d AAPHUUSA

(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKOCTI
(+38044)207-73-27 YnosHoBaxeHa ocoba 3 ¢apmakoHarnsgy

Appeca 02093, m. Kwis, Byn. Bopucninbceka, 13
Ten. /@akc: (+38044)566-68-78 lpuimanbHa
(+38044)207-73-41 Bigain KoHTponio AkocTi ‘

Ceptudikar akocri / Ceptudikar aHanisy N2 170000005207

1. HaiimeHyBaHHA NpogyKuii:

CMNIPOHONAKTOH-AAPHMLA

(HasBa, cuna piilakTueHicTb, nikapcbka dopma Ta 1 TabneTka MiCTUTB cnipoHonakToHy 25 Mr;

PO3MIp YNakoBKM (ileHTMYHO A0 TEKCTY Ha

ynakoBLi roToBoi NpoaykLii))
2. Homep cepii:
3. Posmip cepii:

4. KpaiHa-Bupo6HuMK:

Tabnetku no 25 mr; no 10 TabneTok y KOHTYPHI YapyHKOBI ynakosLi; no 3
KOHTYpPHI YapyHKOBi yNakoBKM B Nayli 3 MapKyBaHHAM YKPAiHCbKOK MOBOIO

HM50424
118,927 TYN

YkpaiHa

5. HaiimenyBaHHA KpaiHn / KpaiH npusHadeHHa YkpaiHa

BNA cepii:

6. Homep peecTpayiiiHoro nocsifgueHHsn: UA/0808/01/01 »

7. faTa BupobHnyTBa: 04.2024

8. laTa 3aKiHYeHHA TepMiHy npuaaTHocTi 04.2027

(micaub i pik, nicna akoro J13 He 3aCTOCOBYETbLCA): '
9. Hazea, agpeca Ta HoMepu niyeHsiin Bcix BUpo6NeHo, BKNIYAKUM YNaKoBKY/MapKyBaHHA Ta KOHTPONb AKOCTi Ha MpAT
AinbhUub BUpO6HULTBA | KOHTpONIO AKOCTI; «@apmauyesTuHa oipma «[apHuuAa» 3a agpecow: M Kuis, Byn.

Ceprudikarn BignosigHocti GMP Bcix

BinbHULUb:

10. AHani3 BUKOHaHuM 3rigHO:

PesynbTaTtn aHanisy:

Bopucninbcbka, 13; niyensia AB Ne598086; csigoutso npo aTtecrauiio
na6oparopiit BKA Ne 128; ceptudikat GMP Ne 072/2023/GMP

MKA J13 go peectpauiitHoro nocsiguerHs NeUA/0808/01/01 sip 22.02.2019
Ne464, 3i 3miHamm

N2 n.n. HaimeHyBaHHA NOKasHWKa Bumorn HopmaTuBHOI foKyMeHTauii PesynbTaT aHanisy
1 Onuc TabneTkn nnockouuniHApnyHoi popmu 3 dackolo, 6inoro abo Bianosinae
6inoro 3 KpemyBaTUM BIATIHKOM Konbopy
2 lpeHTmdikauia A I4-cnekTp nigroToBneHoro 3paska TabneTok mae BignosigaTu Bignogigae
CNeKTpy CTaHAapTHOro 3pa3ka cnipoHonaktony (EP CRS a6o USP
RS), 3HaTOr0 3 XNOPOPOPMHOro pozuMHY
3 lpenTndikauia B Y®-cnekTp BUNpo60BYBaHOro po3unHy, NPUroTOBAHOrO, AK Binnosipae
onucaHo B po3gini "KinbkicHe Bu3HaueHHA", g obnacTi sig 220 Hm
Ao 280 HM MaE MaTV MAKCUMYM 33 AOBXUHU XBuANi (23842) um Y
4 OpHopigHicTb fo30BaHMX oAMHWMLL  Bignosigae sumoram AOY, 2.9.40. NpuitmanbHe uncno AV < 15,0 Bignosinae
%
5 PosnapaHHs He 6inbwe 15 x8 6 xB,
6 CynposiaHi AoMilKK Cyma foMilLOK, KpiM KaHpeHOHY - He Ginbwe 1,0 % 01% ‘
7 CynpoBigHi AOMILLKK KaHpeHoHy - He binbwe 1,0 % 0,0 %
8 CynposigHi gomiwkn 3aranbHa cyma AOMIlWOK - He Ginbwe 1,0 % 0,1%
9 Posqwﬂeumo HHWG Bignosigae sumoram AOY, 2.9.3 npu Q = 75 % 3a 60 x8 Bignosipae
/
&
10 MiﬁpoﬁionRrqua qv:cg%Ta Kputepii npuitHATHOCTI: 3aranbHe 4Mcno aepobHUX Bignosipae *
oy %DOTKO mikpoopranismis - 1000 KYO/r. 3aranbHe 4nucno ApiKmKosmx i
e KCaHa

11 KirrbkicHe Ju%ﬁﬂféﬁﬁha
= enrPMNoy/INH
12 s 00481212
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KITEREES

nniceHesmx rpubis - 100 KYO/r. BigcyTHicte Escherichia coliy 1 r

He meHwe 23,75 mr i He Ginbwe 26,25 mMr cnipoOHONAKTOHY y 25,66 mr/Tab
TabneTui, y nepepaxyHKy Ha cepeaHio macy
BigpnosigHo go MKA 13 Binnosigae
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13 MapKyBaHHs BianosigHo go MKA N3 Bignosinae
11. KomeHTapi: *MepiognuHicTb KoHTponIo B KoxHiWM 10 cepii
?
12. YmoBwm 36epiraHHa: B opwriHanbHin ynakosui npy TemnepaTypi He Buue 25°C, 36epiraTu B HegoCTynHoMy 4nis
AiTen micui.
13. 3aaBa npo cepTudikauilo: Lium niaTeeppxyio, Wo BCi BUPOOHUYI CTaAii Ans Uiel cepii roToBol NpoayKLii 6ynn nposeaeHi
B NOBHIN BIANOBIAHOCTi 3 BUMOraMu, BCTAHOBNEHUMU B YUNHHOMY KepisHMLTBI no GMP,
3aTBepAXKeHOMY MiHicTepcTBOM OXOpOHM 300pOB'A YKpaiHW, | 3 BUMOraMu peectpauiiiHoro
AOCbE KpaiHW NpU3HaYeHHA
Cepin nosBoneHa Ao peanizauyii / BigeaHTaxeHHa 3 10.05.2024
3aTtBepaxylo
NIB: KopoTkoBsa O.T.
Mocapa: YnoBHoBaxeHa ocoba
Nianucano enektporHum nignucom: 10.05.2024  09:52
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HoxymeHT nignucaHo y cepeici ByacHo (npogosxeHHs)

00481212_20240510_Certificate_170000005207.pdf

[okyMeHT BignpaeneHo: 09:54 10.05.2024

BnacHUK JOKYMeHTY

EnekTpoHHMA nignuc

09:54 10.05.2024

€PNOY/INH: 00481212

lOp. Hasea: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA OAPHULSA
CTapLUMiA iHCNeKTop-ynoBHoBaxeHa ocoba: KopoTkosa OkcaHa MeopriieHa

Yac nepesipku KEM/ELM: 09:54 10.05.2024

CraTtyc nepeBipku cepTudikaTty: Ceptudikar gie

CepiitHuit Homep: 32BA6ADA8780FF45040000009715000005D10100

Twn nignucy: kBaniQikoBaHun



