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Ceprudikar akocri N2 040000123531

EBoiify, TabneTku, BKpUTi NniBkosot o6onowkoto, no 20 mr, no 10 tabnerok y 6nicrepi, no
36nicTepu y nauui
1TABNETKA MICTUTb PO3YBACTATUHY KANbLIIKO 20,8 MT, WO EKBIBAJIEHTHO PO3YBACTATUHY 20 Mr

Homep cepii: 70925 KpaiHa oTpumyeau: YkpaiHa
KinbkicTb npoaykuii: 10.642 Tuc.ynak. N2 PeecTp. nocsigYeHHs: UA/16075/01/03
Nara supobHuuTsa: 06.2025 TepMiH il peecTp. NocsigueHHs: HeobMexeHun

AHani3 BUKOHaHWI no: MKSA 113 po PN NeUA/16075/01/03, 3minm sig 30.10.2023 p.

HalimeHyBaHHA NOKa3HUKIiB Bumorun AH/(cneuudikauyir) PesynbraTtu Bunpobysanb

Onuc TabneTku oBanbHOI GOPMU 3 ABOOMNYKNOKD

NOBEPXHEID, 3 PUCKOIO 3 OAHIEI CTOPOHW, BKPUTI

NNiBKOBOK 000NOHKOK, POXEBOro KONbOPY Bignosigae
laeHTudikauin Ha xpomaTtorpami Bunpo60oByBaHOro po3ynHy 4Yac

yTPUMyBaHHs Niky Po3yBacTaTuHy Mae€ Bignosigatv

CynposigHi gomiwkn
5-keTokucnoTta (aomiwka C)
Po3yBacTaTUH NaKkToH

PosysactatuH aHTunizomep (3R,

uacy yTpumyeaHHs niky C3 Po3syBactaTuHy Ha

XpomaTorpami po3uuHy NopiBHAHHA

He 6inbwe 0,8%
He 6inbwe 0,5 %
He 6inbwe 0,5 %

Bianoeigae

0,1 %
0,0 % (<MB)

5R) 0,0 %
Byab-aka iHWa AOMilLKa He 6inbwe 0,2% 0,0 %
Cyma AOMILOK He 6inbwe 1,2% 0,1 %
Po34nHeHHA He meHwe 80% (Q=75%) 102 %

Mikpo6ionoriuHa yncrora
3aranbHe Yncno aepobHUX
mikpoopraHizmis (TAMC)
3aranbHe Yncno ApiKAXKOBUX i

nnicHasux rpubis (TYMC)

Kputepint npuiHaTHocTi 1000 KYO/r

Kputepiin npuiHaTtHocTi 100 KYO/r

0 KYO/r (MeHwe 10)

0 KYO/r (MeHwe 10)

Escherichia coli BipcytHictb B 11 BipcyTHi
KinbKicHe BU3HaYeHHA 20,0 mr +5%,-10% (Big 18,0 mr go 21,0 mr) 18,7 mr/tab
YnakoBka Mae Bignosigatn BuUMoram Bignoginae
MapKyBaHHA Mae Bignoeinatn sumoram Bignosipae
TepmiH npuaaTHocTi: 2 poku Lo 06.2027

Ymosu 36epiranHa: 36epiraTv B opuriHanbHiil ynakoeui npu Temnepatypi He suwe 25 °C

KomeHTapi:

3asBa npo ceprudikayiio:

Lium A 3acsiguylo, WO BUleBKasaHa iHbOpMaLis € AOCTOBIPHOW i TouHoi. Liio cepito npoaykuii 6yno BupobneHo (Bknwuaouu

Cepmucpikam nidnucaHo eneKmpoHHUM nioNucom ID 040000123531
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Ten. (044) 496-87-87, Ten /daxc (044) 239-19-38, Ten./daxc (044)49689-42, Ten. (044) 485-26-57 (uinopoboro)

YNaKOBKY/MapKyBaHHS) Ta NPOBEAEHUI KOHTPONb 1i AKOCTI Ha HUKUEBKa3aHil AiNbHULI B NOBHIi BigNoBiaHOCTI no sumor GMP,
BCTAHOBNEHUX MICLIEBUM PErynsToOpHUM OPraHOM, a TakoX Y BIiANOBIAHOCTI i3 cneyndikaLiamu, AKi 3HAXOAATLCA Y peecTpaLiiiHoMy
Aocbe/Toprosoi niyexsii. MpoTokonu BUPo6HWULTBA, NakyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHoBNeHa BiagnosiaHict GMP.

UK AINe N

Ho3soneHo no peanizauii / no BigBaHTaxKeHHA

YnosHosaxeHa ocoba — MposigHuit ivxeHep BCTaBl ApemeHko B.B. 18.09.2025

SNAL PO w00
identification zoee

00481198

Bupo6Huua ginbHuua:
BIOFARM SP. Z 0.0., NO/bLA UL. WALBRZYSKA 13, POZNAN, 60-198, POLAND; NiueH3is Ha BMNPOBaAXKEHHA rocn.

AIANLHOCTI 3 iIMNOPTY nikapcbkux 3acobis: AE Ne192328 sig 01.03.2013

YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; NiueHsia Ha supobruuteo AE Ne 637430 sig 07.04.2015:
Ceptudikat GMP N2126/2024/GMP sig 29.11.2024; GMP_UZ-08:2023 sig 30.11.2023; GMP/EAEU/KZ/81-01-24 sig

15.12.2023; 530-10/24-06/02 sig 02.09.2024

KoHTpons skocTi Ta BUAaua aossony Ha peanisauiio:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Ceigoutso npo arecrauito N2 390 sig 22.01.2019
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g"farma% DAPMAK

WAV

EBoiif, TabneTkn, BKpUTi NniBkosol o6onoHkolo, no 20 mr, no 10 Tabnerok y 6nicrepi, no

Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten /dakc (044)49689-42, Ten. (044) 485-26-57 (uinopoGoeo

Ceprudikar akocri Ne 040000123524

36nicrepun y nauui
1TABJIETKA MICTUTb PO3YBACTATUHY KANbBLLIKO 20,8 M, LLO EKBIBANEHTHO PO3YBACTATUHY 20 MI

Howmep cepii: 60925 Kpaina orpumysau: Ykpaita

KinskicTb npoayKuii: 10.597 Tuc.ynak. Ne PeecTp. nocsigueHHn: UA/16075/01/03

fata supobHuursa: 06.2025 TepmiH Aii peectp. nocsigueHHs:  HeoGMeXeHU

MK$ N3 go PN NeUA/16075/01/03, 3miHu i 30.10.2023 p.

AHani3 BUKOHaHUM No:

HalimeHyBaHHs NOKa3HUKIB Bumorun AHL(cneyudikayii) PezynbTaTty Bunpobyeanb

Onuc Tabnerkun oBanbHOI Gopmi 3 ABOOTYKNOK

NOBEPXHElD, 3 PUCKOID 3 OfIHIET CTOPOHK, BKPUTI

MJ1iBKOBOI OBONOHKOI0, POXEBOTO KONMbOPY Binnosifae
iaeHTUiKaLis Ha xpomatorpami BunpoboByBaHoro posunHy 4ac
yTPUMYBaHHs Miky PosyBactaTuHy Mac Bignosigaru
yacy yTpumysaHHaA niky C3 PosysacraTuHy Ha
XpomaTorpami posunHy rnopiBHAHHA Bianosigae
CynpoBigHi gomiwkn
5-ketokucnota (gomiwka C) He 6inbwe 0,8% 0,1 %

Po3yBacTaTuH nakToH
Posysactatut aHTtmizomep (3R,
5R)

Bypab-AKa iHWwa [oMillika

Cyma foMiloK

Po3unHeHHA
Mikpo6ionoriuHa yucrora
3aranbHe 4ncio aepobHUX
mikpoopraHizmis (TAMC)
3aranbHe Yncno APKIKOBUX i

nnicHasux rpubis (TYMC)

He 6inbie 0,5 %
He 6inbwe 0,5 %

He 6inbwe 0,2%
He 6inbwe 1,2%
He meHwe 80% (Q=75%)

Kputepii npuiHsaTHocti 1000 KYO/r

Kputepiin npuitnatrocti 100 KYO/r

0,0 % (<MB)
0,0 %
0,0 %
0,1 %
102 %

0 KYO/r (Metwe 10)

0 KYO/r (MeHwe 10)

Escherichia coli BigcytHicTb B 1 T BigcyTHi
KinbKicHe BU3HaYeHHs 20,0 mr +5%,-10% (Big 18,0 mr o 21,0 mr) 18,7 mr/Tab
YnakoBKa Mae Bignosigatu BUMoram Bianosigae
MapKyBaHHsA Mae Bignogigartun sumoram Binnosinae
TepmiH npugaTHocTi: 2 pokn Lo 06.2027

Ymogu 36epiranHs: 36epiraTi B OpUriHaNbHIN yNakosLi npn Temnepatypi He Bulle 25 °C

KomeuTapi:

3anaBa npo ceptudikayio:

Linm s 3acBiauylo, WO BuULLEBKasaHa iHpopmallia € AocToBipHoo | TouHol. Hio cepito npopykuii 6yno BupobneHo (BKnioYaoun

Cepmudbikam nidnucaqo esekmpoHHUM nidnucom

ID 040000123524

Crop. 1
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Ten. (044) 496-87-87, Ten./daxc (044) 239-19-38, Ten.dakc (044)49689-42, Ten. (044) 485-26-57 (uinopoGoto)

yNaKoBKy/MapKyBaHHA) Ta NPOBefeHV KOHTPOSb Ti AKOCTI Ha HUXYEBKasaHil AinbHULi B MOBHIN BignosigHocti go Bumor GMP,
BCTaHOBNEHUX MICLIEBUM PETyNATOPHVIM OpraHoM, a Takox y BIANOBIAHOCTI i3 creLndikaLiamy, AKi 3HaXOAATLCA Y peecTpauitHomy
DoCbe/Toprosoi niteHsii. MpoTokonu BUPoBHNLTEa, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHOBNEHa signosigHicte GMP.

Do3soneHo fo peanisauii/ po BigBaHTaxKeHHA

YnosHoBaxeHa ocoba — MNposigHun ixernep BCraBll Apemerko B.B. 18.09.2025

Bupo6Huua ainbHuYA:
BIOFARM SP. Z O.0., NOAbLA UL. WALBRZYSKA 13, POZNAN, 60-198, POLAND; JliueHsia Ha snpoBagxeHHA rocn.

[iANLHOCTI 3 iMnopTy nikapcebKnx 3acobis: AE Ne192328 eig 01.03.2013

YKPATHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Niuersia Ha BupobHuuyteo AE Ne 637430 eig 07.04.2015;
Ceptudikar GMP Ne126/2024/GMP sig 29.11.2024; GMP_UZ-08:2023 i 30.11.2023; GMP/EAEU/KZ/81-01-24 Bip
15.12.2023; 530-10/24-06/02 Big 02.09.2024

KoHTponb aKocTi Ta BUga4a f03Boty Ha peanisauilo:
YKPATHA, 04080 m. Knig-80, Byn. Kupuniscbka, 74; Ceigouto npo atectauiio N 390 Big 22.01.2019

Cepmughikam nidnucaHo enekmpoHHUM nidnucom ID 040000123524 Crop.2 32
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