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(+38044)207-73-04 YnosHosameHa ocoBa 3 AKocTi
(+38044)207-73-27 Ynosnosa¥eHa ocoba 3 dapmakoHarnagy

Anpeca 02093, M. KuWiB, syn. Bopucninbcoka, 13
Ten. /Qakc: (+38044)566-58-78 MpuiiManbHa
Q Q @ H u u ﬁ (+38044)207-73-41 Biggin KoHTpoaw AKOCTI

CepTudikar akocri / Ceprudikar ananisy Ne 170000005940

1. HaiimeHyeanha npoaykuii: ALETUACANILUMAOBA KNCNOTA-JAPHIALIA

(HasBa, cuna AiifakTuBHICTD, nikapcoka dopma Ta 1 Tabnetka MicTHTb auetuncaniyunoBol kucnotm 500 mr:

PO3MIp YyNakoBKK (iBeHTUUHO fo TEKCTY Ha Tabnetkn no 500 mMr;no 10 TabneToK y KoHTYpHIi UYAPYHKORII yrmakoRLi;

ynakoByi rotoeol npogykuii)) N0 2 KOHTYPHI YapyHKOBI YNakoBKMW 8 nauyi 3 MapKyBaHHAM YKpaTHCLKOKo
MOBOIO

2. Homep cepii: 1LM30424

3. Pozmip cepii: 50,633 TvN

4. Kpaina-supo6Huk: ¥kpaiba

5. HaiimeHyraHHa kpaiHun / kpain fnpu3HaveHHna YkpaiHa

Ana cepil:

6. Homep peectpadiiinoro noceiguenns: UA/2992/01/02

7. BaTta BMpobunuyTBa; 04.2024

8. llaTa 2aKiHYeHHs TepMiHY npugaTHocTi 04.2028

{micaup i pik, nicha akoro N13 He 3aCTOCOBYETbCR); '

9. Hasea, agpeca Ta HOMepn nilyensii Bcix BUPOBAEHO, BKNIOYAOYN YNaKoBKy/MAPKYBaHHA Ta KOHTPONb AKOCTI Ha MpAT
AinbHUUb BUPOGHYTEA i KCOHTPOAKW AKOCTI; «ODapmauertiuHa  dipma «lapHuus»  3a  agpecow: M Kufs, BYyI.
CeptudikaTn BignorigHocti GMP gcix bopucninbceka, 13; niyeHsia AB Ne598086; ceigouto npo  aTecTayilo
AinbHULb: nagopatopiit BKA N2 128; ceptudikar GMP Ne 072/2023/CGMP

10. Auaniz BukoHaHM 3rigHo: MKA N3 po peecrpauifiHoro noceigyenua NeUA/2992/01/02 Ne2205 Big

31.10.2019 3i 3miHamm

PesynbraTti aHanisy:

N2 n.n.  HalimenyBaHHA nokasHuka Bumorn HopmaturHoi aokymenTauii PesynbTar ananisy

1 Onwnc Tabnetkn 6inoro konbopy, KpYrNGH dopmy, 3 Arconyknoio Bianosigae
nosepxHelo, 2 Gackolo

2 laenTugikayia A Ha xpomaTorpamax aunpobosyeanora PasuKHy | pozunHy Bignosinae

NOPIBHAHHS, ofepKaHux y posgini "KinsxicHe BU3HaYeHHA", yack
YTPUMYBAHHA OCHOBHOTG Nika mMaloTk cnisnagari

3 lneHTgikauin B AkicHa peakyin Bianosigae
4 InenTudikauir C AKicHa peakuin Bignesinae
5 OnropigricTs AozoBaHUX 0AYHKULb MpuimanbHe ynucno AV=15,0 Bianosigae
6 PoznaganHa He 6inble 15 xg 1 xB.
7 KucnoTa caniumnora sinbHa He Ginbuwe §,3 % Bianosinae
8 PozunHenHs Bianoeinae sumoram A0y, 2.9.3 npit Q=75 % 3a 30 xg Bianosigae
9 MiKpoéioQQm@ﬁ*a”d‘hﬁTg;a Kpwrepii npuitHaTHoCTE 3aranbHe yuncno aepobHux Bignosigae *
g(;\e’ "?-9" mikpoopraHizmie - 1000 KYO/r. 3aransse uncno APPKROMKOBNX |
~ Hasansuie 2 nniceHesux rpubis - 100 KYO/T. BisneyTricte Escherichia colie 1 r
- -
10 Kin_tfﬁicwe amHa en—u—ma = He meniue 475,0 mr i He Ginbure 525,0 mr aueTunRcaniuMnoeor 496 mriTab
2 B'Kiplglf—l;: - KUCIOTU, ¥ NepepaxyHKy Ha cepeaHio mMacy TabneTku
- IKTO a - 1 . . .
11 YNakoska > Bignosifko go MKA 113 Bianoeinae
L% nenovann S &
- bl
12 Mapﬁys/aaHH90481 212 o - BianosigHo Ao zaTepmueHoro TeKCTy MapkyBaHHa Bignosigae
o b
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fNpogosxenna CepTudikar akocTi / Ceprudikar aHanizy N2 170000005940 I” l”l"“”l”l“I”I”"ml"”l”l””m

11. Komewnrapi: * MepiognuHicTb XOHTPEAID B KOXHIN 10 cepii

12. Ymoewu 36epiranus; B opuriHanbHii ynakosui npu Temnepatypi He suwe 25°C. 36epirati B HegocTynHOMY ans
AiTen micui.

13. 3aasa npo ceptndikauio: Lwm nigreepaxyto, Wo B BUpoGHUYI cTagil gna Liei cepii rotoeol npoaykuii Gynn nposefeHi
B NOEBHIN BIRNOBIAHOCTI 3 BUMOramMu, BCTAHOBAEHUMU B HYWHHOMY KepisHuuTei no GMP,
3aTeepaxeHomMy MiHicrepcTeom oxopoHm 3a0pos'a YKpaiHu, i 3 BuMoramMu peccTpalifiHoro
fOCbE KPAIHW DPU3HAYEHHA

Cepis pozeonena fo peanizayii / sigsanrtaxenna 3 21.05.2024

3aTeepxyio

[NIb: Hazapenko M.B.

Nocapa: YnosrosaxeHa ocoba

Hignucano enektpornum nignucom: 21.05.2024 14:54
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