Oi
peyoBuHN
nepuHAONPUNY apriHiHy.
3MiHN nos'a3aHi 3
BMPOBaPKEHHAM
3aKpuUTOT CyLlapKku 3
nepemillyBaHHAM Ha
OCTaHHbOMY eTani
CYLUIHHSA Y NpoLueci
BMPOGHULITBA aKTUBHOI
peyoBuHN
NepuHAONPUY apriHiH:
[0AaBaHHA KOHTPO/I0
BOJIOTOCTi JlikapCbKoT
peyoBMHM Nig Yac
npouecy nepeg,
OCTaHHIM eTarnom
CYLUIHHA. Takox
BHOCUTLCS pejakuiiHa
3MiHa WoAao0
BUMPaB/EHHSA
OPYKapCbKOT MOMUKN
o0 hopMyntoBaHHS,
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
LLIO BUKOPUCTOBYETLCA Y
npoLieci BUpo6HMLTBa
Lit0Y0T pevyoBuHU
NepuHAONPUY apriHiHy,
a came BUNpaBnTyn 3
«o4uLLEeHa BOAa»
(purified water) Ha
«Boga» (water).
217. | NIPO®UKO torasemid Topacem | CO3 | poO3uuH Ans MpusaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH A0 3a peyenmom UA/17628/01/01
P® e ia CAO | iH'ekuiin, 5 aKujioHepH akuioHepHe peecTpauinHux
4 Mr/mn, no 2 mn e TOBapuCTBO mMartepianis: 3miHu | Tuny
abo 4 mn B TOBapuCTB "Jlekxim- - 3MiHM 3 AKOCTI.
amnyni, no 5 0 "Nlekxim- Xapkis" [oTOBWIA NikapcbKuii
amnyny Xapkis" 3aci6. 3mMiHn y
6nictepi; no 1 BMPOGHMLTBI. 3MiHa
abo 2 6nictepun po3mipy cepii
y naui; no 2 mn (BK/THOYatouM gianasoH
abo 4 mn B po3Mipy cepil) roToBoro
amnyni, no 100 NiKapcbKoro 3acoby
amnyny (3MeHLweHHA fo 10
nayuivynH ans pasiB). BBegeHHs
iH'eKwin [04aTKOBOTO po3Mipy
cepii roToBoro
nikapcbKoro 3acoby ans
amnyn no 4 mn:
3arsepmkeHo: 50 000
Ty amnys, 65 000
WTyK amnyn, 131 000
LITYK amny’i.
3anponoHosaHo: 20 000
wTyk amnyn, 50 000
LWITYK amnyn, 65 000
WwTyk amnys, 131 000
LWTYK amnyn
218. | NCoTPION Calcipotrio | kanbuun | DO5 | masb, 50 TOBAPUC Ykpaina mi6e Mmb6X Himeyuuu BHECEHHS 3MiH J0 3a peyenmom UA/19635/02/01
® l, oTpion AX5 | Mmkr/r/0,5 mr/r; no TBO 3 ApuHaiimitTen Ha peecTpauiiiHnx
combinatio | (y 2 30ryTy6i;no 1 OBMEXE b mMartepianis: 3miHu | Tuny
ns BUrNALI Ty6i y nauui HOO - 3MiHM 3 AKOCTI.
KauibLmn BIANOBIA CeptucpikaT
oTpiony ANBbHICT BignoBigHOCTI/TE-
MOHOTif, 1O "MIBE cepTugikat
pary) Ta YKPAIHA" BiAnoBiAHOCTI
6eTameT €Bponencokiin
asoH (y thapmakonei/moHorpadii
BUrNAAI . MopaHHa Hosoro abo
6eTameT OHOBJIEHOTO
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o
nocsioYeHHs

asoHy
avinponi
oHary)

cepTudikata
BiANoBiAHOCTI ab0
BWJ/TyYEHHS cepTudikaTta
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: s Adl;
015 BUXIAHOTO
Marepiany/peareHTy/npo
MDDXHOTO MpoAyKTY, LU0
BUKOPVCTOBYHOTHCS Y
BMPOGHMLTBI A®I; aons
[O0NOMDKHOT peyoBUHU
(cepTuchikat
BignoBigHOCTI
€Bponeiicbkili
hapmakonei) -
OHoBrieHuii cepTudiikat
Bif} y)ke 3aTBepAXeHOro
BMPOGHMKA - MOAaHHSA
OHOBJIEHOTO
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei CEP 2016-
206-Rev 02 ans gitoyoi
peuvoBuHuM Calcipotriol
monohydrate Bif Bxe
3aTBEPAKEHOTO
BMpo6Huka Cerbios, B
3B'A3KY 3 pefakuiiiHimu
OHOB/IEHHAMM
cneuudikauii,
YTOYHEHHS B
iHTepnpeTauji
pe3ynbTaTiB method for
ethyl acetate
determination, He3HauHi
3MiHW Y BUPOBHNYOMY
npoueci, NiATBEpIKEHHS
OULiHKMN e1eMEeHTHUX

[OOMILLIOK, (3aTBEpKEHO:

R1-CEP 2016-206-Rev
01; 3anponoHoBaHo:
CEP 2016-206-Rev 02).

219.

ncoTrPiON
®

Calcipotrio
l,

KanbLyn

oTpion

D05
AX5

renb, 50

MKr/r/0,5 mr/r; no

TOB
«MIBE

YkpaiHa

Mibe TM6X

ApuHaiimitren

Himeuun

Ha

BHECEHHS 3MiH A0
peecTpauiiHnx

3a peyenmom

UA/19635/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
combinatio | (y 2 30y donakoHi 3 | YKPAIHA» b. marepianis: 3MiHu | Tuny
ns BUINALI KpanenbHUM - 3MiHM 3 SKOCTI.
KasibLmn [03aTopoMm Ta CepTudikat
oTpiony KPWLLIKOHO, LLLO BignoBigHOCTI/TE-
MOHOTif, 3arBMHYYETLCS; ceptudpikat
paty) Ta no 1 cpnakoHy y BignoBigHOCTI
6etameT navu,i €Bponencbkili
asoH (y thapmakonei/moHorpadii
BUrNASI . MogaHHsa HoBoro abo
6eTameT OHOBJIEHOTO
a3oHy cepTudpikata
avnponi BignosigHoCTi abo
oHaTty) BUyYEHHS cepTudikata

BignoBigHOCTI
€Bponeiicbkili
dhapmakonei: gns Adl;
[ONs BUXIQHOTO
mMaTtepiany/peareHTy/npo
MDKHOTO MPOAYKTY, L0
BUKOPVICTOBYHOTHCS Y
BUPO6HMUTBI ADI; ans
[OMOMDKHOT PEYOBUHN
(cepTudpikat
BignoBigHOCTI
€Bponecbkin
hapmakonei) -
OHoBeHWiA cepTudikat
Bif y)Xe 3aTBEPKEHOr0
BUPOGHMKA - NOAaHHSA
OHOBJIEHOTO
cepTudikata
BignoBigHOCTI
€Bponeiicbkili
thapmaxkonei CEP 2016-
206-Rev 02 gnsa gitoyoi
peyoBuHu Calcipotriol
monohydrate Big Bxe
3aTBEPAKEHOrO
BUpo6Huka Cerbios, B
3B'A3KY 3 pefakuiitHuMmn
OHOB/IEHHAMM
cneumdikaui,
YTOYHEHHS B
iHTepnpeTau;i
pesynbTaTie method for
ethyl acetate
determination, He3HauHi
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3MiHW Y BUPOBHNYOMY
npoveci, NigTBepKEHHS
OLLiHKN €N1eMEeHTHUX
OOMILLIOK, (3aTBEPKEHO:
R1-CEP 2016-206-Rev
01; 3anponoHoBaHo:
CEP 2016-206-Rev 02).
220. | PAMINPUN ramipril paminpu - KpucTaniyHui TOB Ykpaina MENoA| IHais BHECEHHSA 3MiH A0 - UA/14490/01/01
n NOpOLLIOK "KYCYM" XENTXKEP peecTpauiinHux
(cybeTaHuisn) y NBT. NTA. mMartepianis: 3miHu | Tuny
naketax - AOMIHICTpaTUBHI 3MiHN.
noAgiliHMx 3MiHa HalimeHyBaHHsI
nonieTuaeHoBmx Ta/abo agpecy 3asBHMKa
ons (BnacHvka
hapMaueBTUYHO peecTpaujiiHoro
ro 3aCTOCyBaHHA noceigyeHHs). 3miHa
HaliMeHyBaHHs
3asBHVKa 3 TOB
"TNEA®APM NTA",
YkpaiHa Ha TOB
"KYCYM", ¥YKkpaiHa
221. | PAHITUON ranitidine paHitTng | AO2 | TabneTku, BKpUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH A0 3a peyenmom He UA/7658/01/01
H-KYCYM NHY BAO | o6onoHkoto, No "KYCYM" XENTXKEP peecTpauinHux niosnsieae
rigpoxno | 2 150 wmr, no 10 NBT NTA marepianis: 3miHu | Tuny
pua TabneTok y - AOMiHICTpaTVBHI 3MiHN.
cTpuni; no 1 a6o 3MiHa Ha3Bu
10 cTpunis B niKapcbKoro 3acoby
KapTOHHIM 3MiHV BHECEHO LWOA0
Kopoo6Li Ha3BW JlikapCcbKoro

3acoby. 3aTBepaKeHo:
PUHUT® (RINIT®).
3anponoHoBaHo:
PaHiTManH-Kycym
(Ranitidine-Kusum).
BBefeHHA 3MiH
npoTArom 6-T MicsLiB
nicns 3aTBepKeHHs.
3MiHu | TUny -
AAMIHICTPaTUBHI 3MiHN.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3aABHMKa
(BnacHvika
peecTpavujiitHoro
noceig4eHHs). 3MiHa
HaliMeHyBaHHs
3asBHUKa (B/1acHMKa
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
peecTpavujiitHoro
nocBigyeHHs), 6e3 3MiHu
0pUANYHOT 0Cco6MU.
BBefeHHS 3MiH
NpoTArom 6-T MicsLiB
nicns 3aTBepKeHHs.
3MiHn | TURY - 3MiHK
wono
6e3nekun/edeKkTUBHOCTI
Ta thapmakoHarnsgy
(iHWi 3MiHW). 3MiHK
BHECEHO B TEKCT
MapKyBaHHS BTOPUHHOT
YNaKoBKM iKapCbKOoro
3acoby y NyHKTU 2, 8,
12,17 Ta B TEKCT
MapKyBaHHA NepBUHHOT
YNaKoBKM Y NYHKTU 2, 6.
BBefeHHS 3MiH
NpoTArom 6-T MicsLiB
nicns 3aTBepKEHHS.
222. | PAHITNAN ranitidine paHiTug | AO2 | TabneTkw, BKpUTI TOB Ykpaina KYCYM IHAisA BHECEHHS 3MiH A0 - He UA/21111/01/01
H-KYCYM WH BAO | o6onoHkoto, No "KYCYM" XENTXKEP peecTpauiitHux niossieae
2 150 wmr; in bulk: NBT NTA mMartepianis: 3MiHu | Tuny
Ne2500 - AgMiHICTpPaTUBHI 3MiHW.
(10x250) 3MiHa Ha3Bu
Tabnetok: no 10 niKapcbKoro 3acoby
TabneTok y 3MiHV BHECEHO LWOA0
cTpuni, no 250 Ha3BW JlikapcbKoro
cTpuniB y 3acoby. 3aTBepoKeHO:
KapTOHHIi PNHUT® (RINIT®).
Kopoo6Li 3anponoHoBaHo:

PaHniTnanH-Kycym
(Ranitidine-Kusum).
BBeAeHHs 3MiH
NPOTArom 6-Tn MicALiB
nicns 3aTBepAKeHHs.
3MiHu | TUny -
AAMIHICTPaTVBHI 3MiHW.
3mMiHa HaliMeHyBaHHS
Ta/abo afgpecu 3aABHMKa
(BnacHuka
peecTpavujiitHoro
noceigueHHs). 3MiHa
HaliMeHyBaHHs
3asBHMKa (BNacHvKa
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
peecTpavujiitHoro
nocBigyeHHs), 6e3 3MiHu
0pUANYHOT 0Cco6MU.
BBefeHHS 3MiH
NpoTArom 6-T MicsLiB
nicns 3aTBepKEHHS.
223. | PIONAH magaldrat | marangp | A02 | cycneHsis Takena HimeuumnH Takepga F'm6X | Himeyun BHECEHHS 3MiH A0 6e3 peyenma UA/11741/02/01
e at ADO | opasnbHa, 800 M6X a Ha peecTpauiitHux
6e3BogH | 2 mr/10 mn; no 10 mMartepianis: 3miHu | Tuny
nin* MN B calle; no - 3MiHM 3 AKOCTI.
* 10, a6o no 20, [oTOBWIA Nikapcbkuii
Bukopuc ab6o no 50 cawe 3aci6. 3MiHN y
TOBYETb B KapPTOHHIi BMPOGHULTBI. 3MiHN Y
cay Kopoo6Li npoLieci BUpo6HMLTBA
BUrNAAI roTOBOrO J1iKapCbKOro
10 % 3acoby, BK/IYarum
CyCneHsi NPOMDKHUIA NPOAYKT, WO
T 3aCTOCOBYETLCA MpKU
mMarasngap BMPOGHMLITBI FOTOBOrO
ary. nikapcbKoro 3acoby
Cknap, (He3HauHa 3MiHa Y
10 % npoueci BUPOGHULTBA
CyCneHsi BOZHOI cycneHsii ans
T nepopasnbHoOro
marangp 3aCTOCyBaHHS) -
arty: He3HauHi 3MiHK y
Marang BMPOBHMYOMY NpoLieci
pat OopasibHOI cycneHaii
6e3BoaH marangpary, a came
Wi, OHOBJIEHHSA
BOAA, Temnepartypu, sky
HaTpito noTpibHO gocartny
rinoxnop BMPOGHMUIli EMHOCTI nig,
ut yac hasun 0Xo104KEHHS

nicns BUPOGHULTBA
rento rinpoMenosu,
6e3nocepefHLO nepes
poaasaHHAM 10 %
cycneHsii marangparty.
3aTtBepAKeHo:
3.2.P.33.

Step 3: Cooling
The batch is cooled
downto40°C+2°C. A
transparent gel is
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
formed.
3anponoHoBaHo:
Step 3: Cooling
The batch is cooled
downto<42°C. A
transparent gel is
formed.
224. | POKYPOHI rocuroniu pokypoHi | MO3 | po3uuH ans AT Natsia BUPOBHUK, Natsis/ BHECEHHS 3MiH A0 3a peyenmom UA/18558/01/01
0 BPOMIJ, m bromide | 10 ACO | iH'ekuijin, 10 "Kanuexc" AKWI Icnanis peecTpauinHux
KANUEKC 6pomig, 9 Mr/mnno5mny Bignosigae 3a mMartepianis: 3miHu | Tuny
dhnakoHax, no 5 BMNYCK cepil: - 3MiHM Wwoao
hnaKkoHiB y AT "Kanuekc", 6e3nekn/edeKTUBHOCTI
YapyHKOBIl Narsig; Ta thapmakoHarnsagy.
ynakoBLj BCi cTagii BBeneHHs1 abo 3MiHU A0
(nipaoHi); no 2 BVMPOGHNYOTO y3araslbHeHUxX fAaHnx
YapyHKOBI npouecy, Kpim npo cuctemy
yNakoBKn BUNYCKy cepil: chapmakoHarnsgy
(nipaoHn) B damap Xend (BBEAEHHSA
nautli 3 kKapToHy Keip y3arasibHeHUX AaHnx
Cepsices npo cuctemy
Magpua, thapmakoHarnagy, smiHa
CAY., YMOBHOBaXeHOT 0cobw,
IcnaHis; BignoBiganbHOI 3a
BUPOGHUK, 3[iICHEHHS
AKNIA dhapmakoHarnsagy;
Bignosigae 3a KOHTaKTHOT 0co6u 3
KOHTPO/1b thapmakoHarnsgy
cepii/sunpoby 3asBHVKa Ana
BaHHS: 3[iACHEHHS
AT "IpiHgekc", thapmakoHarnsgy B
Natsis YKpaiHi, AKLLO0 BOHa

BigMiHHa Bif,
YMOBHOBAXXEHOT 0CO6H,
BignoBiganbHOT 3a
3[iiCHEHHS
thapmakoHarnsgy
(BK/THOYAKOYN KOHTAKTHi
[AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-
thaiina cuctemu
hapmakoHarnagy)
3MiHa yNnoBHOBaXXeHOi
0CcOo6U 3asBHKKA,
BignoBigasnbHOI 3a
dhapmakoHarang.
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
[itoua pepakuis: Mapis
Bpieae / Marija Briede.
MponoHoBaHa peaakuis:
ApiHa Bobposiva / Arina
Bobrovica. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBAXXEHOT 0CO6H,
BignoBigasibHOI 3a
hapmakoHarniag,
225. | CAHAOOCTA | octreotide | oktpeoT | HO1 | nopoluok gns HoBaprTic LLsenuapi Bunyck cepii: Higepna BHECEHHS 3MiH A0 3a peyenmom UA/1537/02/01
TUH® NAP nay CBO | cycneHsii ana dapma Al a Hosapric How!/ peecTpauiitHux
auertat 2 iH'ekyii no 10 dapma LTeliH | AscTpia/ | maTtepianis: 3MiHu | TUNY
Mmr; 1 chnakoH 3 AT, IcnaHis - 3MiHM 3 AKOCTI.
MOPOLLKOM Y LlBeiiuapis; [oTOBWIA Nikapcbkuii
BUrNAAI Bupo6bHMuTBO, 3aci6. Cuctema
Mikpocchep y KOHTPO/b KOHTeliHep/3aKkynoptosa
KOMNeKTi 3 AKOCTI, NbHWIA 3aci6. 3miHa
PO3UYNHHVKOM nepBuHHE nocrayanbHuKa
(hatpito nakyBaHHs nakyBa/IbHUX MaTepiais
Kapmesnosy/HaTpi PO34MHHMKA Ta ab0 KOMMNEKTYUNX
10 anbTepHaTUBH (AKWO 3a3Ha4eHo B
KapboKCMMETW N1 BUPOBHWK [ocbe) (3amiHa abo
Lentonosy, ans fofaBaHHSA
MaHiT (E 421), BTOPWHHOIO noctavasibHUKa) 3miHa
BOAY Ans naxyBaHHs noctavyasnbHvKa
iH ek, roToBOrO 3aTBepAKEHOro
nosnokcamep NPOAYKTY: MEANYHOTO KOMMOHEHTY
188)no 2 mny AGGOTT (6e3neyHa iH'exuiliHa
nonepegHL0 Bionogxmkanc rosnka) 3 «Covidien» Ha
3anoBHEHOMY B.B., «Cardinal Health».
Lwnpuui Ta Higepnangu; 3MiHn | TURY - 3MiHN 3
OZHOIO TO/IKO0 Bnpo6HuLUTBO AKoCTi. MegnuHi
Ta OfHUM Hepo3cacosa nNpUCTPOI. 3MiHa
ajanTtepom B Horo npucTpoiB ANAa
KapTOHHIiiA NPOAYKTY, BUMIpIOBaHHS 1031 abo
KopooLi KOHTPO/1b BBEJEHHS /iKapCbKOro
AKOCTI, 3ac06y (iHLi 3MiHW)
nepBuHHe noJaHHA OHOB/EHOI
nakyBaHHs neknapauii npo
NOPOLLKY: BignoBigHicTb (DoC) go
HosaprTic BXe 3aTBepAKEHOro
PapmacboTukK MEANYHOTO KOMMOHEHTY
an (6e3neyHor iH'ekLiHOT
MaHydakTypiH ronku). Ceptudikauis
r rméX, BiANoBigHO A0

ABCTpISi;

Pernamenty (EC)
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
KOHTPO/b 2017/745 MDR,
AKOCTI 3aMmiHIol0uM nonepeaHi
NOPOLLIKY 3a ceptudpikatt MDD.
BCiMa 3miHny p. 3.2.R.
napameTpamu
3a
BUK/TIOYEHHAM
MOEKYAPHOT
macu
nonimepy:
CaHpo3 'm6X,
ABCTpIS;
BWMYCK Cepii:
HoBapTic
dapMacbiTUK
a, C.A,
Icnaxis
226. | CAHOOCTA | octreotide oktpeoT | HO1l | nopowwok ans Hosapric LLiBeiiuapi Bunyck cepii: Higepna BHECEHHS 3MiH A0 3a peyenmom UA/1537/02/02
TUH® NAP nay CBO | cycneHsii gns dapma Al a HoBapTic Haw/ peecTpauinHux
auertar 2 iH'ekyii o 20 dapma LWTeliH | AscTpia/ | maTtepianis: 3MiHu | TURY
Mmr; 1 chnakoH 3 Al, IcnaHis - 3MiHM 3 AKOCTI.
NMOPOLLIKOM Y LliBeiuapis; [oTOBWIA NikapcbKuii
BUrNAAI Brpo6HMLUTBO, 3aci6. Cuctema
Mikpocgoep y KOHTPO/1b KOHTelHep/3akynoptoBa
KOMMAEKTi 3 AKOCTI, NbHWIA 3aci6. 3miHa
PO3YNHHVIKOM nepBuHHe noctayanibHuKa
(HaTpito nakyBaHHs nakyBaslbHUX martepianis
Kapmenosy/Hatpi PO3UMHHMKA Ta a60 KOMM/IEKTYHUMNX
10 aflbTepHaTUBH (AKWOo 3a3Ha4eHo B
KapbokcumeTun NiA BUPOGHUK nocbe) (3amiHa abo
Lentonosy, ans [oAaBaHHsA
MaHiT (E 421), BTOPWHHOIO nocravasibHMKa) 3miHa
BOAy ANA nakyBaHHs nocrayanbHuKa
iH'eKLil, roToBOr0O 3aTBepAKeHoro
nosiokcamep NPOAYKTY: MeANYHOTO KOMMOHEHTY
188)no 2 mny AG6OTT (6e3neyHa iH'ekLiliHa
nonepeaHL0 Bionogxukanc ronka) 3 «Covidien» Ha
3arnoBHeHOMy B.B., «Cardinal Health».
wnpuui Ta HigepnaHaw; 3MiHu | TUnNYy - 3MiHK 3
O/}HOIO TOJIKOIO Brpo6HMLUTBO AKocTi. MegnyHi
Ta o4HVUM Hepo3chacosa npucTpoi. 3miHa
ajanTepom B Horo npucTpoiB Ans
KapTOHHIi NPOAYKTY, BVIMIpIOBaHHS 031 abo
Kopoo6Li KOHTPO/b BBE/leHHS NiKapCbKoro
SAKOCTI, 3aco06y (iHLLi 3MiHK)

nepB1HHE

nofiaHHs OHOBJIEHOI
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
nakyBaHHs neknapauii npo
MOPOLLIKY: BignosigHicTb (DoC) mo
HosaprTic BXe 3aTBEepAKEHOro
PapmacboTrK MEeANYHOTO KOMMOHEHTY
an (6e3neyHol iH'eKLiHOT
MaHyakTypiH ronku). Ceptudikayis
r rméX, BiA4NOBIgHO A0
ABCTpiIst; PernameHTy (EC)
KOHTPO/1b 2017/745 MDR,
AKOCTI 3aMiHIO4YM nonepeaHi
NOPOLLIKY 3a ceptudpikatn MDD.
BCiMa 3miHn y p. 3.2.R.
napameTpamMu
3a
BUK/OYEHHAM
MOEKY/IAPHOT
macu
nonimepy:
CaHpos 'm6X,
ABCTpiIst;
BUNYCK cepil:
HoBaprTic
dapMacblTUK
a, CAA,
Icnanis
227. | CAHAOCTA | octreotide okTpeoT | HO1l | nopoLok ans Hosapric LLiBeriuapi Bunyck cepii: Higepna BHECEHHSA 3MiH A0 3a peyernmom UA/1537/02/03
TUH® NAP nay CBO | cycneHsii ansa dapma Al a HosapTic How/ peecTpauiintHux
auertar 2 iH'ekyin no 30 ®apma LWteliH | AscTpia/ | matepianis: 3MiHu | TURY
Mr; 1 donakoH 3 Al, IcnaHis - 3MiHM 3 AKOCTI.
NMOPOLLKOM Y Lseiiyapis; [oTOBWIA Nikapcbkuii
BUrNAAI Bupo6bHMuTBO, 3aci6. Cuctema
Mikpocdoep y KOHTPO/1b KOHTelHep/3akynoptoBa
KOMMMEKTi 3 AKOCTI, NbHWIA 3aci6. 3miHa
PO3YMHHUKOM nepBuHHe noctavyasnbHvKa
(HaTpito nakyBaHHs nakyBaslbHUX marepianis
Kapmeno3y/HaTpi PO3YMHHYMKA Ta ab0 KOMMNEKTYUNX
10 anbTepHaTuBH (AKLLLO 3a3HaYeHo B
KapboKcumeTn NiA BUPOGHUK pocbe) (3amiHa abo
Lentonosy, ans [ofaBaHHSA
MaHiT (E 421), BTOPWHHOIO nocTavasnbHuka) 3miHa
BOAy ANA nakyBaHHS noctayanibHuKa
iH'EKUN, roToBOro 3aTBEPAKEHOrO
nosiokcamep NpoAyKTy: MEeANYHOTO KOMMOHEHTY
188)no 2 mny AGGOTT (6e3neyHa iH'ekLiliHa
nonepesHLO Bionogxmkanc ronka) 3 «Covidien» Ha
3anoBHEHOMY b.B., «Cardinal Health».
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Lwnpuui Ta Higepnangu; 3MiHn | TURY - 3MiHN 3
O/}HOHO TOJIKOO Brpo6HMLUTBO AKOCTi. MeanuHi
Ta OfHUM Hepo3cacosa npUcTpoi. 3miHa
ajanTepom B HOro NpPUCTPOIB A4/1A
KapTOHHii npoaykKTy, BVIMipIOBaHHS 1031 260
KopooLi KOHTPO/1b BBEJEHHS /iKapCbKOro
AKOCTI, 3aco6y (iHLi 3MiHW)
nepBuHHe noJlaHHA OHOB/IEHOI
nakyBaHHs neknapauii npo
NOPOLLKY: BignoBigHicTb (DoC) go
HosaprTic BXe 3aTBepAKEeHOro
dapmacbloTukK MEeANYHOTO KOMMOHEHTY
an (6e3neyHoi iH'ekLiHOT
MaHyhakTypiH ronkn). CepTtudikauis
r rméX, BignoBigHO A0
ABCTpISi; Pernamenty (EC)
KOHTPO/Tb 2017/745 MDR,
AKOCTI 3aMiHIoUY nonepesHi
MOPOLLIKY 3a ceptudpikatn MDD.
BCiMa 3miHny p. 3.2.R.
napameTpamu
3a
BUK/IOYEHHAM
MOJIEKYIAPHOT
macu
nonimepy:
CaHpo3 M'mM6X,
ABCTpISi;
BWMYCK Cepii:
Hosapric
PapmacboTnK
a, CA,
IcnaHis
228. | CAPOTEH amitriptylin | amiTpun NO6 | TabneTtkun, BKpUTI Nynpabek [JaHis BVPOGHMLTBO [JaHis BHECEHHS 3MiH A0 3a peyenmom UA/2207/01/02
e TUNIHY AAO0 | nniBKOBOI Ekcnopt Hepo3chacosa peecTpauiitHux
rigpoxno | 9 060/10HKOI0, MO AlC HOro mMartepianis: 3miHu | Tuny
pug, 25 wr; no 100 NpoAyKTy, - 3MiHu Wwopo
TabneTtoky nepBrHHe Ta 6e3nekn/edheKTUBHOCTI
naacTKoBOMy BTOPVHHE Ta thapmakoHarnsgy.
KOHTeliHepi; no 1 nakyBaHHs, BBefeHHs1 abo 3MiHM [0
nAacTUKoBOMy BUMYCK Cepili: y3arasibHeHUX AaHnx
KOHTEliHepy B X. NlyHp6ek npo cuctemy
KapTOHHIi A/C, [faHis; thapmakoHarnagy
Kopoo6Li BunpobyBaHH (BBEAEHHSA
q3a y3arasibHeHUX AaHnx
MOKa3HUKOM npo cuctemy
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

«Mikpobionori
YHa uncToTax:
EypocdhiHC
Biochapma
MNpoaakT
TecTiHr
[JeHmvapk A/C ,
[OaHis

thapmakoHarnagy, smiHa
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsagy;
KOHTaKTHOT ocobu 3
thapmakoHarnsgy
3asBHUKa A4N1A
3[iACHEHHS
hapmakoHarnsgy B
YkpaiHi, AKLLO BOHa
BigMiHHa Bif,
YMOBHOBAXXEHOT 0CcO6H,
BignoBigasibHOI 3a
3[iACHEHHS
thapmakoHarnsgy
(BK/OYAKOUN KOHTaKTHI
[OaHi) Ta/abo 3MiHW Yy
PO3MiLLEHHI MacTep-
thaiina cuctemu
hapmakoHarnagy)
3MiHa KOHTaKTHOT 0cobm
3asBHVIKa,
BignoBiganbHOI 3a
hapmakoHarnsg, s
YkpaiHi. Jitoua
pefakuisi: OHULLEHKO
Amutpo
Bonogummnposuy.
MponoHoBaHa peaakuis:
[JaHninosa flapuca
BonogvmupiHa. 3MiHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0co6u
3asBHVIKa,
BignoBiganbHOI 3a
hapmakoHarnsg, s
YKpaiHi

229.

CEAEKC

Hydroxyzi
ne

rigpokcun
3UHY
rigpoxno
pna

NO5
BBO

TabneTtkn, BKpUTI
NNiBKOBOK
060/10HKO10, MO
25 wmr; no 10
TabneTok,
BKPUTUX
NNiBKOBOK
060/10HKOW, Y

TOB
"PAPMAL,
EBTWYHA
KOMMAHI
f
"PAPMBE
pr

YkpaiHa

ATEHA INC

PpaHuis

BHECEHHS 3MiH [0
peecTpavliiHnx
mMartepianis: 3miHu | Tuny
- AAMIHICTPaTUBHI 3MiHN.
3mMiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NpoBaKEHHS
LisiNIbHOCTI

3a peyenmom

He
niosnsieae

UA/20851/01/01
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

6nictepi, no 3
6nictepu B
KapTOHHii
KopoobUi

BMpOGHMKa/iMnopTepa
roTOBOrO NiKapPCbKOro
3acoby, Bkovaoun
AinbHULI BUNYCKy cepii
abo micue npoBefeHHs
KOHTPO/O SKOCTI.
(aisnbHiCTb, 3a AKy
BiAgnoBigae
BUPOGHMK/iMMopTep,
BK/IO4AI0UM BUMYCK
cepiii) 3MiHa Ha3BK
BUpo6HMKa 13 3
IHOGAPMACCI, dpaHuis
Ha ATEHA ITMC,
PpaHuin, 6e3 3MiHn
MicLS BUPOGHMLTBA.
3aTBepaKeHo:
IHPAPMACCI,
PpaHuia /
INPHARMASCI, France
3anponoHoBaHo:
ATEHA INC, dpaHuis /
ATHENA IPS, France.
3MiHV BHECEHO B po3fin
"BUPO6HMK" B IHCTPYKLiIO
AN MegnyHoro
3aCTOCYyBaHHA Ta sk
HacnigokK - y TekcT
MapKyBaHHS yNakoBKu
NiKapcbKoro 3acoby.

230.

CENTONET
E® TOTAN
EBKANIOT

6eH3nga
MiHYy
rigpoxno
pug Ta
uetnnni
puavHito
xnopug

R02
AXO0

NbOAAHUKK, 3
Mmr/1 mr; no 8
NbOASHUKIB Y
6nictepi; no 1
abo no 2, abo no
3, abo no 4, abo
no 5 6nictepis y
KapTOHHii
KopooLi

KPKA,
4.4a., Hoso
MecTo

CnoBeHis

KoHTposb Ta
BUWMNYCK Cepiii:
KPKA, a.4.,
Hoso mecTo,
CnoBeHis;
BUPOGHMLTBO
«in bulk»,
nepBuHHa Ta
BTOPUHHA
ynakoBka:
KPKA, o.4.,
HoBo mecTo,
CnoBeHisi;
Lxeii. Bi.
Kewmikasnc eHp
PapmacboTnK

CnoBeHi
a/
IHais

BHECEHHS 3MiH A0
peecTpauiitHux
mMartepianis: 3miHu | Tuny
- 3MiHK 3 SKOCTI.
CepTudpikar
BignoBigHOCTI/TE-
ceptudiikat
Bi4NOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii
. MogaHHA HoBOrO 260
OHOBJIEHOTO
cepTudikata
BiAnoBiAHOCTI ab0
BW/TyYEHHS cepTudikaTa
BiANOBIAHOCTI

be3 peyenma

UA/15458/02/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
anc Nimites, €Bponencbkili
IHgis; thapmakonei: ans Adl;
KOHTPO/b ONA BUXIAHOro
cepii (pisnyHi MaTtepiany/peareHTy/npo
Ta XimiuHi MiXKHOTO MPOAYKTY, L0
meToau BUKOPVCTOBYIOTHCS Y
KOHTPO/H0): BMPOGHMLTBI API; Ans
KPKA, o.4., [OMOMDKXHOT pEYOBUHN
HoBo mecTo, (cepTudhikat
CnoseHis; BiANOBIAHOCTI
KPKA, a.4., €Bponeicbkili
HoBo mecTo, thapmakonei) -
CnoseHis; OHoBeHuii ceptudikat
HewiHan BiJ y)Xe 3aTBepKEHOro
Nab6opaTopi BMpo6HUKa MogaHHA
och Xernc, OHOB/IEHOTO
IHBapoMeHT cepTudpikaTy
Eng ®dya, BignoBigHOCTI
CnoseHis €BponericbKoi

thapmakonei Ne RO-CEP
2020-286-Rev 01
(3atBepmxeHo: CEP Ne
RO-CEP 2020-286-Rev
00) gna gitoyoi
peyoBuHM BeH3nAaMiHy
rigpoxnopug, Big
3aTBEPAKEHOTO
BMpOGHMKa Centaur
Pharmaceuticals Private
Limited, India. 3MiHu |
UMy - 3MiHM 3 AKOCTI.
CepTudpikat
BignoBigHOCTI/TE-
ceptuddikat
BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii
. MogaHHA HoBOrO 260
OHOBJIEHOTO
cepTudikata
BiANoBiAHOCTI ab0
BWJ/TyYEHHS cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: s Adl;
015 BUXIAHOTO
MaTepiany/peareHTy/npo
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

MDKHOTO MPOAYKTY, L0
BUKOPVICTOBYHOTHCS Y
BUPO6HMUTBI ADI; ans
[OMOMDKHOT PEYOBUHN
(cepTudpikat
BignoBigHOCTI
€Bponecbkin
hapmakonei) -
OHoB/eHWiA cepTudikat
Bif y)Xe 3aTBEPKEHOr0
BMPOGHMKa MogaHHA
OHOBJIEHOTO
ceptudpikaTy
BignoBigHOCTI
€BponeiicbKoi
apmakonei Ne CEP
2020-286-Rev 02 ansa
Lit040T pevyoBuHU
6eH3ngamiHy
rigpoxnopug, Big
3aTBEPAKEHOTO
BMpOGHMKa Centaur
Pharmaceuticals Private
Limited, India. 3MiHu |
MMy - 3MiHM 3 AKOCTI.
CepTudpikat
BignoBigHOCTI/TE-
ceptuddikat
BignoBigHoOCTI
€Bponeiicbkili
thapmaxonei/moHorpadii
. MogaHHA HoBOrO abo
OHOBJIEHOTO
cepTudikata
BiANoBiAHOCTI ab0
BWJ/TyYEHHS cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: s Adl;
015 BUXIAHOTO
mMarepiany/peareHTy/npo
MDKHOTO MPOAYKTY, LU0
BUKOPVCTOBYHOTHCS Y
BMPOGHMUTBI A®I; aAns
[O0NOMDKHOT peyoBUHU
(cepTuchikat
BignoBigHOCTI
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Ne

Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

€Bponecobkin
hapmakonei) -
OHoB/eHWiA cepTudikat
Bif y)Xe 3aTBEPKEHOr0
BMpPOGHMKa MogaHHA
OHOBJIEHOTO
ceptudpikaty
BignoBigHOCTI
€BponeiicbKoi
thapmakonei Ne R1-CEP
2007-029-Rev 05
(3aTBEpmKeHO: CEP Ne
R1-CEP 2007-029-Rev
04) onsa ansa givoyvoi
peyoBuHU
LeTUINipuAMHII0 Xnopug,
Bif 3aTBEPPKEHOro
BMpo6HuKka DISHMAN
CARBOGEN AMCIS
LIMITED, India. 3MiHu |
UMYy - 3MiHU 3 AKOCTI.
Ceptudpikat
BignoBigHOCTI/TE-
cepTugikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/moHorpadii
. MoparHsa HoBoro abo
OHOBJIEHOTO
cepTudikaTa
BiAnoBigHOCTI a60
BU/yYEHHS cepTudikaTa
BignoBigHOCTI
€Bponecbkin
thapmakonei: ans Adl;
[ONs BUXIOHOTO
MaTtepiany/peareHTy/npo
MDKHOTO MPOAYKTY, LU0
BUKOPVCTOBYIOTHCS Y
BMPOGHMLTBI API; Ans
[OMOMDKXHOT PEYOBUHN
(cepTudhikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei) -
OHoBreHuii ceptudikat
Bif] yke 3aTBepAKeHOro
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

BMPO6HUKa MogaHHs
OHOBJIEHOTO
ceptudikaTy
BiANOBIAHOCTI

€BponericbKoi
thapmakonei Ne CEP
2007-029-Rev 06 gns
Ail040T peYOBUHN
LeTUNNipUAnHIID Xnopug,

Bif, 3aTBEPAKEHOTrO

BMpo6HuKka DISHMAN

CARBOGEN AMCIS

LIMITED, India. 3MiHu |

TUMy - 3MiHM 3 AKOCTI.

CepTudikat
BignosigHocTi/lE-
ceptudpikat
BignoBigHOCTI
€Bponecobkin
thapmakonei/moHorpadii
. MogaHHA HoBOroO 260
OHOBJIEHOTO
cepTudiikata
BignosigHoCTIi abo
BUyYEHHS cepTudikata
BignoBigHOCTI
€Bponeiicbkili
dhapmakonei: gns Adl;
ONs BUXIQHOTO
mMaTtepiany/peareHTy/npo
MDKHOTO MPOAYKTY, L0
BUKOPVICTOBYHOTHCS Y
BUPO6HMUTBI ADI; ana
[OMOMDKHOT PEYOBUHN
(cepTudpikat
BignoBigHOCTI
€Bponecobkin
hapmakonei) -
OHoB/eHWiA cepTudikat
Bif y)Xe 3aTBEPKEHOr0

BMpPOGHMKa MogaHHA
OHOBJIEHOTO
ceptudpikaty

BignoBigHoOCTI
€BponeiicbKoi
apmakonei Ne CEP
2007-029-Rev 07 ans
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

Lit0Y0T pevyoBUHN
LeTUNNIpUAYHII0 X10pnA,
Bif 3aTBEpKEHOro
BMpo6HuKa DISHMAN
CARBOGEN AMCIS
LIMITED, India. 3MiHu |
MMy - 3MiHM 3 AKOCTI.
CepTudpikat
BignoBigHOCTI/TE-
ceptuddikat
BignoBigHOCTI
€Bponeiicbkili
thapmaxonei/moHorpadii
. MogaHHA HoBOrO 260
OHOBJIEHOTO
cepTudikata
BiANoBiAHOCTI ab0
BWJ/TyYEHHS cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: s Adl;
015 BUXIAHOTO
mMarepiany/peareHTy/npo
MDKHOTO MpoAyKTY, LU0
BUKOPVCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ans
[O0NOMDKHOT peyoBUHU
(cepTuchikat
BignoBigHoOCTI
€Bponeiicbkili
thapmakonei) -
OHoBrieHuii cepTudikat
Bif} y)ke 3aTBepAXeHOro
BMPO6HUKa MogaHHs
OHOBJIEHOTO
ceptudikaTy
BiANOBIAHOCTI
€BponericbKoi
thapmakonei CEP 2001-
265-Rev 04 gnsa gitoyoi
peyoBuHN
LeTUNNipuAanHID Xnopug,
Bif, 3aTBEPAKEHOTrO
BMPOGHMKA, SKNIA 3MiHWB
Ha3By 3 VERTELLUS
ZEELAND LLC, USA Ha
AURORIUM LLC, USA.
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

3MiHn | TURY - 3MiHN 3
akocTi. A®l. KoHTponb
A®l. 3miHa y meTogax
BunpobysaHHa APl abo
BMXiAHOTO
mMartepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y
npoueci BUpobHULTBA
A®| (iHWi 3MiHK Y
mMeToAax BUNPobyBaHHSA
(BKTHOYAKOYM 3aMiHy a60
[0noBHEHHS) A®| abo
BVIXiZHOro/npoMmiXHOro
npoAaykTy) 3miHa y
mMeTodax BUNpo6yBaHHS
ANs Oil4oT pevoBUHN
6eH3naamiHy
rigpoxnopug, (BUPOGHMK
Centaur
Pharmaceuticals Private
Limited, India) y 38’3y
3 NPMBELEHHAM Y
BiAMNOBIAHICTb 4O BUMOT
MOHorpagii 2759 €90, a
camve: 3amiHa meTogy
BUNPOBYBaHHSA
nokasHuka «Jomiwka G»
3 ra3oBoi xpomaTorpadii
Ha MeTof PiANHHOT
xpomaTtorpadii 3 mac-
cnekTpomeTpieto (LC-
MS). Hopma gowmiwkn G
3a/IMWAETbCA
He3MiHHO. BBegeHHSA
3MiH MPOTAroM 6-Tn
MicAUiB nicns
3aTBEPMKEHHSA.3MIHW |
UMYy - 3MiHU 3 AKOCTI.
A®I. KoHTpOsib ADI.
3miHa y meToaax
BuNpobysaHHsA APl abo
BUXiAHOTO
mMarepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETHCA Y
npoueci BUPoGHULITBA
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

A®| (iHWi 3MiHK Y
mMeToAax BUNpPobyBaHHSA
(BKTHOYAKOUM 3aMiHy a60

[0noBHEHHS) A®| abo
BVIXiZHOro/npomiXHOro
npoAaykTy) 3miHa y
mMeTodax BUNpo6yBaHHS
ANsa Oilo4oT pevoBUHN
LeTUNNipUAnHIID Xnopug,
(BUpPOGHMK Aurorium
LLC, USA), sika
BMKOPUCTOBYETHCA
BMPOGHMKOM /13 npu
BXiIHOMY KOHTpO/i, y
3B'A3KY 3
BMNPOBaKEHHSAM HOBOIO
metoay BEPX ansa
nokasHuka «CynyTHi
LOMILLKM» BiANOBIAHO A0
OHOBJIEHOTO
cepTtudpikaty CEP Ne
R1-CEP 2001-265-Rev
03 (BK/HOYEHHS
nokasHuka «CynyTHi
OOMILLKK:
MipUCTUANIPUAMHII
xnopug» (Hopma: He
6inbLe 0,3%). Ak
HacnifoK, OHOB/IEHHS
cneundikauii gnsa givoyoi
pPeyYoBUHM Bif,

BMpOGHUWKa M3.

BBefeHHS 3MiH
NpoTArom 6-Tv MicsLiB
nicns 3aTBeppKeHHs.
3MiHu | TUNYy - 3MiHK 3

akocTi. CepTudcpikar

BignoBigHOCTI/TE-

cepTugikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/moHorpadii
. MopaxHsa Hosoro abo
OHOBJIEHOTO
cepTudikaTa

BiAnosigHOCTI a60

BW/TYYEHHS cepTudikaTa
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: s Adl;
015 BUXIAHOTO
mMarepiany/peareHTy/npo
MDKHOTO MpoAyKTY, LU0
BUKOPVCTOBYHOTHCS Y
BMPOGHMLTBI A®I; aons
[O0NOMDKHOT peyoBUHU
(cepTuchikat
BignoBigHOCTI
€Bponeiicbkili
thapmakonei) -
OHoBrieHuii cepTudikat
Bif} y)ke 3aTBepAXeHOro
BMPO6HUKa MogaHHs
OHOBJIEHOTO
ceptudikaTy
BiANOBIAHOCTI
€BponericbKoi
thapmakonei Ne R1-CEP
2001-265-Rev 03
(3aTtBepaxeHo: CEP Ne
R1-CEP 2001-265-Rev
02) ansa gitoyoi
peyoBuHN
LeTUNNipuAanHID Xnopug,
Bif, 3aTBEPAKEHOTrO
BMpo6HMKa VERTELLUS
ZEELAND LLC, USA.
BBefeHHS 3MiH
NpoTArom 6-T MicsLiB
nicnsa 3aTBepmXeHHs

231.

CENTONET
E® TOTAN
NIMMOH TA
MEf,

6eH3nga
MiHYy
rigpoxno
pug Ta
uetnnni
puavHito
xnopug

R02
AXO0

NbOAAHUKK, 3
Mmr/1 mr; no 8
NbOASHUKIB Y
6nictepi, no 1
abo no 2, abo no
3, abo no 4, abo
no 5 6nictepis y
KapTOHHii
KopooLi

KPKA,
4.4a., Hoso
MecTo

CnoBeHis

BVPOGHMLTBO
"in bulk”,
nepsuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPO/1b
cepii: KPKA,
0.4a., Hoso
MecTo,
CnoBeHisi;
KOHTpPO/Ib
cepi:
KPKA, a.4.,

CnoBeHi
a

BHECEHHS 3MiH A0
peecTpauiitHux
mMartepianis: 3miHu | Tuny
- 3MiHK 3 SKOCTI.
CepTudikar
BignoBigHOCTI/TE-
ceptudiikat
Bi4NOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii
. MogaHHA HoBOrO 260
OHOBJIEHOTO
cepTudpikata

6e3 peyenma

UA/16752/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
HoBo mecTo, BiANoBiAHOCTI ab0
CnoBeHis; BU/yYEHHS cepTudikata
KOHTPO/b Ta BignoBigHOCTI
BWMYCK Cepii: €Bponencbkili
KPKA, o.4., thapmakonei: ans Adl;
HoBo mecTo, ONA BUXIAHOro
CnoBeHis; MaTtepiany/peareHTy/npo
KOHTPO/b MDKHOTO MPOAYKTY, LU0
cepii: H130X BUKOPUCTOBYIOTLCA Y
(HaujoHanbHi BMPOGHMLTBI API; Ans
naboparopis [OMOMDKXHOT pEYOBUHHN
3a 34pas'e, (cepTudhikat
OKOJIE iH BiANOBIAHOCTI
XpaHo), €Bponeicbkili
CnoseHis thapmakonei) -

OHoBeHuii ceptudikat
Bif] y)Xe 3aTBepAKeHoro
BUPOGHMKA - NoAaHHA
OHOB/IEHOTO
cepTudpikaTy
BignoBigHOCTI
€BponeiicbKoi
thapmakonei Ne RO-CEP
2020-286-Rev 01
(3atBepmxeHo: CEP Ne
RO-CEP 2020-286-Rev
00) gna gitoyoi
peyoBuHM GeH3nAamMiHy
rigpoxnopug, Big
3aTBEPAKEHOTO
BMpOGHMKa Centaur
Pharmaceuticals Private
Limited, India
3MiHn | TURY - 3MiHN 3
akocTi. CepTudpikar
BignoBigHOCTI/TE-
ceptuddikat
BignoBigHoOCTI
€Bponeiicbkili
thapmakonei/moHorpadii
. MogaHHA HoBOrO abo
OHOBJIEHOTO
cepTudikata
BiANoBiAHOCTI ab0
BWJ/TyYEHHS cepTudikaTa
BiANOBIAHOCTI
€Bponenchkii
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

dhapmakonei: gns Adl;
ONs BUXIQHOTO
mMaTtepiany/peareHTy/npo
MDKHOTO MPOAYKTY, L0
BUKOPVICTOBYHOTHCS Y
BUPO6HMUTBI ADI; ans
[OMOMDKHOT PEYOBUHN
(cepTudpikat
BignoBigHOCTI
€Bponecobkin
hapmakonei) -
OHoB/eHWiA cepTudikat
Bif y)Xe 3aTBEPKEHOr0
BUPOGHMKA - NOAaHHSA
OHOBJIEHOTO
ceptudpikaTy
BignoBigHoOCTI
€BponeiicbKoi
apmakonei Ne CEP
2020-286-Rev 02 ans
Lit040T pevyoBuHU
6eH3ngamiHy
rigpoxnopug, Big
3aTBEPAKEHOTO
BMpOGHUMKa Centaur
Pharmaceuticals Private
Limited, India. 3MiHu |
UMy - 3MiHM 3 AKOCTI.
CepTudpikat
BignoBigHOCTI/TE-
ceptuddikat
BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii
. MogaHHA HoBOrO 260
OHOBJIEHOTO
cepTudikata
BiANoBiAHOCTI ab0
BWJ/TyYEHHS cepTudikaTta
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: s Adl;
015 BUXIAHOTO
mMarepiany/peareHTy/npo
MDKHOTO MPOAYKTY, LU0
BUKOPVCTOBYHOTHCS Y
BUPO6HMUTBI ADI; ans
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

[OMOMDKHOT PEYOBUHM
(cepTudpikat
BignoBigHOCTI
€Bponecobkin
hapmakonei) -
OHoB/eHWiA cepTudikat
Bif y)Xe 3aTBEPKEHOr0
BUPOGHMKA - NOAaHHSA
OHOBJIEHOTO
ceptudpikaTy
BignoBigHOCTI
€BponeiicbKoi
thapmakonei Ne R1-CEP
2007-029-Rev 05
(3aTBEpaXEHO: CEP Ne
R1-CEP 2007-029-Rev
04) onsa ansa givoyvoi
peyoBuHU
LeTUINipuANHII0 Xnopug,
Bif 3aTBEPPKEHOro
BMpo6HuKka DISHMAN
CARBOGEN AMCIS
LIMITED, India. 3MiHu |
UMYy - 3MiHU 3 AKOCTI.
Ceptudpikat
BignoBigHOCTI/TE-
cepTugikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/moHorpadii
. MoparHsa HoBoro abo
OHOBJIEHOTO
cepTudikaTa
BiAgnosigHOCTI a60
BU/yYEHHS cepTudikata
BignoBigHOCTI
€Bponecobkin
thapmakonei: ans Adl;
[ONs BUXIOHOTO
MaTtepiany/peareHTy/npo
MDKHOTO MPOAYKTY, LU0
BUKOPVCTOBYIOTHCS Y
BMPOGHMLTBI API; Ans
[OMOMDKXHOT PEYOBUHHN
(cepTudhikat
BiANOBIAHOCTI
€Bponenchkii
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

hapmakonei) -
OHoBreHuii cepTudikat
Bif} y)ke 3aTBepAXeHOro
BMPOGHMKA - MOAaHHSA
OHOBJIEHOTO
ceptudikaTy
BiANOBIAHOCTI
€BponericbKoi
hapmakonei Ne CEP
2007-029-Rev 06 gns
Ail04O0T peYOBUHN
LeTUNNipUAnHIID Xnopug,
Bif, 3aTBEPAKEHOTr0
BMpo6Huka DISHMAN
CARBOGEN AMCIS
LIMITED, India. 3MiHu |
TUMy - 3MiHM 3 AKOCTI.
CepTudikat
BignosigHocTi/lE-
ceptudpikat
BignoBigHOCTI
€Bponecbkin
thapmakonei/moHorpadii
. MogaHHA HoBOro a6o
OHOBJIEHOTO
cepTudpikata
BignosigHoCTIi abo
BUyYEHHS cepTudikata
BignoBigHoOCTI
€Bponeiicbkili
dhapmakonei: gns Adl;
ONs BUXIQHOTO
MaTtepiany/peareHTy/npo
MDKHOTO MPOAYKTY, L0
BUKOPVICTOBYHOTHCS Y
BUpPO6HMUTBI ADI; ans
[OMOMDKHOT PEYOBUHN
(cepTudpikat
BignoBigHOCTI
€Bponecbkin
hapmakonei) -
OHoB/eHWiA cepTudikat
Bif y)Xe 3aTBEPKEHOr0
BUPOGHMKA - NOAaHHSA
OHOBJIEHOTO
ceptudpikaTy
BignoBigHOCTI
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
€BponelicbKoi

hapmakonei Ne CEP
2007-029-Rev 07 ansa
L0401 pevyoBUHN
LeTUNNIpUAYHII0 X10pnA,
Bif 3aTBEpKEHOro
BMpo6HMKa DISHMAN
CARBOGEN AMCIS
LIMITED, India. 3MiHu |
UMy - 3MiHM 3 AKOCTI.
CepTudpikat
BignoBigHOCTI/TE-
ceptuddikat
BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii
. MogaHHA HoBOrO 260
OHOBJIEHOTO
cepTudikata
BiANoBiAHOCTI ab0
BWJ/TyYEHHS cepTudikaTta
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: s Adl;
015 BUXIAHOTO
Marepiany/peareHTy/npo
MDDXHOTO MPOAYKTY, LU0
BUKOPVCTOBYHOTHCS Y
BMPOGHMLTBI A®I; aons
[O0NOMDKHOT peyoBUHU
(cepTuchikat
BignoBigHOCTI
€Bponeiicbkili
hapmakonei) -
OHoBreHuii cepTudpikat
Bif} y)ke 3aTBepAXeHOro
BMPOGHMKA - MOAaHHSA
OHOBJIEHOTO
ceptudikaTy
BiANOBIAHOCTI
€BponericbKoi
thapmakonei Ne R1-CEP
2001-265-Rev 03
(3atBepmxeHo: CEP Ne
R1-CEP 2001-265-Rev
02) ansa gitoyoi
peyoBuHM
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

LeTUINipuANHII0 Xnopug,
Bif 3aTBEPPKEHOro
BUpo6HMKa VERTELLUS
ZEELAND LLC, USA.
3MiHn | TURYy - 3MiHM 3
AKoCTi. A®l. KOHTposb
A®l. 3miHa y meToAax
BuNpobyBaHHa Adl abo
BMXiAHOTO
mMartepiany/npomikHOro
npoayKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y
npoueci BUPobHULTBA
A®| (iHWi 3MiHK Y
mMeToAax BUNPoGyBaHHSA
(Bkntovaroun 3amiHy abo
[O0MNoBHEHHS) AD| abo
BUXiAHOTO/NPOMIXHOIO
npoaykTy) 3MiHa y
mMeToAax BUNpPobyBaHHSA
0N Aio40T pevyoBrHU
6eH3ngamiHy
rigpoxnopug, (BUPOGHMK
Centaur
Pharmaceuticals Private
Limited, India) y 38’s3ky
3 NPMBELEHHAM Y
BIANOBIAHICTb 40 BMMOT
MoHorpadii 2759 €9, a
came: 3amiHa meToay
BMNPOBYBaHHSA
nokasHuka «Jomiwka G»
3 ra3oBoi xpomMaTorpadii
Ha MeTof PigVHHOT
XpomaTorpadii 3 mac-
cnekTpomeTpieto (LC-
MS). Hopma gomiwkn G
3a/IMWAETbCA
He3MiHHO. 3MiHu | Tuny
- 3MiHu 3 sKocTi. API.
KoHTponb A®I. 3miHa y
mMeToAax BUNPoGyBaHHSA
Ad| abo BMXigHOTO
mMarepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y
npoueci BUPoGHULITBA
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

A®| (iHWi 3MiHK Y
mMeToAax BUNpPobyBaHHSA
(BKTHOYAKOUM 3aMiHy a60

[0noBHEHHS) A®| abo
BVIXiZHOro/npomiXHOro
NPOAYKTY) 3MiHa Yy
mMeTodax BUNpo6yBaHHS
ANsa Oilo4oT pevoBUHN
LeTUNNipUAnHIID Xnopug,
(BUpPOGHMK Aurorium
LLC, USA), sika
BMKOPUCTOBYETHCA
BMPOGHMKOM /13 npu
BXiIHOMY KOHTpO/i, y
3B'A3KY 3
BMNPOBaKEHHSAM HOBOIO
metoay BEPX ansa
nokasHuka «CynyTHi
LOMILLKM» BiANOBIAHO A0
OHOBJIEHOTO
cepTtudpikaty CEP Ne
R1-CEP 2001-265-Rev
03 (BK/HOYEHHS
nokasHuka «CynyTHi
OOMILLKK:
MipUCTUANIPUAMHII
xnopug» (Hopma: He
6inbLue 0,3%)). Ak
HacnifoK, OHOB/IEHHS
cneundikauii gnsa givoyoi
pPeyYoBUHM Bif,
BMPOGHMKa M13. 3MiHn |
TMNYy - 3MiHU 3 AKOCTI.
Ceptudpikat
BignoBigHOCTI/TE-
cepTugikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/moHorpadii
. MoparHsa HoBoro abo
OHOBJIEHOTO
cepTudikaTa

BiAgnosigHOCTI a60
BU/yYEHHS cepTudikaTa

BignoBigHOCTI
€Bponecobkin
hapmakonei: gns Adl;
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

015 BUXIAHOTO
mMarepiany/peareHTy/npo
MDDXHOTO MpOoAYKTY, LU0
BUKOPWCTOBYHOTHCS Y
BMPOGHMUTBI A®I; ans
[O0NOMDKHOT peyoBUHU
(cepTuchikat
BignoBigHOCTI
€Bponeiicbkili
thapmakonei) -
OHoBrieHuii cepTudikat
Bif} y)ke 3aTBepAXeHOro
BMPOGHMKA NodaHHS
OHOBJIEHOTO
ceptudikaTy
BiANOBIAHOCTI
€BponericbKoi
thapmakonei CEP 2001-
265-Rev 04 gnsa gitoyoi
peyoBuHN
LeTUNNipuAanHID Xnopug,
Bif, 3aTBEPAKEHOTO
BMPOGHMKA, SKNIA 3MiHWB
Ha3By 3 VERTELLUS
ZEELAND LLC, USA Ha
AURORIUM LLC, USA.

232.

CEPOOJNEK
T

sertindole

CepTUHA,
on

NO5
AEO

TabneTkn, BKPUTI
060/10HKOIO, MO
4 mr; no 10
Tabnetoky
6nicTepi; no 3
6nictepu B
KapTOHHii
KopooLi

NyHpbek
Ekcnopt
AIC

[JaHis

BUPOGHMLTBO
Hepo3cacoBa
Horo
NpoAyKTY,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BWMYCK Cepiii:
X. NyHp6ek
A/C, OaHis;
BMNPOBYBaHHS
3a
MOKa3HUKOM
"Mikpobionoriy
Ha yucToTa™
EypodpiHC
Biochapma
MNpoaakT
TecTiHr
[eHmapk A/C,

[JaHis

BHECEHHS 3MiH A0
peecTpavliiHnx
mMartepianis: 3miHu | Tuny
- 3MiHM Woao
6e3nekn/edeKkTBHOCTI
Ta (hapmakoHarnagy.
BBeneHHs1 abo 3MiHU A0
y3arasibHeHVX AaHnX
npo cuctemy
thapmakoHarnagy
(BBEAEHHSA
y3arasibHeHVX faHux
npo cuctemy
thapmakoHarnagy, smiHa
YMOBHOBaXeHOT 0cobw,
BignoBigasnbHOI 3a
3[iACHEHHS
hapmakoHarnsgy;
KOHTaKTHOI ocobu 3
dhapmakoHarnsgy

3a peyenmom

UA/5601/01/01
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

[JaHis

3asBHUKA ANA
3[iACHEHHS
thapmakoHarnsigy B
YkpaiHi, AKL0 BOHA
BigMiHHa Bif
YNOBHOB&XEHOT 0cobM,
BiANOBIAa/IbHOI 3a
3[iACHEHHS
thapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHi
[aHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-
tpaiina cuctemu
thapmakoHarnsgy)
3MiHa KOHTaKTHOT 0co6u
3a8BHVIKa,
BignoBigasibHOI 3a
papmakoHarnsg B
YKpaiHi.

[itoua pepaxkuis:
OHuLWweHko AMuTpo
Bonogumnposuy.
MponoHoBaHa pepakuis:
[JaHinosa Napuca
BonognmupisHa. 3miHa
KOHTaKTHUX AaHuX
KOHTaKTHOT 0cobu
3a8BHYIKa,
BignoBigasibHOI 3a
papmakoHarnsg B
YKpaiHi.

233.

CEPJO/NEK
T

sertindole

CepTuHg
on

NO5
AEO

TabneTku, BKPUTI
060/10HKO10, N0
12 mr; no 14
TabneTtoky
6nictepi; no 2
6nictepu B
KapTOHHii
KopooLi

NyHpbek
Excnopt
AIC

[aHis

BVPOGHMLTBO
Hepo3cacosa
HOro
NPOAYKTY,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUWMYCK Cepii:
X. NlyHpbek
A/C, faHis;
BMNPOBYBaHHSA
3a
MOKa3HUKOM
"Mikpo6ionoriy
Ha yucrtoTa'™

JaHis

BHECEHHS 3MiH [0
peecTpauinHux
marepianis: 3miHu | Tuny
- 3MiHM Woao0
6e3nekun/edeKkTBHOCTI
Ta chapmakoHarnsgy.
BeegeHHs1 abo 3MiHV A0
y3arasibHeHUX AaHnx
npo cuctemy
dhapmakoHarnsgy
(BBEAEHHA
y3arasibHeHVX AaHnX
npo cuctemy
hapmakoHarnagy, smiHa
YMOBHOBAXEHOI 0CO6H,

3a peyernmom

UA/5601/01/02
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

EypocpiHc
Biochapma
MNpogakT
TecTiHr
[JeHmapk A/C,
[OaHis

BiANOBIAa/IbHOI 3a
3[iACHEHHS
chapmakoHarnsagy;
KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy
3asBHUKA 4NA
3[iiCHEHHS
chapmakoHarnsgy B
YKpaiHi, SKLLLO BOHa
BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy
(BKTHOYAKOYMN KOHTAKTHi
[AaHi) Ta/abo 3MiHM y
PO3MiLLeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy)
3MiHa KOHTaKTHOT 0co6u
3aABHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag B
YKpaiHi.

[itoya pepakuis:
OHuweHko AMUTPO
Bonogummnposuy.
MponoHoBaHa pegakuis:
[JaHinosa flapuca
BonogmmupisHa. 3miHa
KOHTaKTHUX AaHuX
KOHTaKTHOT 0co6m
3aABHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag B
YKpaiHi.

234.

CEPTUKAH

everolimus

eseponi
myc

LO4

TabneTkun no
0,75 mr; no 10
Tabnetoky
6nicTepi; no 6
6nictepiB y
KopooLi 3
KapToHY
nakyBaslbHOro

HoBaprTic
®apma Al

LLsenuapi
a

Brpo6HMUTBO,
KOHTPO/b
AKOCTI,
nepBuHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHs,
BUNYCK cepil:
Hosapric
dapwma LUTterH

Lselina
pis/
PymyHis

BHECEHHS 3MiH A0
peecTpauiitHux
mMartepianis: 3miHu | Tuny
- AgMiHICTpPaTUBHI 3MiHW.
BunyueHHst BUPO6HUYOI
OinbHUUI (BKNOYaOUn
AinbHuui ana Ad®l,
MPOMDKHOIO NPOAYKTY
abo rotosoro
NiKapcbkoro 3acooy,

3a peyenmom

He
nionsizae

UA/3913/01/03
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peareHTy abo
[OMOMDKXHOT pEYOBUHHN
(AKLL0 3a3HaYeHo Yy
[ocbe) BunyyeHts
BMPOGHWYOT AiTbHNL
roTOBOrO NiKapCbKoro
3acoby dapmaHanituka
CA, Weeiiyapis
BignoBiganbHOI 3a
KOHTPO/Ib SIKOCTi. 3MiHuM |
TMny - AQMiHICTpaTWBHiI
3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo
agpecw micus
NpoBaKEHHS
LisiNIbHOCTI
BMPOGHMKa/imnopTepa
roTOBOrO NiKapCbKoro
3acoby, BK/IYaun
AinbHULI BUNYCKy cepii
abo micue npoBefieHHs
KOHTPO/O SKOCTI.
(misnbHicTb, 3a AKy
Bignosigae
BMPOGHMK/iMNopTep,
BK/THOHAI0UMN BUMYCK
cepiii) 3miHa Ha3BK Ta
agpecu micusa
NpoBaMKEHHS
LiSiNIbHOCTI BUPOGHMKA
rOTOBOrO /1iKapCbKOro

PymyHis Ha HoBapTic
PapmacboTVKac
C.P.J1., PymyHisi, 6e3
3MiHM MicuA
BMPOGHMLTBA. 3MiHN
BHECEHO B iHCTPYKL,it0

3acoby 3 CaHgos C.P.J1.

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Al, AinbHUU Ans
LliBeiiuapis; NpoBefeHHS NaKyBaHHs,
Brvpo6bHMuTBO BUPOGHMKA,
3a NOBHUM BiANOBIAA/IbHOTO 3a
LMKIOM: BWMYCK Cepiid, Micue
HosaprTic NpoBeAEHHs KOHTPOSIO
dapmacboTnK cepii) abo
anc C.P.J1., noctayasibHuKa
PymyHis BUXigHOro MaTepiany,
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
ANna MeAnyHoro
3acTocyBaHHSA
niKkapcbKoro 3acoby y
po3ainv «BMpobHUk» Ta
«Micue3HaxomKeHHs
BMpOGHMKa Ta agpeca
MiCLiAl NPOBaXEHHS
oro AjisiNbHOCTI» LWOoA0
3MiHU HaliMeHyBaHHS
BMPOGHMKa. BignosiagHi
3MiHW BHECEHO B TEKCT
MapKyBaHHS yNakoBOK
nikapcbKoro 3acoby.
BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB
nicns 3aTBepipKeHHS.
3MiHu | TUnY - 3MiHK
wozno
6e3nekn/edeKkT1BHOCTI
Ta hapmakoHarnsgy
(iHWi 3MiHW) 3MiHK
BHECEHO Y TEKCT
MapKyBaHHA BTOPUHHOT
(n. 3, 16) ynakoBku
nikapcbKoro 3acoby.
BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB
nicns 3aTBepKeHHs
235. | CIMIQOHA Cimicifuga | HatuBHm | GO2 | TabneTkm no 13 Amakca Benuka BVPOGHMLTBO LBelina BHECEHHS 3MiH 0 6e3 peyenma UA/14582/01/01
DOPTE e rhizoma i CX0 | wr; no 30 nTa BpuTaHia 3a NOBHUM pist peecTpauiinHux
eKcTpakT | 4 TabneToky umknom: Makc marepianis: 3miHu | Tuny
(y 6nictepi; no 1 Llennep 3boHe - 3MiHK 3 AkocTi. API.
BUrNAAI abo 3 6nictepu Al, KoHTposnb A®I. 3miHa y
cyxoro B KapPTOHHIi LliBeiuapis; napametpax
eKCTpaKT Kopoo6Li anbTepHaTuBH cneuudikauin Ta/abo
y) WA BUPOGHMK: LOMYCTUMUX MEX,
KOpeHeB KOHTPO/b BM3HAYEHUX Y
NLLY [KocTi: Jlabop cneumngikayisx Ha Adl,
LUmiLm Llonninrep AT, abo
dyrn LliBeiuapis; BVXiHWA/NPOMIKHWIA
(Cimicifu anbTepHaTVBH npoayKT/peareHT, Wwo
ga niA BUPOGHUK: BUKOPVCTOBYIOTHCS Y
racemos KOHTPO/1b npotieci BUpo6HuLTBa
a(L.) cepiii: AD| (BUNyyeHHs
Nutt., IHTepna6op He3Ha4yHOro nokasHuka
rhizoma) benn Al SKOCTi (Hanpwknag,
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
LLseiuapis. BW/yYEHHS 3acTapinoro

nokasHuka)) BunyyeHHs
napameTpy PO3UYMHHICTb
3i cneumdikauii giroyoi
PEYOoBMHMN CYXOro
EKCTPaKTy KOpeHeBuLL,
uumiguncpyrun. Jannii
napameTp nepesipsBCA
nvwe ans iHopmaui
Ha MOMEHT BUMYCKY
CyXOro eKcTpakTy. 3MiHu
| TMNYy - 3MiHK 3 AKOCTI.
A®I. KoHTpOsib ADI.
3miHa y meToaax
BuNpobysaHHsA APl abo
BUXiAHOIO
mMarepiany/npoMixxHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y
npoLieci BUpo6HMLTBa
A®| (He3HaYHI 3MiHK Y
3aTBEPMKEHNX MEeToAaX
BMNpPoOYyBaHHSA) Y
metogi TWX ana
ineHTudikauii
POC/IMHHWX KUCMOT Y
CYXOMy eKCTpakTi
ummiymndpyru (PV-0785)
[0 NiAroToBKY 3paska
fofaHo
LieHTpUDyryBaHHs AK
anbTepHaTuBy
inbTpauii. 3miHu | Tuny
- 3MiHu 3 sKocTi. API.
KoHTponb A®I. 3miHa y
mMeToAax BUNpPo6yBaHHSA
Ad| abo BMXigHOTO
mMarepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y
npoLieci BUpo6HMLTBa
A®| (He3HAYHI 3MiHK Y
3aTBEPKEHNX MeToAaX
BMNpPoOYyBaHHSA) Y
metoai TWX ana
ineHTudikauii
TPUTEPNEHOBUX
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

rNiKO3nAiB y cyxomy
eKCTpakTi uMiuudyrm
(PV-0784) po
niAroToBKM 3paska
fofaHo
LieHTpUDyryBaHHA AK
anbTepHaTuBy
dhinbTpavii. Kpim Toro,
niaroToBKa 3paska
onuncaxa 6inbLu
AeTanbHo. Takox y
NyHKTi 5.2 «BUAABNEHHS»
Tenep y 6yab-sKomy
BUNAAKY MPOBOANTLCA
[oAaTKoBe [OCTigKEHHS
3 KOMBIHOBaHUM
BEPXHIM i HDKHIM
OCBIT/IEHHAIM Y pasi
cnabkux cmyr. 3miHu |
TUMy - 3MiHM 3 AKOCTI.
A®I. KoHTponb AdI.
3miHa y meTogax
BuNpobyBaHHa Adl abo
BMXiAHOTO
mMaTtepiany/npomikHOro
npoayKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y
npoueci BUPobHULTBA
A®| (He3HauHi 3MiHK y
3aTBEPMKEHUX METOAAX
BMNpobyBaHHsA) Y
meTogi BEPX ans
KifIbKICHOrO BU3HaAYEHHS
TPUTEPNEeHOBUX
rniko3maiB B Cyxomy
eKcTpakTi uumiundyru
(PV-1041) gogaHo
LieHTpudyryBaHHsa [0
niAroToBKM 3paska 5K
anbTepHaTuBy
dhinbTpavii. Kpim Toro,
niaroToBKa 3paskis
onuncaxa 6inbLu
JeTanbHo; iHhopmavito
LoA0 CcTabisibHOCTi
pedyepeHTHUX PO3UMHIB
Ta BUNPO60BYBaHUX
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

3paskiB BUTy4EHO,
OCKi/IbK/ BOHA €
YacTUHO Banigauii
MeToay; BUAASIEHO
3pasKoBi Xxpomarorpamu
HPLC 1100 Series Big
Agilent 3 geTekTopom
CBIT/IOPO3CitOBaHHSA
Sedex 85 Big Sedere,
OCKifIbKU L
ob6nagHaHHA 6inbLl He
BUKOPWCTOBYETLCS.
3MiHn | TURY - 3MiHN 3
AKoCTi. FoToBUIA
nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO
nikapcbKoro 3aco6y.
3MiHa y meTofax
BMNPOGYBaHHSA roTOBOro
nikapcbKoro 3acoby
(He3HauyHa 3MiHa Y
3aTBEPMKEHNX MEeToAaX
BMNpPoOYyBaHHSA) Y
BMNPO6YBaHHi M3
laeHTudikavis (TLUX)
ans igeHTudikauii
POCIMHHKX KUCNOT Y
Tabnetkax (PV-0797) go
niAroToBKM 3paska
fofaHo
LieHTpUDyryBaHHs AK
anbTepHaTuBy
hinbTpauii; BHeceHo
He3HauHi 3MiHV A0
onucy MeToAuKN: -
niAroToBKy 3paska
onuncaHo 6GinbLu
[eTasibHO; - CTPYKTYpY
meToauku (PV-0797)
3MiHEHO BiAMNOBIAHO A0
HOBOrO BHYTPILUHLOrO
LWabnoHy BUPOBHUKA;-
OHOB/IEHO NpuKNaan
Xpomatorpam Ta OLiHKY
pesynbTartis
BMNPOBYBaHHA. 3MiHu |
TMNY - 3MiHK 3 SKOCTI.
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

[oTOBWIA NikapcbKumit
3aci6. KoHTposnb
roTOBOrO NiKapCbKoro
3acoby. 3miHay
mMeToAax BUNpPobyBaHHSA
roTOBOrO NiKapCbKOro
3acoby (He3HayHa 3miHa
y 3aTBEPMKEHNX
MeTofax
BUNpobyBaHHsA) Y
BMNpo6yBaHHi N3
laeHTudikauia (TLUX)
ans igeHTudikaii
TPUTEPNeHoBMX
rniko3ungis y TabneTkax
(PV-0796) oo
niAroToBKM 3paska
fofaHo
LieHTpUdDyryBaHHs AK
anbTepHaTuBy
hinbTpauii; BHeceHo
HaCTYMNHi HE3HAYHI 3MiHK
[0 onucy MeToAVKK: -
niaroToBKa 3paska
onucaxa 6inbL
AeTaslbHO;- CTPYKTYpY
meToauku (PV-0796)
3MiHEHO BiAMNOBIAHO A0
HOBOrO BHYTPILUHLOrO
LWabnoHy BUPOBHUKA;-
[0J4aTKoBe [OCAIMKEHHS
3 KOMBIHOBaHNM
BEPXHIM i HVXHIM
OCBIT/IEHHAM Y pasi
cnabkux cmyr Tenep
NpoBOANTLCA B ByAb-
AKOMY BUNAAKY; - AN
OLLiHKV MOPIBHIOETLCA
NOSIOXKEHHS CMYT, @ He
3HauyeHHs Rf;
- OHOB/IEHO NpYKNaam
Xpomatorpam. 3MiHu |
MMy - 3MiHKU 3 AKOCTI.
[oTOBWIA NikapcbKwii
3aci6. KoHTpornb
rOTOBOrO /1iKapCbKOro
3acoby. 3miHa y
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
mMeTodax BUNPOo6yBaHHS

roTOBOrO NiKapPCbKOro
3aco0by (He3Ha4yHa 3miHa
y 3aTBEPKEHUX
mMeTogax
BUNPOBYBaHHSA) Y
MeTOoZi KiNbKICHOTO
BU3HAYEHHS
TPUTEpPNeHoBMX
rnikosungis y M3

(PV-1052) BHeceHO

HaCTYNHi 3MiHK: -
OHOBJ/IEHO iHhOpMaLito
npo matepiasu, Lo
BMKOPUCTOBYIOTLCH AN1A
BMKOHaHHSA MeToay; - [0
niAroToBKM 3paskiB
fofaHo

LieHTpUdDyryBaHHs AK
anbTepHaTuBy

pinbTpauii;

- OHOB/IEHO NpVKIaan
Xpomarorpam
BiAgNoBigHO A0

OHOB/IEHOTO
obnagHaHHs; -

BWIYYEHO iH(hopmaLLito

LLOAO CTabiNIbHOCTI
pO34nHy
BMNPO60BYBAHOIO
3paska, Ginblue He
3rafly€TbCsl, OCKiNbKM
BOHA € YaCTVHOIO
Banigavii metogy; -
[04aH0 nepesipky

NpUAATHOCTI cUcTemu; -

[ofaHo chopMynm ons

po3paxyHKy pe3ynbTaTiB

aHanizy. 3miHu | Tuny -
3MiHu 3 SKOCTi.
CepTudpikat
BignoBigHOCTI/TE-
ceptuddikat
BignoBigHoOCTI
€Bponeiicbkili
thapmakonei/moHorpadii

. 3MiHK, NoB'sA3aHi 3
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

HEOOXiAHICTIO
npuBeAeHHs y
BigNoBIAgHICTb A0
MoHorpadii AdY abo
€BponericbKoi
thapmakonei, abo iHLWoT
HauioHaIbHOT
thapmakonei gepxasu
€C (3mMiHa y
cneumdikauisx,
noB'A3aHa 3i 3MiHamu B
Loy, abo €Bponeiickkili
hapmakonei, abo iHLwil
HauioHasbHil
hapmakonei fepxasu
€C) Cneuudikauito
POC/NIMHHOT CUPOBUHU
KOpEeHeBuLL, LuMiLmdyrm
OHOBJIEHO BiANOBIAHO A0
MoHorpadii 2069
«Umnmiundpyra» €9 11.6.

236.

CIO®0OP®
500

metformin

meTdop
MiHYy
rigpoxno
pna

A10
BAO

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, MO
500 wmr, no 10
TabneTtoky
6nicTepi; no 6
6nictepiB y
KapTOHHii
KopooLi

BEP/IH-
XEMI Al

HimeyunH
a

MepBuHHE Ta
BTOPVIHHE
nakyBaHHs,
KOHTpPO/b Ta
BUNYCK cepil:
BEPNIH-XEMI
AT,
HimeuunHa,;
Brvpo6bHnuTBO
"in bulk",
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b
cepiii:
MeHapiHi-®oH
XeinpgeH M'vbX,
HimeuunHa,;
Brpo6HMLUTBO
"in bulk” Ta
KOHTPO/b
cepiit:
BEPNIH-XEMI
AT,
HimeuunHa,;

Himeyun
Ha/
Yecbka
Pecnybn
ika/
ITanisa

BHECEHHS 3MiH A0
peecTpauiitHux
mMartepianis: 3MiHu | Tuny
- 3MiHK 3 SKOCTI.
CepTudpikar
BignoBigHOCTI/TE-
ceptudiikat
Bi4NOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii
. MogaHHA HoBOrO 260
OHOBJIEHOTO
cepTudikata
BiAnoBiAHOCTI ab0
BW/TyYEHHS cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: gns Adl;
015 BUXiAHOTO
mMartepiany/peareHTy/npo
MIDXHOTO MPOAYKTY, L0
BMKOPVCTOBYHOTbCS Y
BMPOGHMLTBI A®I; aAns
[0NOMDKHOT peyoBUHU
(ceptudcpikat

3a peyenmom

UA/3734/01/02
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
KoHTposib BiANOBIAHOCTI
cepiii: ANC €Bponeicbkili
Yecbka thapmakonei) -
Pecnybnika OHoBeHuii ceptudikat
c.p.o., Yecbka Bif} y)Xe 3aTBepAKeHoro
Pecnyb6nika; BMPOBHUKA - NOJaHHS
KoHTposib OHOB/IEHOIO
cepiii: ANC cepTudpikaTy
Yecbka BignoBigHOCTI
Pecny6bnika €Bponencbkili
C.p.o., YecbKa hapmakonei Ne CEP
Pecnyb6nika; 1998-079-Rev 12
KoHTposib (3atBepmxeHo: R1-CEP
cepiii: A. 1998-079-Rev 11) ans
MeHapiHi Lit040T pevyoBuHU
MaHydhakTypiH MeTOpPMIHY
r JloricTikc eHp, rigpoxnopug Big Bxe
Cepsicec 3aTBEPAKEHOTO
C.p.N1, Itania BMPO6HMKa Wanbury

Limited. 3mitu | Tvny -
3MiHK 3 SKOCTi.
Ceptudpikat
BignoBigHOCTI/TE-
cepTugikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/moHorpadii
. MoparHsa HoBoro abo
OHOBJIEHOTO
cepTudikaTa
BiAnoBigHOCTI a60
BU/yYEHHS cepTudikaTa
BignoBigHOCTI
€Bponecbkin
thapmakonei: ans Adl;
[ONs BUXIOHOTO
MaTtepiany/peareHTy/npo
MDKHOTO MPOAYKTY, LU0
BUKOPVCTOBYIOTHCS Y
BMPOGHMLTBI API; Ans
[OMOMDKXHOT PEYOBUHN
(cepTudhikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei) -
OHoBreHuii ceptudikat
Bif] yke 3aTBepAKeHOro
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

BMPOGHMKA - MOAaHHSA
OHOBJIEHOTO
ceptudikaTy
BiANOBIAHOCTI

€Bponeicbkili
thapmakonei Ne CEP
2000-059-Rev 13
(3atBepaxeHo: R1-CEP
2000-059-Rev 12) ons
L0401 pevyoBUHN
MeTdopMiHY
rigpoxnopug i Bxe
3aTBEPAKEHOTO
BMpPO6HMKa Harman
Finochem Limited, IHgis.
3MiHn | TURY - 3MiHN 3
AKocTi. FoToBUIA
nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO
nikapcbKoro 3acoby.
3MiHa y meTofax
BMNPOGYBaHHSA roTOBOro
nikapcbKoro 3acoby

(iHWi 3miHW y MmeTofax
BMNpo6yBaHb

(BkntoYarouM 3amiHy abo
[OMOBHEHHS)) A0AAHHSA
aflbTepHaTUBHOIO
mMeToay AN51 BUSHAYEHHS
N-Nitroso-dimethylamine

(NDMA) (meTopg, PX-

MC/MC (meTog B) B

[IOMOBHEHHSA [0 BXe

3aTBEPAKEHOTO METOAY,
LLIO0 Ha3MBAaETbLCA
MeTonoMm A. BHeceHHsA
pefakuiinHux npasok: 3a
nokasHukom «BTpaTa B
Maci npv BUCYLLYBaHHi»
onvc MeToay nNpuBeseHo
Y BigMNoBigHICTb J0
UYMHHOI MOHOrpaqii
Ph.Eur. 2.2.32. MeTog,
3a/IMWAETbCA
HEe3MiHHUM. -
BUMNpPaB/IEHHS
OPYKapCbKOT MOMW/IKU B
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
onuci metoay 3a
NOKa3HNMKOM
«PO34YNMHEHHA».
BBefeHHS 3MiH
NpoTArom 6-T MicsLiB
nicnsa 3aTBepmXeHHs
237. | CNABITEN docusate nokysat | AO6 | resb TOBAPUC YkpaiHa TOBAPUCTB YkpaiHa BHECEHHS 3MiH A0 be3 peyenma UA/18696/01/01
b- sodium HaTpito AG1l | pekTanbHWiA, TBO 3 03 peecTpauiitHux
3400POB'A 0 0,12 /10T, no OBMEXE OBMEXEHO mMartepianis: 3miHu | Tuny
10 ry Ty6I- HOO O - 3MiHK 3 SKOCTI.
KaHwooni; no 1 BIANOBIA BIANOBIAAN [oTOBWIA Nikapcbkuii
abo 6 Ty6- ANbHICT bHICTHO 3aci6. 3MiHN y
KaHio/b y 10) «KOPTOPALLI BMPOGHMLTBI. 3MiHa
Kopoo6ui 3 «KOPINOP A po3mipy cepii
KapTOHY AUIA «300POB’'A» (BKOYatoumM gianasoH
«310POB po3mipy cepii) roToBoro
A» nikapcbKoro 3acoby

(3MeHLweHHA fo 10
pasiB) - BBEAEHHSA
[04aTKOBOro PO3Mipy
cepii N3 pna ynakoskn
no 10 r y Ty6i-kaHtoni y
Kopobui Ne 6
[itoya pepakuis:
Liex Ne 4 &XL,
Po3mip cepii cknagae
1,033 T1c.yn.no 10ry
Ty6i-KaHtoni y Kopoobui
Ne 6 a6o 6,200 TuC. yn.
no 10 r y Ty6i-kaHtoni y
Kopo6ui Ne 1 (62,00 «r);
1,550 Tuc.yn.no10ry
Ty6i-KaHtoni y kopobui
Ne 6 a6o 9,300 TuC. yn.
no 10 r y Ty6i-kaHtoni y
kopo6ui Ne 1 (93,00 «kr)
MNponoHoBaHa pegakuis:
Liex Ne 4 dXL,
Po3wmip cepii cknagae
1,033 tnc.yn.no10ry
Ty6i-KaHtosi y Kopoobui
Ne 6 a6o 6,200 TuC. yn.
no 10 r y Ty6i-kaHtoni y
Kopo6ui Ne 1 (62,00 «r);
1,550 Tuc.yn.no 10ry
Ty6i-KaHtoni y Kopobui
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

Ne 6 a6o 9,300 Tuc. yn.
no 10 r y Ty6i-kaHtoni y
Kopo6ui Ne 1 (93,00 kr);
0,466 Tvc. yn.no 10ry
Ty6i-KaHtosi y Kopoobui
Ne 6 (28,00 kr)
3MiHn | TURY - 3MiHN 3
AKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHK
Y BUPOBHNLTBI. 3MiHK y
npoLieci BUpo6HMLTBa
roTOBOrO NiKapCbKoro
3acoby, BK/IYaum
NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETLCS NpY
BMPOGHMLITBI FOTOBOrO
nikapcbKoro 3acoby
(He3HauyHa 3MiHa Y
npoveci BUpobHULTBA) -
He3HayHa 3MiHa y
npoueci BUpo6HULITBA
rOTOBOrO /1iKapCbKOro
3aco0y - AoAaBaHHA
romoreHisauiiHoi
cuctemu F®10 gns
cepili manoro o6’emy

238.

COPMIH®

diosmectit
e

niocmek
™t

NOPOLLIOK A1si
opasibHOoi
cycneHsiino 3r;
in bulk: Ne900
(1x900) cawe:
no3,72r
NOpOLLIKY Y
cauue; no 900
cawey
KapTOHHii
KopooLi

TOB
"KYCYM"

YkpaiHa

KYCYM
XENTXKEP
nBT T4

IHais

BHECEHHS 3MiH [0
peecTpavliiHnx
mMartepianis: 3miHu | Tuny
- AMIHICTPaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo afgpecu 3aABHMKa
(BnacHuka
peecTpavujiitHoro
NOCBIAYEHHS).
3MiHa HaliMeHyBaHHS
3asBHMKa (BNacHvka
peecTpaujiiHoro
NocBigYEHHS), 6€3 3MiHU
HOpUANYHOI 0Co6M
[Jitova pepakuis:
3asnBHMK Ta ioro micue
3HaXOMKEHHS
TOB «IMIE®APM
NTA»,

YKpaiHa, 02092, M. Kuis,

UA/21191/01/01
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

Bynuua Anma-ATuHCbKa,
6yanHok 58
MponoHoBaHa pegakLis:
3asBHUK Ta 1ioro micue
3HaXOMKEHHsA
TOB «KYCYM»,
YkpaiHa, 02092, m. Kuis,
By/iMuA AnmMa-ATUHCbKa,
6yaMHOK 58
TepMmiH BBELEHHS 3MiH -
npoTsarom 6 micsuis
nicns 3aTsepKeHHs

239.

COPMIH®

diosmectit
e

Aiocmek
™t

A07
BCO

MOPOLLIOK ANs
opasibHOI
cycneHsiino 3r;
no 3,72r
MOPOLLIKY Y
cawe, no 10 abo
no 30 cawey
KapTOHHii
ynakoBLj

TOB
"KYCYM"

Ykpaina

KYCYM
XENTXKEP
neT NT4,

IHais

BHECEHHS 3MiH A0
peecTpauiitHux
mMartepianis: 3miHu | Tuny
- AOMiHICTpPaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA
(BnacHvka
peecTpaujiiHoro
NOCBIAYEHHS).
3mMiHa HaliMeHyBaHHS
3asBHUKa (BnacHvKa
peecTpaujiiHoro
noceigyeHHs), 6e3 3miHun
HOpUANYHOI 0Co6M
[Jitova pepakuis:
3asBHUK Ta 1ioro micue
3HaXOKEHHS
TOB «MIEAPAPM
NTO»,
Ykpaina, 02092, m. Kuis,
BYy/iMuA AnMa-ATUHCbKa,
6yAnHoK 58
MponoHoBaHa peaakuis:
3asnBHMK Ta ioro micue
3HaXOMKEHHS
TOB «KYCYM»,
Ykpaida, 02092, M. Kuis,
Bynuua Anma-ATuHCbKa,
6yanHok 58
TepMiH BBEAEHHS 3MiH -
npoTarom 6 micsAuis
nicnsa 3aTBepmHKeHHS

6e3 peyenma

UA/20494/01/01

240.

cnneT
ETUNOBUA

ethanol

eTaHon

D08
AX0

po3umnH 70 %; no
100 mny

TOB
«MEJIKO

YkpaiHa

MpAT "Bionik"

YkpaiHa

BHECEHHS 3MiH A0
peecTpauiiHnx

3a peyenmom

He
niossieae

UA/17700/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
70% 8 chnakoHax; no 1 PH» marepianis: 3miHa
ns5ny 3asBHuka /13 (MIBIM)
nasLwKax (BnacHuka

CKNAHMX; no 1 n,
5n,10n,20ny
KaHicTpax
noniMepHMX

peecTpavuiitHoro
nocBeigyeHHs) (3rigHo
Hakasy MO3 Big
23.07.2015 Ne 460). Y
3B'A3KY 3 UMM i3
IHCTpYKUIiT Ana
MeZNYHOro
3acTocyBaHHSA
niKapcbKoro 3acoby
BWyYEHO PO34inn
"3anBHUK" Ta
"Micue3HaxomKeHHs
3asABHMKA". I3 n. 17.
IHLWE Tekcty
MapKyBaHHS NepBUHHOT
yMakoBKM NMiKapCbKOro
3aco0y BW/Ty4eHO
iHhopmawuito woao
N0oroTUNy 3asBHMKA.
3MiHu | TUnY - 3MiHK
wozno
6e3nekn/edeKkT1BHOCTI
Ta thapmakoHarnsgy.
BBeneHHs1 abo 3MiHU A0
y3arasibHeHNX AaHnX
npo cucTemy
thapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHNX JaHnx
npo cuctemy
hapmakoHarniagy, smiHa
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsagy;
KOHTaKTHOT ocobu 3
thapmakoHarnsgy
3asBHUKa A4N1A
3[iACHEHHS
hapmakoHarnsgy B
YkpaiHi, AKLLO BOHa
BigMiHHa Bif,
YMOBHOBAXXEHOT 0CO6H,
BignoBigasbHOI 3a
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3[iiCHEHHS
dhapmakoHarnsgy

(BKTHOYAKOYMN KOHTAKTHi
[AaHi) Ta/abo 3MiHn y
PO3MiLLeHHi MacTep-

thaiina cuctemu
hapmakoHarnsgy).
3MiHa yNnoBHOBaXeHOT
0COo6U 3asBHMKA,
BiANOBIAa/IbHOI 3a
chapmakoHarnsg,.
[Jitova pepakuis:
BoTiHueBa BaneHTuHa
MuikonaiBHa.
MponoHoBaHa peaakuis:
Maxapyk IHHa
OnekcaHppiBHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0Co6u
3asBHVIKa,
BignoBiganbHOI 3a
hapmakoHaring,
3MiHa Micus 34iiCHEeHHS
OCHOBHOI AisNIbHOCTI 3
thapmakoHarnsgy.
3miHa
MiCLIe3HaXOKEHHS
mMacTep-gharina cuctemm
dhapmakoHarnagy.
3MiHW | TUNY - 3MiHK
oo
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy
(iHLWi 3MiHW). 3MiHK
BHECEHO Y TEKCT
MapKyBaHHS NepBUHHOT
ynakosku (n. 2, n. 3)
NiKapcbKoro 3acooy.

241. | CNUPT ethanol eTaHon D08 | po3uuH ans TOB YkpaiHa MpAT "Bionik" | YkpaiHa BHECEHHS 3MiH A0 3a peyenmom He UA/16243/01/01
ETWNOBWIA AXO | 30BHILIHLOTO "MELIKOP peecTpavliiHnx niosnsieae
96% 8 3acTOCyBaHHA H" mMartepianis: 3miHa
96 %, no 100 mn 3asBHvKa 13 (MIBI)
y thnakoHax; no (BnacHuka
1n,5ny peecTpaujiiHoro
nasLwKax noceig4eHHs) (3rigHo

CKNsHWX; no 1 1, Hakaly MO3 Big
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
51,100,200y 23.07.2015 Ne 460):
KaHicTpax 3aTtBepakeHo: POr
noniMepHmX KHWLU Bitanii
Bonogumnposuy,
YkpaiHa.
3anponoHoBaHo:

TOB"MegikopH",
YKpaiHa. Y 3B'A3Ky 3 uum
i3 IHCTPYKUiT Ans
MeZNYHOro
3acTocyBaHHsA
niKapcbKoro 3acoby
BWyYEHO PO34inn
"3anBHUK" Ta
"Micue3HaxomKeHHs
3asABHMKA". I3 n. 17.
IHLWE Tekcty
MapKyBaHHS NepBUHHOT
yMakoBKM NMiKapCbKOro
3aco0y BW/Ty4eHO
iHhopmawuito woao
N0oroTUNy 3asBHMKA.
3MiHu | TUnY - 3MiHK
oo
6e3nekn/edeKkT1BHOCTI
Ta thapmakoHarnsgy.
BBeneHHs1 abo 3MiHU A0
y3arasibHeHNX AaHnX
npo cuctemy
thapmakoHarnagy
(BBEAEHHSA
y3aras/lbHeHNX JaHnx
npo cuctemy
hapmakoHarniagy, smiHa
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsagy;
KOHTaKTHOT ocobu 3
thapmakoHarnsgy
3asaBHUKaA AN1A
3[iACHEHHS
hapmakoHarnsgy B
YkpaiHi, AKLLO BOHa
BigMiHHa Bif,
YMOBHOBAXXEHOT 0CO6H,
BignoBigasbHOI 3a
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3[iiCHEHHS
dhapmakoHarnsgy

(BKTHOYAKOYMN KOHTAKTHi
[AaHi) Ta/abo 3MiHn y
PO3MiLLeHHi MacTep-

thaiina cuctemu
hapmakoHarnagy)
3MiHa yNnoBHOBaXeHOT
0COo6U 3asBHMKA,
BiANOBIAa/IbHOI 3a
chapmakoHarnsg,.
[Jitova pepakuis:
BoTiHueBa BaneHTuHa
MuikonaiBHa.
MponoHoBaHa peaakuis:
Maxapyk IHHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0Co6u
3asBHVIKa,
BignoBiganbHOI 3a
hapmakoHarnag. 3miHa
Micusi 34iCHEHHS
OCHOBHOI AisNIbHOCTI 3
hapmakoHarnsagy. 3miHa
MiCLIe3HaXOPKEHHS
macTep-haiina cuctemm
hapmakoHarnsgy. 3miHm
| Tuny - 3miHn woao
6e3nekun/edeKkTUBHOCTI

Ta thapmakoHarnsgy

(iHLWi 3MiHW) 3MiHN
BHECEHO Y TEKCT
MapKyBaHHS NepPBUHHOT
ynakoBkm (M. 2)
NiKapcbKoro 3acoby.

242. | CNUPT ethanol eTaHon D08 | po3uuH ans TOB Ykpaina MpAT "Bionik" | Ykpaina BHECEHHS 3MiH A0 - UA/16242/01/01
ETNNOBWIA AXO | 30BHILIHBLOTO "MELIKOP peecTpauiitHux
96% 8 3acTOCyBaHHS H" mMaTtepianis: 3miHa
96 %, in bulk: no 3anBHuKa /13 (MIBM)
1n,5n,10n, (BnacHvka
20 n'y kaHicTpax peecTpaujiiHoro
noniMepHNxX nocBigyeHHs) (3rigHo

Haka3y MO3 Big
23.07.2015 Ne 460):
3aTtBepaxeHo: POl
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
KHWLL Bitaniii
Bonogumunposuy,
YKpaiHa.
3anponoHoBaHo:

TOB"MegikopH",
YkpaiHa. 3MmiHu | Tuny -
3MiHM Wwoao
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy.
BBefeHHs1 abo 3MiHM [0
y3arasibHeHNX JaHnx
npo cuctemy
thapmakoHarnsgy
(BBEAEHHSA
y3arasnbHeHUX AaHnx
npo cuctemy
hapmakoHarnsgy, 3miHa
YNOBHOBAaXEHOT 0cobM,
BiANOBIAa/IbHOI 3a
3[iACHEHHS
chapmakoHarnsagy;
KOHTaKTHOI ocobm 3
dhapmakoHarnsgy
3asBHUKA 4NA
3[iiCHEHHS
chapmakoHarnsgy B
YKpaiHi, SKLLLO BOHa
BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy
(BKTHOYAKOYMN KOHTAKTHi
AaHi) Ta/abo 3MiHM y
PO3MiLLeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy)
3MiHa yNnoBHOBaXeHOT
0COo6U 3asBHMKA,
BiANOBIAa/IbHOI 3a
chapmakoHarnsg,.
[Jitova pepakuis:
BoTiHueBa BaneHTuHa
MuikonaiBHa.
MponoHoBaHa peaakuis:
Maxapyk IHHa
OnekcaHgpiBHa. 3MiHa
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
KOHTaKTHUX AaHuX
YMOBHOBaXEHOI 0co6u
3aABHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg. 3MiHa
MicLs 34iiCHEHHS
OCHOBHOI AjsifIbHOCTI 3
hapmakoHarnsgy. 3miHa
MiCLIe3HaXOKEHHS
mMacTep-gharina cuctemm
dhapmakoHarnisgy.
243. | CynbMniPn sulpiride cynbnip NO5 | Tabnetku no 50 TOBAPUC YkpaiHa ToBapuctBo 3 | YKpaiHa BHECEHHS 3MiH A0 3a peyenmom He UA/11476/01/02
A -3H ng, ALO | wmr; nmo 10 TBO 3 06MeXeHOo peecTpauiiHnx niosnsiecae
1 TabneTtoky OBMEXE BiAnoBigasIbHi mMartepianis: 3miHu | Tuny
6nictepi; no 2 HOO cTio" - 3MiHM Woao
abo 3 6nictepun BIANOBIA XapkiBcbke 6e3nekn/edpeKkTBHOCTI
y KOopobuj ANbHICT thapmaueBTny Ta thapmakoHarnsagy.
10] He 3MiHa y KopoTkili
«KOPTIOP nignpueMCTBO XapakTepucTuui
AUIA "340poB'a nikapcbkoro 3aco6y,
«3[00POB Hapogay" TEKCTi MapKyBaHHS Ta
"A» IHCTpYKUii ans
MeAnYHOro

3acTocyBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo AoC/iAKeHb
3 6e3nekn 3acTocyBaHHSA
NiKapcbkoro 3acoby B
nicnsapeecTpauiiHnii
nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
LocniopkeHb,
npoBeeHVX BignoBigHO
[10 NNaHy negiatpuyHmMx
pocnigxenb (PIP) (iHwi
3MiHK). 3MiHN BHECEHO B
IHCTpyKLUito ans
MeNYHOro
3acTocyBaHHSA
nikapcbkoro 3acoby Ao
po3ginis «Oco6/MBOCTi
3aCTOCyBaHHS»,
«3acTocyBaHHS y nepiog,
BariTHocTi abo
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
roAyBaHHS rpyaLI0»,
«[lMob6iuHi peakw,i»
BiAgNoBigHO A0
OHOB/IEHOT iHdopmaLlii
o0 6e3neku
3acTOoCyBaHHA Aitoyol
peyoBUHN.
BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB
nicns 3aTBepApKEHHS.
244. | cynbniPn sulpiride cynbnip NO5 | Tabnetkn no 200 | TOBAPUC Ykpaina BCi cTagii Ykpaina BHECEHHSA 3MiH J0 3a peyernmom He UA/11476/01/01
A -3H na, ALO | wmr; no 10 TBO 3 BMPOOHULTBA, peecTpauiinHux nionseae
1 TabneToky OBMEXE KOHTPO/1b marepianis: 3miHu | Tuny
6nictepi; no 1 HOO SAAKOCTI, BUNYCK - 3MiHM Wwoao
abo 2 6nictepu BIANOBIA cepi: 6e3nekun/edeKkTBHOCTI
y Kopobuj ANNbHICT ToBapucTBO 3 Ta chapmakoHarnsgy.
10] obmexeHoro 3MiHa y KopoTkili
«KOPIIOP BiAnoBigasIbHI XapakrepucTumui
AUIA cTo nikapcbkoro 3acooy,
«300POB "XapkiBcbke TEKCTi MapKyBaHHA Ta
"A» hapmaueBTuy IHCTPYKUIT ans
He MeaNYHOro
nianpueMCcTBO 3acTocyBaHHS Ha
"30poB's nigcTasi perynsipHo
Hapogay", OHOBJIOBAHOTO 3BITY 3
YKkpaiHa; BCi 6e3nekun nikapcbKoro
cragji 3acoby, abo focnigxeHb
BMPOGHMLITBA, 3 6e3nekn 3aCToCyBaHHs
KOHTPO/b nikapcbKoro 3acoby B
SIKOCTi: nicnsapeecTpauiiHnii
TOBAPUCTB nepiog, abo sk
03 pesynbTaT OLiHKM 3BITY 3
OBMEXEHO nocnigpkeHb,
10) npoBefeHnX BifnoBigHO
BIAMOBIOAN 00 nnaxy negiatpuyHmx
bHICTHO pocnipkeHb (PIP) (iHwi
«KOPTOPALLI 3MiHM). 3MiHV BHECEHO B
A IHCTpyKLUit0 aNns
«3[00POB’'A», MeauyHoro
Ykpaina 3aCTOCyBaHHA

nikapcbkoro 3acoby [0
po3ainis «Oco6/MBOCTi
3aCTOCyBaHHSA»,
«3acTocyBaHHA y nepiog
BariTHocTi abo
roflyBaHHs rpyaaro»,
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
«[Mob6iuHi peakw,i»
BiAgNoBigHO A0
OHOBJIEHOT iHthopmaLLii
oo 6esneku
3acTocyBaHHs Aitoyol
PeyoBUHM.
BBefeHHS 3MiH
NpoTArom 6-T MicsLiB
nicns 3aTBepKEHHS.
245. | TA®IHNAP dabrafenib | gabpad | LO1 Kancynu Teepai HoBaprTic Lseiuapi | BUPOGHWK ANA Icnanis/ BHECEHHS 3MiH A0 3a peyenmom He UA/14420/01/01
® eHib (y ECO | no 50 mr; no 120 | dapma Al a nakyBaHHs Ta Benvka peecTpauiitHux niossieae
dopmi 2 Kancyny BMNYCKY cepil: BputaHi | martepianis: 3MiHu | TUnNy
pabpad hnakoHax nakco al - 3MiHu Wwopo
eHiby Bennkom C.A., | CnoBeHi 6e3nekn/edheKTUBHOCTI
me3unar Icnanis; a Ta thapmakoHarnsgy.
y) BVPOGHMK 3MiHa y KopoTkili
Hepo3acosa XapakrtepucTuui
HOI NpoAYyKLUT: nikapcbkoro 3acoby,
nakco TEKCTi MapKyBaHHs Ta
OnepeiilwHe IHCTPYKUIiT Ana
HOK Nimiten, MeanYHoro
Benvka 3aCTOCyBaHHA Ha
BpuTaHis; nigcTasi perynsapHo
anbTepHaTUBH OHOB/IIOBAHOTO 3BITY 3
a AinbHuus 6e3nekun nikapcbkoro
BignosiganbHa 3acoby, abo focnigxeHb
3a 3 6e3nekun 3acTocyBaHHS
BVPOGHMLTBO nikapcbkoro 3acoby B
Hepo3dhacoBa nicnsapeecTpauiiHnii
HOI NpoAyKuii nepiog, abo sk
Ta KOHTPOJ1b pesynbTaT OLiHKM 3BiTY 3
AKOCTI: [OCTiIKEHD,
3irchpig, npoBeAeHnX BiANoBIAHO
Bap6epa C./1., [0 nnaHy negiatpuyHnx
IcnaHis; pocnigpkeHb (PIP) (iHwi
KOHTPO/1b 3MiHKW). 3MiHW BHECEHO
AKOCTI [0 IHCTPYKUiT Ans
(4acTkoBUiA): MeanyHoro
Nek 3acTocyBaHHS
dPapmacboTuK nikapcbkoro 3acoby Ao
anc g.g., po3ginis
CnoBeHis; "®apMaKonorivHi
BMPOBHMLTBO, BnactueocTi", "Aitn"
nepBuHHe Ta wono 6esnekn
BTOPVHHE 3acTocyBaHHS

nakyBaHHs1,

nikapcbKoro 3acoby.
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
KOHTPO/1b BeeaeHHs 3miH
AKOCTI npoTsarom 6 micsuis
(4acTkoBUiA), nicns 3aTBEpPKEHHS.
BWMYCK Cepii: 3MiHn | TURY - 3MiHK
HoBapTic oo
dapmacboTUK 6e3nekun/edeKkTUBHOCTI
an Ta thapmakoHarnsgy.
MaHythakTypiH 3MiHa y KopoTkili
r J171C, XapakTepucTuui
CnoseHis nikapcbkoro 3acooy,

TEKCTi MapKyBaHHSA Ta
IHCTpYKLUIiT Ana
MeanYHoro
3acToCyBaHHA Ha
nigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3
6e3nekun nikapcbKoro
3acoby, abo focnigxeHb
3 6e3nekn 3aCToCyBaHHs
nikapcbkoro 3aco6y B
nicnsapeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BTy 3
nocnigpkeHb,
npoBefeHnX BignoBigHO
[0 NnaHy negiatpuyHmnx
pocnipxeHs (PIP) (3mMiHy
Y3ropKeHo 3
KOMMNETEHTHUM
YNOBHOBaXeHUM
opraHom). 3miHun
BHECEHO A0 iHCTPYKL,i
AN MeguyHoro
3acTocyBaHHs
nikapcbkoro 3acoby Ao
po3ziny "TMo6iuHi
peakuii" woao
nepudyepryHoi
Heiponarii (Bk1o4YaKun

CEHCOPHY Ta MOTOPHY
Helponarito).
BBefeHHA 3MiH
npoTarom 6 micsuis
nicns 3aTBeppKeHHs.
3MiHY | TUNY - 3MiHK
oo
6e3nekn/edeKkTBHOCTI
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

Ta chapmakoHarnsgy.
3MiHa y KopoTkili
XapakTepucTuui

nikapcbkoro 3acooy,

TEKCTi MapKyBaHHS Ta

IHCTpYKUIiT Ana
MeanYHOro
3acToCyBaHHA Ha
nigcTasi perynspHo

OHOB/IOBAHOTO 3BITY 3

6e3nekun nikapcbKoro

3acoby, abo focnigxeHb
3 6e3nekn 3aCToCyBaHHs
nikapcbkoro 3aco6y B
nicnsapeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BTy 3
nocniopkeHb,
npoBefeHnX BignoBigHO
[0 NnaHy negiatpuyHmMx
pocnipxeHs (PIP) (3MiHy
Y3ropKeHo 3
KOMMNETEHTHNUM
YNOBHOBaXeHUM
opraHom). 3miHun

BHECEHO A0 iHCTPYKL,i

AN MeguyHoro
3acToCyBaHHSA
nikapcbkoro 3aco6by Ao
po3ziny "TMo6iyHi
peakuji" LWoAo rocTporo
hebprnbHoro
HenTpogiNbHOro
nepmartosy. BeegeHHs
3MiH NpoTArom 6 micsAuiB
nicns 3aTBepKeHHs.
3MiHn | TURY - 3MiHK
wono
6e3nekun/edeKkTUBHOCTI

Ta thapmakoHarnsgy.
3MiHa y KopoTkili
XapakTepucTui

nikapcbkoro 3acooy,

TEKCTi MapKyBaHHS Ta

IHCTpYKLUIiT Ana
MeanYHoro
3acTOCyBaHHA Ha
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

nigctasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo JocnigxKeHb
3 6e3nekn 3acToCcyBaHHSA
niKapcbkoro 3acoby B
nicnsapeecTpauiiini
nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
LocniopkeHb,
npoBefeHnX BignoBigHO
[0 NNaHy negiatpuyHmx
pocnigxens (PIP) (3MiHy
Y3rofpkeHo 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom). 3MiHu
BHECEHO [0 IHCTPYKLT
AN MenyHoro
3acTocyBaHHSA
nikapcbkoro 3acoby Ao
po3ginis "OcobamBocCTi
3actocyBaHHs", "IN0o6i4Hi
peaxuii” BignosigHo A0
OHOB/IEHOT iHdopmMaLlii 3
6e3nekun gitouoi
PeYOoBWHM 3rigHO 3
pekomeHgauismm PRAC.
BBegeHHs 3MiH
npoTsirom 6 Micauis
nicns 3aTBepipKeHHS.
3MiHu | TUnY - 3MiHK
wozno
6e3nekn/edeKkT1BHOCTI
Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHK
BHECEHO [0 IHCTPYKL,i
AN MegnyHoro
3acTocyBaHHS
nikapcbkoro 3acoby Ao
posgainy "AiTn" wopao
6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby.
BBegeHHs 3MiH
npoTsirom 6 mMicauis
nicns 3aTBeppKEHHS.
3MiHu | TUNYy - 3Miln
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
oo
6e3nekn/edeKTUBHOCTI

Ta thapmakoHarnsgy.
3MiHa y KopoTkili
XapakTepucTui

nikapcbkoro 3acooy,

TEKCTi MapKyBaHHS Ta

IHCTpYyKUii ans
MeAnyHoro
3aCTOCyBaHHSA Ha
nigctaBi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo gocnigxeHb
3 6e3nekun 3acTocyBaHHs

nikapcbKoro 3acoby B

nicnsapeecTpauiiHnii

nepiog, abo sk
pe3ynbTaTt OLiHK/ 3BTy 3
[ocnigpkeHb,
npoBeAeHnX BigNoBigHO
[0 nnaHy negjatpuyHnx
pocnigxeHb (PIP) (iHwi
3MiHuM). 3MiHM BHECEHO
[0 IHCTPYKUiT Ans
MeAn4yHOro
3acTocyBaHHs
nikapcbkoro 3acoby Ao
po3gainy "Mob6iuHi
peaxuii” Woao LWKIpHUX
peaxuiii, NoB'A3aHnX 3
TaTylOBaHHAM.
BBefeHHS 3MiH
npoTarom 6 micsuis
nicns 3aTBeppKeHHs.
3MiHu 1l TUny - 3MiHK
oo
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy.
3MiHa y KopoTkili
XapakTepucTui
niKapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta
IHCTpYyKUii ans
MeAn4YHOro
3aCTOCyBaHHSA Ha
nigcTasi perynsipHo
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

OHOB/OBAHOTO 3BITY 3
6e3nekun nikapcbKoro
3acoby, abo JocniaxeHb
3 6e3nekn 3aCToCyBaHHs
nikapcbkoro 3aco6y B
nicnsapeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BTy 3
nocnigpkeHb,
npoBefeHnX BignoBigHO
[0 NnaHy negiatpuyHmnx
pocnipxeHs (PIP) (3miHa
notpebye noganbLLOro
06'PYHTYBaHHS HOBUMM
[04aTKOBUMMN AaHUMM).
3MiHV BHECEHO A0
IHCTpYyKUii ans
MeAn4YHOro
3acTocyBaHHs
nikapcbkoro 3aco6by Ao
po3ziny "TMo6iyHi
peakuii" woao
aTpioOBEHTPUKY/ISAPHOI
6nokaan. BeefeHHs
3MiH NPOTArom 6 micsuiB
nicns 3aTBeppKeHHs.
3MiHu 1l TUny - 3MiHK
oo
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy.
3MiHN Y KOpOTKili
XapakTepucTui
niKapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta
IHCTpYyKUii ans
MeAn4YHOro
3aCTOCYBaHHSA Yy 3B’A3KY
i3 HOBUMW JaHUMK 3
AKOCTI, LOK/IHIYHUMMU,
KAIHIYHUMW AaHMun Ta
JaHumn 3
thapmakoHarnagy. 3miHu
BHECEHO [0 IHCTPYKL,i

AN MegnyHoro
3acTocyBaHHs
nikapcbkoro 3acoby Ao
posginis
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

"®apMaKonoriyHi
BN1aCTVBOCTI",
"Oco611BOCTi

3acTocyBaHHs", "Mo6iyHi
peakuji" woao

CUHAPOMY ni3ucy

NYX/INHW.
BBegeHHs 3MiH
npoTsirom 6 Micauis
nicns 3aTBeppKEHHS.
3MmiHu |l TUny - 3MiHK
wozno
6e3nekn/edeKkT1BHOCTI
Ta thapmakoHarnsgy.
3MiHU Y KOpOTKili

XapakrtepucTumui

nikapcbKoro 3acooy,
TEKCTi MapkKyBaHHS Ta
IHCTpYKUii ans
MeAn4yHOro
3acToCyBaHHS Y 3B’A3KY
i3 HOBUMM AaHVMK 3
SIKOCTi, AOK/iIHIYHUMM,
KNHIYHUMY flaHMK Ta
JaHumMn 3
hapmakoHarnsgy. 3miHu
BHECEHO [0 IHCTPYKLT
AN MenYHoro
3acTocyBaHHSA
nikapcbkoro 3acoby Ao
posginis
"®apmakonorivHi
B/1lacTMBOCTI",
"Oco6nuBocCTi
3actocyBaHHs", "IN06i4Hi
peaxuii” woao
OCTaTOYHUX pe3ynbTaTiB
LOCNiMKEHHS
CDRB436F2301
(COMBI-AD). BeegeHHs
3MiH NpoTArom 6 micsAuiB
nicns 3aTBepKEeHHS.

246.

TA®IH/AP
®

dabrafenib

Aabpad
eHib (y
dopmi
aatpad

Lo1
ECO

Kancynu Teepai
no 75 wr; no 120
Kancyny
donakoHax

HoBaprTic
dapma Al

LLsenuapi
a

BVPOGHWK ANs
nakyBaHHA Ta
BMNYCKY cepil:

"nakco

Icnanis/

Benvka

BputaHi
s/

BHECEHHS 3MiH A0
peecTpauiitHux
mMartepianis: 3miHu | Tuny
- 3MiHM Wwoao

3a peyenmom

He
nionsizae

UA/14420/01/02
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
eHiby Bennkom C.A., | CnoseHi 6e3nekn/edeKTUBHOCTI
mesunar IcnaHis; a Ta thapmakoHarnsgy.
y) BUPOBHMK 3MiHa y KopoTkili
Hepo3cacoBa XapakTepucTuui
HOT NMpoayKuii: nikapcbKoro 3acooy,
nakco TEKCTi MapkKyBaHHS Ta
OnepeiiwHe IHCTpYKUii ans
HOK NimiTenq, Meau4Horo
Benvka 3acTocyBaHHS Ha
BputaHis; nigctasi perynspHo
a/lbTepHaTUBH OHOB/IIOBAHOTO 3BITY 3
a ginbHuua 6e3nekun nikapcbkoro
BignoBigabHa 3acoby, abo JocCigKeHb
3a 3 6e3nekn 3acToCcyBaHHSA
BUPOGHMLTBO nNiKapcbkoro 3acoby B
Hepo3dhacosa nicnsapeecTpauiiHui
HOT MpoAyKu,i nepiog, abo sk
Ta KOHTPO/b pe3ynbTaT OLiHKM 3BiTY 3
AKOCTI: [OCNigKeHb,
3irdpig, npoBefeHnX BignoBigHO
Bap6epa C.J1., [0 nnaHy nefiaTpuyHmx
Icnanis; pocnigxeHb (PIP) (iHwi
KOHTPO/Tb 3MiHW). 3MiHN BHECEHO
AKOCTI 00 IHCTPYKLUiT Ans
(4yacTkoBUN): MeMYHOro
Nek 3acTocyBaHHSA
dapmacboTuK nikapcbkoro 3acoby fo
aic Aa.4., posginis
CnoBeHis; "®apmakonorivHi
BMPOBHULTBO, BnactusocTi", "Aitn"
nepBuHHe Ta Loao 6e3snekn
BTOPVIHHE 3acTocyBaHHSA
nakyBaHHs, NiKapcbKoro 3acooy.
KOHTPO/1b BeeaeHHs 3miH
AKOCTI npoTsarom 6 micsuis
(4acTkoBUiA), nicns 3aTBEpPKEHHS.
BWMYCK Cepii: 3MiHn | TURY - 3MiHK
HoBapTic oo
dapmacboTUK 6e3nekun/edeKkTUBHOCTI
an Ta thapmakoHarnsgy.
MaHythakTypiH 3MiHa y KopoTkili
r J171C, XapakTepucTuui
CnoseHis nikapcbkoro 3acooy,

TEKCTi MapKyBaHHS Ta
IHCTpYKLUIiT Ana
MeZNYHOro
3acTOCyBaHHA Ha
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

nigctasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo JocnigxKeHb
3 6e3nekn 3acToCcyBaHHSA
niKapcbkoro 3acoby B
nicnsapeecTpauiiini
nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
LocniopkeHb,
npoBefeHnX BignoBigHO
[0 NNaHy negiatpuyHmx
pocnigxens (PIP) (3MiHy
Y3rofpkeHo 3
KOMNETEHTHUM
YMOBHOBaXEHUM
opraHom). 3MiHu
BHECEHO [0 IHCTPYKLT
AN MenyHoro
3acTocyBaHHSA
nikapcbkoro 3acoby Ao
po3giny "Mo6iuHi
peakuji" woao
nepudepuyHoi
Heiponarii (Bknoyarun
CEHCOPHY Ta MOTOPHY
Heiliponarito).
BBefeHHS 3MiH
npoTsarom 6 micsuis
nicns 3aTBepKeHHs.
3MiHn | TURY - 3MiHK
wono
6e3nekun/edeKkTUBHOCTI
Ta thapmakoHarnsgy.
3MiHa y KopoTkili
XapakTepucTui
nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta
IHCTpYKLUIiT Ana
MeZNYHOro
3acToCcyBaHHA Ha
nigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3
6e3nekun nikapcbKoro
3acoby, abo JocnigxeHb
3 6e3nekn 3aCToCyBaHHs
NiKapcbKoro 3acoby B
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

nicnsapeecTpauiiHni
nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
LocniopkeHb,
npoBefeHnX BignoBigHO
[0 NNaHy negiatpuyHmx
pocnigxens (PIP) (3MiHy
Y3rofpkeHo 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom). 3MiHu
BHECEHO [0 IHCTPYKLT
AN MenyHoro
3acTocyBaHHSA
nikapcbkoro 3acoby Ao
po3giny "Mo6iuHi
peakuji" LLoAo rocTporo
hebpunbHoro
HenTpoiNbHOro
Aepmarosy. BeegeHHA
3MiH NPOTArom 6 MicsiLis
nicns 3aTBeppKeHHS.
3MiHu | TUnY - 3MiHK
wozno
6e3nekn/edeKkT1BHOCTI
Ta thapmakoHarnsgy.
3MiHa y KopoTkili
XapakrtepucTumui
nikapcbKoro 3acooy,
TEKCTi MapkKyBaHHS Ta
IHCTpYKUii ans
MeAn4yHOro
3acTocyBaHHS Ha
nigctasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo JocCnigKeHb
3 6e3nekun 3acToCcyBaHHSA
nNiKapcbkoro 3acoby B
nicnsapeecTpauiiini
nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
LocniopkeHb,
npoBefeHnX BignoBigHO
[0 NNaHy negiatpuyHmx
pocnigxens (PIP) (3MiHy
Y3rO[pKEHO 3
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
KOMNETEHTHUM
YNOBHOBaXXEHUM

opraHom). 3miHu
BHECEHO [0 iIHCTPYKL,i
AN MegnyHoro
3acTocyBaHHs
nikapcbkoro 3acoby go
po3ginis "OcobamBoCTi
3acTocyBaHHs", "Mo6iYHi
peakuii" BianosigHo A0
OHOB/IEHOT iHhopMaLii 3
6e3neku gito4oi
PEeYOBMHM 3rigHO 3
pekomeHgauismvm PRAC.
BBefeHHS 3MiH
npoTarom 6 micsuis
nicns 3aTBeppKeHHs.
3MiHY | TUNY - 3MiHK
oo
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy
(iHLWi 3MiHW). 3MiHK
BHECEHO A0 iHCTPYKL,i
AN MeguyHoro
3acTocyBaHHs
nikapcbkoro 3acoby Ao
po3giny "Aitn" woao
6e3nekn 3acTocyBaHHSA
nikapcbKoro 3acoby.
BBefeHHS 3MiH
npoTarom 6 micsuis
nicns 3aTBeppKeHHs.
3MiHY | TUNY - 3MiHK
oo
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy.
3MmiHa y KopoTkili
XapakTepucTui
nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta
IHCTpYyKUii ans
MeAn4YHOro
3aCTOCyBaHHSA Ha
nigctasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco6by, abo Aoc/iaKeHb
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

3 6e3nekn 3aCToCyBaHHs
nikapcbkoro 3aco6y B
nicnsapeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BTy 3
nocnigpkeHb,
npoBefeHnX BignoBigHO
[0 NnaHy negiatpuyHmnx
pocnigpkeHb (PIP) (iHwi
3MiHW). 3MiH BHECEHO
[0 iHCTPYKUiT Ans
MeAn4YHOro
3acToCyBaHHSA
nikapcbkoro 3acoby Ao
po3ziny "TMo6iuHi
peakuii" LWoAOo LUKIPHNX
peakLujii, NoB'a3aHnX 3
TaTyloBaHHAM.
BBefeHHS 3MiH
npoTsarom 6 micsuis
nicns 3aTBepKeHHs.
3MmiHn [l TUny - 3MiHn
wono
6e3nekun/edeKkTUBHOCTI
Ta thapmakoHarnsgy.
3MiHa y KopoTkili
XapakTepucTui
nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta
IHCTpYKUIiT Ana
MeanYHoro
3acToCcyBaHHA Ha
nigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3
6e3nekun nikapcbKoro
3acoby, abo focnigxeHb
3 6e3nekn 3aCToCyBaHHs
nikapcbkoro 3aco6y B
nicnsapeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BTy 3
nocnigpkeHb,
npoBefeHnX BignoBigHO
[0 NnaHy negiatpuiHmX
pocnipxeHs (PIP) (3miHa
notpebye noganbLLOro
06r'pyHTYBaHHSA HOBMMM
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

O04ATKOBUMW JAaHUMK).
3MiHV BHECEHO Ao
IHCTpYKUIiT Ana
MeanYHOro
3acTocyBaHHSA
nikapcbkoro 3acoby Ao
po3giny "Mo6iuHi
peakuji" woao
aTpiOBEHTPUKYNAPHOT
6nokagun. BeegeHHs
3MiH NpoTAroM 6 micsAuiB
nicns 3aTBepKeHHs.
3MiHn [l Tuny - 3MiHn
wono
6e3nekun/edeKkTUBHOCTI
Ta chapmakoHarnsgy.
3MiHU Y KOpOTKili
XapakTepucTui
nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta
IHCTpYKUIiT Ana
MeanYHOro
3aCTOCyBaHHS Y 3B’A3KY
i3 HOBUMMW JaHUMK 3
SIKOCTi, AOK/IHIYHUMM,
KNiHIYHUMK faHMK Ta
JaHumm 3
hapmakoHarnsgy. 3miHm
BHECEHO A0 iHCTPYKL,i
AN MeguyHoro
3acToCyBaHHSA
nikapcbkoro 3acoby Ao
po3ginis
"®apMakonoriyHi
BN1aCTVBOCTI",
"Oco611BOCTi
3acTocyBaHHs", "Mo6iYHi
peakuji" woao
CUHAPOMY Ni3ucy
NYX/INHW.
BBegeHHs 3MiH
npoTsirom 6 mMicauis
nicns 3aTBepKeHHS.
3miHu |l TUny - 3MiHK
wozno
6e3nekn/edeKkT1BHOCTI
Ta thapmakoHarnsgy.




326

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3MiHN Y KOpOTKili
XapakTepucTui
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta
IHCTpYyKUii ans
MeAnyHoro
3aCTOCYBaHHSA Yy 3B’A3KY
i3 HOBUMW JaHUMK 3
AKOCTI, AOK/IHIYHUMMU,
KAIHIYHUMW AaHMun Ta
JaHumn 3
thapmakoHarnagy. 3miHu
BHECEHO [0 iIHCTPYKL,i
AN MegnyHoro
3acTocyBaHHs
nikapcbkoro 3acoby Ao
po3ginis
"®apMaKonorivHi
B/1ACTUBOCTI",
"Oco6nuBocTi
3acTocyBaHHs", "Mo6iYHi
peakuii" woao
OCTaTOYHUX pe3ynbTarTis
OOCNiMKEHHs
CDRB436F2301
(COMBI-AD). BBegeHHs
3MiH NPOTArom 6 MicsiLis
nicns 3aTBepApKEHHS.
247. | TEBAITPAC | filgrastim chinrpac | LO3 PO34MH AN TOB Ykpaina Brpo6HMLUTBO I13pains/ BHECEHHSA 3MiH O0 3a peyenmom UA/15237/01/02
TUM MM AAO | iH'ekuiii abo «TeBa 3a NOBHUM NuTBa peecTpauiiiHnx
2 iHchys3ii no 48 YkpaiHa» uukiom: Tesa marepianis: 3miHu | Tuny
M/IH MO/0,8 mn; PapmaueBTika - 3MiHK 3 AkocTi. API.
no 0,8 mn (48 n lHpacTpis Cuctema
M/H MO) B Nta., 13pains; KOHTeliHep/3akynoptoBa
CKNSTHOMY KoHTposnb NbHWIA 3aci6. 3MiHM
npuui aKocTi: 3AT napameTpis
04HOpPa3oBOro Tea banTikc, cneundikauii Ta/abo
BUKOPUCTaHHSA 3 JNutea [OMYCTUMNX MEX,
nepMaHeHTHO 3a3HaYEeHNX y
NpUELHAHO0 cneumdikauisx, ans
roNKolo Ta 6e3nocepenHbOT
3aXUCHUM ynakoBku Ad| (iHwi
KOBMaykom, 3 3MiHW) AOMNOBHEHHS
abo 6e3 cneumdikauiin donakoHiB
npucTpoto Ana ONns nakysaHHA Ad|
6e3neyHoro napameTpoM 3arasibHoi
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BBE/EHHSA Ta BMCOTH
3anobiraHHa
nopaHeHb
rO/IKOK0 Yn
NMOBTOPHOTO
BUKOPUCTaHHS;
no 1 wnpuuy y
KapTOHHii
KopooLi
248. | TEBArPAC | filgrastim inrpac | LO3 po3unH Ans TOB YkpaiHa Brpo6HMLUTBO I3pains/ BHECEHHS 3MiH A0 3a peyenmom UA/15237/01/01
M M AAO | iH'ekuii abo «TeBa 3a NOBHUM NntBa peecTpaviiHnx
2 iHchysiii no 30 YkpaiHa» uukiom: Tesa marepianis: 3miHu | Tuny
mMnH MOJ/0,5 mn; dapmauneBTika - 3MiHu 3 sKocTi. AdI.
no 0,5 mn (30 n lHpactpis Cuctema
M/H MO) B nra., 13paine; KOHTelHep/3akynoptoBa
CKNAAHOMY KoHTposib NbHWIA 3aci6. 3MiHK
npuui aKocTi: 3AT napameTtpis
0 HOpPa30BOro Tea banTikc, cneyudikayin Ta/abo
BMKOPUCTaHHSA 3 NnTtBa O0NYyCTUMUX MEX,
nepMaHeHTHO 3a3HaYeHNX y
NpUELHAHO cneuudikalinx, ons
rofIKoK Ta 6e3nocepeHbOT
3aXUCHUM ynakoBku A®I (iHLi
KOBMaykom, 3 3MiHWN) AOMNOBHEHHS
abo 6e3 cneumdikauin donakoHiB
npucTpoto Ana ONns nakysaHHA Ad|
6e3neyHoro napameTpom 3arasbHoi
BBEEHHSA Ta BMCOTU
3anobiraHHn
nopaHeHb
rO/IKO0 Yn
NOBTOPHOTO
BUKOPUCTaHHS;
no 1 wnpuuy y
KapTOHHii
KopooLi
249. | TENMICAP telmisarta | Tenmica - NMOPOLLIOK TOB YkpaiHa TNOXEM IHais BHECEHHS 3MiH A0 - UA/12083/01/01
TAH n pTaH (cybcTaHuis) y "KYCYM" IHOACTPI3 peecTpauinHux
noABiHMX NIMITEL marepianis: 3miHu | Tuny

nosieTUIeHOBNX
naketax ans

hapmaLleBTUYHO
ro 3aCTOCYBaHHS

- AOMiHICTpaTVBHI 3MiHN.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA
(BnacHuka
peecTpaujiiHoro
nocsigyeHHs). 3MiHa
HaliMeHyBaHHs
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3asBHVKa (BNacHvka
peecTpaujiiHoro
NnocBigYEHHs1), 6€3 3MiHU
OpPUANYHOT 0Co6MU.
3arBepmxeHo: TOB
"TNEAPAPM NTA",
YkpaiHa.
3anponoHoBaHo: TOB
"KYCYM", YKpaiHa
250. | TENMICAP telmisarta | Tenwica - KpucTaniyHui TOB Ykpaina Bacyaxa IHAisA BHECEHHS 3MiH A0 - UA/16321/01/01
TAH n pTaH NOpPOLLIOK "KYCYM" dPapma Xem peecTpauiitHux
(cybeTaHuisn) y Nimiten mMartepianis: 3miHu | Tuny
noABIAHMX - AgMiHICTpPaTUBHI 3MiHW.
nosieTuIeHoBMX 3MmiHa HaliMeHyBaHHS
Milkax ans Ta/abo agpecu 3asBHUKA
hapmaLeBTUYHO (BnacHvka
ro 3aCTOCyBaHHSA peecTpaujiiiHoro
noceig4eHHs). 3MiHa
HallMeHyBaHHs
3asBHUKa (BacHuKa
peecTpaujiiHoro
noceigyeHHs), 6e3 3miHun
1opuanYHOI 0cobu.
3arBepaKeHo:
TOB "MMEA®APM NTA",
YKpaiHa
3anponoHoBaHo:
TOB "KYCYM", YkpaiHa
251. | TEHO®OBI | tenofovir TeHoho JO5 TabneTku, BKPUTI Crpaiigc IHais Crpaiiac IHais BHECEHHS 3MiH A0 3a peyenmom UA/19032/01/01
Py disoproxil Bipy AFO | nniBkoBOO Papma Papma peecTpauiiiHnx
AN30MNnPOK omsonpo | 7 060/10HKOHO, MO CalieHc CalieHc mMartepianis: 3miHu | Tuny
cuny Kenny 300 wmr; no 30 Nimiten Nimiteq - 3MiHM Wwoao
DYMAPAT hymapa TabneTok, 6e3nekn/edeKTUBHOCTI
T BKPUTUX Ta thapmakoHarnsgy.
NNiBKOBOIO BBefieHHs1 ab0 3MiHM [0
060/10HKOIO, Y y3arasibHeHNX AaHnx
dnakoHi 3 npo cuctemy

ocyulyBayem i3
cunikarento; no
1 cbnakoHy B
KapTOHHii
KopooLi

thapmakoHarnagy
(BBEAEHHA
y3arasibHeHuX faHux
npo cuctemy
thapmakoHarnsgy, 3amiHa
YMOBHOBaXXEHOT 0CO6H,
BignoBigasbHOI 3a
3AjiACHEHHS
dhapmakoHarnisgy;
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

KOHTaKTHOI ocobu 3
dhapmakoHarnsgy
3asBHUKA 4NA
3[iiCHEHHS
chapmakoHarnsgy B
YKpaiHi, SKLLLO BOHa
BiAMIHHA Bif
YMOBHOBaXeHOT 0cobwm,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy
(BK/THOYAKOYMN KOHTAKTHi
[AaHi) Ta/abo 3MiHM y
PO3MiLLeHHI MacTep-
thaiina cuctemu
hapmakoHarnsgy).
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOT 0CO6U
3a8BHVIKa,
BignoBigasibHOI 3a
hapmMakoHarnag. 3miHa
KOHTaKTHOI 0co6u
3asBHVIKa,
BignoBiganbHOI 3a
hapmakoHarnsg, s
YkpaiHi. Jitoua
pepakuis: Gai Oleg
Volodimirovich.
MponoHoBaHa peaakuis:
Zhyliaiev Ihor
Volodymyrovych. 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0co6u
3a8BHYIKa,
BignoBigasibHOI 3a
thapmakoHarnsg, B
Ykpaini. 3miHa
MiCLIe3HaXOPKEHHS
macTep-haiina cuctemm
hapmakoHarnsagy. 3miHa
Micusi 34iCHEHHS
OCHOBHOI AisNIbHOCTI 3
hapmakoHarnsgy.

252,

TEPBIHA®I
H-KB

terbinafine

Tepb6iHa
thiy

rigpoxno

D01
BAO

Tabnetkn no 250
Mr; no 7
TabneTok y

AT
"KI/I'I'BvaK
nn

YkpaiHa

AT
"KI/I'I'BCbKI/II{I’
BITAMIHH1I

YkpaiHa

BHECEHHS 3MiH [0
peecTpauinHux
marepianis: 3miHu | Tuny

3a peyernmom

UA/6118/01/01
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

pua

6nictepi, no 2
6nictepu y nauui

BITAMIHH
nn
3ABOL"

3ABOZ"

- 3MiHK 3 SKOCTI.
CepTudpikat
BignoBigHOCTI/TE-
ceptuddikat
BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii
. MogaHHA HoBOrO 260
OHOBJIEHOTO
cepTudikata
BiAnoBiAHOCTI ab0
BWJ/TyYEHHS cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: s Adl;
015 BUXIAHOTO
mMarepiany/peareHTy/npo
MDDXHOTO MPOAYKTY, LU0
BUKOPVCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; aons
[O0NOMDKHOT peyoBUHU
(ceptuchikat
BignoBigHOCTI
€Bponeiicbkili
hapmakonei) -
OHoBreHuii cepTudpikat
Bif} y)ke 3aTBepAXeHOro
BMPOGHMKa. MNogaHHs
OHOBJIEHOTO
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei CEP 2007-
279 - Rev 06
(3atBepaxeHo: R1-CEP
2007-279- Rev 05) ansa
A®| TepbiHadiny
rigpoxnopug Big Bxe
3aTBEPAKEHOIO
BMpO6HMKa Shandong
Anhong Pharmaceutical
Co., Ltd.

253.

TECANIH

HaTUBHY
n
eKcTpakT

3 INCTA

RO7
AX

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO0; N0
10 TabneTok y

Amakca
nTg,

Benvka
BpuTaHis

BVPOGHMLTBO
3a NOBHUM
Lmknom: Makc
Llennep 3boHe

Lselina
pis

BHECEHHS 3MiH A0
peecTpauiitHux
mMartepianis: 3miHu | Tuny
- 3MiHK 3 SKoCTi. (iHwWi

6e3 peyenma

UA/17262/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
KpemeHu 6nicTepi; no 2 Arl, 3MiHM) 3MiHK A0 po3ainy
ribpnaH abo 6 6nicTepis LliBeiiuapis; 3.2.S.5. CtaHpapTHi
oi (P. Y KapTOHHiIl KOHTPO/1b 3pasku abo npenapaTu
hybridus KopoobUi sKocTi: Jlabop BHAC/iZOK 3MiHU
) Llonninrep Ar, BMPOGHUWKa, MeToay
Lseiiuapis; BMpO6GHULTBA Ta
KOHTPO/1b MeToAiB BUNPO6YBaHHSA
AKOCTI: pedepeHTHOro
IHTepna6op CcTaHJapTy NOPIBHAHHSA
benn AT, isonetacuHy
LLIBeliLapis
254. | TUSUHOH nitisinone HiTU3MHO | A16 | kancynu TBepgi HOBEN TypeuunH HOBE/N INAY | Typeuuu BHECEHHS 3MiH A0 3a peyenmom He UA/19460/01/02
H AX0 | no 10 wr, no 60 INAY a CAHAI BE Ha peecTpaujiiiHnx nidnsizae
4 Kancysny CAHAI BE TIQKAPET marepianis: 3MiHu | Tuny
nnacTMKOBOMY TIOIKAPE A.LL. - 3MiHM 3 AKOCTI.
KOHTeliHepi, no 1 TA.LL. [oTOBWIA NikapcbKuii

KOHTEliHepy B
KapTOHHii
ynakoBLi

3aci6. CtabinbHiCTb.
3MiHa y TepMiHax
npuaaTHocTi abo
ymMoBax 36epiraHHs
roTOBOrO NiKapCbKOro
3aco6y (36iNbLUeHHs
TePMiHy NpuaaTHoCTI
roTOBOrO NiKapCbKOro
3acoby) - ns Toprosoi
yNaKkoBKu
(niaTBEPOXYETHCA
[aHVMKN peasibHoro
yacy). 36inbLIeHHs
TEepMiHy NpuaaTHoCTI
N3,y 3B'A3Ky i3
OTPYMaHHAM
NO3UTUBHUX AAHNX
040 [OCAIMKEHHS
cTabinbHOCTI Yy
peanbHOMY Yaci. [itoua
pepakuis: TepMiH
NpUAATHOCTI: 2 POKU.
MponoHoBaHa peaakuis:
TepmiH npugaTtHocTi: 3
poku. 3MiHV BHECEHO B
IHCTPYKUito ANns
MeNYHOro
3acTocyBaHHSA
niKkapcbKoro 3acoby y
po3gin "TepMmiH
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Ymosu

Peknamys

Homep

Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu

Koo
ATX

HU

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

KpaiHa
3asiBHUKa

3asiBHUK

Bupo6Huk

KpaiHa

BUPOGH

ukKa

PeecmpayjitiHa
npoyeoypa

Bionycky

AHHST**

peecmpayitiHo2o
nocsioYeHHs

npugaTtHocTi". BBegeHHs

3MiH MPOTArom 6-Tn
Micauis nicnsa
3aTBEPKEHHS

He

UA/19460/01/01

255.

TU3NHOH

nitisinone

H

HITU3UHO

Al6
AXO0

Kancynv Teepai
no 5 mr, no 60
Kancyny
nAacTUKoBOMy
KOHTeliHepi, no 1
KOHTeliHepy B
KapTOHHii
ynakoBLj

HOBE/ TypeyunH
INAY a
CAHAI BE
TIOKAPE
TA.LL.

HOBEN INAY

CAHAI BE
TIOIXKAPET
A.LL.

Typeuun
Ha

BHECEHHS 3MiH [0
peecTpauiinHux
marepianis: 3miHu | Tuny
- 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. CTabifNbHICTb.
3MiHa y TepMiHax
npuaatHocTi abo
ymoBax 36epiraHHs
roTOBOrO NiKapPCbKOro
3aco06y (36iNblUeHHs
TEepPMiHy NpUAATHOCTI
roTOBOrO NiKapCbKOro
3aco6y) - ina Toprosoi
yMnakoBKM
(niaTBEPOXYETHCA
[aHUMK peasibHoro
yacy). 36inbLUeHHs
TePMiHy NpuaaTHoCTI
N3,y 3B'A3Ky i3
OTPUMaHHAM
NO3UTUBHUX AAHNX
W00 [OCHIIKEHHS
cTabinbHOCTI Yy
peanbHOMY yaci. [jtova
pefakuis: TepmiH
NpuAATHOCTI: 2 POKWU.
MponoHoBaHa peaakuis:
TepmiH npuaaTHoCTi: 3
pOKM. 3MiHM BHECEHO B
IHCTPYKUito ANns
MeAnYHOro
3acTocyBaHHs
nikapcbkoro 3acoby y
po3zin "TepmiH
npugaTtHocTi". BBeaeHHs
3MiH NPOTAroMm 6-Tn
Micauis nicnsa
3aTBEPKEHHS
BHECEHHS 3MiH [0

3a peyernmom

3a peyenmom

nionsieae

He

UA/19460/01/03

256.

TUSNHOH

nitisinone

HiTM3NHO | Al6
H AXO0

Kancynu Teepai,
20 wmr, no 60

HOBEN TypeyunH
INAY a

Kancyny

CAHAI BE

HOBEJT INAY
CAHAI BE

Ha

TIIXKAPET

Typeuun

peecTpauiitHux

mMartepianis: 3miHu | Tuny

nionsieae
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
NNacTUKOBOMY TIOXKAPE A.LL - 3MiHM 3 AKOCTI.
KOHTeliHepi; o 1 TA.L. [oTOBWIA NikapcbKwii
KOHTElHepy y 3aci6. KoHTposb
KapTOHHIi rOTOBOrO J1iKapCbKOro
yrakoBLi 3aco6y. 3MiHa
napameTtpis
cneuudikavin Ta/abo
[OMyCTUMUX MEX
roTOBOrO NiKapCbKoro
3ac06y (iHLWi 3MiHN)
YTOYHEHO po34in
«Onuc» B cneumadikawi
Ta MeTogax KOHTPOso
roTOBOrO NiKapCbKOro
3acoby, a came: i3 onucy
BUly4YeHOo «Ne 3»
(Homep kancynu).3MiHn
BHECeHO B po3gin
"Nikapcbka hopma”
(OcHOBHI ghi3nKO-XiMiYHi
BNacTMBOCTI) B
IHCTPYKLit0 Ans
MeAn4yHOro
3acTocyBaHHs
nikapcbKoro 3acoby.
BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB
nicns 3aTBepApKEHHS.
257. | TIANPWUIAH | tiapride Tianpug NO5 | Tabnetkm no 100 TOB Ykpaina Brpo6HMLUTBO ABCTpIf BHECEHHSA 3MiH O0 3a peyernmom He UA/10161/01/01
® y ALO | wmr, no 20 "BAYLU Ta nakyBaHHS, peecTpauiinHux nionseae
rigpoxno | 3 TabneToky XENC KOHTPO/b marepianis: 3miHu | Tuny
pua 6nictepi; no 1 YKPAIHA" SAAKOCTI, BUNYCK - 3MiHM 3 AKOCTI.
abo 3 6nictepu cepi: [oTOBWIA Nikapcbkuii
y Kopobu,i 3 .. dapma 3aci6. 3MiHn y
KapToHY M6X, ABCTpis BMPOGHMLTBI. 3MiHa
KoHTpOsb iMnopTepa/amiHu, Lo
AKOCTI CTOCYITbCS BUMYCKY

(mikpob6ionoriy
Ha uncToTa):
ABCTpiiiCbke
areHTCTBO 3

cepii Ta KOHTPOosIo
AKOCTi rOTOBOr0O
nikapcbKoro 3acoby
(3amiHa abo fofaBaHHs

nuTaHb BMPOGHMKA, LU0
OXOPOHM BiANOBIAAE 3a BBE3EHHSA
3[0pOB’A Ta Ta/abo Bunyck cepii) -
6e3neku He Bkntovaroum
XapyoBux KOHTPO/1b/BMNPOBYBaHHSA
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
NPOAYKTIB cepii - 3amiHa
rv6X — IME[Q- BMPOGHMKa
Ipau, Bigain BiANOBIAa/ILHOIO 3a
MikpoGionorii BMNYyCK cepii, a came
Ta ririeHn, nepeHeceHHs AiNbHULj
ABCTpIS; [0 BUPOBHMKA
KoHTposnb BIANOBIAA/IbHOTO 3a
SIKOCTI: NOBHWIA LMK
I.1. dapma BUPOGHMLUTBA. 3MiHU

vM6X, ABCTpis

BHECEHO B po34in
"Micue3HaxomKeHHs
BUpOGHMKa Ta agpeca
MiCLiAl NPOBaXEHHS
1ioro gisnbHocTi" B
IHCTPYKUito Ans
MeanYHOro
3aCTOCYyBaHHA Ta SK
Hacnifok - y TekcTt
MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby.
BBefeHHS 3MiH
NpoTArom 6-T MicsLiB
nicns 3aTBeppKeHHs.
3MiHu | THny -
AAMIHICTPaTUBHI 3MiHN.
3miHa HaliMeHyBaHHS
Ta/abo agpecu micua
NPOBaKEHHS
BisiNbHOCTI
BUpOGHMKa/imnopTepa
rOTOBOrO J1iKapCbKOro
3aco0y, BK/oYaum
OiNbHULI BUNYCKY cepil
abo micue npoBefeHHs
KOHTPO/O SKOCTI.
([isnbHICTB, 3a AKy
Bignosigae
BMPOGHMK/iMNopTep, He
BK/THOHAI0UM BUMYCK
cepiin) 3miHa Ha3Bu
BMPOGHMKa
BiANOBIAa/ILHOIO 3a
KOHTpO/b sikocTi 13
(mikpobionoriyHa
ynucToTa). BupobHuya
AinbHMUSA, agpeca Ta yci
BMPOGHUYI onepadii
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3a/MwanTbes
He3MiHHUMK. 3MiHu |
My - 3MiHK WoA0
6e3nekn/edpeKkTNBHOCTI
Ta hapmakoHarnsgy
(iHWi 3miHWM) OHOBNEHO
TEKCT MapKyBaHHS
nepBUHHOI (M. 6) Ta
BTOPWHHOI (N. 2, 3, 5,
17) ynakoBku
nikapcbKoro 3acoby Ta
BHECEHO pefakuiiiHi
npasku. BBefeHHs 3MiH
NpoTArom 6-T MicsLiB
nicnsa 3aTBepmXeHHs
258. | TIOHEKC Thiocolchi | Tiokonxi MO3 | po3uuH gnsa 3AT NnutoBcbka | JIABOPATOPI ITanis BHECEHHS 3MiH A0 3a peyernmom UA/17110/01/01
coside Ko3ng, BXO | iH'ekuin, 2 «®apmnira | Pecny6nik (0] peecTpaviiHnx
5 Mr/mMn; No 2 Mn B » a PAPMALIEYTI marepianis: 3miHu | Tuny
amnyni; no 6 KO C.T. - 3MiHM 3 AKOCTI.
amnyn B C.P.N. CepTudikar
KOHTYPHilA BignoBigHOCTI/TE-
YapyHKOBIl ceptudiikat
ynakosui; no 1 Bi4NOBIAHOCTI
KOHTYPHili €Bponeiicbkili
YapyHKOBIl thapmakonei/moHorpadii

ynakosBLj B nauLii

. MogaHHA HoBOrO 260
OHOB/IEHOTO
cepTudikata

BiAnoBiAHOCTI ab0
BW/TyYEHHS cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: gns Adl;
015 BUXiAHOTO
mMartepiany/peareHTy/npo

MDDKHOTO MPOAYKTY, L0

BMKOPVCTOBYHOTbCS Y

BMPOGHMLTBI A®I; aAns

[0NOMDKHOT peyoBUHU
(cepTuchikat
Bi4NOBIAHOCTI
€Bponeiicbkili

hapmakonei) -

OHoBreHuiA cepTudpikat

Bifl y)Xe 3aTBepKEHOro

BMPO6HUMKa. MNogaHHs
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
OHOB/IEHOTO
cepTudpikata
BignoBigHOCTI

€Bponecobkin
dapmakonei Ne RO-CEP
2015-298-Rev 02
(3atBepmxeHo: RO-CEP
2015-298-Rev 01) ans
Lit0Y0T pevyoBuHU
TIOKOIXIKO3UA, Bif, y>Xe
3aTBEPAKEHOrO
BUpo6HMKa INDENA
S.p.A,, ITanis. 3miHn |
TUMy - 3MiHM 3 AKOCTI.
CepTudikat
BignosigHocTi/lE-
ceptudpikat
BignoBigHOCTI
€Bponecobkin
thapmakonei/moHorpadii
. MogaHHA HoBOroO 260
OHOB/IEHOTO
cepTudiikata
BignosigHoCTIi abo
BUyYEHHS cepTudikata
BignoBigHOCTI
€Bponeiicbkili
dhapmakonei: gns Adl;
ONs BUXIQHOTO
mMaTtepiany/peareHTy/npo
MDKHOTO MPOAYKTY, L0
BUKOPVICTOBYHOTHCS Y
BUPO6HMUTBI ADI; ana
[OMOMDKHOT PEYOBUHN
(cepTudpikat
BignoBigHOCTI
€Bponecobkin
hapmakonei) -
OHoB/eHWiA cepTudikat
Bif y)Xe 3aTBEPKEHOr0
BUPOGHMKa. MogaHHsA
OHOBJIEHOTO
cepTudikata
BignoBigHoOCTI
€Bponeiicbkili
dapmakonei Ne R1-CEP

2015-298 - Rev 00 ans
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Lit0Y0T pevyoBUHN
TIOKONXIKO3WA, Bif, yxe
3aTBEPAKEHOTO
BMpo6HMKa INDENA
S.p.A., ITanis.
259. | TIOTPUAS3 Tiazotic Mopchon | SO1 | kpanni ouHi,10 TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH A0 3a peyenmom He UA/19609/01/01
OniH acid iHieBa XA mr/mm; mo5mny | "APTEPIY "Kuismegnpen peecTpauinHux nionisieae
cinb dhnakoHi MnTa" apar” mMartepianis: 3MiHu | Tuny
Tia3oTHO 06'eMom 5 mn - 3MiHM Wwoao
i a6o 10 mn; no 1 6e3nekn/edpeKkT1BHOCTI
KMCnoTu dhnakoHy B navuj Ta thapmakoHarnsagy.
(tioTpna Yy KOMMNEKTi 3 3MiHU Y KOpOTKili
30/1iH) KPWLLIKOIO- XapakTepucTui
KpanenbHULEe nikapcbkoro 3acoby,

TEKCTi MapkKyBaHHS Ta
IHCTpYKUii ans
MeAnYHOro
3acTocyBaHHS
reHepuyHuX/ribpnaHnx/6
ionoAi6HMX NikapCbKmnx
3aco06iB Nicns BHECEHHSA
Tiei camoi 3MiHM Ha
pecbepeHTHWIA npenapat
(3miHa He noTpebye
HafaHHS XOAHNX HOBUX
[00aTKOBUX AaHNX).
3MiHV BHECEHO A0
IHCTpYKUii ans
MeAnYHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3ginu "Cnoci6
3acTocyBaHHsA Ta go3n”,
"HecymicHicTb"
Bi4NOBIAHO A0
iHhopmauii woao
MeNYHOro
3acTocyBaHHSA
pedyepeHTHOro
nikapcbKoro 3acoby
(TIOTPMASO/IH,
Kpanni o4Hi 10 mr/mn,
ToBapucTBO 3
0bMeXeHo
BiANoBifasIbHICTIO
"flocnigHwin 3aBof
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n/n

JNliKapcbKo2
0 3acoby

Ha
HernnameH
mosaHa
Ha3sa*

MixxHapoo

Hassa

diroyoi

pedosu
HU

Koo
ATX

Popma
BUMNYCKY

¢hopma,
yrnakoska)

(nikapcbka

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

260.

TI®IM Bl ®/

"THU/C", Ykpaina).
MpencTaBneHi 3MiHN B
iHbopMaLii 3 6e3nekun

LLIOA0 BHECEHHS 3MiH Ta
[OMNOBHEHb A0 po34inis
"Cnoci6 3acTocyBaHHs
Ta fo3n" ta
"HecymicHicTb" npoekTy
IHCTpYKUIiT Ana
MeZNYHOro
3acTocyBaHHSA
niKapcbKoro 3acoby
BiA4NOBIgHO A0
pedepeHTHOro
niKapcbKoro 3acoby
MOXYTb 6yT1
pekomMeHoBaHi 0
3aTBEPMKEHHA Ta
BHECEHHS B iHCTPYKL,i0
AN MegnyHoro
3acTocyBaHHs
nikapcbKoro 3acoby
BBegeHHs 3MiH
NpoTArom 6-Tu MicAuiB 3
[aTn 3aTBEpPKEHHS.
3MiHu | TURY - 3MiHK
wozno
6e3nekn/edeKkT1BHOCTI
Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHK
BHECEHO [0 iIHCTPYKL,i
AN MegnyHoro
3acTocyBaHHs
NiKapcbKoro 3acoby y
po3gain "Mo6iuHi peakw,ii”

LLOA0 BadK/IMBOCTI

3BiTyBaHHS NPO NOGIYHi

peakuji, a Takox y

po3gain "Cknag”
(3a3HaueHHs1 Ha3Bu
L0401 peYOBUHN
YKPaiHCbKOI MOBOID).
BBefeHHS 3MiH
npoTArom 6-Tm MicauiB 3
[T 3aTBEPAKEHHS.

Typhoid,

ounLLEeH

Jo7

PO34MH AN

CaHodi

PpaHuis

Brpo6HMLTBO

PpaHuis

BHECEHHS 3MiH A0

He

3a peyenmom

UA/13057/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayiliHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
TYPHIM VI purified nia Vi- APO | iH’exuili mo 25 BiHtpon roTOBOro / peecTpauinHnx nionsieae
BAKLVHA polysacch | kancyna | 3 MKr/go3a; no 0,5 IHpacTpi Hepo3dhacoBa | Yroplm marepianis: 3miHa
ansa aride pHWIA M (1 gosa) y HOro Ha 3asBHVKa 13 (MIBIM)
MNPO®PINIAK | antigen nonicax nonepegHL0 NPOAYKTY, (BnacHvika
TUKN apug, 3anoBHeHOMY BTOPUHHE peecTpaujiiHoro
YEPEBHOI Salmone wnpui 3 nakyBaHHS, noceigyeHHs) (3rigHo
O TUDPY lla typhi NPVKPINIEHO KOHTPO/b Hakasy MO3 Big
MONICAXA (wTtam ronkoto Nel B AKOCTI Ta 23.07.2015 Ne 460).
PUOHA Ty2) KapTOHHii BMNYCK cepil: TepMiH BBEAEHHS 3MiH -
PIAKA Kopo6ui; no 0,5 CaHodi npoTarom 6 micsuis
mn (1 gosa) y BinTpon nicns 3aTBepKeHHs.
nonepeaHL0 IHpacTpi, 3MiHu | Tvny -
3anoBHeHOMy PpaHLjs; AAMIHICTPaTUBHI 3MiHN.
Lwnpuui 3 BTopuHHe 3miHa HaliMeHyBaHHS
NPUKPINIeHO nakyBaHHs, Ta/abo agpecu micua
ronikoto Nel B BWMYCK Cepii: NPOBaKEHHA
CcTaHAapTHO- CaHodi LOiSNTbHOCTI BUPOGHUKaA
€KCMopTHii BiHTpon (BKTtovatoun, 3a
ynakoBLi, sika IHpacTpi, HeoObXxigHOCTI, micue
MICTUTLCA Y dpaHuis; NpoBefEeHHA KOHTPOSI0
KapTOHHii HanoBHeHHs AKOCTI), ab0 BnacHuKa
Kopobui 3 wnpuuis macTep-thaiina Ha Adl,
iHCTpYKLUji€eto ans (BKOYaKOUM abo noctavanbHuKa
MeanyHOro cTepwnisyody Adl/BnxigHoro
3aCTOCyBaHHS inbTpauito) MaTtepiany/peareHTy/npo
Taix MiXKHOTO MPOAYKTY, L0
iHCNeKTyBaHHSA 3aCTOCOBYHOTLCA Y
, KOHTPO/1b BMPOGHULTBI API (SKLLO
AKOCTI 3a 3a3HayeHo y [iO0CbE Ha
NMOKa3HNKOM nikapcbkuii 3aci6) 3a
CTEPUSIBHICTD): BifICYTHOCTI cepTudikara
CAHO®I BignoBigHOCTI
BIHTPOM €Bponeiicbkili
IHOACTPIA, thapmakonei y
dpaHuis; 3aTBEPAKEHOMY [JOChE,
Bunyck cepii: ab0 BUMPOGHMKa HOBOT
CaHodi- [OMOMDKHOT PEYOBUHN
ABeHTiC 3pT., (AKLL0 3a3HaYeHo y
YropuuHa; [0CbE).
BTopuHHe 3MiHM Ha3BM
nakyBaHHs: MalifaHuuKiB,
KioHe + BignoBigasibHMX 3a
Harenb Kd., KOHTPO/Ib SKOCTi Ta
YropwmHa BMPOGHMLTBO ADI

Sanofi Pasteur Ha
Sanofi Winthrop
Industrie. HanncaHHs
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
agpecy MangaHumka

Mapci /1 ETyans no
TEKCTY [0CbE
npusegeHa y

BiAMNOBIAHICTb A0
YCTaHOBYMX J,OKYMEHTIB
KomMnasii. Micue
po3TaLlyBaHHSA
3a/MLWaeTbea 6e3 3MiH.
BHeceHHs pegakuiliHnix
npaBoK. TepMmiH
BBEEHHS 3MiH -
npoTarom 6 micsuis
nicns 3aTBepKeHHs.
3MiHu | THny -
AAMIHICTPaTUBHI 3MiHN.
3miHa HaliMeHyBaHHS
Ta/abo agpecu micua
NPOBaKEHHS
BisiNbHOCTI
BUpOGHMKa/imnopTepa
rOTOBOrO /1iKapCbKOro
3aco0y, BK/oYaum
OiNbHUL BUNYCKY cepil
abo micue npoBefeHHs
KOHTPO/O SKOCTI.
([isnbHICTB, 3a AKy
Bignosigae
BMPOGHMK/iMNopTep,
BK/THOHAI0UM BUMYCK
cepiit). 3MiHM Ha3Bun
BMPOGHMKIB 3 Sanofi
Pasteur Ha Sanofi
Winthrop Industrie Ta
npviBeeHHA HanvcaHHA
azpecw y BignoBigHiCTb
[0 agMiHICTPaTMBHUX
[OKYMEHTIB.
Micue3HaxomKeHHS
3a/IMWIAaETbCA
He3MiHHO. BHeceHHs
peAakuiiHnX NpaBok.
3MiHN BHECEHO B
iHCTpYKUjt0 Ans
MeAn4YHOro
3acTocyBaHHs

NiKapcbKoro 3acoby y
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
po3gainu "BupobHukn" Ta

"Micue3HaxomKeHHs
BUPOGHMKIB Ta agpecu
MiCLil MPOBAaKEHHS TX

nOisinbHOCTI" 3
Bi4NOBIAHVMY 3MiHAMU Y
TEKCTi MapKyBaHHS
YNaKoBKM /iKapCbKOoro
3aco6y. TepMiH
BBEJEHHS 3MiH -
npoTsarom 6 micsuis
nicns 3aTBepKeHHs.
3MiHn | TURY - 3MiHK
wono
6e3nekun/edeKkTUBHOCTI

Ta thapmakoHarnsgy

(iHWi 3MiHW). 3MiHK
BHECEHI Y TeKCT
MapKyBaHHs NepPBUHHOT
(n. 5) Ta BTOPUHHOI (1.
17) ynakoBku
nikapcbKoro 3acoby.
TepMmiH BBEZLEHHS 3MiH -
npoTsirom 6 mMicauis
nicns 3aTBepKeHHS.
3MmiHu | TNy -

AOMIHICTPaTVBHI 3MiHW.

3MiHa HaliMeHyBaHHS

Ta/abo agpecu micus
NpoBaKEHHS
LisiNIbHOCTI
BMPOGHMKa/imnopTepa
roTOBOrO NiKapCbKoro
3acoby, BK/IYaun
AinbHULI BUNYCKy cepii
abo micue npoBefieHHs
KOHTPO/O SKOCTI.
(misnbHicTb, 3a AKy
Bignosigae
BMPOGHMK/iMNopTep, He
BK/THOHAI0UMN BUMYCK
cepiid). 3MiHa Ha3BK
BMPOGHMKA, LLO

BiANOBIAAE 3a BTOPUHHE

nakyBaHHs 3 CaHodi-

AseHTic 3pT., YropwuHa

Ha KtoHe + Harenb K.,
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

YropwuHa. Hemae 3miH
y MicLji po3TallyBaHHS
BUPOBHMYOT AiNbHULL, a
3a3HayeHHs agpecu
BMPOGHVIKa,
BiANOBIAa/ILHOIO 3a
BTOPWHHE NaKyBaHHS,
npuBeAeHo y
BigNoBIgHICTb A0
ceptudcikaty GMP.
TepMmiH BBELEHHS 3MiH -
npoTsirom 6 mMicauis
nicns 3aTBepKeHHs

261.

TOPO

ketorolac

KeToposn
aky
TpomeTa
MiH

MO1
AB1

PO34MH ANAa
iH'ekyjn, 30
Mmr/mn; no 1 mny
dhnakoHi; no 5
a6o no 10
hnaKkoHiB y
Kopoo6Li

Acnipo
Papma
Nimiteq

IHAis

Acnipo ®apma
Nimiten

IHAjA

BHECEHHS 3MiH [0
peecTpauinHux
marepianis: 3miHu | Tuny
- 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa
po3wmipy cepii
(BKntOvatoun gianasoH
po3Mipy cepii) rotoBoro
niKapcbKoro 3acoby
(36inblueHHs go 10
pasiB NopiBHSAHO i3
3aTBEPAKEHNM
po3Mipom) 36inbLUEHHS
po3mipy cepii go 10
pasiB NOPIBHSAHO i3
3aTBEPAKEHUM
po3mipom (6e3 3MiHK
TEeXHONOri BUPOGHULITBA
Ta NPOMWC/I0BOrO
061agHaHHSA):
3aTtBepmkeHo: Minimum
Batch size: 20 L
(18181Vials)
3anponoHoBaHo:
Minimum Batch size: 20
L (18181Vials)
Intermediate Batch size
-30 L (27272 Vials)
Maximum Batch size -
150 L (130434 Vials)

3a peyenmom

UA/18182/01/01

262.

TPAMAAON

tramadol

Tpamago

NO2

PO34MH ans

TOB

YkpaiHa

Benko ®apma

IHais

BHECEHHS 3MiH Ao

3a peyenmom

UA/20458/01/01
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y3arasibHeHUX AaHnx
npo cuctemy
hapmakoHarniagy, smiHa
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsagy;
KOHTaKTHOT ocobu 3
thapmakoHarnsgy
3asBHUKa A4N1A
3[iACHEHHS
hapmakoHarnsgy B
YkpaiHi, AKLLO BOHa
BigMiHHa Bif,
YMOBHOBAXXEHOT 0CO6H,
BignoBigasibHOI 3a
3[iACHEHHS
thapmakoHarnsgy
(BK/OYAKOUN KOHTaKTHI
[AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-
thaiina cuctemu
hapmakoHarnagy)
3MiHa yNnoBHOBaXXEHOI
0Co6M 3aABHUKA,
BignoBiganbHOI 3a
apmakoHarnag. ditoya
pepakuisi: YpeTin AHHa
BacuniBHa.
MponoHoBaHa pegakuis:
OuepeTsiHa BepoHika
CepriiBHa. 3miHa
KOHTaKTHUX AaHuX
YMOBHOBaXEHOI 0co6u
3aABHUKA,
BiANOBIAa/IbHOI 3a

hapMakoHaraiag. 3miHa

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
PEAKT ny AXO | iH'ekuijin, 50 "PEAKT® peecTpauinHnx
rigpoxno | 2 Mr/mi; o 1 mn APM" marepianis: 3miHu | Tuny
pua abo 2 mn B - 3MiHM Wwoao
amnyni; no 5 6e3nekn/edeKTUBHOCTI
amnyny Ta thapmakoHarnsgy.
naacTKoBOMy BBegeHHs1 abo 3MiHu A0
notky, no 1 a6o y3arasibHeHNX AaHnX
2 notkay npo cuctemy
KapTOHHIN nayui thapmakoHarnsgy
(BBEAEHHSA
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
MiCLLe3HaXOAKEHHS
macTep-gaiina cucremu
thapmakoHarnsgy Ta
noro Homepa.3MmiHa
Micusi 34iCHEHHS
OCHOBHOI AisNIbHOCTI 3
dhapmakoHarnsgy
263. | TPEHAKCA | tranexami TpaHekc B02 PO34MH ANns Makneogc IHAis NabiaHa Icnanisa/ BHECEHHS 3MiH 0 3a peyenmom UA/15269/01/01
c acid amoBa AAO | iHekuiid, 100 dapmacb dapmaveBTika ITanis peecTpauiinHux
Kkucnota | 2 mr/MA; o 5 mn loTUKasnc nc, C.JY., marepianis: 3miHu | Tuny
abono 10 mn B Nimiteq IcnaHis; - 3MiHM Woao0
amnynax; no 1 IHpacTpia 6e3nekun/edeKkTBHOCTI
abo no 5, abo no dapmauneBTika Ta chapmakoHarnsgy.
10 amnyn B [aneHika BBegeHHs1 abo 3MiHU A0
YapyHKOBIi CeHece y3arasnibHeHUX AaHnx
ynakosuj; no 1 C.P.N., ITanisa npo cuctemy

YapyHKOBIl
ynakosLi B
KapTOHHIi
Kopoo6Li

dhapmakoHarnsgy
(BBEAEHHA
y3arasibHeHNX AaHnX
npo cuctemy
hapmakoHarnagy, smiHa
YMOBHOBAXXEHOT 0CO6H,
BignoBiganbHOT 3a
3[iiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
chapmakoHarnsgy
3asBHUKa ANs
3[iiCHEeHHS
chapmakoHarnsgy B
YkpaiHi, AKL0 BOHa
BiAMiHHA Big
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAa/IbHOI 3a
3[iiCHEeHHS
chapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHi
[aHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy)
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0co6u
3aABHUKA,
BignoBigasnbHOI 3a
3[jiCHEHHS
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
hapmakoHarnsgy. 3miHa
KOHTaKTHOT 0co6m
3aABHUKA,
BiANOBIAa/IbHOI 3a
3[iACHEHHS
chapmakoHarnsgy B
YkpaiHi. fitoua
pegfakuisi: MHiTeubka
NMo6oB BanepiiBHa.
MponoHoBaHa pegakuis:
Kyunba TeTsHa
BacunisHa. 3miHa
KOHTaKTHUX AaHuX
KOHTaKTHOT 0co6m
3aABHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag B
YkpaiHi. 3miHa micusa
3[iiCHEHHS1 OCHOBHOT
LisiNbHOCTI 3
hapmakoHarnagy. 3miHa
MiCLLe3HaXOAKEHHS
macTep-aiina cucremu
thapmakoHarnsgy Ta
ioro Homepa
264. | TPYKCAN Chlorproth | xnopnpo | NO5 | Ta6neTku, BKpWTI NyHpbek [Janis BVPOGHMLTBO [JaHis BHECEHHSA 3MiH A0 3a peyernmom UA/2208/01/02
ixene TuKceHy | AFO | nniBkoBOKO Ekcnopt Hepo3cacosa peecTpauiintHux
rigpoxno | 3 060/10HKOI0, MO AIC HOro mMartepianis: 3miHu | Tuny
pua 50 wr, no 50 NPOAYKTY, - 3MiHM Wwoao
Tabnetoky nepBrHHe Ta 6e3nekn/edeKkTBHOCTI
KOHTeliHepi; no 1 BTOPUHHE Ta chapmakoHarnsgy.
KOHTelHepy B nakyBaHHs, BeegeHHs1 abo 3MiHV A0
KopooLi BUWMYCK Cepii: y3araslbHeHUX AaHnx
X. NlyHpbek npo cuctemy
A/C, [aHis; hapmakoHarnsgy
BMNPOBYBaHHSA (BBEAEHHA
3a y3arasibHeHNX AaHnX
MOKa3HUKOM npo cuctemy
"Mikpo6ionoriy hapmakoHarnagy, smiHa
Ha uncToTa™ YMOBHOBAXXEHOT 0CO6H,
EypodhiHC BignoBigasbHOI 3a
Biochapma 3[iACHEHHS
MpopakT thapmakoHarnsgy;
TecTiHr KOHTaKTHOI 0cobm 3
[eHmapk A/C, thapmakoHarnsgy
[JaHis 3asBHVKa A1
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

3[iiCHEHHS
chapmakoHarnsgy B
YKpaiHi, SKLLLO BOHa
BiAMIHHA Bif
YMOBHOBaXeHOT 0cobwm,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy
(BKTHOYAKOYMN KOHTAKTHi
[AaHi) Ta/abo 3MiHn y
PO3MiLLeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy)
3MiHa KOHTaKTHOT 0co6u
3aABHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag B
YkpaiHi. Aitoua
pegakuisi: OHMLLEHKO
AmuTtpo
Bonogumunposuy.
MponoHoBaHa pegakuis:
[JaHinosa flapuca
BonogmmupisHa. 3miHa
KOHTaKTHUX AaHuX
KOHTaKTHOT 0co6m
3aABHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag B
YKpaiHi

265.

TPYKCAN

Chlorproth
ixene

X/10pnpo
TUKCEHY
rigpoxno

70

NO5
AFO

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, MO
25 wr, no 100
TabneTtoky
KOHTeliHepi, no 1
KOHTeliHepy B
Kopoo6Li

Nynpbek
Excnopt
AIC

[JaHis

BVPOGHMLTBO
Hepo3chacosa
Horo
NpOAyKTY,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
BWMYCK Cepiii:
X. NlyHp6ek
A/C, OaHis;
BMNPOOYBaHHS
3a
NOKa3HUKOM
"Mikpo6ionoriy
Ha yucToTa'™
EypocpiHc

[Janis

BHECEHHS 3MiH A0
peecTpauiitHux
mMartepianis: 3miHu | Tuny
- 3MiHM Wwoao
6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnagy.
BBefeHHst abo 3MiHM [0
y3arasibHeHVX faHux
npo cuctemy
thapmakoHarnsgy
(BBEAEHHA
y3arasibHeHNX AaHnx
npo cuctemy
thapmakoHarnagy, smiHa
YNOBHOBA&XEHOT 0Cco6M,
BiANOBIAa/IbHOI 38

3a peyenmom

UA/2208/01/01




347

Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

Biochapma
MNpoaakT
TecTiHr
[eHmapk A/C,
[OaHis

3[iiCHEHHS
dhapmakoHarnsagy;
KOHTaKTHOT ocobu 3
thapmakoHarnsgy
3asBHUKa A4N1A
3[iACHEHHS
hapmakoHarnsgy B
YkpaiHi, AKLLO BOHa
BigMiHHa Bif,
YMOBHOBAXXEHOT 0CO6H,
BignoBigasibHOI 3a
3[iACHEHHS
thapmakoHarnsgy
(BK/OYAKOUN KOHTaKTHI
[aHi) Ta/abo 3MiHK Yy
PO3MiLLEHHI MacTep-
thaiina cuctemu
hapmakoHarnagy)
3MiHa KOHTaKTHOT 0cobm
3asBHVIKa,
BignoBiganbHOI 3a
hapmakoHarnsg, s
YkpaiHi. Jitoua
pepakuisi: OHULLEHKO
Amutpo
Bonogummnposuy.
MponoHoBaHa peaakuis:
[JaHrinosa flapuca
BonogvmupiHa. 3MiHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0co6u
3asBHVIKa,
BignoBiganbHOI 3a
hapmakoHarnsg, s
YKpaiHi

266.

YTPOXECT
AH®

progestero
ne

nporect
€epoH
MIKPOHi3
oBaHwit

GO03
DAO

kancynu no 300
mr, no 15 kancyn
y thnakoHi, no 1
dhnakoHy B
KapTOHHIi
Kopoo6Li

BeseH
Xenckea
CA

Benbris

BUPOGHMLTBO
Hepo3cacoBa
HOIT NpoAyKUiT,
nepBMHHa Ta
BTOPUHHA
ynakoBka,
KOHTPO/b
SIKOCTI, A,03BIN
Ha BMNYyCK
cepi:
CiHgea

IcnaHis

BHECEHHS 3MiH [0
peecTpavliiHnx
mMartepianis: 3miHn /13
(MIBIT), wo noTpebyoTb
HOBOI peecTpauii (3rigHo
Haka3y MO3 Big
23.07.2015 Ne 460) -
3MiHa cunu aii,
nikapceKoi hopmn Ta
Cnocoby 3acTocyBaHHS:
3MiHa abo foAaBaHHsA

3a peyenmom

He
niosnsieae

UA/2651/01/03
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

®apma, C/l

HOBOI CW/IN
aii/po3BefeHHs
(3aTBEpAXKEHO: Kancynu
no 200 mr)

Pestome MYP Bepcia 5.3
[opaetbes.
MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/IOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
340poB’A YKpainu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa 0XOpoHU
3[,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMUN y
nepiogMYHOCTI NoJaHHS
perynspHux 3BiTiB 3
6e3neku.

267.

DAHIF'AH

Diclofenac

combinatio
ns

napauet
amon,
aviknod
eHak
HaTpito

MO1
AB5

Tabnetku, no 4
Tabnetkny
6nictepi; no 25
6nictepiB y
KapTOHHii
ynakosLi; no 10
TabneTtoky
6nictepi; no 10
6nictepiB y
KapTOHHii
ynakoBLj

TOB
"TNEAPA
PM NTAO"

YkpaiHa

BMPOGHMLITBO,
nepBuHHE
nakyBaHHs,
BTOPVIHHE
nakyBaHHs,
KOHTPO/b
SAAKOCTI, BUNYCK
cepii abo
BVPOGHMLTBO
NPOAYKLUIT in
bulk: KYCYM
XENTXKEP
nBT 174,
IHais abo
KYCYM

IHais/
YkpaiHa

BHECEHHS 3MiH [0
peecTpauinHux
marepianis: 3miHu | Tuny
- 3MiHM Woao0
6e3nekun/edeKkTBHOCTI
Ta chapmakoHarnsgy.
3MiHa y KopoTkili
XapakTepucTui
nikapcbkoro 3acooy,
TEKCTi MapKyBaHHA Ta
IHCTpYKLUiT Ans
MeNYHOro
3acTocyBaHHS Ha
nigcTasi perynsipHo
OHOBJ1OBAHOIO 3BITY 3

3a peyernmom

He
nionsieae

UA/7260/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
XENTXKEP 6e3nekun nikapcbkoro
MBT NTA, 3acoby, abo gocnimgxeHb
IHAis; 3 6e3nekun 3acTocyBaHHs
BMPOGHMLITBO, nikapcbKoro 3acoby B
nepBUHHE nicnsapeecTpauiiHnii
nakyBaHHS, nepiog, abo sk
BTOPVHHE pe3ynbTaT OLiHKM 3BITY 3
nakyBaHHs, JocnimKeHb,
KOHTPO/b npoBeeHuX BiAnoBigHO
AKOCTI, BUMYCK [0 nnaHy negjatpuyHnx
cepii: TOB npocnigpxeHs (PIP) (3MiHy
"KYCYM Y3rogeHo 3
DPAPM", KOMMNETEHTHUM
YkpaiHa, YNOBHOBaXXeHUM
BTOPUHHE opraHom) - 3MiHu
nakyBaHHs, BHECEHO A0 IHCTPYKLiT
KOHTPO/b AN MegnyHoro
AKOCTI, BUMYCK 3acTocyBaHHs
cepii 3 nikapcbkoro 3acoby go
npoaykuii in po3ginis
bulk: TOB "®apMakonorivHi
«NIEAPAPM BNAcTMBOCTI"(YTOYHEHHS

NTA», YKpaiHa

iHchopmauii),
"TpoTunokasaHHsa",
"B3aemogijs 3 iHWmmn
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemMogijin",
"Oco6nuBocTi
3aCTOCyBaHHA",
"34aTHiCTb BNAVMBaTK Ha
LIBMAKICTb peakLii npu
KepyBaHHI
aBTOTPaHCNOPTOM abo
iHWVMK MexaHizmamn®,
"Cnoci6 3acTocyBaHHs
Ta gosun", "Aitn,
"Mepepno3yBaHHA",
"Mo6ivHi peakuii”, wWoao
6e3nekn 3acTocyBaHHsA
L0401 peYOBUHN
avknodheHak. BBefeHHs
3MiH NpPOTAroM 6-Tn
MicsiyiB nicns
3aTBEPAKEHHS. 3MiHN |
My - 3MiHK Wo40
6e3nekn/edeKkTBHOCTI
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

Ta chapmakoHarnsgy.
3MiHa y KopoTkili
XapakTepucTuui

nikapcbkoro 3acooy,

TEKCTi MapKyBaHHS Ta

IHCTpYKUIiT Ana
MeanYHOro
3acToCyBaHHA Ha
nigcTasi perynspHo

OHOB/IOBAHOTO 3BITY 3

6e3nekun nikapcbKoro

3acoby, abo focnigxeHb
3 6e3nekn 3aCToCyBaHHs
nikapcbkoro 3aco6y B
nicnsapeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BTy 3
nocniopkeHb,
npoBefeHnX BignoBigHO
[0 NnaHy negiatpuyHmMx
pocnipxeHs (PIP) (3MiHy
Y3ropKeHo 3
KOMMNETEHTHNUM
YNOBHOBaXeHUM
opraHom) - 3miHu

BHECEHO A0 IHCTPYKLiT

AN MeguyHoro
3acTocyBaHHs
nikapcbkoro 3aco6by Ao

po3zinis "B3aemogis 3

IHLUMMKN NiKapCbKMK

3acob6amu Ta iHWi Buan
B3aemopiin",
"Oco6nuBocCTi
3aCToCyBaHHA" Ta
"Mo6iuHI peakuyii" Wwoao
6e3nekn 3acTocyBaHHSA
L0401 peYOBUHN
napaueramon
BiA4NOBIgHO A0
pekomeHpauii PRAC.
BBefeHHA 3MiH

NpoTArom 6-Tv MicsLiB

nicns 3aTBeppKeHHs.

3MiHY | TUNY - 3MiHK
oo
6e3nekn/edeKkTBHOCTI
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

Ta chapmakoHarnsgy.
BHeceHHs abo 3miHa(1)
[0 3060B'A3aHb Ta YMOB
BMAaui peectpauiiHoro
NOCBiAYEHHS,
BK/IOYaoun Mnax
ynpaBAiHHA py3nKamu
(3acTocyBaHHA TEKCTY,
SIKUIA NOTOMKEHWIA 3
KOMMETEHTH/M OpraHoMm)
- 3adBHUKOM HaZaHO
OHOB/IEHMIA MnaH
ynpaBAiHHA py3nKamu
Bepcis 2.0 3miHu
BHECEHO [0 YacCTuH: |
«3aranbHa iHhopmavjis»
Il «Cneupndpikauis 3
6e3neku» Il «MnaH 3
thapmakoHarnagy», V
«3axogn 3 MiHimisauji
pusukiB», VI «Pe3stome
nnaaHy ynpasniHHA
pusnkamu» VI
«[onatkv» (Lopatok 7,
[04aToK 8) y 3B'A3KY 3
OHOB/IEHHAM
cneundikaLii 3 6e3neku
Ail0YNX peyvoBuH
napateramosny Ta
AvknodeHaky HaTpito
BiA4NOBIgHO A0
aKTyanbHOl
pecepeHTHOT
iHhopmaLii Npo Bax/mBI
PU3NKK Ta 3axX0A4u WoA0
ynpasAiHHA HUMU, &
TakoX y 3B'A3KY i3
3MiHOW dhopmarty
BiAMNOBIAHO 40O 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
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

GVP Module V Rev.2
Human Medicines).
Pestome MnaHy
ynpaBAiHHA py3nKamu
Bepcis 2.0 foaaeTbes.
3MiHY | TUnNY - 3MiHK
oo
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy.
3MmiHa y KopoTkili
XapakTepucTui
nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta
IHCTpYyKUii ans
MeAn4YHOro
3aCTOCyBaHHSA Ha
nigctasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo gocnimgxeHb
3 6e3nekun 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauiiHnii
nepiog, abo sk
pe3ynbTaTt OLiHK/ 3BTy 3
[ocniopkeHb,
npoBeAeHnX BignoBigHO
[0 nnaHy negjatpuyHnx
npocnigpkeHs (PIP) (3MiHy
Y3ropKeHo 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - 3MiHu
BHECEHO A0 IHCTPYKLiT
AN MegnyHoro
3acTocyBaHHs
nikapcbkoro 3acoby Ao
po3ginis "OcobamBoCTi
3acTocyBaHHA" Ta
"Mo6iuHI peakuii" wWoao
6e3nekn 3acTocyBaHHS
Lit040T pevyoBuHU
AviknodpeHak BignoBigHO
[0 pekomeHAaL,jn
PRAC. BeefieHHSA 3MiH
NpoTArom 6-Tv MicsLiB
nicns 3aTBepKeHHs.
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep

n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o

0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

268. | ®PAHIFTAH Diclofenac | napauet | MO1 | Tabnetku, no 4 TOB YkpaiHa BMPOBHMLTBO, IHgis/ BHECEHHS 3MiH A0 3a peyenmom He UA/7260/01/01
: amorn, AB5 | Tabnetkny "TNEOPA nepBUHHE YkpaiHa peecTpauitHux niosisieae
combinatio | guknodp | 5 6nictepi; no 25 PM NTA" nakyBaHHS, mMartepianis: 3MiHu | Tuny
ns eHak 6nictepiB y BTOPVHHE - 3MiHM 3 AKOCTI.

HaTpito KapTOHHii nakyBaHHs, [oTOBWIA NikapcbKwii
ynakosLi; no 10 KOHTPO/1b 3aci6. 3MiHN y
TabneToky AKOCTI, BUMYCK BMPOGHMLTBI. 3amiHa
6nictepi; no 10 cepil abo BBeJEHHS
6nictepiB y abo [04aTKOBOT AiNbHULL
KapTOHHIN BUPOBHMLTBO BMPOGHMUTBA ANs
yrakoBLi npoaykKuii in YacTvHu abo BCbOro

bulk: BMPOGHUYOro npouecy
KYCYM roTOBOrO J1iKapCbKOro
XENTXKEP 3acoby (ginbHULA, Ha
MBT NTA, SIKili NpoBOAATLCA BYy/b-
IHais SKi BUPOGHMYI cTagil, 3a
abo BUHATKOM BUMYCKY
KYCYM cepili, KOHTPOJIO AKOCTI,
XENTXKEP NepBUHHOIO Ta
NnBT ATA, BTOPVHHOrO NakyBaHHs,
IHAjs; NS HeCTEPUTbHNX
BMPOGHMLITBO, NikapCcbKnx 3acobi.) -
nepBUHHE CynyTHS 3MiHa - 3MiHK 3
nakyBaHHs, AKOCTi. FOTOBMIA
BTOPUHHE nikapcbkuii 3aci6. 3MiHn
nakyBaHHs, y BUPOGHMLTBI. 3amiHa
KOHTPO/b a6o BBeLEHHA
AKOCTI, BUMYCK [04AaTKOBOT AiNbHUL
cepii: BMPOGHMLTBA AN
TOB "KYCYM 4YacTVHM abo BCbOro
PAPM", BMPOGHMYOro npouecy
YkpaiHa, rOTOBOrO JliKapCbKOro
BMPOBHULTBO, 3acoby (4inbHuuA Ans
nepBuHHE BTOPVHHOTO NaKyBaHHS)
nakyBaHHs, - 3MiHM 3 SKOCTI.
BTOPUHHE [oTOBWIA Nikapcbkuii
nakyBaHHs, 3aci6. 3mMiHn y
KOHTPO/Tb BMPOGHMLTBI. 3amiHa
SAAKOCTI, BUNYCK abo BBe/leHHS
cepii [04AaTKOBOT AiNbHUL
abo BMPOGHMLTBA AN
BTOPVHHE YyacTuHn abo BCbOro
nakyBaHHs, BMPOGHMYOro npouecy
KOHTPO/b roTOBOrO NiKapPCbKOro
SAAKOCTI, BUNYCK 3acoby (4inbHMuA Ans
cepii 3 NepBUHHOIO NakKyBaHHS)

npoAyKuii in

- BBEAEHHA
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

bulk:

TOB
«MNEAPAPM
NTO», Ykpaina

aNlbTePHATUBHOIO
BMpOo6HMKa TOB
«FNEQPAPM», YKpaiHa,
BiANOBiAaIbHOIO 3a
BUPOGHWLITBO, NEPBUHHE
Ta BTOPWMHHE NakKyBaHHS
nikapcbKoro 3acoby.
BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB
nicns 3aTBeppKEHHS.
3MiHn | TUnYy - 3MiHM 3
AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. 3miHn
y BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY
cepii Ta KOHTPO/O
AKOCTi FOTOBOr0O
nikapcbKoro 3acoby
(3amiHa abo fofaBaHHs
BMPO6HUKaA, WO
BiANOBIAA€E 3a BBE3EHHSA
Ta/abo Bunyck cepii) -
Britouatoun
KOHTPO/b/BMNPOOYBaHHSA
cepii - BBEAEHHSA
aNbTepHaTUBHOIO
BMpO6HMKa TOB
«FNEQPAPM», YkpaiHa,
BiANOBIAa/ILHOIO 3a
KOHTPO/Ib Ta BUMYCK
cepii ['N3. BeegeHHs
aNbTepHaTUBHOIO
BMpO6HMKa TOB
«FTNEQPAPM», YkpaiHa,
BiANOBIAa/ILHOIO 3a
BMNYyCK cepii N3, 3
BigNoOBiAHMMM 3MiHAMK B
TEKCTi MapKyBaHHS
yMakoBKM NMiKapCbKOro
3acoby. BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB
nicns 3aTBepApKEHHS.

269.

DAHIF'AH

Diclofenac

combinatio

napawet
amorn,
aviknod

MO1
AB5

Tabnetku, in
bulk Ne 880
(10x88)

TOB
"TNEAPA
PM NTAO"

YkpaiHa

Kycym
Xentxkep MBeT
Nita, IHais abo

IHAjA

BHECEHHS 3MiH [0
peecTpauinHux
marepianis: 3miHu | Tuny

He
nionsieae

UA/12274/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
ns eHak Tabnetok: no 10 Kycym - 3MiHK 3 SKOCTI.
HaTpito TabneTtoky Xentxkep MBT [oTOBWIA NikapcbKwii

6nictepi, no 88 ntp, IHAis 3aci6. 3MiHN y
6nictepiB y BMPOGHMLTBI. 3amiHa
KapTOHHii abo BBeJEHHS
Kopo6ui; in bulk [04aTKOBOT AiNbHULL
Ne 7290 BMPOGHMUTBA ANs
(10x729) YacTvHu abo BCbOro
Tabnetok: no 10 BUPOGHMYOrO npoLecy
TabneToky rOTOBOrO /1iKapCbKOro
6nictepi, no 729 3acoby (ginbHULA, Ha
6nictepiB y SKili NpoBOAATLCA BY/b-
KapTOHHIi AKi BUPOGHWYI cTagii, 3a
Kopoo6Li BMHATKOM BUMYCKY
(BUPOGHUK cepili, KOHTPOJIKO SKOCTI,
"Kycym NepBUHHOrO Ta
XenTxkep MBeT BTOPVHHOIO NaKyBaHHS,
ntp"/ CN-289 [ONSA HECTEPUNBHUX
(A), PIIKO nNikapcbKnx 3acobi.) -
IHpacTpian CynyTHS 3MiHa - 3MiHu 3
apea, YonaHki, sKocTi. FoToBMIA
BxiBagi, [icT. nikapcbkuii 3aci6. 3MiHn
AnBap y BUPOGHMLTBI. 3amiHa
(PapxactaH), abo BBe/leHHS
IHAjsA); in bulk: [04AaTKOBOT AiNbHUL
Ne 9000 BMPOGHMLTBA AN
(10x900) 4acTuHM ab0 BCbOro
Tabnetok: no 10 BMPOBHMYOro npouecy
Tabnetoky roTOBOrO NiKapPCbKOro
6nictepi, no 900 3acoby (4inbHMuA Ans
6nictepiB y BTOPUHHOIO NaKyBaHHS)
KapTOHHii - 3MiHM 3 SKOCTI.
KOpOoO6Li [oTOBWIA Nikapcbkuii
(BMPOGHYK 3aci6. 3MiHn y
"Kycym BMPOGHMLTBI. 3amiHa

Xentxkep MseT
Ntg" / Mnot Ne
M-3, IHgop
Cneluen
IKOHOMIiK 30YH,
deiis-Il,
Mitamnyp, AicT.
[xap, Magxbs
Mpagew, MiH
454774, 1Hgjs)

abo BBe/leHHS
[04AaTKOBOT AiNbHUL
BUPOOHMLTBA 415
4YacTVHM abo BCbOro
BMPOGHMYOro npouecy
roTOBOrO NiKapCbKOro
3acoby (4inbHuuA Ans
NepBUHHOIO NaKyBaHHS)
- BBEIEHHA
a/lbTepHaTUBHOIO
BMpO6HMKa TOB
«NIEQPAPM», YKpaiHa,
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

BiANOBiAaIbHOIO 3a
BUPOGHWLITBO, NEPBUHHE
Ta BTOPWMHHE NakKyBaHHS

nikapcbKoro 3acoby.

BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB
nicns 3aTBepKeHHS.
3MiHn | TUnYy - 3MiHM 3
AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3miHn
y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYIOTbCS BUMYCKY
cepii Ta KOHTPO/O
AKOCTi FOTOBOr0
nikapcbKoro 3acoby
(3amiHa abo fofaBaHHs
BMPOGHUKA, WO
BiANOBIAA€E 3a BBE3EHHSA
Ta/abo Bunyck cepii) -
Britouatoun
KOHTPO/b/BMNPOBYBaHHSA
cepii - BBEAEHHSA
anbTepHaTUBHOIO
BMpO6HMKa TOB
«FTNEQPAPM», YkpaiHa,

BiANOBIAa/ILHOIO 3a

KOHTPO/Ib Ta BUMYCK

cepii ['N3. BeegeHHs

anbTepHaTUBHOIO
BMpO6HMKa TOB
«FTNEQPAPM», YkpaiHa,

BiANOBIAa/ILHOIO 3a

BMNYyCK cepii N3, 3
BigNoBigHMMM 3MiHAMK B

TEKCTi MapKyBaHHS

yMakoBKM NMiKapCbKOro
3acoby. BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB
nicns 3aTBepApKEHHS.

270.

DACTYM®
FENb

ketoprofen

KeTonpo

deH

M02

rens 2,5%; no
20r,a6030rT,
abo 50T, abo
100 r y Ty6i; no
1T1y6iB
KapTOHHif

A
MEHAPIHI
IHaycTpie
dapmauey
Tnye
PiyHiTe

ITanisa

A. MeHapiHi
MaHydakTypiH
r NoricTikc eH

Cepsicec
C.p.N.

ITanisa

BHECEHHS 3MiH [0
peecTpauinHux
marepianis: 3miHu | Tuny
- 3MiHK 3 AKOCTI.
CepTudikat
BignosigHocTi/lE-

3a peyernmom

UA/10841/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
KopoobLi C.p.J. cepTugikat
BignoBigHoOCTI

€Bponeiicbkili
thapmakonei/moHorpadii
. MogaHHA HoBOrO abo
OHOBJIEHOTO
cepTudikata
BiANoBiAHOCTI ab0
BWJ/TyYEHHS cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: s Adl;
015 BUXIAHOTO
mMarepiany/peareHTy/npo
MDKHOTO MPOAYKTY, LU0
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; aons
[O0NOMDKHOT peyoBUHU
(ceptuchikat
BignoBigHoOCTI
€Bponeiicbkili
hapmakonei) -
OHoBrieHuii cepTudikat
Bif} y)ke 3aTBepAXeHOro
BMPOGHMKA - MogaHHs
oHossieHoro CEP No.
CEP 2003-136-Rev 08
(3aTBepmxeHo: No. R1-
CEP 2003-136-Rev-07)
0N Aio40T pevyoBrHU
KkeTonpodieH, Bif BXe
3aTBEPAKEHOrO
BMpo6HUKa Zhejiang
Jiuzhou Pharmaceutical
Co., Ltd., China.
(BHeceHo HoBuUiA
BMPOGHWYMNIA MalifaHumnk
A®| Zhejiang Jiuzhou
Pharmaceutical Sci-
Tech Co., Ltd y p.
3.2.S.2.1 Bupo6Huku), a
TaKOX BHECEHHS
BMPOGHNYMX
MangaHumnkie A®I go
posginy 3.2.5.2.1
«Applicant» 3 meToto

YTOUHEHHS! BUPOGHNYMX
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
AinbHuub A®I, Aki
BUKOPVICTOBYE BUPOOHUK
N3 (BUpo6HUKN AdDI,
AKNX BUKOPUCTOBYE
BUPOGHWK roTOBOrO
nNiKkapcbkoro 3acoby, He
3MIiHWANCS).
271. | ®EHTAHIN fentanyl oeHTaHi | NO1 | po3uuH gns TOB Ykpaina Benko ®apma IHais BHECEHHSA 3MiH A0 3a peyenmom UA/20460/01/01
PEAKT ny AHO | iH'ekuiii 50 "PEAKT® peecTpauiinHux
uutpar 1 MKI/MA; N0 2 M APM" marepianis: 3miHu | Tuny
B amnyni; no 5 - 3MiHM Woao0
amnyny 6e3nekun/edeKkTBHOCTI
naacTVKoBOMY Ta chapmakoHarnsgy.
noTky, no 1 a6o BBegeHHs1 abo 3MiHU A0
2 notkay y3arasnibHeHUX AaHnx

KapTOHHI nayui

npo cuctemy
dhapmakoHarnsgy
(BBEAEHHA
y3arasibHeHNX AaHnX
npo cuctemy
hapmakoHarnagy, smiHa
YMOBHOBAXXEHOT 0CO6H,
BignoBiganbHOT 3a
3[iiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
chapmakoHarnsgy
3asBHUKa ANs
3[iiCHEeHHS
chapmakoHarnsgy B
YkpaiHi, AKL0 BOHa
BiAMiHHA Big
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAa/IbHOI 3a
3[iiCHEeHHS
chapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHi
[aHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy)
3MiHa YNOBHOBaXEHOT
0Cco6u 3asBHUKA,
BifgnoBiganbHOT 3a
hapmakoHarnag. ditoua
pefakuisi: YpeTiin AHHa
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BacuniBHa.
MponoHoBaHa peaakuis:
OuepeTsaHa BepoHika
CepriiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3a8BHYIKa,
BignoBigasibHOI 3a
hapmMakoHarnag. 3miHa
MiCLLe3HaXOMKEHHS
macTep-aiina cucremu
thapmakoHarnsgy Ta
ioro Homepa. 3miHa
Micusi 34iCHEHHS
OCHOBHOI AisNIbHOCTI 3
dhapmakoHarnsgy
272. | ®IKCAMPO | timolol, naraHon | SO1 | kpanni O4Hi, NABOPAT ®paHuin EKCE/IBI3IOH | ®paHuis BHECEHHSA 3MiH O0 3a peyernmom UA/19777/01/01
CT® combinatio | pocr, ED5 | po3suuH; no 0,2 YAP TEA peecTpauiintHux
ns TMMONO 1 M/ B marepianis: 3miHu | Tuny
ny 04HO1030BOMY - 3MiHM 3 AKOCTI.
Manear KOHTeliHepi; no 5 [oTOBWIA Nikapcbkuii
OZHO4,030BMX 3aci6. 3MiHN y

KOHTEliHepiB,
3'eHAHNX MiX
€060 Y CTPIUKY
y cawle; no 6
abo no 18 cawe
(Ne30 ab6o Ne90)
y KOopobuj

BMPOGHULTBI. 3MiHN Y
npoueci BUpobHULITBA
rOTOBOrO J1iKapCbKOro
3acoby, BK/IoYaun
NPOMIXKXHUIA NPOAYKT, L0
3aCTOCOBYETLCA NpU
BUPOGHWLITBI FOTOBOIO
niKapcbKoro 3acoby
(He3HayHa 3miHa y
npoLieci BUpo6HULITBA).
HesHauHa 3miHa y
npoveci BUpobHULTBa, a
came fofaBaHHSA
anbTepHaTUBHOIO
BaifoBaHOro
CTepuni3ylo4oro
inbTpa N66 Posidyne
(HennoH) 3 NocuMNaHHAM
ABINFZ7PHA4, wo
noctayaerbcs
komMmnaieto Pall, go
YUHHWX CTEPUNI3YIUNX
inbTpIB 3
nonisiHinigeHdTopnAy
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

(PVDF), ski Takox
noctavatTbCs
KomnaHieto Pall. 3minun |
UMy - 3MiHM 3 SKOCTI.
[oTOBWIA NikapcbKwii
3aci6. 3MiHN y
BMPOGHNLTBI. 3MiHN
BMNpo6yBaHb abo
OOMYyCTUMNX MEX,
BCTaHOB/EHNX Y
cneuudikauisix, nig vyac
BMPOGHMLITBA FOTOBOTO
nikapcbKoro 3acoby
(iHwWi 3miHwn). logaHo
HOBI 06MEeXeHHs AN
napamMeTpiB Nepesipku
yinicHocTi gns
aNbTepHaTUBHOIO
CTepuni3yyoro
inbTpa N66 Posidyne
(HEenoH) 3 MoCUNaHHAM
ABINFZ7PH4. 3MiHn |
TUMy - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. 3MiHn y
BMPOGHULTBI. 3MiHN
BUNPo6yBaHb abo
LOMYCTUMUX MEX,
BCTaHOBNEHNX Y
cneuunaikauisx, nig yac
BMPOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby
(3BYXXEHHA fONYyCTUMUX
MeX). 3BY)XXEHHS MeX
6ioHaBaHTaXKeHHSA
po3uunHy A nepes
napoBoio
cTepunisadieto,
BignoBigHO A0
€BpPONenCcLKOT
AVNPEKTUBM
EMA/CHMP/CVMP/QW
P/ 850374/2015
«CTepunizauis
nikapcbkoro 3acooy,
L0401 pevyoBuHN,
[0NOMDKHOT peYOBMHU
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Ta NepBMHHOIO
KOHTEeWHepa».
3arBepaxeHo: < 100
KYO/mn;
3anponoHoBaHo: - < 100
KYO/100 mn. 3minn |
MMy - 3MiHM 3 AKOCTI.
[oTOBWIA NikapcbKwii
3aci6. 3MiHN y
BMPOGHULTBI. 3MiHN
BMNpo6yBaHb abo
OOMYyCTUMNX MEX,
BCTAHOB/IEHUX Y
cneumdikauisix, mig yac
BMPOGHMLITBA FOTOBOTO
nikapcbKoro 3acoby
(iHWi 3MiHW). OHOBNEHHSA
naHux Banigauii
BMNpobyBaHb
6iOHaBaHTaXEHHS,
BMKOHAaHWX BifnoBigHO
go Ph. Eur, 2.6.12.
273. | ®NEBOAIA | diosmin LiOCMiH C05 | Tabnetkwu, BKpuTi | JlabopaTto ®paHuin IHHOTepa LWWy3i | ®paHuisa BHECEHHSA 3MiH O0 6e3 peyenma UA/8590/01/01
600 CAO0 | nniskoBolO pis peecTpauiinHux
3 060/10HKOI0, NO IHHOTEK marepianis: 3miHu | Tuny
600 mr; no 15 IHTepHacb - 3MiHM 3 AKOCTI.
Tabnetoky oHanb CepTudikat
6nictepi; no 1 BignosigHocTi/lE-
a6bo no 2 ceptudpikat
6nictepn y BignoBigHOCTI
KapTOHHIi €Bponecbkili
Kopoo6Li hapmakonei/moHorpadii

. MogaHHA HoBOro abo
OHOB/IEHOTO
cepTugikaTa

BignosigHOCTI abo
BUyYEHHS cepTudpikata
Bi4NOBIAHOCTI
€Bponeiicbkili
dhapmakonei: ans Adl;
L8 BUXIQHOMO
MaTtepiany/peareHTy/npo

MDKHOTO MPOAYKTY, L0

BUKOPVICTOBYIOTHCS Y

BUPO6HMLTBI ADI; ans

[OMOMDKHOT pEYOBUHM
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
(ceptuchikat
BignoBigHoOCTI
€Bponeiicbkili
hapmakonei) -
OHoBrieHuii cepTudikat
Bif} y)ke 3aTBepAXeHOro
BMPOGHMKA - MOAaHHSA
OHOBJIEHOTO
ceptudikaTy
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei R1-CEP
2014-104-Rev 02
(3atBepaxeHo: R1-CEP
2014-104-Rev 01) ons
A®I| giocMmiH Big, BXe
3aTBEPAKEHOrO
BUPOGHMKa
DESTILACIONES
BORDAS
CHINCHURRETA S.A,,
IcnaHis, Ta, SK HacnigokK,
OHOBJ/IIOIOTLCA PO34iINN
peecTpauiiHoro AoCbe:
3.2.R,3.2.5.41,
3.2.5.4.4.
274. | ®NYJAAPAB | fludarabin dnypap | LO1 KOHUeHTpaT ans Akkopg, Monbwa nofaTtkose Benuka BHECEHHS 3MiH A0 3a peyenmom UA/20471/01/01
IH AKKOPJ, | e abiHy BBO | posuuHy ans Xenckea BTOPUHHE BpuTaHi peecTpauinHux
docpatr | 5 iH'eKLin abo Moncka nakyBaHHS: al mMartepianis: 3miHu | Tuny
iHchysii, 25 Cn.30.0. Akkopf, Monbla - 3MiHM 3 AKOCTI.
Mr/MA N0 2 MN Xenckea / [oTOBWIA NikapcbKuii
(50 mr/2 mn) y Nimites, Yropwm 3aci6. 3mMiHn y
donakoHi; no 1 Benvka Ha/ BMPOOHULTBI. 3amiHa
hnakoHy B BputaHis; IHpis/ abo BBefeHHSA
KapTOHHI nauui BUNYCK cepil: Icnanisa/ [00aTKOBOI AiNbHULI
Akkopg, Mpeuis BUpPOGHMLUTBA AN
Xenckea 4yacTuHM abo BCLOro
Moncka Cn. 3 BUPOGHMYOro npoLecy
0.0. Cknag roTOBOrO NiKapCbKOro
ImnopTepa, 3acoby (ginbHUUA ans
MonbLya; BTOPVHHOIO NakKyBaHHS)
KOHTPO/b [opaBaHHA BUPOOHMKaA
SAKOCTI: BiANOBIAA/IbHOTO 3a
€BpodhiHC BTOPVHHE NaKyBaHHSA:
AHaniTikan Akkopp, Xenckea CiHrn
Cepsices Membep C.A. (64-i1 km
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Xanrepi Kdot., HauioHanbHoi goporu
YropuwuHa; Adpitu, Nawmis,
BUPOGHMLTBO LWnmaTapi, 32009,
nikapcbkoro pevis) / Accord
3acoby, Healthcare Single
nepBrHHe Ta Member S.A. (64th Km
BTOPUHHE National Road Athens,
nakyBaHHs, Lamia, Schimatari,
KOHTPO/1b 32009, Greece). 3MiHu |
AKOCTI: UMy - 3MiHM 3 AKOCTI.
IHTac [oTOBWIA NikapcbKwii
dapmachbioTika 3aci6. 3MiHN y
nc Nimiteq, BMPOGHMLTBI. 3MiHa
IHgis; iMnopTepa/3MiHu, LWo
popaTkose CTOCYIOTbCSA BUMYCKY
BTOPUHHE cepii Ta KOHTPOsII0
nakyBaHHs: AKOCTi FOTOBOr0O
Nab6opaTopi niKapcbKoro 3acoby
dyHpacio fay, (3amiHa abo gofaBaHHs
Icnanis; LiNbHUL, Ha SKiR
Mikpo6ionoriyH 3[iICHI0ETbLCSA
WA KOHTPOSb: KOHTPO/b/BMNPOBYBaHHSA
dapmasanig, cepii) JlogaBaHHs
K., BUPOGHMKa
YropLumHa; BiANOBiAa/IbHOIO 3a
BTOpPUHHE KOHTPO/Ib AKOCTi Cepiii:
naxkyBaHHs: Akkopp, Xenckea CiHrn
Akkopfa, Membep C.A. (64-i1 km
Xenckea CiHrn HauioHanbHoi goporu
Mem6ep C.A., AdpiHn, Namis,
Mpevis; LLnmarapi, 32009,
KOHTPO/Tb pevis) / Accord
AKOCTI cepil: Healthcare Single
AkkopAa, Member S.A. (64th Km
Xenckea CiHrn National Road Athens,
Mem6ep C.A., Lamia, Schimatari,
peuis 32009, Greece)
275. | ®NTYKOHA3 | fluconazol | dnykoH Jo2 Kancynu no 150 TOB Ykpaina Brpo6HMLUTBO Ykpaina BHECEHHSA 3MiH O0 Ne 1 — 6e3 He UA/9065/01/03
on e ason ACO | wmr; no 1 kancyni "ACTPA® 3a NOBHUM peecTpauiinHux peuyenma, Ne nionseae
1 B 6nicTepi; no 1 APM" LMK/TOM: marepianis: 3miHu | Tuny | 2; Ne 3; Ne 4 —
abo no 2, abo no TOB - 3MiHM 3 AKOCTI. 3a peyernmom
3, abo no 4 "ACTPA®APM [oTOBWIA Nikapcbkuii
6nictepn y 3aci6. 3MiHn y
Kopoo6uji 3 YkpaiHa; BMPOGHMLTBI. 3MiHa
KapToHYy CepTudhikauis iMnopTepa/amiHu, Lo

cepii Ta

CTOCYHOTbCS BUNYCKY
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

BMaava
[03BO/Y Ha
peanisaujto

TOB
«[pepcTasHu
uTB0 BAYM
PAPM
TMBX»,
YkpaiHa

(Buinyck) cepii:

cepii Ta KOHTPOsI0
AKOCTi FOTOBOr0
niKapcbKoro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKA, L0
BignoBifgae 3a BBE3EHHSA
Ta/abo Bunyck cepii) -
He Bkntovatoun
KOHTPO/1b/BUNPO6YBAHHSA
cepii. BBegeHHs
[04aTKOBOro BUPOOHYMKA
BiANOBIAa/ILHOIO 3a
"CepTudpikauis cepii Ta
BuAava f03Bony Ha
peanizaujto (BMNyck
cepii)" Tinbkn ans
[o3yBaHHs no 150 mr, a
came: TOB
"MNpeAcTaBHULTBO
BAYM ®APM FMBX"
(YkpaiHa, 79047,
JIbBiBCbKa 061aCTb,
JbBiBCbKUIA paiioH,
MicTo J1bBiB, ByMUA
Bep6oBa, 6yanHok 15).
3MiHM BHECEHO B
IHCTPYKUito Ans
MeZNYHOro
3acTocyBaHHSA
nNiKapcbkoro 3acoby B
po3ainu "BupobHuk",
"Micue3HaxomKeHHs
BMpOGHMKa Ta agpeca
MiCLiAl NPOBaXEHHS
noro fdisinbHOCTI" 3
Bi4NOBiAHMMM 3MiHAMK B
TEKCTi MapKyBaHHS
YNaKoBOK JTiKapCbKOro
3aco6y. BBeieHHs 3MiH
NpoTArom 6-T MicsLiB
nicns 3aTBepKeHHs.

276.

®NYKOHA3
on-
3[0POB'S

fluconazol
e

doNyKoH
ason

Jo2
ACO

Kancynu Teepai
no 50 mr, no 7
a6o 10 kancyny
6nictepi, no 1

6nictepy B

TOBAPUC
TBO 3
OBMEXE
HOKO

BIAMNOBIL

YkpaiHa

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b
SAKOCTI, BUNYCK

cepii:

YkpaiHa

BHECEHHS 3MiH [0
peecTpavliiHnx
MaTepianiB: yTOYHEHHS
peecTtpauiiiHoi
npoueaypv B Hakasi

3a peyenmom

UA/3938/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
KapTOHHiiA ANbHICT TOBAPUCTB MO3 Ykpaiuu Ne 655
Kopoo6Li 10) 03 BiA 21.05.2026 - 3MiHK |
«KOPTIOP OBMEXEHO UMy - 3MiHM 3 AKOCTI.
AUIA O [oTOBWIA NikapcbKumit
«340POB BIANOBIAAN 3aci6. 3MiHn y
"HA» bHICTHO BMPOGHULTBI. 3MiHA
«KOPTOPALJJ po3mipy cepii
A (BKtOYatOUM fianasoH
«300POB'A», po3Mipy cepil) roToBoro
YKpaiHa; BCi NiKapcbKoro 3acoby
cTagii (iHWi 3MiHV) -BBEAEHHS
BUPOGHMLITBA, AOAATKOBOro po3mipy
KOHTPO/b cepii N3 gna
SIKOCTI, BUMYCK ynakoBok Ne 10 (10x1)
cepi: ANna Ao3yBaHHA no 50
ToBapucTBo 3 mr (UA/3938/01/01) y
obmexeHoto 6nictepax BUpoGHMKa
BignoBigasbHi TOBAPUCTBO 3
CTHO OBMEXEHOIO
"®APMEKC BIANOBIAANBHICTIO
reyn., «KOPMOPALYA
YkpaiHa «300POB’Sl», YkpaiHa

[itoua pepaxkuis:
TOBAPNCTBO 3
OBMEXXEHORO
BIANOBIAANTBHICTHO
«KOPIOPALJIA
«30OPOB’'A», YkpaiHa
kancynu Teepgi no 50 mr
(UA/3938/01/01)
Llex TN3
Po3wmip cepii cknaaae:
12,000 Tuc. yn. Ne 10
(10x1) a6o 17,142 Tuc.
yn. Ne 7 (7x1) y
6nictepax (12,000 kr);
Llex FNo
Po3wmip cepii cknaaae:
63,000 Tunc. yn. Ne 10
(10x1) abo 90,000 TucC.
yn. Ne 7 (7x1) y
6nictepax (63,000 kr);
ToBapucTBO 3
06MeXeHo
BigNoBigasIbHICTIO
"®APMEKC Ir'Pynm™:
50,000 Tuc. kancyn abo
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

5,000 Turc. yn. Ne 10
(10x1) y 6nictepax
(5,000 kr);
630,000 T1C. Kancyn abo
63,000 Tuc. yn. Ne 10
(10x1) y 6nicTepax
(63,000 kr).
MponoHoBaHa peaakuis:
TOBAPUCTBO 3
OBMEXXEHOO
BIANOBIJANTBHICTIO
«KOPMOPALIA
«30OPOB’'A», YkpaiHa
kancynu Teepgi no 50 mr
(UA/3938/01/01)
Llex N3
Po3wmip cepii cknaaae:
12,000 Tuc. yn. Ne 10
(10x1) a6o 17,142 Tuc.
yn. Ne 7 (7x1) y
6nictepax (12,000 kr);
6,900 Turc. yn. Ne 10
(10x1) y 6nictepax
(6,900 kr);

Llex o
Po3wmip cepii cknaaae:
63,000 Tunc. yn. Ne 10
(10x1) a6o 90,000 TuC.
yn. Ne 7 (7x1) y
6nictepax (63,000 kr);
ToBapucTBO 3
06MeXeHo
BigNoBigasIbHICTIO
"®APMEKC IrPYM":
50,000 Tuc. kancyn abo
5,000 Tunc. yn. Ne 10
(10x1) y 6nictepax
(5,000 «r);
630,000 T1C. Kancyn abo
63,000 Tunc. yn. Ne 10
(10x1) y 6nictepax
(63,000 kr)

2717.

DTYKOHA3
on-
3400POB'A

fluconazol
e

h/IyKOH
ason

Joz2
ACO

Kancynu Teepai
no 150 mr, no 1
Kancyni B

6nicTepi; no 1, 2

TOBAPUC
TBO 3
OBMEXE
HOIO

Ykpaina

BCi cTagil
BMPOGHMLITBA,
KOHTPO/b

SKOCTI, BUNYCK

Ykpaina

BHECEHHS 3MiH A0
peecTpauiitHux
MaTepianiB: yTOUHEHHS
peecTpauiiHoi

Ne 1- 6e3
peyenma, Ne
2, Ne 3, Ne 7 -
3a peyenmom

UA/3938/01/03
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
abo 3 6nictepn BIANOBIA cepii: npoueaypv B Hakasi
B KapTOHHIi ANBHICT TOBAPUCTB MO3 Ykpaitu Ne 655
Kopo6ui; no 3 10) 03 BiA 21.05.2026 - 3MiHu |
abo 7 kancyny «KOPTIOP OBMEXEHO UMy - 3MiHM 3 SKOCTI.
6nictepi; no 1 ALlIA 10] [oTOBWIA NikapcbKwii
6nictepy B «340POB BIANOBIAAN 3aci6. 3MiHN Yy
KapTOHHIi "A» bHICTHO BMPOGHMLTBI. 3MiHa
Kopoo6Li «KOPIOPAL po3mipy cepii
2| (BKIOYalOUM gianasoH
«300POB'A», po3mipy cepii) roToBoro
YkpaiHa; BCi nikapcbKoro 3acoby
cragji (iHWi 3mMiHV) - BBeAEHHA
BMPO6GHMLTBA, [,0[AaTKOBOro po3mipy
KOHTPO/b cepii FN3 pnsa
SAKOCTI, BUNYCK ynakoBoK Ne 3 (3x1)
cepii: AnA posyBaHHA no 150
ToBapucTBo 3 mr (UA/3938/01/03) y
06MeXeHo 6nictepax BUPOGHUKA
BiANOBIAA/IbHI TOBAPUCTBO 3
CTHO OBMEXEHOIO
"®APMEKC BIANOBIAANBHICTIO
reyn., «KOPMOPALYA
Ykpaina «300POB’AA», YkpaiHa

[Jitova pepakuis:
kancynm Teepgai no 150
mr (UA/3938/01/03)
TOBAPUCTBO 3
OBMEXXEHOIO
BIANOBIJANBHICTIO
«KOPMOPALIA
«30OPOB’'A», YkpaiHa
Llex N3
Po3wmip cepii cknapae:
36,666 Tnc.yn. Ne 1
(1x1) a6o 18,333 TucC.
yn. Ne 2 (1x2), abo
12,222 tnc. yn. Ne 3
(1x3), Ne 3 (3x1), abo
5,238 TnC. yn. Ne 7 (7x1)
y 6nictepax (11,000 «r);
51,666 Tnuc.yn. Ne 1
(1x1) abo 25,833 TuUC.
yn. Ne 2 (1x2), abo
17,222 tuc. yn. Ne 3
(1x3), Ne 3 (3x1), abo
7,380 TnC. yn. Ne 7 (7x1)
y 6nictepax (15,500 «r);




368
Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Llex rNo
Po3wmip cepii cknaaae:

5,

y

210,000 tuc. yn. Ne 1

yn. Ne 2 (1x2), abo
70,000 Tunc. yn. Ne 3
(1x3), Ne 3 (3x1), abo
30,000 Tuc. yn. Ne 7
(7x1) y 6nictepax
(63,000 kr);
ToBapucTBO 3
obmexeHoto
BiANOBIAA/IbHICTIO
"®APMEKC IPYM":
210,000 TucC. Kancyn abo
210,000 Tmc. yn. Ne 1
(1x1), abo 105,000 TucC.
yn. Ne 2 (1x2), abo
70,000 Tunc. yn. Ne 3
(1x3) y 6nicTtepax
(63,000 kr);
36,666 Tuc. kancyn abo
36,666 TnC. yn. Ne 1
(1x1), abo 18,333 Tuc.
yn. Ne 2 (1x2), abo
12,222 tuc. yn. Ne 3
(1x3) y bnictepax
(11,000 kr)
MponoHoBaHa peaakuis:
Kancynu Teepgi no 150
mr (UA/3938/01/03)
TOBAPWCTBO 3
OBMEXXEHOIO
BIAMOBIAANBHICTIO
«KOPMOPALIA
«3[00POB’'A», YKpaiHa
Llex N3
Po3wmip cepii cknaaae:
36,666 Tnc.yn. Ne 1
(1x1) a6o 18,333 TucC.
yn. Ne 2 (1x2), abo
12,222 tuc. yn. Ne 3
(1x3), Ne 3 (3x1), abo
238 Tuc. yn. Ne 7 (7x1)
6nictepax (11,000 kr);
51,666 Tnc.yn. Ne 1

(1x1) abo 25,833 TKC.

(1x1) a6o 105,000 Tuc.
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

yn. Ne 2 (1x2), abo
17,222 tuc. yn. Ne 3
(1x3), Ne 3 (3x1), abo
7,380 TnC. yn. Ne 7 (7x1)
y 6nictepax (15,500 kr);
7,022 Tnc.yn. Ne 3 (3x1)
y 6nictepax (6,320 «r)
Lex Mo
Po3wmip cepii cknapae:
210,000 Tmc. yn. Ne 1
(1x1) a6o 105,000 TucC.
yn. Ne 2 (1x2), abo
70,000 Tunc. yn. Ne 3
(1x3), Ne 3 (3x1), abo
30,000 Tuc. yn. Ne 7
(7x1) y 6nictepax
(63,000 kr);
ToBapucTBO 3
0BMeXeHOo
BigNoBiga/IbHICTIO
"®APMEKC IrPYM":
210,000 Tu1C. Kancyn abo
210,000 Tmc. yn. Ne 1
(1x1), a6o 105,000 TUC.
yn. Ne 2 (1x2), abo
70,000 Tunc. yn.Ne 3
(1x3) y bnictepax
(63,000 kr);
36,666 Tuc. kancyn abo
36,666 TnC. yn. Ne 1
(1x1), abo 18,333 TucC.
yn. Ne 2 (1x2), abo
12,222 tuc. yn. Ne 3
(1x3) y bnictepax

(11,000 kr)
278. | ®OPCAHEK | etoricoxib eTopuko | MO1 | TabneTku, BKpUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH A0 3a peyenmom UA/18626/01/01
® Kcnb AHO | nniBkoBOtO «KYCYM>» XENTXKEP peecTpauinHux
5 060/10HKO, N0 NBT NTA mMartepianis: 3miHu | Tuny
60 mr, no 7 - AAMIHICTPaTUBHI 3MiHN.
TabneTtoky 3mMiHa HaliMeHyBaHHS
6nictepi; no 1 Ta/abo agpecy 3asBHMKa
abo no 4 (BnacHuka
6nictepn y peecTpaujitHoro
KapTOHHii NocCBigYeHHs) - 3MiHa
ynakoBLj HaliMeHyBaHHs

3asBHMKa (BNacHvKa
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
peecTpavujiitHoro
nocBigyeHHs), 6e3 3MiHu
0pUANYHOT 0Cco6uU:
3arBepaxeHo: TOB
"TNEAPAPM NTA",
YKpaiHa.
3anponoHoBaHo: TOB
"KYCYM", YkpaiHa
279. | ®OPCAHEK | etoricoxib eTopuko | MO1 | TabneTku, BKpUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH A0 3a peyenmom UA/18626/01/02
® Kcnb AHO | nniBkoBOtO «KYCYM>» XENTXKEP peecTpauinHux
5 060/10HKO0, NO NBT NTA mMartepianis: 3miHu | Tuny
90 mr, no 7 - AAMIHICTPaTUBHI 3MiHN.
TabneToky 3MiHa HaliMeHyBaHHS
6nictepi; no 1 Ta/abo agpecy 3asBHMKa
abo no 4 (BnacHuka
6nictepn y peecTpaujitHoro
KapTOHHii NocCBigYeHHs) - 3MiHa
ynakoBLi HaliMeHyBaHHs
3asBHMKa (BNacHvka
peecTpaujiiHoro
NnocBigYEHHSs), 6€3 3MiHU
OpPUANYHOT 0CooU:
3arBepgxeHo: TOB
"TNEAPAPM NTA",
YkpaiHa.
3anponoHoBaHo: TOB
"KYCYM", ¥YKpaiHa
280. | POPCAHEK | etoricoxib eTopuko | MO1 | TabneTku, BKpUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH A0 3a peyenmom UA/18626/01/03
® Kcnb AHO | nniBkoBotO «KYCYM>» XENTXKEP peecTpauiiiHnx
5 060/10HKOI0, N0 NBT NTA marepianis: 3miHu | Tuny
120 mr, mo 7 - AOMiHICTpaTVBHI 3MiHMW.
TabneTtoky 3MiHa HaliMeHyBaHHS
6nictepi; no 1 Ta/abo agpecy 3asBHUKA
abo no 4 (BnacHuka
6nictepu y peecTpaujiiHoro
KapTOHHii NOCBIAYEHHS) - 3MiHa
ynakoBLj HaliMeHyBaHHS

3asBHVKa (BNacHuKa
peecTpaujiiHoro
NOCBIgYEHHST), 6€3 3MiHK
opuanYHOI 0co6U:
3arBepaxeHo: TOB
"TNEA®APM NTA",
YkpaiHa.

3anponoHoBaHo: TOB

"KYCYM", YkpaiHa
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
281. | POPCAHEK | etoricoxib etopvko | MO1 | TabneTku, BKpUTI TOB Ykpaina KYCYM IHAiA BHECEHHS 3MiH A0 - UA/21212/01/01
® Kcnb AHO | nniBkoBotO «KYCYM>» XENTXKEP peecTpauitHux
5 060/10HKOI0, MO NBT NTA mMartepianis: 3MiHu | Tuny
60 wmr, in bulk: - AQMiHICTPaTVBHI 3MiHW.
5600 (7x800) no 3miHa HaliMeHyBaHHS
7 TabneTok y Ta/abo agpecu 3asBHUKA
6nictepi; no 800 (BnacHvika
6nictepiB y peecTpaujiiHoro
KapTOHHii NOCBIAYEHHS) - 3MiHa
Kopoo6Ui HaliMeHyBaHHS
3asBHUKa (BacHvkKa
peecTpaujiiHoro
nocsigyeHHs), 6e3 3mMiHun
1opuAaNYHOI 0Co6U:
3arBepaxeHo: TOB
"TNEAPAPM NTA",
YkpaiHa.
3anponoHosaHo: TOB
"KYCYM", YkpaiHa
282. | ®OPCAHEK | etoricoxib etopvko | MO1 | TabneTku, BKpUTI TOB Ykpaina KYCYM IHais BHECEHHSA 3MiH O0 - UA/21212/01/02
® Kcnoé AHO | nniBkoBotO «KYCYM» XENTXKEP peecTpauiiiHnx
5 060/10HKOI0, NO MNBT NTA, marepianis: 3miHu | Tuny
90 wr, in bulk: - AOMIHICTpaTUBHI 3MiHN.
7840 (7x1120) 3MiHa HaliMeHyBaHHs
no 7 TabneTtok y Ta/abo agpecy 3asBHMKa
6nicTepi; no (BnacHvka
1120 6nicTepiB y peecTpaujiiHoro
KapTOHHIN NOCBIAYEHHS) - 3MiHa
Kopoo6Li HaliMeHyBaHHs
3asBHUKa (BnacHuka
peecTpavujiitHoro
nocBigyeHHs), 6e3 3MiHu
0pUANYHOT 0Cco6uU:
3arBepaxeHo: TOB
"TNEAPAPM NTA",
YkpaiHa.
3anponoHoBaHo: TOB
"KYCYM", YkpaiHa
283. | POPCAHEK | etoricoxib eTopuko | MO1 | TabneTku, BKPUTI TOB YkpaiHa KYCYM IHAisa BHECEHHS 3MiH A0 - UA/21212/01/03
® Kcn6 AHO | nniBKkoBOM «KYCYM» XENTXKEP peecTpaviiHnx
5 060/10HKO, NO NBT NTA mMartepianis: 3miHu | Tuny
120 wr, in bulk: - AQMIHICTPaTUBHI 3MiHW.

7840 (7x1120)
no 7 TabneTtok y
6nictepi; no
1120 6nicTepiB y

3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA
(BnacHvika
peecTpauiitHoro
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

KapTOHHIi
Kopoo6Li

NOCBIJYEHHS) - 3MiHA
HaliMeHyBaHHs
3asBHUKa (BnacHuka
peecTpavuiitHoro
nocBigyeHHs), 6e3 3MiHu
0pUANYHOT 0Cco6uU:
3arBepgxeHo: TOB
"TNEAPAPM NTA",
YKpaiHa.
3anponoHoBaHo: TOB
"KYCYM", YkpaiHa

284.

DOPTALE
(0]

cefepime

Lecdpenim
y
rigpoxno

pua

Jo1
DEO

NOPOLLIOK A1si
PO3unHy ansi
iH'ekujin, no 1000
Mmr; no 1 a6o no
5 dhnakoHiB 3
MOPOLLKOM Y
KapTOHHii
KopoobUi

TOB
«|ICTOAP
M>

YkpaiHa

TOB

«ICTPAPM»
(nakyBaHHA i3
dhopmu in bulk
HCIC Xeb6eli

XyaMiH
PapmacbioTika

n Komnari
Nimiten,
Kutaid)

YkpaiHa

BHECEHHS 3MiH A0
peecTpauiiHnx
mMartepianis: 3miHu | Tuny
- 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii
3aci6. 3mMiHn y
BMPOGHMUTBI. 3MiHa
iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUMYCKY
cepii Ta KOHTPOsI0
AKOCTi rOTOBOrO
nikapcbKoro 3acoby
(3amiHa abo gofaBaHHsA
AiNbHULI, Ha KR
3[iliCHIOETbCSA
KOHTPO/b/BUNPO6YBAHHSA
cepii)
BBELEHHA 404aTKOBOT
KOHTPaKTHOT
nab6oparopii gns
KOHTPOJI0 AKOCTI dhopmu
in bulk nepep sunyckom
cepii I'N13 Nabopatopis
hapmaLeBTU4HOro
aHanisy [lepxaBHe
nignpYeEMCTBO
«[lepxaBHuii
eKCMepTHUI LeHTp
MiHicTepcTBa 0XOpOHK
3[10p0B’A YKpaiHn»
(03057, m. Kuis, Byn.
AHTOHa Llegaika, 14)

3a peyenmom

UA/19848/01/01

285.

DPOCDANIO
FENb

Aluminium
phosphate

aOMiHi

10
docchat

A02
ABO

lenb opasibHUiA
(12,38 1 20%
refto/naket) no

TOB
«Onenna
Xenckea

YkpaiHa

dapmaric

®paHuin

BHECEHHS 3MiH [0
peecTpauiitHux
MaTepiasis: 3miHu Il

be3s peyenma

UA/4381/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
y 20 % 20rrenoy YkpaiHa» UMy - 3MiHM 3 SKOCTI.
renb nakerti; no 20 [oTOBWIA NikapcbKwii
naketiB y 3aci6. KoHTposb
KapTOHHI nayui rOTOBOrO J1iKapCbKOro
3aco6y. 3MiHa
napameTtpis

cneuudikavin Ta/abo
[OMyCTUMUX MEX
roTOBOrO NiKapCbKoro
3acoby (3miHa
3HaxoAWTLCA No3a
3aTBEPMKEHMN
[0NyCTUMUMMN MeXamm
cneuudikaii)
PO3LLUMPEHHS
[OMyCTUMUX MEX A5
BMNPOOYBaHHS
«B’A3KicTb» NpoOTArom
TepMiHy nNpugaTHocTi 3
3-10 Ma-c Ha 2-10 Na-c

286. | DPIBEN® Fenoterol eHoTe RO3 | po3uuH ans AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH A0 3a peyenmom UA/16525/01/01
KOMBI and pony ALO | iHransuii; no 20 "dapmak” peecTpauinHux
ipratropiu rigpo6p 1 M abo no 25 MaTepianis: 3miHu Il
m bromide | omig; MY O1aKOHi; UMYy - 3MiHWU 3 AKOCTI.
inpatpo no 1 donakoHy y A®I. (iHLWIi 3MiHW) -
nito navyi OHOBNeHHA DMF Ha
6pomig 4itouy peyoBuHy
deHoTepony
rigpo6pomig, Big,
3aTBEPAKEHOTO
BMpO6HMKa Lusochimica
S.p.A., ITania

(3aTBEpAXEHO: DMF
Version 01 October
2022, 3anponoHoBaHo:
DMF Version 02/ July

2024).
287. | XENIIOP® - rekcetu R0O2 | cnpeii gns AT YkpaiHa AT "®dapmak” YkpaiHa BHECEHHS 3MiH A0 be3s peyenma UA/10910/01/01
[OVH, AA2 | potoBoi "dapmak” peecTpauiiiHnx
XOsTiHY 0 NOPOXHWHM NO mMartepianis: 3miHu | Tuny
caniumn 20 mn a6o no 50 - 3MiHM 3 AKOCTI.
aT 80 %, My hNaKoHi; CeptucpikaT
XnopoéyT no 1 cpriakoHy y BignoBigHOCTI/TE-
aHony nauti 3 KapToHy cepTugikat
remirigp BinoBsigHoCTI

ar €Bponenchkii
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

thapmakonei/moHorpadii
. MogaHHA HoBOrO 260
OHOBJIEHOTO
cepTudikata
BiANoBiAHOCTI ab0
BWJ/TyYEHHS cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: s Adl;
015 BUXIAHOTO
Marepiany/peareHTy/npo
MDKHOTO MPOAYKTY, LU0
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[O0NOMDKHOT peyoBUHU
(cepTuchikat
BignoBigHoOCTI
€Bponeiicbkili
hapmakonei) -
OHoBreHuii cepTudikat
Bif} y)ke 3aTBepAXeHOro
BMPOGHMKA - MOAaHHSA
OHOBJIEHOTO
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
hapmakonei Ne CEP
2013-148-Rev 01
(3atBepaxeHo: R1-CEP
2013-148-Rev 00) ons
L0401 pevyoBUHN
XnopbyTtaHony
remirigpar Big BXxe
3aTBEPAKEHOTO
BMPOGHMKA, SKNIA 3MiHWB
Ha3By 3 Olain Farm,
Latvia Ha Olpha AS,
Latvia. 3miHn | Tuny -
3MiHK 3 SKOCTi.
Ceptudpikat
BignoBigHOCTI/TE-
cepTugikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/moHorpadii
. MoparHsa HoBoro abo
OHOBJIEHOTO
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
cepTudikata
BiANoBiAHOCTI ab0
BWJ/TyYEHHS cepTudikaTta
BiANOBIAHOCTI

€Bponeicbkili
thapmakonei: s Adl;
015 BUXIAHOTO
Marepiany/peareHTy/npo
MDDXHOTO MpoAyKTY, LU0

BUKOPVCTOBYHOTHCS Y
BMPOGHMLTBI A®I; aons
[O0NOMDKHOT peyoBUHU
(cepTuchikat
BignoBigHOCTI
€Bponeiicbkili
hapmakonei) -
OHoBrieHuii cepTudiikat
Bif} y)ke 3aTBepAXeHOro
BMPOGHMKA - MOAaHHSA
OHOBJIEHOTO
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei Ne CEP
2013-148-Rev 02 gns
Ail040T peYOBUHN
Xnop6yTtaHony
remirigpar Big, BXe
3aTBEPAKEHOrO
BUpo6HuKa Olpha AS,
Latvia. 3miHn | TUny -
3MiHK 3 siKoCTi. AdI.
KoHTposnb A®I. 3miHa y
napameTpax
cneuudikauin Ta/abo
OOMYyCTUMNX MEX,
BU3HAYEHNX Y
cneuudikauisix Ha Adl,
abo
BVXiHWA/NPOMDKHWIA
npoayKT/pearexT, Wwo
BUKOPVCTOBYIOTHCS Y
npoueci BUPobHULTBA
A®I (BUyYeHHs
He3Ha4yHOro nokasHuka
SAKOCTi (Hanpwuknag,

BUTyHYEHHA 3aCTapinoro
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
NoKasHWUKa)) BHECEHHS
3MiHM go Cneuudikauii
Ta MeTogiB BXigHOro
KOHTPO/IHO Aitoyoil
peyoBuHN
Xnop6yTtaHony
remirigpar, 3okpema
BW/TYYEHO NOKa3HWK
«PO3unHHiCTE» ans
Bupo6HuKa Olpha AS,
Latvia, Tak ik gaHui
MoKasHWK Mae
pekomeHaauiliHmi
xapakTep, Ta He €
060B’A3K0BUM
288. | XEMIMOP® - rekceTu R0O2 | posuuH ans AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH A0 6e3 peyenma UA/10910/02/01
[OVH, AA2 | potoBoi "®apmak” peecTpauiintHux
XOniHy 0 NOPOXHWHWY; NO mMartepianis: 3miHu | Tuny
caniymn 100 mny - 3MiHM 3 AKOCTI.
at 80 %, dhnakoHi; no 1 CepTudikar
Xnop6éyT donakoHy y nauui BignoBigHOCTI/TE-
aHony 3 KapTOHY cepTugikat
remirigp Bi4NOBIAHOCTI
aT €Bponeiicbkili

thapmakonei/moHorpadii
. MogaHHA HoBOrO 260
OHOB/IEHOTO
cepTudikata
BiAnoBiAHOCTI ab0
BW/TyYEHHS cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: gns Adl;
015 BUXiAHOTO
mMartepiany/peareHTy/npo
MDDKHOTO MPOAYKTY, L0
BMKOPVCTOBYHOTbCS Y
BMPOGHMLTBI A®I; aAns
[0NOMDKHOT peyoBUHU
(cepTuchikat
Bi4NOBIAHOCTI
€Bponeiicbkili
hapmakonei) -
OHoBreHuiA cepTudpikat
Bifl y)Xe 3aTBepKEHOro
BMPOGHMKA - MoAaHHSA
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
OHOB/IEHOTO
cepTudpikata
BignoBigHOCTI

€Bponecobkin
hapmakonei Ne CEP
2013-148-Rev 01
(3atBepaxeHo: R1-CEP
2013-148-Rev 00) ans
Lit0Y0T pevyoBuHU
Xnopb6yTtaHony
remirigpar Big, BXe
3aTBEPAKEHOIO
BMPOGHWKA, SKNIA 3MiHWB
Ha3By 3 Olain Farm,
Latvia Ha Olpha AS,
Latvia. 3miHn | TUny -
3MiHK 3 SKOCTi.
CepTudikat
BignosigHocTi/lE-
ceptudpikat
BignoBigHOCTI
€Bponecbkin
thapmakonei/moHorpadii
. MogaHHA HoBOro a6o
OHOB/IEHOTO
cepTudpikata
BignosigHoCTIi abo
BUyYEHHS cepTudikata
BignoBigHoOCTI
€Bponeiicbkili
dhapmakonei: gns Adl;
ONs BUXIQHOTO
MaTtepiany/peareHTy/npo
MDKHOTO MPOAYKTY, L0
BUKOPVICTOBYHOTHCS Y
BUpPO6HMUTBI ADI; ans
[OMOMDKHOT PEYOBUHN
(cepTudpikat
BignoBigHOCTI
€Bponecbkin
hapmakonei) -
OHoB/eHWiA cepTudikat
Bif y)Xe 3aTBEPKEHOr0
BUPOGHMKA - NOAaHHSA
OHOBJIEHOTO
cepTudikata
BignoBigHOCTI




378

Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

€Bponecobkin
hapmakonei Ne CEP
2013-148-Rev 02 ansa
L0401 pevyoBUHN
XnopbyTtaHony
remirigpar Big BXe
3aTBEPAKEHOTO
Brpo6HuKa Olpha AS,
Latvia. 3MiHu | Tuny -
3MiHu 3 aKocTi. API.
KoHTponb A®I. 3miHa y
napameTpax
cneuudikavin Ta/abo
OOMYCTUMNX MEX,
BU3HAYEHUX Y
cneuudikauisx Ha Adl,
abo
BVXiAHWIA/NPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPVICTOBYHOTHCS Y
npoueci BUpo6HULITBA
A®| (BUYyYeHHA
He3Ha4yHOro nokasHuka
AKOCTI (Hanpuknag,
BWJ/TyYEHHS 3aCTapifioro
NoKa3HUKa)) BHECEHHS
3MiHM 0o Cneuudikauii
Ta MeTogis BXigHOro
KOHTPO/IH0 Aitoyol
peyoBuHN
Xnopb6yTtaHony
remirigpar, 3okpema
BW/TYYEHO NOKa3HMK
«PO34MHHICTL» ANA
Brpo6HuKa Olpha AS,
Latvia, Tak sik JaHuii
NMoKasHWK Mae
pekomMeHAauiliHWiA
xapakTep, Ta He €
060B'A3KOBUM

289.

XYMYnNIH
M3

Insulin
(human)

iHCYyniH
NoACbKN
ni
i3ochaH-
iHCyniH
NI0ACHKN

A10
ADO

cycneHsis gns
iH'ekujin, 100
MO/mn; no 3 mn
y CKIAHOMY
KapTpuaxi; no 5
KapTpuaxis y

Ninni
dpaHc

®paHuin

Ninni ®paHc

®paHuin

BHECEHHS 3MiH [0
peecTpauinHux
marepianis: 3miHu | Tuny
- 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. KoHTposnb

3a peyernmom

UA/8567/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
n (OHK- KapTOHHIN nayu; rOTOBOrO J1iKapCbKOro
pekomoi no3mny 3aco6y (iHLWwi 3MiHKn)
HaHTHUIA CKNIAHOMY OHOB/EHHSA
) KapTpuaxi; no 1 3arBepmxeHnx MKA 3
KapTpuaKy y METOI0 NpUBEeAEHHSA
LINPULL-PYYLL [0Cbe Y BIAMNOBIAHICTb
KgiklMeH; no 5 [,0 BUMOT YNHHOTO

LUNPUL-PYYOK Y
KapTOHHIN nayui

3akoHofaBCTBa YKpaiHu
Ta nonsrae B nepeknagi
MKS#A Ha ykpaiHCbKy
MOBY, 3anponoHOBaHO
He3HayHe OHOB/EHHS
po3giny "Cknag" B
YacTWHi NPUMITOK A0
cknagy Aitoyoi
PEYOBUHW, YTOUHEHHSA
nepeknagy Hassu
[O0NOMDKHOT peyoBUHU
Ta He3HayHi 3MiHK
pejakuiiHoro
xapakTtepy. 3MiHu | Tuny
- 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKwii
3aci6. KoHTposnb
rOTOBOrO J1iKapCbKOro
3aco6y. 3MiHa
napameTtpis
cneuudikauin Ta/abo
[OMyCTUMUX MEeX
roTOBOrO NiKapCbKoro
3aco6y (iHLWi 3MiHN)
JOonoBHEHHSA
[OMyCTUMUX MEX ANS
TeCTiB «BMIiCT
MeTaKpe30/y», «BMICT
doeHoNy» Ta «KisibKicHe
BU3HAYEHHS» Y
cneuudikayii Ha BUNycK
Ta TepMiH NpuaaTHOCTI
nikapcbKoro 3acoby
KinbKiCHUMM
3HAYEHHSAMM, @ TaKoX
YTOUHEHHS JOMYCTUMUX
MeX ANns TecTiB
«CTEPWUNBHICTb» Ta
«aHTUMIKpOOHa

e)eKTUBHICTb»; AaHi
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3MiHM Y cneumdikauisx

Ha BUNYyCK Ta TepMiH
npuAaTHOCTI
nikapcbKoro 3acoby He
BiJo6paxaloTb 3MiHM Y
3aTBEPAKEHNX METOoAaX.
3MiHn | TURY - 3MiHN 3
AKoCTi. FoToBUIA
nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO
nikapcbKoro 3aco6y.
3MiHa napameTpis
cneuudikavin Ta/abo
[OMyCTUMUX MEX
roTOBOrO NiKapCbKoro
3acoby (4OMNOBHEHHS
cneumdikalii HOBUM
MOKa3HWKOM 3
BiANOBIAHUM METOA0M
BMNPOGYBaHHS)
[opaBaHHA TecTy
«MexaHiYHi BKNIOYEHHS»
B cneuudikauiio Ha
BUWMYCK NiKapCbKoro
3acoby ans
3a6e3neyeHHs
[00aTKOBOro
NiATBEPKEHHS SKOCTI.
MeTog TecTy Ta
cneuugikauin
Biagnosigae Po3giny
2.9.19.Particulate
Contamination: Sub-
visible particles. 3miHu |
TUMy - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. KoHTponb
roTOBOrO NiKapPCbKOro
3acoby. 3miHa y
mMeTodax BUNpo6yBaHHS
roTOBOrO NiKapCbKOro
3acoby (BUIy4YeHHs
mMeToAy BUNpoOyBaHHS,
AKLLO BXe
3aTBEPMAKEHWI
anbTepHaTUBHWI METOA)

Busy4eHHs meToay
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

cneuudikauii ans
BU3HAYEHHS BMICTY
MeTakpe3ony Ta
deHony, a came
BWJTyYEHHS OCHOBHOIO
MeTOAY BU3HAYEHHSA
BMICTY KOHCEpPBaHTIB
(meTakpesony Ta
eHony, A00104
(HPLC)) B
cneuudikalisx Ha
BUMYCK Ta TEPMiH
npugaTHocTi
nikapcbKoro 3acooy.
AnbTepHaTUBHWUIA MeToA,
BM3HAUYEHHSI BMICTY
KOHCEpBaHTIB
MeTakpe3ony Ta
eHony, B03996
(HPLC)), sikuii 6yB
3aTBEPMKEHNIA paHile,
oyne
BUKOPWUCTOBYBAaTMUCA I
Hagani. 3Miuu | Tuny -
3MiHu 3 SKOCTi.
CepTudpikat
BignoBigHOCTI/TE-
ceptuddikat
BignoBigHoOCTI
€Bponeiicbkili
thapmaxonei/moHorpadii
. 3MiHW, NoB'A3aHi 3
HEeOo6XiHICTIO
npvBeAeHHs y
BiANOBIAHICTb A0
MoHorpadii AdPY abo
€BponeiicbKoi
thapmakonei, abo iHLwOoi
HauioHaNbHOI
hapmakonei gepxasu
€C (3miHay
cneumaikauisx,
noB'sA3aHa 3i 3miHamu B
[dY, abo €Bponeiicbkili
thapmakonei, abo iHLii
HauioHasbHIN
thapmakonei gepxasu
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

€C) NpuBeaeHHs
cneuudikawin rotoBoro
nikapcbkoro 3acoby Ao
BMMOTI MOHOrpadiii
€BponericbKoi
hapmakonei gns
iH'EKLiiHMX iHCYNIHIB
(0832), aBochasHux
i30thaH-iHcyniHiB (0854),
BK/OYAKOUY A0AaBaHHSA
HoBux TecTiB (TecTn
«A21-[e3amigo IHcyniH»
«He - A21-[le3amigo
IHCY iH AOMILLKM»,
«EHO0TOKCUHW»,
«0O6’em, WO
BUTATAETHLCA»),
OHOBJIEHHSA NIMITIB pH Ta
BW/TyYEHHS MOCUIaHb Ha
MeToAW BUPOGHMKa ANs
TecTiB «KinbkicHe
BWU3HAYEHHS»,
«lgeHTudikayis»,
«BucokomonekynspHuii
npoTeiH
(HMWP»),«A21-
[esamigo IHcyniH» Ta
«IHCyniH B
cynepHaTaHTi».
3MiHu | TUNYy - 3MiHK 3
AKocTi. FoTOBMI
nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby
(iHwi 3miHW) Ans
nikapcbKoro 3acoby in
bulk: OHOBNEHHSA
3aTBepmxeHnx MKA 3
METO NpUBEAEHHS
[OCbE Y BiANOBIAHICTb
10 BYIMOT YNHHOTO
3aKoHoAaBCTBa YKpaiHu
Ta nonsrae B nepeknagi
MK#A Ha ykpaiHCbKy
MOBY, 3anpOMNoOHOBaHO
He3HayHe OHOBJIEHHS
po3ainy "Cknaa” B
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

YyacTWHI NPUMITOK J0
cknagy Aito4oi
PEYOBUHM, YTOUHEHHS
nepeknagy Hassu
[OMOMDKXHOT PEYOBUHN
Ta He3HayHi 3MiHK
pejakuiinHoro
xapaktepy.
3MiHu | TUnNy - 3MiHK 3
AKocTi. FoTOBWMI
nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby.
3mMiHa napameTpiB
cneyudikayin Ta/abo
[OMYyCTUMUX MEX
roTOBOrO NiKapCbKOro
3aco6y (iHwWi 3MiHK) Ans
nikapcbKoro 3acoby in
bulk: lonoBHEHHs
[OMyCTUMUX MEX ANS
TeCTiB «BMIiCT
MeTaKpe30/y», «BMICT
doeHoNy» Ta «KisibKicHe
BWU3HAYEHHS» Y
cneuudikayii Ha BANycK
Ta TepMiH NpuaaTHOCTI
nikapcbKoro 3acoby
KinbKiCHUMM
3HAYEHHSAMM, @ TaKoX
YTOYHEHHS AONYCTUMUX
3MiH gn1s TecTiB
«CTEPWUNBHICTb» Ta
«aHTUMIKpOOHa
eheKTNBHICTb»; AaHi
3MiHM y cneuudikauisx
Ha BUMYCK Ta TEPMIH
npugaTHocTi
niKapcbKoro 3acoby He
BiJOOpaXatoTb 3MiHN Y

3aTBeppKeHNX MeToaax.

3MiHu | TUNYy - 3MiHK 3
AKocTi. FoTOBWMI
nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby.
3MiHa napameTpis
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
cneuudikavin Ta/abo
[OMyCTUMUX MEeX

roTOBOrO NiKapCLKOro
3acoby (4OMNOBHEHHS

BiANOBIAHUM METOA0M
nikapcbKoro 3acoby in

bulk: JogasaHHs TecTy
«MeXaHi4Hi BK/TIOUYEHHSI»

cneuudikaLii HOBUM
NMOKa3HWKOM 3

BMNpo6yBaHHSA) Ans

B creyndikaLito Ha
BWMYCK NiKapCbKoro
3acoby ans
3a6e3neyeHHs
[04aTKOBOro
NiATBEPIKEHHS SKOCTI.
MeTog TecTy Ta
cneumdikauis
Bignosigae Po3giny
2.9.19.Particulate
Contamination: Sub-
visible particles. 3miHn |
UMYy - 3MiHU 3 AKOCTI.
Ceptudpikat
BignoBigHOCTI/TE-
cepTugikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/moHorpadii
. 3MiHK, noB'A3aHi 3
HEeOoOXiAHICTIO
npuBeAeHHs y
BiANOBIAHICTb J0
MoHorpadii 4PY abo
€BponeiicbKoi
thapmakonei, abo iHLwOoi
HauioHaIbHOT
hapmakonei fepxasu
€C (3miHa y
cneuudikauisix,
nos's3aHa 3i 3MiHamu B
oY, abo €Bponeiicbkili
thapmakonei, abo iHLWii
HaLjioHabHIl
hapmakonei gepxasu

€C) [ina nikapcbkoro
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3aco6by in bulk:

MeTojax BUNPOGYBaHHs

MeToAy BUNPOGYBaHHS,

MpuBeaeHHA
cneyudikayii roroBoro
nikapcbkoro 3acoby go

BMMOT €BponeiicbKol
hapmakonei
nepegb6avae

BMNPOBa/KEHHS
3acTocyBaHHs

MoHorpadiii

€BponericbKoi
hapmakonei gns
iH'EKLiiHMX iHCYNIHIB

(0832), aBochasHux

i30chaH-iHcyniHiB (0854),
BK/OYAKOUM AOAaBaHHSA
HoBux TecTiB (TecTn
«A21-[e3amigo IHcyniH»
«He - A21-[le3amigo
IHCYiH AOMILLKM»,
«EHO0TOKCUHW»,
«06'em, WO
BUTATAETHLCA»),
OHOBJIEHHSA NiMITIB pH Ta
BW/TyYEHHS MOCUIaHb Ha
MeToAW BUPOGHMKa ANs
TecTiB «KinbkicHe
BM3HAYEHHS»,
«lgeHTudikayis»,
«BucokomonekynspHuii
npoTeiH
(HMWP»),«A21-
[eszamigo IHcyniH» Ta
«IHCyniH B
cynepHaTtaHTi». 3MiHu |
UMYy - 3MiHU 3 AKOCTI.
[oTOBWIA NikapcbKwit
3aci6. KoHTposnb
roTOBOrO NiKapCbKoro
3acoby. 3miHa 'y

roTOBOrO NiKAPCLKOro
3acoby (BUTy4YEHHs

AKLLO BXe
3aTBEPAKEHWI

aNbTepHaTMBHUI MeToA)
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

[ina nikapcbkoro 3acoby
in bulk: BunyyeHts
OCHOBHOrO MeToay
BM3HAUYEHHSI BMICTY

KOHCEpBaHTIB
(meTakpesony Ta
eHony, A00104

(HPLC)) B
crneundikaLisx Ha
BWMYCK Ta TEPMIH
npugaTHocTi
NiKapcbKoro 3acooy.

AnbTepHaTVBHUIA METO,

BU3HAYEHHS BMICTY
KOHCEepBaHTIB
MeTakpe3ony Ta
heHony, B03996
(HPLC)), sikuii 6yB
3aTBEPMHKEHWNIA paHille,
6yne
BUKOpWCTOBYBAaTMUCA I
Hagani. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekun/edeKkTUBHOCTI
Ta thapmakoHarnsgy
(iHLWi 3MiHW)
3arBepaKeHo:
BiANOBiAaEe TekcTy
MapKyBaHHS, Lo
fopjaerbes,
3anponoHoBaHo: 3rigHo
i3 3aTBEPAKEHNM
TEKCTOM MapKyBaHHS.

290.

XYMYNIH
M3

Insulin
(human)

iHCyniH
NOACHKN
ni
i3ochan-
iHCYyniH
NoACbKN
i (OHK-
pekomoi
HaHTHUI

)

cycneHsis ans
iH'ekujin, 100

MO/mn; in bulk:

no3mny
CK/IAHOMY
KapTpuaXi; no
325 a6o 330
KapTpuaxis y
noTkax

Ninni
dpaHc

®paHLin

Ninni ®paHc

®paHuis

BHECEHHS 3MiH A0
peecTpauiitHux
mMartepianis: 3miHu | Tuny
- 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro
3aco6y (iHLWi 3MiHK)
OHoBNeHHA
3aTBepaxeHux MKA 3
METOI0 NpUBEeAEHHSA
[0Cbe Y BIAMOBIAHICTb
[0 BUMOT YMHHOTO

UA/8568/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3aKoHofaBcTBa YKpaiHu
Ta nonsrae B nepeknagi

MKS# Ha ykpaiHCbKy
MOBY, 3aMpOnNoHOBaHO
He3HayHe OHOB/IEHHS
po3ainy "Cknaa" B
YyacTWHI NPUMITOK J0
cknagy Aito4oi
PEYOBUHM, YTOUHEHHS
nepeknagy Hassu
[OMOMDKXHOT pEYOBUHHN
Ta He3HayHi 3MiHK
pejakuiinHoro
xapaktepy. 3MiHu | Tuny
- 3MiHK 3 AKOCTi.
[oTOBWIA NikapcbKuit
3aci6. KoHTposnb
roTOBOrO NiKapCbKoro
3acoby. 3miHa
napameTpis
cneyudikayin Ta/abo
[ONYCTUMUX MEX
roTOBOrO NiKapCbKOro
3aco06y (iHLLi 3MiHK)
[onoBHEHHSA
[OMYyCTUMUX MEX ANS
TeCTiB «BMIiCT
MeTakpe30/1y», «BMICT

BU3HAYEHHA» Y

niKapcbKoro 3acoby
KiNbKiCHUMW

MeX ANs TecTiB
«CTEPWUNbHICTb» Ta
«aHTUMIKPOGHa
eheKTNBHICTb»; AaHi

Ha BMUNYCK Ta TePMiH
npugaTHocTi

heHony» Ta «KisibkicHe

cneuudikavii Ha BUNycK
Ta TepMiH npuaaTHocTi
3HAYEHHAMM, @ TaKkoX

YTOYHEHHA A0NYyCTUMNX

3MiHM Y cneuumdikauisx

nikapcbKoro 3acoby He
BiO6paXaloTb 3MiHW Y

3aTBEPMKEHNX METOAAX.

3MiHu | TUNy - 3MiHK 3
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KoHTponb rotoBoro
nikapcbKoro 3acoby.
3mMiHa napameTpiB
cneyudikayin Ta/abo
[OMYyCTUMUX MEX
roTOBOrO NiKapCbKOro
3aco6y (4O0NOBHEHHS
cneumdikaLii HoBUM
MOKa3HWKOM 3
BiAMNOBIAHUM METOAOM
BMNPOGYBaHHS)
JopaBaHHA TecTy
«MexaHiyHi BKINIOYEHHS»
B cneuudikawiio Ha
BUMYCK NiKapCbKoro
3acoby ans
3a6e3neyeHHs
[08aTKOBOro
NigTBEPLAKEHHA AKOCTI.
MeTog TecTy Ta
cneuudikauis
Bignosigae Po3zainy
2.9.19.Particulate
Contamination: Sub-
visible particles. 3MiHu |
UMy - 3MiHM 3 AKOCTI.
[oTOBWIA NikapcbKwii
3aci6. KoHTposb
rOTOBOrO J1iKapCbKOro
3acoby. 3miHa 'y
mMeToAax BUNPoGyBaHHSA
rOTOBOrO J1iKapCbKOro
3aco6y (BUyYEHHS
MeToAy BUNPOOGYBaHHS,
AKLLO BXe
3aTBEPMAKEHWIA
anbTepHaTUBHUIA MeTon)
BunyyeHHs metogy
cneuudikauii ans
BU3HAYEHHS BMICTY
MeTakpe3ony Ta
eHosny, a cave
BWJTyYEHHSI OCHOBHOIO
MeToAy BU3HAYEHHS

BMICTY KOHCEPBAHTIB

Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
AKocTi. FoToBWMI
nikapcbkuii 3aci6.
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

(meTakpesony Ta
heHony, A00104
(HPLC)) B
cneuudikalisx Ha
BUMYCK Ta TEPMIH
npuAaTHOCTI
nikapcbKoro 3acoby.
AnbTepHaTUBHUIA MeTOA
BU3HAYEHHSA BMICTY
KOHCEepBaHTIB
MeTakpe3ony Ta
eHony, B03996
(HPLC)), sikuii 6yB
3aTBEpPMKEHWNIA paHille,
byne
BMKOPVCTOBYBATUCA WA
Hagani. 3MiHn | Tuny -
3MiHK 3 SKOCTi.
Ceptudpikat
BignoBigHOCTI/TE-
cepTugikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/moHorpadii
. 3MiHK, noB'A3aHi 3
HEOoOXiAHICTIO
npuBeAeHHs y
BiANOBIAHICTb J0
MoHorpadii dY abo
€BponeiicbKoi
thapmakonei, abo iHLOoi
HauioHaIbHOT
hapmakonei fepxasu
€C (3miHa y
cneuudikauisix,
nos'asaHa 3i 3miHamu B
oY, abo €Bponeiicbkili
thapmakonei, abo iHLWii
HaLjioHabHIl
hapmakonei gepxasu
€C) MNpuBeaeHHsA
cneyudikayii rorosoro
nikapcbkoro 3acoby go
BMMOT MOHOrpadiii
€BponeiicbKoi
thapmakonei ans
iH'€KLiHMX iHCYNiHIB
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

(0832), aBochasHmx
i30chaH-iHcyniHiB (0854),
BK/IIOYAK0UM A0AaBaHHSA

HOBUX TecTiB (TecTn
«A21-[e3amigo IHcyniH»

«He - A21-[le3amigo
IHCY iH AOMILLKM»,
«EHOOTOKCUHN,
«0O6’em, WO
BUTATAETHLCA»),
OHOB/IeHHSA nimiTiB pH Ta
BUJTy4YEHHA NocunaHb Ha
MeToAn BUPOOHUKa A1s
TecTiB «KinbkicHe
BU3HAYEHHS»,
«lgeHTudikauis»,
«BucokomonekynspHuii
npoTeiH
(HMWP»),«A21-
[Oe3amigo IHcyniH» Ta
«IHCYyniH B
cynepHaTaHTi».
3MiHn | TURYy - 3MiHM 3
AKOCTi. FOTOBMIA
NiKapcbKkuii 3aci6.

KoHTposb rotoBoro

niKapcbKoro 3acoby

(iHwi 3miHW) Ans
nikapcbKoro 3acoby in
bulk: OHOBNEHHSA
3aTBepAxeHux MKA 3
METOI0 NpUBEeAEHHSA
[0Cbe Y BIAMNOBIAHICTb
[10 BUMOT Y/MHHOTO
3akoHofaBCTBa YKpaiHu
Ta nonsrae B nepeknagi
MKS#A Ha ykpaiHCbKy
MOBY, 3anponoOHOBaHO
He3HayHe OHOB/EHHS
po3giny "Cknag" B
YacTWHi NPUMITOK A0
cknagy Aitoyoi
PEYOBUHM, YTOUHEHHS
nepeknagy Hassu
[O0NOMDKHOT peyoBUHU
Ta He3HayHi 3MiHK
pefakuiinHoro
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Xapaktepy.

3MiHn | TUnYy - 3MiHM 3
AKOCTi. FOTOBWIA
nNiKapcbKkuii 3aci6.
KoHTpob rotoBoro
nNiKapcbkoro 3acooy.
3miHa napameTpis
cneuudikauin Ta/abo
[O0MyCTUMUX MEX
rOTOBOrO /1iKapCbKOro
3aco06y (iHwi 3miHn) Ans
nikapcbKoro 3acoby in
bulk: lonoBHEeHHs
[OMyCTUMUX MEX ANS
TeCTiB «BMIiCT
MeTakpes30/s1y», «BMICT
heHony» Ta «KifibkicHe
BU3HAYEHHS» Y
cneuudikavii Ha BUNYycK
Ta TepMiH npuaaTHocTi
niKapcbKoro 3acoby
KiNbKiCHUMW
3HAYEHHAMM, @ TaKkoX
YTOYHEHHS A0NYCTUMUX
3MiH gn1s TecTiB
«CTEPWUNbHICTb» Ta
«aHTUMIKPOBHa
eheKTNBHICTb»; AaHi
3MiHM Y cneumdikauisx
Ha BMUNYyCK Ta TePMiH
npugaTHocTi
nikapcbKoro 3acoby He
BiOGpaXaloTb 3MiHW Y

3aTBEPMKEHNX METOAAX.

3MiHn | TUnYy - 3MiHM 3
sKoCTi. FoToBMIA
NiKapcbKkuii 3aci6.
KoHTposb rotoBoro
NiKapcbKoro 3acooy.
3miHa napameTpis
cneuudikauin Ta/abo
[OMyCTUMUX MEX
rOTOBOrO J1iKapCbKOro
3aco6y (40NOBHEHHS
crneundikauii HoBuM
NMOKa3HWKOM 3
BiNOBIAHUM METOAOM
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

BMNpobyBaHHsA) [ns
nikapcbKoro 3acoby in
bulk: JopaBaHHsa TecTy

«MexaHiYHi BKNIOYEHHS»
B cneuudikauiio Ha
BUWMYCK NiKapCbKoro
3acoby ans
3a6e3neyeHHs
[00aTKOBOro
NiATBEPKEHHS SKOCTI.
MeTog TecTy Ta
cneuugikauin
Biagnosigae Po3giny
2.9.19.Particulate
Contamination: Sub-
visible particles. 3miHu |
TUMy - 3MiHM 3 AKOCTI.
CepTudikat
BignosigHocTi/lE-
ceptudpikat
BignoBigHOCTI
€Bponecbkin
thapmakonei/moHorpadii
. 3MiHK, Nos'A3aHi 3
HEOOXiAHICTIO
npuBeAeHHs y
BigNoBigHICTb A0
MoHorpadii AdY abo
€BponericbKoi
thapmakonei, abo iHLWoT
HauioHabHOT
hapmakonei gepxasu
€C (3MiHa y
cneumdikauisx,
noB'A3aHa 3i 3MiHamu B
Loy, abo €Bponeiickkili
hapmakonei, abo iHLWil
HauioHasbHil
hapmakonei fepxasu
€C) Ana nikapcbkoro
3aco6y in bulk:
MpuBeaeHHA
cneuudikawin rotosoro
nikapcbkoro 3acoby Ao
BMMOT €BponelicbKol
thapmakonei
nepegbavyae
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BNpOBaMKEHHA
3acTocyBaHHSA
MOHorpadiii
€BponelicbKoi

thapmakonei ans
iH'EKUiiHMX iHCYNiHIB
(0832), aBochasHmx
i30chaH-iHcyniHiB (0854),
BK/IIOYAK0UM A0AaBaHHSA
HOBUX TecTiB (TecTn
«A21-[e3amigo IHcyniH»
«He - A21-[le3amigo
IHCY iH AOMILLKM»,
«EHOOTOKCUHN,
«0O6’em, WO
BUTATAETLCA»),

OHOB/IEHHSA nimiTiB pH Ta
BUJTyYEHHA NocunaHb Ha
MeToAn BUPOOHUKa A1A

TecTiB «KinbkicHe
BU3HAYEHHS»,
«lgeHTudikauis»,
npoTeiH

(HMWP>»),«A21-

«IHCYniH B

«BVICOKOMOSIEKYNAAPHWIA

[Oe3amigo IHcyniH» Ta

cynepHaTaHTi». 3MiHu |
TUMy - 3MiHM 3 AKOCTI.

[oTOBWIA Nikapcbkuii
3aci6. KoHTponb
roTOBOrO NiKapCbKOro
3acoby. 3miHa y

mMeTodax BUNpo6yBaHHS

roTOBOrO NiKapCbKOro
3acoby (BU/Iy4YeHHs

mMeToAy BUNpoOyBaHHS,

AKLLO BXe
3aTBEPMAKEHWI

anbTepHaTUBHWI METOA)
[ina nikapcbkoro 3acoby

in bulk: BunyyeHHs
OCHOBHOI0O MeToAy
BU3HAYEHHS BMICTY
KOHCEepBaHTIB
(meTakpesony Ta
deHony, A00104
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo2o
nocsioYeHHs

(HPLC)) B
cneuudikalisx Ha
BUMYCK Ta TEPMiH

npugaTHocTi
nikapcbKoro 3acoby.
AnbTepHaTUBHWUIA MeTOA,
BM3HAUYEHHSI BMICTY
KOHCEpBaHTIB
MeTakpe3ony Ta
eHony, B03996
(HPLC)), sikuii 6yB
3aTBEPMKEHNA paHile,
oyne
BUKOPWUCTOBYBAaTMUCA I
Hagani. 3Miuu | Tuny -
3MiHM Wwoao
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy
(iHLLi 3MiHW)
3aTBepAXeHo:
BiANOBIAAE TEKCTY
MapKyBaHHS, Lo
fofjaeTbes,
3anponoHoBaHo: 3rifHo
i3 3aTBEpPAKEHUM
TEKCTOM MapKyBaHHS.

291.

XYMYnIH
HMX

Insulin
(human)

i3ochan-
iHCyniH

NOACHKN
Vi (OHK-
peKombi
HaHTHWI

)

A10
ACO

cycneHsisa gns
iH'ekujn, 100
MO/mn; no 3 mn
y CKITHOMY
KapTpuaxi; no 5
KapTpuaxis y
KapTOHHII naui;
no3mny
CK/IAHOMY
KapTpuaxi; no 1
KapTpuaxKy y
LINPUL-PYYLL
KsiklMeH; no 5
LUNPUL-PYYOK Y
KapTOHHI nauui

ninni
PpaHc

PpaHuin

Ninni ®paHc

PpaHuis

BHECEHHS 3MiH [0
peecTpavliiHnx
mMartepianis: 3miHu | Tuny
- 3MiHK 3 AKOCTI.
CepTudpikat
BignosigHOCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/moHorpadii
. 3MiHK, NoB'A3aHi 3
HEeOoOXiHICTIO
npuBeAeHHs y
BiANOBIAHICTb J0
MoHorpadii 4dY abo
€BponeiicbKoi
thapmakonei, abo iHLOoi
HaujioHaNbHOT
hapmakonei fepxasu
€C (3miHa y

3a peyenmom

UA/8569/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

cneumdikauisx,
noB'A3aHa 3i 3MiHamu B
Loy, abo €Bponeiickkili
hapmakonei, abo iHLWil
HauioHasbHil
hapmakonei fepxasu
€C) npvBeAeHHs
cneuudikayii Ha BANycK
Ta TepMiH NpuaaTHOCTI
N3y BignosigHicTb A0
MoHorpadiii
€BponeiicbKoi
thapmakonei ans
iH'EKLIIHMX iHCYNIHIB
(0833), i3othaH-iHCyniHIB
(0854)., BKItOUaKUM
[0AaBaHHA HOBUX TECTIB
(TecTn "A21-pe3amigo
IHCynin", "[oMilwKn, He
nos’asani 3 A21-
[e3amigoiHcyniHom",
"EnpoTokcuHn", "O6’eMm,
Lo BUTAraeTbes") Ta
BUJTyYEeHHSA NocunaHb Ha
MeToAn BUPOOHUKa A1S
TecTiB "KinbkicHe
BU3HAUYEHHSA",
"loeHTudikauis"”,
"BrcokoMonekynsapHuii
6inok (BMB), "A21-
[le3amigoiHcynin" Ta
"IHCyniH y HajocafoBii
piguHi®. 3MiHun | Tuny -
3MiHu 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby.
3miHa y meToaax
BUNPOOYBaHHA rOTOBOr0
nikapcbKoro 3acoby
(BnnyyYeHHs meToay
BUNPOOYBaHHSA, AKLLO
BXE 3aTBEPKEHUN
anbTepHaTUBHWI MEeTOA)
BunyyeHHs
aNbTepPHATUBHOIO
MeToAy BU3HAYEHHS
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BMICTY KOHCEpPBaHTIB

(meTakpesony Ta
eHony, A00104
(HPLC)) B
cneuudikalisx Ha
BUMYCK Ta TEPMiH
npugaTHocTi
nikapcbKoro 3acooy.
AnbTepHaTUBHWUIA MeTOA,
BM3HAUYEHHSI BMICTY
KOHCEpBaHTIB
MeTakpe3ony Ta
eHony, B03996
(HPLC)), sikuii 6yB
3aTBEPMKEHNA paHile,
oyne
BUKOPWUCTOBYBAaTMUCA I
Hagani. 3Miuu | Tuny -
3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby.
3mMiHa napameTpiB
cneyudikayin Ta/abo
[OMYyCTUMUX MEX
roTOBOrO NiKapCbKOro
3aco06y (iHLLi 3MiHK)
[onoBHEHHSA
[OMYyCTUMUX MEX ANS
TecTiB «BmicT
MeTakpe3ony», «Bmict
dheHony» Ta «KinbkicHe
BU3HAYEHHS» Y
cneuudikawii Ha BUNycK
Ta TepMiH npuaaTHocTi
niKapcbKoro 3acoby
KiNbKiCHUMUN
3HAYEHHAMM, @ TaKkoX
YTOYHEHHS A0NYCTUMUX
3MiH 41 TecTiB
«CTepubHICTb» Ta
«AHTUMIKPOBHA
edheKTUBHICTb»
(He3HauyeHi 3MiHn
pejakuiiHoro
xapaktepy). 3MiHu |

TMNY - 3MiHK 3 SKOCTI.
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

[oTOBWIA NikapcbKumit
3aci6. KoHTposnb
roTOBOrO NiKapCbKoro
3acoby. 3miHa
napameTpis
cneyudikayin Ta/abo
[ONYCTUMUX MEX
roTOBOrO NiKapCbKOro
3aco6y (4O0NOBHEHHS
cneumdikaLii HoBUM
MOKa3HWKOM 3
BiAMNOBIAHUM METOAOM
BMNPOGYBaHHS)
JopaBaHHA TecTy
«MeXxaHiuHi BK/IHOYEHHS»
B cneuudikawiio Ha
BUMYCK NiKapCbKoro
3acoby ans
3a6e3neyeHHs
[08aTKOBOro
NigTBEPLAKEHHA AKOCTI.
MeTog TecTy Ta
cneuudikauis
Bignosigae
2.9.19.Particulate
Contamination: Sub-
visible particles.
3MiHn | TURY - 3MiHN 3
AKoCTi. FoToBUIA
nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO
nikapcbKoro 3acoby
(iHWi 3miHM) OHOBJ/IEHHSA
3aTBepAxeHux MKA 3
METOI0 NpUBEAEHHS
[0Cbe Y BIAMNOBIAHICTb
[0 BUMOT YNHHOTO
3akoHofaBCTBa YKpaiHn
Ta nonsrae B nepeknagi
MKS#A Ha ykpaiHCbKy
MOBY, 3anponoHOBaHO
He3HayHe OHOB/EHHS
po3giny "Cknag" B
YacTWHi NPUMITOK A0
cknagy Aitoyoi
PEYOBUHWN, YTOUHEHHSA
nepeknagy Hassu
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
[OMOMDKHOT PEYOBUHM
Ta He3HauHi 3MiHK
pejakuiiHoro
xapaktepy. 3miHu | Tuny
- 3MiHM Wwoao
6e3nekun/edeKkTUBHOCTI
Ta thapmakoHarnsgy
(iHwWi 3mMiHK) BHeceHHs
3MiH [0 po3giny
«MapkyBaHHs» MKA /13,
3 METO0 Y3rOpKEHHS i3
3aTBEPMKEHMN
peecTpauiiHiMm
MaTepiasamu.
292. | XYMYNIH Insulin i3ochan- - cycneHsisa gns ninni PpaHuin Ninni ®paHc PpaHuis BHECEHHS 3MiH A0 - UA/8570/01/01
HMX (human) iHCyniH iH'ekuin, 100 PpaHc peecTpauinHux
NOACHKN MO/mn; in bulk: mMartepianis: 3MiHu | Tuny
n (OHK- no3mny - 3MiHM 3 AKOCTI.
pekomb6i CKNSHOMY Ceptudpikat
HaHTHWIA KapTpuaxi, no BignosigHOCTI/TE-
) 325 a60o 330 cepTudikat
KapTpuaxXis y BiANOBIAHOCTI
noTkax

€Bponeicbkili
thapmakonei/moHorpadii
. 3MiHK, NoB'A3aHi 3
HEeOoOXiHICTIO
npuBeAeHHs y
BiANOBIAHICTb J0
MoHorpadii 4dY abo
€BponelicbKoi
thapmakonei, abo iHLOoi
HaujioHaNbHOT
hapmakonei fepxasu
€C (3miHa y
cneumaikauinx,
nos'a3aHa 3i 3miHamu B
oY, abo €Bponeiicbkili
thapmakonei, abo iHLWii
HaLjioHaNbHIl
hapmakonei gepxasu
€C) npvBeeHHs
cneuudikaLii Ha BUNycK
Ta TepMiH npugaTHocTi
N3y BignosigHicTb A0
MOHorpadiii
€Bponeiicbkoi
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

thapmakonei ans
iH'EKLIIHMX iHCYNIHIB
(0833), i3othaH-iHCyniHIB
(0854)., BktOUaKUM
[0AaBaHHA HOBUX TECTIB
(Tectn "A21-pe3amigo
IHCynin", "[oMilwKK, He
nos’asani 3 A21-
[e3amifoiHcyniHom",
"EnpoTokcuHn", "O6’eMm,
Lo BUTAraeTbes") Ta
BUJTy4YEHHA NocunaHb Ha
MeToAn BUPOOHUKa A1s
TecTiB "KinbkicHe
BU3HAUYEHHSA",
"loeHTudikayis"”,
"BrcokoMonekynsapHuii
6inok (BMB), "A21-
[e3amigoiHcynin" Ta
"IHcyniH y HajocafoBii
piguHi®. 3MiHm | Tuny -
3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby.
3miHa y meToaax
BUNPOOYBaHHA rOTOBOr0
nikapcbKoro 3acoby
(BnnyyYeHHs meToay
BUNPOOYBaHHSA, AKLLO
BXE 3aTBEPKEHUN
anbTepHaTUBHWI MEeTOA)
BunyyeHHs
aflbTepHaTUBHOIO
MeToAy BU3HAYEHHS
BMICTY KOHCEpBaHTIiB
(meTakpesony Ta
heHony, A00104
(HPLC)) B
cneuudikalisix Ha
BUMYCK Ta TEPMIH
npuAAaTHOCTI
nikapcbKoro 3acoby.
AnbTepHaTUBHUIA MeTOA
BU3HAYEHHS BMICTY
KOHCEepBaHTIB
MeTakpesony Ta
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

eHony, B03996
(HPLC)), sikuii 6yB
3aTBEPMKEHNIA paHile,
oyne
BUKOPWUCTOBYBAaTMUCA I
Hagani. 3Miuu | Tuny -
3MiHu 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby.
3mMiHa napameTpiB
cneyudikayin Ta/abo
[OMYyCTUMUX MEX
roTOBOrO NiKapCbKOro
3aco06y (iHLi 3MiHK)
[onoBHEHHSA
[OMYyCTUMUX MEX ANS
TecTiB «BmicT
MeTakpe3ony», «Bmict
dheHony» Ta «KinbkicHe
BWU3HAYEHHS» Y
cneuudikavii Ha BUNycK
Ta TepMiH npuaaTHocTi
niKapcbKoro 3acoby
KiNbKiCHUMW
3HAYEHHAMM, @ TaKkoX
YTOYHEHHS A0NYCTUMUX
3MiH g5 TecTiB
«CTepubHICTb» Ta
«AHTUMIKPOGHA
eeKTNBHICTb»
(He3HauyeHi 3MiHn
pejakuiiHoro
xapaktepy). 3MiHu |
TUMy - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. KoHTponb
roTOBOrO NiKapPCbKOro
3acoby. 3miHa
napameTpis
cneuudikauin Ta/abo
[OMyCTUMUX MEX
rOTOBOrO J1iKapCbKOro
3aco6y (40NOBHEHHS
crneundikauii HoBuM
NMOKa3HWKOM 3
BiNOBIAHUM METOAOM
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BMNPOGYBaHHS)

JopaBaHHA TecTy
«MeXxaHi4Hi BK/IHOYEHHS»
B cneuudikawiio Ha
BUMYCK NiKapCbKoro
3acoby ans
3a6e3neyeHHs
[08aTKOBOro
NigTBEPLAKEHHA AKOCTI.
MeTog TecTy Ta
cneuudikauis
Bignosigae
2.9.19.Particulate
Contamination: Sub-
visible particles.
3MiHn | TURY - 3MiHN 3
AKocTi. FoToBUIA
nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO
nikapcbKoro 3acoby
(iHWi 3miHM) OHOB/IEHHSA
3aTBepaxeHux MKA 3
METOI0 NpUBEeAEHHSA
[0Cbe Y BIAMNOBIAHICTb
[0 BUMOT YNHHOTO
3akoHofaBCTBa YKpaiHu
Ta nonsrae B nepeknagi
MKS#A Ha ykpaiHCbKy
MOBY, 3anponoOHOBaHO
He3HayHe OHOB/EHHS
po3giny "Cknag" B
YacTWHi NPUMITOK A0
cknagy Aitoyoi
PEYOBUHM, YTOUHEHHSA
nepeknagy Hassu
[O0NOMDKHOT peyoBUHU
Ta He3HayHi 3MiHK
pejakuiiHoro
xapakTtepy. 3MiHu | Tuny
- 3MiHM Wwoao
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy
(iHwWi 3mMiHK) BHeceHHs
3MiH 40 po3gainy
«MapkyBaHHs» MKA 13,
3 METOH0 Y3rOKEHHS i3
3aTBEPMKEHMU
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
peecTpauiiHiMm
MaTepiasamu.

293. | LE®PA3OMI | cefazolin uegaso | JO1 NMOPOLLOK AN MpusaTHe YkpaiHa BVPOGHMLTBO YkpaiHa BHECEHHS 3MiH A0 3a peyenmom He UA/18375/01/02
H 1000 niH DBO | po3uvHy ans aKujioHepH Ta nepBuHHE peecTpauinHux nionsieae
HaTpito 4 iH'ekyinno 1, e nakyBaHHs mMartepianis: 3miHu | Tuny

0151 BUPOGHMKa TOBapuCTB PO3UYMHHNKIB, - 3MiHM Wwoao
MpuBaTHe 0 "Nlekxim BTOPUHHE 6e3nekn/edeKTUBHOCTI
akuioHepHe - XapkiB" nakyBaHHs, Ta thapmakoHarnsagy.
TOBapuCTBO KOHTpO/b Ta 3MiHa y KopoTKili
"Nlekxim - BUMNYCK cepil XapakTepucTuui
Xapkis™: no 1 roToBOro nikapcbkoro 3aco6y,
abo 5, abo 50 NiKapcbkoro TEeKCTi MapKyBaHHA Ta
hnaKkoHiB y 3acoby: IHCTpYKUii ans
nauui; 1 dpnakoH MpusatHe MeAn4YHOro
3 NOPOLLKOM Ta akujoHepHe 3acTocyBaHHS Ha
1 amnyna TOBapuCTBO nigcTasi perynspHo
PO3UMHHKKA "JTekxim - OHOBJIOBAHOTO 3BITY 3
(Bopa ans Xapkis", 6e3nekun nikapcbkoro
iH'ekyii no 10 YkpaiHa,; 3acoby, abo JoC/iAKeHb
M B amnysni) y BUPOOHNLTBO 3 6e3nekn 3acTocyBaHHSA
6nictepi, 1 Ta NepBuHHE NiKapcbkoro 3acoby B
6nicTep y nauu,. nakyBaHHs nicnsapeecTpauiiHni
AN BUPOOHMKaA MOPOLLIKY: nepiod, abo K
TOB "/lekxim- PetoHr pesynbTaT OLiHKM 3BITY 3
O6yxis": no 50 PapmacboTuK [OCNigKeHb,
hnakoHiB y an Ko., N114., npoBeeHVX BignoBigHO
naJui; no 1 a6o KuTalicbka [0 nnaHy nefiaTpuyHmx
5 chnakoHis y HapogHa pocnigxeHs (PIP) (3MiHy
6nictep, 1 Pecny6nika; Y3rOKEHO 3
6nictep y nauuj; BTOPUHHE KOMMNEeTEHTHUM
1 donakoH 3 nakyBaHHs, YNOBHOBaXEHUM
nopoLukom Ta 1 KOHTPO/b Ta opraHom) 3MiHu
amnyna BUNYyCK cepii BHECEHO A0 [HCTpyKLi
PO3YMHHMKA roTOBOrO ANna MegnyHoro
(Boga ans nikapcbKoro 3acTocyBaHHSA
iH'exuili no 10 3acoby: TOB nikapcbkoro 3acoby Ao
M B amnyni) y "Nlekxim- po3ginis "Oco6amBoCTi
6nictepi, 1 O6yxiB", 3acTocyBaHHs" Ta
6nictep y nauui YkpaiHa "Mo6iuHI peakuyji" Wwoao
6e3nekn 3acTocyBaHHsA
Lit040T pevyoBuHU
LechasoniH BiANOBIAHO
00 pekomeHgauiin PRAC
294. | UE®A30/NI | cefazolin uecazo | JO1 NOpPOLLOK AN MpusaTHe Ykpaina BVMPOGHMLTBO Ykpaina BHECEHHS 3MiH A0 3a peyernmom He UA/18375/01/01
H 500 niH DBO | posuuHy ans aKLjioHepH Ta nepBuHHE peecTpauiiiHnx nionsieae
HaTpito 4 iH'ekUinno 0,5T; e nakyBaHHsI mMartepianis: 3miHu | Tuny
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
[ins BupobHuka TOBapuCTB PO3YMHHVIKIB, - 3MiHu Wwopo
MpuBatHe 0 "Jlekxim BTOpPUHHE 6e3nekn/edeKTUBHOCTI
akuioHepHe - XapkiB" nakyBaHHS, Ta (hapmakoHarnsagy.
TOBapuCTBO KOHTPO/b Ta 3MiHa y KopoTkili
"Nlekxim-Xapkis": BUMNYCK cepil XapakTepucTumui
no 1 a6o 10, roToBOro nikapcbkoro 3acooy,
abo 50 nikapcbkoro TEKCTi MapKyBaHHS Ta
h1akoHiB y 3acoby: IHCTpYyKUii ans
nauui; 1 donakoH MpuBatHe MeAnyHoro
3 MOPOLLKOM Ta akujioHepHe 3aCTOCyBaHHSA Ha
1 amnyna TOBapUCTBO nigcTasi perynsipHo
PO3UYMHHKKA "Jekxim - OHOBJIOBAHOIO 3BITY 3
(Boga ans Xapkis", 6e3nekn nikapcbkoro
iH'eKLii no 5 mn YkpaiHa; 3acoby, abo gocnigxeHb
B amnyni) y BUPOGHMLTBO 3 6e3nekun 3acTocyBaHHs
6nictepi; 1 Ta nepBuHHe nikapcbKoro 3acoby B
6nicTep y navu,. naxyBaHHs nicnsapeecTpauiiHnii
[ns BupobHuKa NOPOLLIKY: nepiog, abo sk
TOB "Nekxim- PetoHr pe3ynbTaTt OLiHK/ 3BTy 3
O6yxis": no 50 dapmacboTrK [OCNigKeHb,
hnakoHiB y an Ko., N114., npoBeAeHnX BigNoBigHO
nauuj; no 1 Kutalicbka [0 nnaHy negjatpuyHnx
hnakoHy y HapogHa npocnigpxeHs (PIP) (3MiHy
6nictep, 1 Pecnyb6nika; Y3rO[KEHO 3
6nictep y nauuj; BTOPUHHE KOMMNETEHTHUM
no 5 dpnakoHiB y nakyBaHHs, YNOBHOBaXXEHUM
6nictep, no 2 KOHTPO/b Ta opraHom) 3MiHu
6nictepn y BUMNYCK cepil BHECEHO A0 IHCTPYKLiT
nauui; 1 dpnakoH roToBOro AN MegnyHoro
3 NOPOLLKOM Ta nikapcbkoro 3acTocyBaHHs
1 amnyna 3acoby: TOB nikapcbkoro 3acoby Ao
PO3YUHHUKOM "Nlekxim- po3ginis "OcobamBoCTi
(Bopa ons O6yxis", 3acTocyBaHHA" Ta
iH'exuili no 5 mn YkpaiHa "Mo6iuHi peakuii" wWoao
B ammnyni) y 6e3nekn 3acTocyBaHHs
6nictepi; no 1 Lit040T pevyoBuHU
6nictepy y nayuyi LedasorniH BignoBigHO
00 pekomeHgauiii PRAC
295. | UE®TPUAK | ceftriaxon uedtpu Jo1 NOpPOLLOK AN [xeHocha Benvka HCIMC Xebeit Kutaii BHECEHHS 3MiH A0 3a peyenmom UA/7824/01/01
COH e aKCOH DDO | npurotyBaHHsA pm NTa BpuTtaHis XyamiH peecTpauinHux
HaTpito 4 pPO34nHYy AN PapmacbioTika mMartepianis: 3miHu | Tuny
iH’ekuii no 1000 N Komnasi - 3MiHM 3 AKOCTI.
mr; 1 a6o 5, abo Nimiteq [oToBUIA Nikapcbknii

10 donakoHiB 3
MOPOLLKOM B
KapTOHHI nayui

3aci6. KoHTponb
rOTOBOrO NiKapcbKoro
3acoby. 3miHa y
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Ne
n/n

Hassa
JNliKapcbKo2
0 3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pedosu
HU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep

peecmpayitiHo2o

NnocBi0OYEeHHs

mMeTodax BUNPOo6yBaHHS
roTOBOrO NiKapPCbKOro
3aco0by (He3Ha4yHa 3miHa
y 3aTBEPKEHUX
mMeTogax
BMNPOGYBaHHS)
He3HauHi 3MiHV B
MeTOoAMLi BUNPOOyBaHHS
3a NOKa3HNUKOM
"KinbkicHe BM3HaYeHHA"
AN NpyBeAeHHs [0
matepianis BUPOOHMKA.
Takox BunpaseHHA
TEXHIYHOT NOMW/KN B
Cneuudpikauii (Ha
MOMEHT BUMYCKY) 3a
[JaHUM MOKa3HMKOM

296.

LEDPTPUAK
COH

ceftriaxon
e

uedtpu
aKCOH
HaTpito

NOPOLLOK A5
NpUroTyBaHHs
PO34MHY AnA
iH’ekuili no 1000
mr; in bulk: no
10, a6o 50, abo
100 dhnakoHis 3
MOPOLLKOM Yy
rpynogiii Tapi i3
KapTOHY

[xeHocha
pm T4

Benvka
BpuTtaHis

HCMC Xe6eli
XyamiH
PapmachbioTika
n Komnari
Niviteq

Kutaii

BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis: 3miHu | Tuny
- 3MiHM 3 AKOCTI.
[oTOBWIA NikapcbKuii
3aci6. KoHTponb
roTOBOrO NiKapCbKOro
3acoby. 3miHa 'y
meToAax BUNpobyBaHHSA
roTOBOrO NiKapCbKOro
3acoby (He3HauyHa 3miHa
y 3aTBEPMKEHNX
MeToaax
BMNPOGYBaHHS)
He3HauHi 3MiH1 B
MeTOAMLi BUNPOBYBaHHS
3a NOKa3HUKOM
"KinbkicHe BU3Ha4yeHHsA"
ONSA NpUBeAeHHs 10
marepianis BUPO6HMKA.
Takox BUNpaB/ieHHA
TEXHIYHOT MOMUSIKN B
Cneuudpikauii (Ha
MOMEHT BUMNYCKY) 3a
[aHUM NOKa3HUKOM

UA/7825/01/01

297.

LMKNOANH
OH®

Agni casti
fructus

eKCTpakT
nnogis
NPYTHAK
y

G02
CX0

Kpansi opasibHi,
no 50 mn a6o no
100 mny
donakoHi; no 1

BioHopuka
CE

HimeuumnH
a

BioHopwuka CE

Himeuun
Ha

BHECEHHS 3MiH [0
peecTpauinHux
marepianis: 3miHu | Tuny
- 3MiHK 3 siKocTi. ADI.

6e3 peyenma

niosisiecae

UA/0267/01/01
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3BMYaiiH hakoHy B KoHTponb A®I. 3miHa y
oro KapTOHHii napameTtpax
HaTUBHO KopooLi cneyudikayin Ta/abo
ro LOMYCTUMUX MEX,
Cyxoro BU3HAYEHNX Y
(Fructis cneumdikayisx Ha Adl,
Agni abo
casti) BVIXiAHWIA/NPOMIXHWIA

NpoAyKT/peareHT, Wwo
BMKOPWCTOBYHOTbCS Y
npoLieci BUpo6HMLTBa
AD| (iHLWi 3MiHW) 3MiHN Y
cneuudikawii
NopoLLKONOAi6HOro
npenapaty Agni casti
fructus, sikuit €
NPOMDKHVUM MPOAYKTOM Y
BMPOBHULTBI CyXOro
eKCTpakTy, Lo
BU3HA4YaeTbCcA AK ADI.
OHoBreHa cneumdikayis
nepeHeceHa Ao po3sgainy
«3.2.S.2.4 KoHTpOsb
KPUTUYHMX eTaniB Ta
MNPOMDKHWUX NPOAYKTIB».
Cneuudpikauii Ha cyxuii
ekcTpakT Agni casti
fructus sannwaroTbCA B
po3gini «3.2.5.4.1
CneuudpikaLis», Wwo6
3abe3neunTy BUYEPNHUIA
Onunc AKOCTi BUXiAHOTO
maTepiasny Ta akTUBHOro
iHrpegieHTa.
3arBeppxeHo: 3.2.5.4.1
Specification Agni casti
fructus Ph. Eur.*, tot. -
Agni casti fructus Ph.
Eur.*, pulv. 3.2.5.4.1
Specification ID
T0000569-UA-V1.0
3anponoHoBaHo:
3.2.5.4.1 Specification
Agni casti fructus Ph.
Eur.*, tot.
REG-2119411-
095AGL-096AGF-ERV-
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

V1.0 Agni casti fructus
Ph. Eur.*, pulv.
3.2.5.2.4.1.1 Release
specification of Agnus
castus fruit, powdered
ID BO000569-ERV-V2.0.
3MiHu | TURYy - 3MiHn 3
AKOCTI. FoTOBUIA
nikapcbKuii 3aci6.
KOHTpO/Ib rOTOBOrO
nikapcbkoro 3acoby
(iHWwi 3miHW) Mepeknag,
MKS$ /13 3 pociiicbkoi Ha
yKpaiHCbKy MOBY. [litoua
penakuisn: 3aTBepaXKeHi
MKSA 13 (eCTD 0000).
MponoHoBaHa peaakuis:
3anponoHoBaHi MKA /13
(eCTD 0004). 3miHu |
TMny - 3MiHN LWoAo
6e3nekun/edekTNBHOCTI
Ta hapmakoHarnsgy
(iHWi 3mMiHK) 3MiHK B
po3zini "Mo6iyHi peakwyji”
IHCTPYKLi ANns
MeAn4yHOro
3acTocyBaHHs
nikapcbkoro 3acoby
LLOA0 NOBIJOMMEHHS
npo nobivHi peakuii Ta
pefakuiiHi npasku [0
TEKCTY MapKyBaHHs
YNaKoBKM NiKapCbKoro
3acoby (NepBUHHOT
ynakoBku - 1. 6,
BTOPVHHOT YNaKoBKM - M.
15 ta n. 17). BeegeHHs
3MiH NPOTArom 6-Tu
MicaLis nicnsa
3aTBEPKEHHS. 3MiHK |
TMMy - 3MiHN 3 AKOCTI.
CepTudikat
signosigHocTi/lE-
ceptudpikat
BignoBigHOCTI
€Bponecobkin
dpapmakonei/moHorpadii
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
. 3MiHK, NoB'A3aHi 3

HEeOoOXiAHICTIO
npuBeAeHHs y
BiANOBIAHICTb A0
MoHorpadii 4PY abo
€BponeiicbKoi
thapmakonei, abo iHLwoi
HauioHaIbHOT
hapmakonei gepxasu
€C (3miHa y
cneuudikauisix,
nos'a3aHa 3i 3miHamu B
Loy, abo EBponeiicokiin
thapmakonei, abo iHwWii
HaLjioHabHIl
thapmakonei aepxasu
€C) 3miHn y
cneundikavii Bunycky
noapibHeHnX NAoAis
NpyTHAKa 3BMYaliHoro
(Fructis Agni casti) 3a
NOKa3HUKOM «KacTiLuH»,
BiANOBIAHO A0
MoHorpadii Ph. Eur.
«Agni casti fructus».
3arBeppxeHo: 3.2.5.4.1
Specification Assay
Casticin (dried drug);B
PY PM 712/01, >=0.08
[mg/100 mg] 3.2.5.4.2
Analytical procedures
Analytical methodB PY
PM 712/01 3.2.5.4.3
Validation of analytical
procedures Validation

report for B PY PM

712/01 3anponoHoOBaHoO:

3.2.5.4.1 Specification
Assay Casticin (dried
drug); Ph. Eur.
monograph “Agni casti
fructus”, assay >= 0.08
[% (m/m)] 3.2.S.4.2
Analytical procedures
3.2.5.4.3 Validation of
analytical procedures.
3MiHu | TUNYy - 3MiHK 3
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

AKocTi. A®Il. KoHTposb
A®I. 3miHa y
napameTpax

cneuudikauin Ta/abo
OOMYCTUMNX MEX,
BU3HAYEHNX Y
cneuudikauisx Ha Adl,
abo
BUXiAHUIA/MPOMIXHWIA
NpoAyKT/peareHT, Wwo
BUKOPVICTOBYHOTHCS Y
npoueci BUpo6HULTBA
A®| (ONOBHEHHSA
cneumdikaii HOBUM
MOKa3HWUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M
BMNPOBYBaHHS)
JonoBHEHHA
cneuudikauii Ha Fructis
Agni casti Ph. Eur.*,
pulv. nokasHuKom
«MikpobionoriuHui
KOHTPO/b» 3
BiANOBIAHUM METOA0M
KOHTpOSIO.
3anponoHoBaHo:
3.2.S.4.1 Specification
Release specification

Purity — Microbiological

quality Microbiological

quality; Ph. Eur. 2 .6.12/

2.6.31: must comply with

the requirements of Ph.

Eur. 5.1.8, A. 3MiHu |
TMMy - 3MiHN 3 AKOCTI.
Adl. Bupo6bHMUTBO.
3MiHa BUpOGHYMKa
BUWXIiAHOr0/MPOMiXHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY NpoLieci
A®I, abo 3miHa
BMPOGHMKa (BKIKOYatOUM,
e HeobxiaHo, micue
NpoBeEHHs KOHTPOSIO
akocTi) A®I (3a
BifiICYTHOCTi cepTudikaTa
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
BiANOBIAHOCTI

€Bponeicbkili
hapmakonei y
3aTBEPAKEHOMY [OCHE)
(3miHn go 3axoais,
NoB'si3aHUX 3 KOHTPOIEM
A®l, abo goaasaHHA
OinbHWUI, ge
NpoBOANTLCS
KOHTPO/1b/BUNPOBYBaHHSA
cepii) JlogaBaHHs
KOHTPaKTHOT
na6oparopii Labor LS
SE & Co. KG sk
[04aTKoBy
BMNPOGYBanbHy
nabopartopito Ans
MiKpO6ionoriyHoro
KOHTPOJIHO SIKOCTi CYyXOro
eKcTpakTy Agnus castus.
3arBepaXeHo:
3.28.211
Manufacturers of the
herbal substance
Heinrich Klenk GmbH &
Co. KG Aschenhof 35
97525 Schwebheim
Germany Kraeuter Mix
GmbH Wiesentheider
Stral3e 4 97355
Abtswind Germany
Quiality control testing:
Chemical / physical /
microbiological: non-
sterility Bionorica SE
Kerschensteinerstralle
11 — 15 92318 Neumarkt
Germany Heavy metals,
aflatoxins GBA Pharma
GmbH Ernst-Abbe-
StralRe 40 89079 Ulm
Germany Heavy metals,
aflatoxins, pesticides
PhytoLab GmbH & Co.
KG Dutendorferstr. 5 - 7
91487
Vestenbergsgreuth
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
Germany Batch

certification Bionorica
SE
Kerschensteinerstralie
11 — 15 92318 Neumarkt
Germany
3anponoHoBaHo:
3.28.21.2
Manufacturers of the
herbal preparation
3282121
Manufacturers of the
powdered Agnus castus
fruit Physical processing
steps: Milling Heinrich
Klenk GmbH & Co. KG
An der hohen Strasse 2
97520 Rothlein
Germany Kraeuter Mix
GmbH Wiesentheider
Stral3e 4 97355
Abtswind Germany
Quiality control testing:
Chemical / physical /
microbiological: non-
sterility Bionorica SE
Kerschensteinerstralle
11 — 15 92318 Neumarkt
Germany Chemical /
physical GBA Pharma
GmbH Ernst-Abbe-
StralRe 40 89079 Ulm
Germany
Microbiological: non-
sterility Labor LS SE &
Co. KG Mangelsfeld 4,
5, 6 97708 Bad Bocklet-
Grol3enbrach Germany
Chemical / physical
PhytoLab GmbH & Co.
KG Dutendorferstr. 5 — 7
91487
Vestenbergsgreuth
Germany Batch
certification Bionorica
SE

Kerschensteinerstralle
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

11 — 15 92318 Neumarkt
Germany. 3miHu | Tuny -
3MiHK 3 akocTi. ADL.
KoHTposnb A®I. 3miHa y
mMeToAax BUNpobyBaHHSA
A®I abo BuxigHOro
mMartepiany/npomikHOro
npoAyKTy/pearenTy, Lo
BUKOPVCTOBYETLCA Y
npoLieci BUpo6HMLTBa
A®| (iHWi 3MiHK Y
MeToAax BUNpoGyBaHHSA
(Brntovatoumn 3amiHy abo
[OMNoBHEHHS) AD| abo
BWXiZAHOr0/NPOMIXHOro
nNpoaykTy) 3MiHN y
MeTOAji BU3HaYeHHS
necTUUnAiB y POC/NHHIi
peyoBUHI — nnogax
NpyTHAKa 3BMYaliHoro
(Agnus castus fruit).
MeTog BU3HayYeHHsA
necTUUnAiB y POC/VHHIN
peyoBuHi 6yB
OHOBJIEHUI
KOHTPaKTHOIO
nab6opartopieto PhytoLab
GmbH & Co. KG.
MigrotoBka 3paskis byna
OHOB/EHa A0 6iNbLu
npocToro Ta
aBTOMaTN30BaHOro
MeToay. 3MiHum | Tuny -
3MiHu 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3akynoptoBa
NbHWIA 3aci6. 3miHa y
mMeToAax BUNPoGyBaHHS
NepBUHHOT YNakoBKn
roTOBOrO NiKapCbKOro
3aco6y (iHLWi 3MiHN Y
mMeToAax BunpobysaHb
(BkntovarouM 3amiHy abo
[ofaBaHHs)) 3MiHN Y
MeTOoZi BUMipIOBaHHS
0151 NepeBipky po3MipiB
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

KOPVYHEBOTO CK/ISIHOTO
chnakoHy Ha 100 ms.
Takox BHOCATbCA
He3HauHi pefakuiiHi
3MiHW. 3aTBEPAXEHO:
3.2.P.7.2.1 Brown glass
bottle - 100 ml Release
specification: 1011501-
ERV-V02 Identity
Dimensions; measuring
method of the supplier
Total height: 112.1 —
114.3 [mm] Outer
diameter: 44.5 — 46.1
[mm] Thread diameter:
17.5 - 18.0 [mm] Safety
ring diameter: 19.8 —
20.2 [mm] Opening inner
diameter: 10.5 -10.8
[mm] Capacity: 104.0 —
108.0 [ml]
3anponoHoBaHo:
3.2.P.7.2.1 Brown glass
bottle - 100 ml Release
specification: PM-
GF100-ERV-V01
Identity Total height;
sliding calliper: 112.1 —
114.3 [mm] Outer
diameter; sliding calliper:
44.5 — 46.1 [mm] Thread
diameter; sliding calliper:
17.5 — 18.0 [mm] Safety
ring diameter; sliding
calliper: 19.8 — 20.2
[mm] Opening inner
diameter; sliding calliper:
10.5-10.8 [mm]
Capacity; volume
measuring method:
104.0 — 108.0 [ml].
3MiHu | TUNYy - 3MiHK 3
AKocTi. FoTOBWMI
nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3akynoptoBa
NbHWIA 3aci6. 3miHa y
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

mMeTodax BUNPOo6yBaHHS
NepBUHHOI YNaKoBKN
roTOBOrO NiKapCbKoro
3acoby (iHLWi 3MiHN Y
mMeTogax BunpobysaHb
(BKTHOYAKOYM 3aMiHy a60
AofaBaHHs)) 3MiHN Y
MeTOoZi BUMipiOBaHHS
0151 NepeBipky po3Mipis
KOPVYHEBOTO CK/ISIHOTO
chnakoHy Ha 50 mn.
Takox BHOCATbCA
He3HauHi pefakuiiHi
3MiHW. 3aTBEPAXEHO:
3.2.P.7.2.1 Brown glass
bottle - 50 ml Release
specification: 1011401-
ERV-V02 Identity
Dimensions; measuring
method of the supplier
Total height: 90.9 — 92.5
[mm] Outer diameter:
36.5 — 37.5 [mm] Thread
diameter: 17.5 - 18.0
[mm] Safety ring
diameter: 19.8 — 20.2
[mm] Opening inner
diameter: 10.5 -10.8
[mm] Capacity: 55.0 —
57.0 [ml]
3anponoHoBaHo:
3.2.P.7.2.1 Brown glass
bottle - 50 ml Release
specification: PM-GF50-
ERV-VO01 Identity Total
height; sliding calliper:
90.9 — 92.5 [mm] Outer
diameter; sliding calliper:
36.5 - 37.5 [mm] Thread
diameter; sliding calliper:
17.5 - 18.0 [mm)] Safety
ring diameter; sliding
calliper: 19.8 — 20.2
[mm] Opening inner
diameter; sliding calliper:
10.5-10.8 [mm]
Capacity; volume
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

measuring method: 55.0
—57.0 [ml]. 3minHun | TUNY
- 3MiHM 3 AKOCTI.
[oTOBWIA NikapcbKumit
3aci6. Cuctema
KOHTelHep/3akynoptoBa
NbHWIA 3aci6. 3miHa
napameTpis
cneyudikayin Ta/abo
[OMYyCTUMUX MEX
NepBUHHOT YNaKoBKN
roTOBOrO NiKapCbKoro
3acoby (4OMNOBHEHHS
cneumdikaii HOBUM
MOKa3HWKOM 3
BiANOBIAHUM METOA0M
BMNPOGYBaHHS)
JonoBHEHHA
cneuudikawii
KOPUYHEBOTO CK/ISIHOTO
nakoHy Ha 100 mn
HOBUM MOKa3HWKOM 3
BiAMNOBIAHUM METOA0M
BMNPOBGYBaHHS.
3arBeppoxeHo: 3.2.P.7
Container Closure
System 3.2.P.7.2
Container closure
system of drug product
3.2.P.7.2.1 Brown glass
bottle - 100 ml Release
specification: 1011501-
ERV-V02.
3anponoHosaHo: 3.2.P.7
Container Closure
System 3.2.P.7.2
Container closure
system of drug product
3.2.P.7.2.1 Brown glass
bottle - 100 ml Release
specification: PM-
GF100-ERV-V01
Additional tests
Processing; visual test:
no quality defect. 3miHn |
UMy - 3MiHM 3 AKOCTI.
[0TOBWIA NiKapCcbKni
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

3aci6. Cuctema
KOHTelHep/3aKkynoptoBa
NbHWIA 3aci6. 3miHa
napameTpis
cneuudikauin Ta/abo
[O0MyCTUMUX MEX
NepBUHHOT YNakoBKn
roTOBOrO NiKapCbKOro
3aco6y (4O0NOBHEHHS
cneumdikaLii HoBUM
MOKa3HWKOM 3
BiAMNOBIAHUM METOAOM
BMNPOGYBaHHS)
JOonoBHEHHSA
cneundikauii
KOPVYHEBOTO CK/ISIHOTO
donakoHy Ha 50 mn
HOBUM MOKa3HWKOM 3
BiANOBIAHUM METOA0M
BMNPOGYBaHHSA.
3areepaxeHo: 3.2.P.7
Container Closure
System 3.2.P.7.2
Container closure
system of drug product
3.2.P.7.2.1 Brown glass
bottle - 50 ml Release
specification: 1011401-
ERV-V02.
3anponoHosaHo: 3.2.P.7
Container Closure
System 3.2.P.7.2
Container closure
system of drug product
3.2.P.7.2.1 Brown glass
bottle - 50 ml Release
specification: PM-GF50-
ERV-V01 Additional
tests Processing; visual
test: no quality defect.
3miHu | TNy -
AAMIHICTpaTVBHI 3MiHW.
3MiHa HalimeHyBaHHS
Ta/abo agpecu micus
NpoBaKeHHS
[iSNbHOCTI BUPOOHMKa
(BK/IKOYAKOUK, 3a
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

Heo©bXxigHOCTI, micue
NpoBefEHHA KOHTPOSIO
AKOCTI), abo BnacHuka
mMacTep-goaiina Ha Adl,

abo nocrtavasibHMKa

Adl/BuxigHOro
mMaTepiasny/peareHTty/npo
MDKHOTO MPOAYKTY, LU0

3aCTOCOBYHOTLCA Y
BMPOGHMLTBI AP (AKLLO
3a3HayeHo y JOCbE Ha

nikapcbkuii 3acib) 3a

BiCYTHOCTI cepTudikata
BignoBigHOCTI
€Bponeiicbkili
thapmaxonei 'y
3aTBEPAKEHOMY [OCHE,
a60 BUPOBHMKA HOBOT
[OMOMDKHOT PEYOBUHN

(AKLLO 3a3HaYeHo Y

[0Cbe) KOHTpakTHWiA
BMPOGHUK,
BiANOBiAA/IbHWIA 32
noApi6bHEHHs cyxoro
eKCTpakTy nnoais
NpyTHAKa 3BUYaiHOrO,
AKNIA BUKOPUCTOBYETbLCSA
SIK aKTUBHUN
hapmaLeBTUYHNI

iHrpesieHT (API) y

nikapcbkomMy 3acobi
LIMknoanHOH®, kpanni
OpaJibHi, 3MiHUB CBOIO

Ha3By 3 «bmp, bulk

medicines &
pharmaceuticals
production gmbh» Ha

«BMP Production

GmbH».
MicLe3HaxomKeHHs
BVMPOGHMYOTO
MalifjaHumka, BignoBsigHa
agpeca Ta BCi BUPOGHNYI
onepadji 3anMLatTbCs
6e3 3MiH. 3aTBepKeHO:
3.2.5.2.1.2 Manufacturer
of the herbal preparation
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

Physical processing
steps: Grinding bmp,
bulk medicines &
pharmaceuticals
production gmbh
Neuhofer Weiche 48
19370 Parchim
Germany
3anponoHoBaHo:
3.2.5.2.1.2 Manufacturer
of the herbal preparation
Physical processing
steps: Grinding BMP
Production GmbH
Neuhofer Weiche 48
19370 Parchim
Germany. 3miHu | Tuny -
3MiHK 3 akocTi. ADL.
KoHTposnb A®I. 3miHa y
napameTpax
cneuudikayin Ta/abo
O0NYyCTUMUX MEX,
BU3HAYEHUX Y
cneuugikauisx Ha Adl,
abo
BVIXiZHWI/MPOMIXHWIA
npoAyKT/pearenT, Wwo
BMKOPWCTOBYHOTbCS Y
npoLieci BUpo6HMLTBA
AD| (iHLWi 3MiHK)
Cneuudpikauist BUXigHOT
CUPOBVIHW POC/TMHHOTO
NOXOpKEHHSA — Agni
casti fructus, totum —
BK/IIOYEHa [10 [OCbE
eCTD y pamkax onucy
BVMPOGHMLTBA aKTUBHOI
hapmaLeBTUYHOI
cybcTaHUil Ha cTagil
noAapiGHeHHS.
3arBeppxeHo: 3.2.5.4.1
Specification Agni casti
fructus Ph. Eur.*, pulv.
ID T0000569-UA-V1.0
Identity Macroscopic
characteristics (tested

on the unpulverized
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

herbal substance); Ph.
Eur. monograph "Agni
casti fructus”, identity A:
must comply with the
requirements Purity
Total ash; Ph. Eur.
2.4.16: <= 8.0 [% (m/m)]
Foreign matter (tested
on the unpulverized
herbal substance); Ph.
Eur. 2.8.2: <= 3.0 [%
(m/m)] Pesticides; Ph.
Eur. 2.2.28/2.2.25:
must comply with the
requirements of Ph. Eur.
2.8.13. 3anponoHoBaHo:
3.2.5.4.1 Specification
Agni casti fructus Ph.
Eur.*, tot.
REG-2119411-
095AGL-096AGF-ERV-
V1.0 Identity
Macroscopic
characteristics; Ph. Eur.
monograph "Agni casti
fructus”, identity A: must
comply with the
requirements Purity
Total ash; Ph. Eur.
2.4.16: < 8.0 [% (m/m)]
Foreign matter; Ph. Eur.
2.8.2: < 3.0 [% (m/m)]
Pesticides; Ph. Eur.
2.2.28/2.2.25: must
comply with the
requirements of Ph. Eur.
2.8.13. 3miHu | TNy -
3MiHM 3 SKOCTi.
CepTudikat
signosigHocTi/lE-
ceptudpikat
BignoBigHOCTI
€Bponecbkin
thapmakonei/moHorpadii
. 3MiHK, NoB'A3aHi 3
HEOOXiAHICTIO
npuBeAeHHs y
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

BiANOBIAHICTb A0
MoHorpadii 4PY abo
€BponeiicbKoi
thapmakonei, abo iHLwoi
HauioHaIbHOT
hapmakonei gepxasu
€C (3miHa y
cneuudikauisix,
nos'a3aHa 3i 3miHamu B
Loy, abo EBponeiicokii
thapmakonei, abo iHwWii
HaLjioHabHIl
thapmakonei aepxasu
€C) Cneundikauis Ha
POC/IMHHY CUPOBWHY AN
BMPOGHMLTBA
LinknognHoH®, kpanesb
opasibHKX, byna
OHOBJIEHA 3 METOI0
MOBHOrO NPUBEAEHHSA Y
BIAMNOBIAHICTb 4O YNHHOT
Bepcii MoHorpadii
€BponericbKoi
dapmakonei «Agni casti
fructus», BHacnigok 4Yoro
BUMPOOYBaHHSA Ha
HasABHICTb IHWWX BUAIB
poay Vitex Bu3HaHO
3actapinum Ta
BiAMNOBIAHO BUK/TOYEHO.
3MiHu | TURYy - 3MiHn 3
AkocTi. AdI.
Bupo6HULTBO. 3MiHN B
npoLieci BUpo6HMLTBa
A®| (He3HauHa 3MmiHa Yy
npoueci BUpobHULTBA
A®l) Onnc BMPOGHMYOTrO
npotecy akTuBHOI
hapmaueBTUYHOT
cy6cTaHUuii (pocMHHOro
npenapary) — Cyxoro
EKCTPaKTy NpyTHsKa
3BuyariHoro (Agnus
castus) — JONOBHEHO
eTanom noapibHeHHs
NnoYyaTKoBOI POC/IMHHOT
CUPOBUWHM — LiNlicCHOro
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
nnogy npyTHaka (Agni

casti fructus, totum), y
pe3ynbTaTi Yoro
YTBOPIOETLCA
nogpibHeHa poc/iMHHa
cupoBuHa (nnig
NpyTHSKa 3BMYaiiHoro,
noapioHeHui
(NpoMi>XHWIA NpoAYKT)),
sAKka gani
BUKOPVCTOBYETLCA Y
BMPOBHMYOMY NpoLeci
aKTMBHOI
hapmaLeBTUYHOI
cybcTaHuii. 3miHu | Tuny
- 3MiHM 3 akocTi. ADL.
Brpo6HMuTBO. 3MiHM B
npoueci BUpobHULTBA
A®I (iHWi 3MiHK)
BuganeHHs
TEXHOMOTIYHOro npoLiecy
«["omoreHizauis» gns
CyXOro eKcTpakTy
NpyTHAKa 3BUYaiiHOro.
3MiHu | TURYy - 3MiHn 3
AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. Onuc
Ta cknag, (iHwi 3MiHN)
apmoHizauis
[OKYMEHTIB 0 €ANHUX
cTaHaapTis 3
BMPOGHWKOM. Cknag
Lit040T pevyoBuHU
BKasaHuii Ha 1 mn
Kpanesb opasibHUX.
MpuBegeHHs cknagy
[OMOMDKHOT PEYOBUHN
[0 HiMeLbKOoro AoCkE, a
came: «noBigoH 30»
3aMiCTb «MOBIOH».
MoBiaoH
BWKOPUCTOBYETLCA AK
[ONOMDKHA peyoBrHa
nig Yac BUpO6HMLTBA
EKCTPakKTy, a He 5K
[ONOMDKHA peyoBrHa
nig yac BUPOGHULITBA
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)

KIHLLEBOrO NPOAYKTY.
3miHu B po3gini "Ckriag”
IHCTpYKUIiT Ana
MeNYHOro
3acTocyBaHHSA
niKkapcbkoro 3acoby, sk
HacnigoK 3MiHW B TEKCTI
MapKyBaHHS yNakoBOK
nNiKapcbkoro 3acooy.
IHCTpYKUis ans
MeAn4yHOro
3acTocyBaHHS
nikapcbKoro 3acoby
(Bepcis eCTD 0005);
TeKCT MapKyBaHHSA
yMakoBKM NMiKapCbKOro
3acoby (Bepcis eCTD
0007). BBefieHHs 3MiH
NpoTArom 6-Tv MicsLiB
nicns 3aTBeppKeHHs.
3MiHu 1l TUny - 3MiHK 3
akocTi. Adl.
Brpo6HMLTBO. 3MiHM B
npoueci BUpobHULTBA
A®| (3miHa y
nikapcbkomMy 3acobi
POCAVHHOrO
NMOXOMKEHHS, sKa
CTOCY€ETbCA OAHI€ET 3
Takux XapakTepucTuK:
[Kepeno NoXoKeHHs
CMPOBUWHM, cnoci6
BMpOOHULITBA a60
BWUIOTOB/IEHHS). 3MiHU
wono sumor GACP go
POCAVHHOI cybCcTaHLi
n104n NpyTHSAKa
3BMYaliHoro ans
BUPOGHMLTBA
LinknoanHoH®, kpanni
opaJsibHi. 3aTBepKEHO:
3.2.S.2.2 Description of
manufacturing process
and process controls
2046321-095AGL-V02
3anponoHoBaHo:
3.2.S.2.2 Description of
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
manufacturing process
and process controls
GACP-AGN-AGNI-ERV-
R-V05
298. | UWMHAPU3W | cinnarizine | uuHHapwu - NOPOLLIOK AT Ykpaina Xikan flimitep, IHAjA BHECEHHS 3MiH 0 - UA/12861/01/01
H 3UH (cybeTaHuisn) y "Papmak” peecTpauiinHux
naketax marepianis: 3miHu | Tuny
NoABINHMX - 3MiHM 3 AKocTi. ADI.
nonieTuneHoBmX KoHTponb A®I. 3miHa y
ans napameTpax
BMPOGHMLITBA cneuudikauin Ta/abo
HecTepunbHUX LOMYyCTUMUX MEX,
NiKapCbKMx BM3HAYEHUX Y
copm cneumngikayisx Ha Adl,

abo
BVXiAHWIA/NPOMIKHWIA
NpoAyKT/pearexT, Wwo
BUKOPVCTOBYIOTHCS Y
npoueci BUPOGHULTBA
AD| (BUNyyeHHs
He3Ha4yHOro nokasHuka
SKOCTi (Hanpuknag,
BU/TYYEHHS 3acTapifioro
NOKa3HWUKa)) BUNYYEHHS
nokasHuka «KncioTHiCTb
ab0o nyxHicTb» 3 MKA
Ha A®I LUnHapusnH
BMpo6HuuTBa Hikal
Limited, IHgis-
BiANOBIAHO 40 BUMOT
MOHorpagii €®. 3miHn |
UMYy - 3MiHWU 3 AKOCTI.
CepTudikat
BignosigHocTi/lE-
cepTugikat
BignoBigHOCTI
€Bponecbkin
thapmakonei/moHorpadii
. 3MiHK, nos'A3aHi 3
HEOOXiAHICTIO
npuBeAeHHs y
BiANOBIAHICTL A0
MoHorpadii AdY abo
€BponelicbKoi
thapmakonei, abo iHWoT
HauioHaIbHOT
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
hapmakonei gepxasu
€C (iHwi

3MiHn)nprBefeHHsa MKA
Ha A®| LinHapusnH
BMpo6HuUTBa Hikal
Limited, IHais go Bumor
MoHorpadii EP 3a
nokasHUkoMm «KinbkicHe
BU3HAYEHHS». 3MiHN |
UMy - 3MiHM 3 AKOCTI.
CepTudpikat
BignoBigHOCTI/TE-
ceptuddikat
BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii
. 3MiHW, NoB'A3aHi 3
HEeOo6XiHICTIO
npvBeAeHHs y
BiAMNOBIAHICTb A0
MoHorpadii AdY abo
€BponeiicbKoi
thapmakonei, abo iHLwOoi
HauioHaNbHOI
hapmakonei gepxasu
€C (iHWi 3MiHN)
npvsegeHHs MKA Ha
A®| LinHapusnH
BMpo6HuLTBa Hikal
Limited, IHais go Bumor
MoHorpadii EP 3a
NOKa3HNKOM
«PO34MHHICTb». 3MiHN |
MMy - 3MiHM 3 AKOCTI.
CepTudpikat
BignoBigHOCTI/TE-
ceptuddikat
BignoBigHoOCTI
€Bponeiicbkili
thapmakonei/moHorpadii
. 3MiHW, NoB'A3aHi 3
HEeOo6XiHICTIO
npvBeAeHHs y
BiAMNOBIAHICTb A0
MoHorpadii AdY abo
€BponeiicbKoi

hapmakonei, abo iHwoi
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayitiHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
HauioHabHOT
hapmakonei gepxasu
€C (iHwWi 3MiHK)
npueefeHHa MKA Ha
A®I LnHapusnH
BMpo6HUUTBa Hikal
Limited, IHgjs fo sumor
MoHorpadii EP 3a
NOKa3HMKOM
«CynpoBifHi AOMILLK/».
299. | YnCTOTINY - yuctoTin | A16 | TpaBa; no50ry MpAT Ykpaina MpAT Ykpaina BHECEHHSA 3MiH J0 3a peyernmom UA/12678/01/01
TPABA y Tpasa AX navkax 3 Papmaues PapmavnesTny peecTpauiinHux
(Chelido BHYTPILLHIM TUYHa Ha chabpuka marepianis: 3miHu | Tuny
nii nakeTom; no 1,5 thabpuka "Biona" - 3MiHM Wwoao
herba) ry inbTp- "Biona" 6e3nekun/edeKkTBHOCTI
nakeri; no 20 Ta thapmakoHarnsgy
inbTp-nakeTis (iHWi 3MiHK) 3MiHK
y nauui 3 BHECEHO B TEKCT
KapToOHY MapKyBaHHA BTOPUHHOT
YNaKoBKM iKapCbKOoro
3acoby y NyHKTU 2, 4,
13, 17. Takox BU/1y4eHo
ay6niotouy iHhopmavito
POCiiiCbKOI MOBOIO.
(TEKCT MapKyBaHHs
YNaKoBKM iKapCbKoro
3acoby (eCTD Bepcist
0000)). BBeaeHHs 3miH
npoTArom 6 Micauis
nicns 3aTBepiXeHHs
300. | LWWABAII - wasnii A0l | nucts; mo40r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 6e3 peyenma UA/2356/01/01
nncTA nueta AD1 | abono50r, abo | dPapmaues dapmavuesTny peecTpauinHux
(Salviae | 1 no 60 r y naukax TUYHa Ha thabpuka marepianis: 3miHu | Tuny
officinali 3 BHYTPILLHIM habpuka "Biona" - 3MiHM Wwogao
s folium) naketom; no 1,5 "Biona" 6e3nekn/edheKTUBHOCTI

ry inbTp-
naketi; no 20
inbTp-nakeTis
y nauui

Ta thapmakoHarnsgy
(iHWi 3MiHW) 3MiHN
BHECEHO B TEKCT
MapKyBaHHS BTOPUHHOT
YMakoBKM NMiKapPCbKOro
3aco6y y NyHKTW 2, 4,
13, 17. Takox BuUy4yeHo
ay6ntotouy iHghopMau,io
pOCiliCbKOK MOBOIO.
(TEKCT MapKyBaHHs
YMaKoBKM JTIKAPCbKOro
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Ne Hassa MixHapoo | Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n | snikapcbko2 Ha ditoqoi | ATX BUrycky 3asiBHUKa BUPOGH npoyeoypa Bionycky aHHs** peecmpayiliHo2o
0 3acoby HenameH | pe4osu (nikapcbka uka nocsioyeHHs1
mosaHa HU c¢hopma,
Ha3sa* ynakoska)
3acoby (eCTD Bepcis
0000)). BBegeHHs 3MiH
npoTsirom 6 Micauis
nicns 3aTBepKeHHs
301. | WMNWWHN - wunwud | A16 | nnoaw; no 100 r MpAT Ykpaina MpAT Ykpaina BHECEHHSA 3MiH O0 6e3 peyenma UA/2271/01/01
nnogn nnnogn | AX abono 130ry Papmaues PapmavnesTny peecTpauiinHux
(Fructus naykax 3 TUYHa Ha chabpuka marepianis: 3miHu | Tuny
Rosae) BHYTPILLHIM thabpuka "Biona" - 3MiHM Wwoao
nakeTom; no 3r "Biona" 6e3nekn/edeKkTBHOCTI

y hinbTp-nakeTi,
no 20 pinbTp-
nakeTiB y nauwi

Ta thapmakoHarnsgy
(iHWi 3MiHK) 3MiHK
BHECEHO B TEKCT
MapKyBaHHA BTOPUHHOT
YMakoBKM MiKapCbKoro
3acoby y NyHKTU 2, 4,
13, 17. Takox BuU/1y4eHO
ay6niotouy iHbopmavito
POCiiiCbKOI MOBOIO.
(TEKCT MapKyBaHHs
YMakoBKM NMiKapCbKoro
3acoby (eCTD Bepcist
0000)). BBeaeHHs 3miH
npoTArom 6 Micauis
nicns 3aTBepKeHHs

* gidnosioHo do iHhopmayii ogpiyitiHozo catimy Lienmpy BOO3 o cnisnpayi 8 Memodosioaii cmamucmuyrux docnidxens (https://www.whocc.no/atc_ddd_index/)
** pa3i BHECEHHS 3MiH 00 IHCMPYKUiT PO MeouYHe 3acmocyBaHHs

HauannbHukK
dapmMaleBTUYHOI0 YNpaB/IiHHSA

Onexkcanpap I'PILIEHKO
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ITEPEJIIK

Aopartok 4

[0 Hakaly MiHicTepcTBa OXOpOHMU
3popoB’a  YkpaiHu «[po  pepxaBHY
peecTpadito (nepepeecTpaldito)
NiKapCbKUX 3aco6iB (MeanUYHUX
iMyHOGionoriyHmx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiiiHux
marepianis»

Bif_24 nunna 2026 poky Ne 1013

JIIKAPCBKUX 3ACORIB, AKNM BIJIMOBJIEHO B JIEP)KABHIV PEECTPAIILL, IEPEPEECTPAIIIL ABO Y
BHECEHHI 3MIH /10 PEECTPAIIMHUX MATEPIAJIIB

Ne
n/n

Hassa
NliKapcbKo20
3acooby

dopma surnycky

3asiBHUK

KpaiHa

Bupo6Huk Kpaina

Miocmasa

lMpoyedypa

LVKNOAVNHOH®

Kpanni opasbHi, No
50 mn a6o no 100
M/1Y p/1aKoHi; No
1 donakoHy B
KapTOHHI KopobLi

BioHopuka CE

HimeuunHa

BioHopuka CE HimeuunHa

3acigaHHa HTP
Ne 26 Big
02.07.2026

BigmoBUTU y 3aTBEpPAXEHHI - 3MiHM | TUNy - 3MiHK 3 SIKOCTi. TOTOBMiA
nikapcbkuii 3aci6. CtabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo ymoBax
36epiraHHa roTOBOro /liKapcbkoro 3acoby (3mMiHa B yMoBax 36epiraHHS
roToBOro Nikapcbkoro 3acoby abo nicns pos3yvHeHHs/BigHoBAeHHS) (B.11.4.1.
() 1B), 3miHa B yMoBax 36epiraHHsi TOTOBOr0 /liKapCbKOro 3acoby.
3arBepmkeHo: METOAW KOHTPOJIKO YmoBu 36epiraHHs 36epiratn ans
3axuCTy Bif, CBiT/la B OpuriHasibHil ynakoBLi npu TemnepaTypi He Buule 25
°C y HepocTynHoMy Ans pAiTeil  micui. 3amponoHoBaHo: METOAU
KOHTPO/IO ¥YmoBM 36epiraHHa s uboro nikapcbkoro 3acoby He MoTpibHi
creuiasibHi yMOBU 36epiraHHs. BBegeHHs 3MiH NpoTArom 6-Tu micAuiB nicns
3aTBepaXeHHs. 3MmiHa «bB.Il.g.1. (r),Ib» [0 peecTpauiiiHOro [OCbe He
pekoMeHAyTbCA [0 3aTBEPAKEHHS, OCKIMbKM BigMoOBiAHO [0 HaAaHoro
nucTa, BUPOOHUK J13 NPUIAHAB PiLLIEHHS 3aNULWNTW Ajtodi yMOBM 36epiraHHs, a
came: «36epiratn AnA 3axucTy Bif CBiT/la B OpPUWTiHa/bHIA ynakosLi npu
Temnepatypi He Bule 25 °C y HeAOCTYNHOMY ANns Aiteld micui.» 3MiHu B
po3gini "YmoBu 36epiraHHa" IHCTPYKLiT NS MeAUUYHOro 3acTOCyBaHHA Ta B
TEKCTi MapKyBaHHS YNakoBOK J1iKapCbKOro 3acoby He peKkoMeHAylTbCs A0
3aTBEPKEHHS, OCKINbKA BiANOBIAHO [0 HajaHOro nucra, BUPOGHWMK 13
NPWIAHAB PiLLEHHS 3aMLWNTK AitoYi yMOBW 36epiraHHs Nikapcbkoro 3acoby

HauvanbHuK

dapmaleBTUYHOr0 yNpaB/iiHHSA

Onexkcanap I'PIHEHKO
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