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(+38044)207-73-04 YnopHopaXeha ocoba 3z aKkocTi
(+38044)207~-73-27 YnosHoBaxeHa ocofa 3 dapmakoHarnsay

Appeca 02093, m. Kuis, syn. Bopucnineceka, 13
Ten. /Makc: {+38044)566-68-78 lpuiasmanbHa
g } ﬁ $ H UE I g (+38044)207-73-41 Bipain keHTpono akecti

Ceptudikar sikocri / Ceprudikar aHanisy N2 170000005897

1. HafimeHyBaHHA npogyKuii: TIAPA YO

(wa3Ba, cuna giifakTUBHICTL, Nikapceka dopma Ta 1 TabneTka micTuTh, BancapTady 160 mr; rigpoxnopriazngy 12,5 mr;

po3Mip YNakoBKKM {iAeHTYHO [0 TeKCTY Ha TabneTky, BKpWTI NIIBKOBOIO o6onoHkolo, no 160/12.5 mr;

yNakosLi roTosol Npofykuil}) no 14 TabneTok B KOHTYPHIN YapyHKORIK YNakosLi;
Mo 2 KOHTYPHI Y4apyHKOB] YNAKOBKW B NMayLli 3 MapKyBaHHAM YKPaiHCbKO
MOBOIO

2. Homep cepil RU30524

3. Po3mip cepil: 28,987 YN

4. KpaiHa-Bupo6Huk: YKpaiHa

5. HafimenyBaHHA KpaiHu / Kpaid npusHaueHHa Ykpaida

AnA cepii:

6. Homep peecrpayiiiHoro noceigueHns: UAM6280/01/02

7. dara supobHuyrsa: 05.2024

8. BaTa 3aKiHUYeHHA TepmiHy npuAATHOCTI 05.2026

{micaub i pik, nicna axkoro J13 He 3aCTOCOBYETLCA):

9. Hazea, agpeca Ta Homepn niyeHsin ecix BMPOBNEHOD, BKMIOYAIOUN YIAaKOBKY/MaPKyBaHHA Ta KOHTROSML AKocT] Ha MNpAT
RiNbHNLL BUPOGHULTEA | KOHTPOMIO AKOCTI; «DapmauestuuHa  dipma  «flapHuua»  3a  appecow: ™ Kuis, Byn.
CeprudikaTtn signosigHocti GMP Beix Bopucninbcbka, 13; niueqzia AB  Ne398086; ceigouteo npo atecTauil
AiNbHWNLb: nabopatopin BKA Ne 128; ceptudikat GMP Ne 072/2023/GMP

10. AHanis BUKOHaHW 3rigHo: MKA N3 «k peectpauiiHomy nocsiguenrio Ne UA/16280/01/02 sin 02.07.2022

Ne1142, 3i amiHamn

PesynbraTi aHanisy:

N¢ n.n.  HaliMmeHyBaHHA nokasHVKa Bumorn HopmaTmBHOI AoKYMeHTaL i PesynbTar ananisy
1 Onne TafneTku Kpyrnoi Goptan, BKpUTi oboroHKolo Ginoro abo Malixe Bignosinae

6inoro KONbOpPY, 3 ABOONYKNAID IOBEPXHEID
2 laeHTudikauia A Ha xpomatorpamax BMRPOBOBYBAHOID PO3UMHY | PO3UNHY Bianosinae

MOPIBHAHHA, ofepXKaHKX B po3fini «KinbKicHe BU3HAUeHHA», vack
YTpUMyBaHHA Nikia rigpoxnopTiasnay | BancapTaHy, 8ignosigHo,
mMaloTb cnisnagaru (rigpoxnopTiasvyg i BancapTaH)
3 laeHTgikauia C Yd-cneKkTpr NOrNHaHHA PO3UKrHY NOPIBHAHHA | BunpoGosysaHore  Bignosinae
po3unHy B abnacti gig 230 Hm no 300 HM NoBUHKI MaTK
MAKCMMYMU NOFANHAHHA 33 JOBXUMHIA xBuni (25415) Hm

4 CGaHopigHicTe fozoBadux oauHuLe.  Bignosigae sumoram ODY, 2.9.40, MpuimansHe yicno AV < 15,0 Bignosigace
BancapTaH
5 CaHopignicrs A030BaHWX oAVHKMUL.  Bignosigae sumoram [1OY, 2.9.40. Npuitmanbre ynoio AV < 15,0 Bignoeigac
FiapoxnopTiazua
6 Po3ymuHeHHA. Bancaprax Binnosigae Bumoram JdY, 2.9.3. 3a 30 x8 npn Q = 80 % Bignoeinae
7 Posunnenns. TigpoxnopTuasug Bianorigae sumoram OOV, 2.9.3 3a 30 xe npn Q = 80 % Bignosinae
(pOBHHE
4
8 CynpagifHi Aomiwkn “?o‘, 4-amiHo-6-xnop-1,3-6eHzonancynbdoHaminy — He Ginbwe 0,5 % 0, 1%
o
9 Cyn;-:”\o:zsi,a,;ﬁ< ﬁ%&:ﬁa E Byab-Akol iHwol gomiwkn - He Ginbwe 0,2 % Bignosinae
Teopr iBHa - . .
10 Cyriposiani ow?g = Cyma nOMIIoK - He Sinbwe 0,5 % 0,1%
yposiay LTS yvan °
N Mleo§|onoQQ|4§La31%Ta ~ KpuTepil NpuiAHATHOCTI: 3araneHe Yucno aepobHmX Bignosigae *
kN & mikpoopranismie - 1000 KYO/T. 3arancHe Uncno gpixmxosnx i
“ean, y pu? nniceHesnx rpnbdis - 100 KYO/r. BincytHicte Escherichia colis 11
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MpopoexkeHHs Ceprudikar akocri / CepTudikaT aHnanizy Ne 170000005897 m |I|I|I||||I”I"Il|II|I"I|I|II"""”]Ill

KinbkicHe BM3HauveHHA.
Mgpoxnopriazmg
YnaxoBka

KinbxicHe Bu3HaveHHA. BancapTan  He meHwe 152 mr i He 6inblie 168 mr & TabneTui 160 mrfTaé
He meHwe 11,87 mr i ve Ginbwe 13,13 mr 8 rabnetut 12,12 mriTab
BinnoeigHo o MKA N3 Binpnoeigae
BignoeigHo 0 3aTBepAXKEHOTO TEKCTY MaPKYBaHHA Bignoeigae

MapkysaHHAa

11. KomeHTapi:

12. Ymoen 36epiraHus;

13. 3aaBa npo ceprudikaui:

*MNepioAUyHiCTL KOHTpOono B koHIN 10 cepii

B opuriHanbHii ynakoelli npy Temneparypi He Buwe 25°C. 36epirati B HEAOCTYHGMY 11
aiten micui.

HuM nipTeepaxyia, Wo eci BUpobHYI cTaAil AN iel cepii rotosol npogykuil Gynk nposeaewi
B NOBHIN BIANOBILHOCTI 3 BUMOTamil, BCTRHOBNEHWUMI B YUHHOMY KepisHnuTei no GMP,
3aTBepKeHOMY MIHICTEPCTBOM OXOPOHW 300P0B'A YKpalHK, T 3 BUMOTraMu peecrpaniiHoro
A0Cb€ KpalHW NPU3HAqYeHHsA

Cepin po3Bonexa fo peanizayii / BigeaHTaxeHnua 3 07.06.2024

Mb: Kopotkoea O.I'.

Mocapa: Crapwmil iHCNeKTop - YNoBHOBaxeHa ocoba

Mianucano enekTpoHHum nignucom: 07.06.2024  16:29
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HAOKYMeHT nignucaHe y cepeici ByacHo (nouaTtok)
00481212_20240607_Certificate_170000005897.pdf
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