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(+38044)207-73-41 Biggin KOHTROAKO AKOCT
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKOCT
(+38044)207-73-27 YnoeHoea)eHa 0coba 3 ¢apmakonarnagy:

Agpeca 02083, m. Kuig, Byn. bopucninscbka, 13 : - TRLRITNI
Ten./®axc: (+38044)566-68-78 [puAmanbHa m m“
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Ceprudikar axkocri / Ceprudikart ananisy N2 170000030186

1. HahmerysaHHA npoayKuit: TIAPA IYO 1 Tabnetka mictuTh. Bancaptany 160 mr; rigpoxnopriasuay 12,5 wmr;
(Ha3Ba, cuna pilfakTMBHICTL, NiKapcbka GOPMa Ta  TabneTku, BKPUTI MiBKOBOIO obononkotw, no 160/12,5 mr:

PO3MIP YNakoBKK (iBEHTMYHO [0 TEKCTY Ha 1o 14 TabneToK B KOHTYPHIN YapYHKOBINA YNakosLi;

YNakoBUi roTOBOI MpoayKuii)) No 2. KOHTYPHI YaPYHKOBI YNakoBky B Naylli.3 MapKyBaHHAM YKPaITHCHKOK MOBOK
2. Homep cepii: RU121223

3. Poamip cepii: 27,392 TYM

4. KpaiHa-supobHnK: YKpaita

5. HalimeHyBaHHs Kpaily | Kpaid ApusHadeHHs Ykpaina
BNA cepil:

6. Homep peectpauyifinoro nocsifgueHns: UA/16280/01/02
7. Data Bupo6unuyrsa: 12.2023
8. MlaTa 3akiHueHHA TepMiHY NPUAATHOCTI 12.2025

(MicAUb i pik, nicnsa Akoro /13 He 3aCTOCOBYETHCA):

9. Hazpa, agpeca Ta HOMepu niLeHsiir BCix BUPOBAEHO, BKOUYAIOYW YAaKOBKY/MapPKYBAHHA Ta' KOHTPOMb AKOCTI Ha MpAT
AINbHNUBL BUPOGHMLUTBA | KOHTpPOMIO ﬂ}mni';' «DapmayesTtnyHa dipma «JapHuusa» 3a appecolo; M Kuis, Byn. bopuncninbebka,
CepTudikatm signosigHocti GMP scix 13;

AiNbHAKL! NiyeHsia AB Ne598086:

CBIQOUTBO Npo atecTauito nabopartopiit BKA N2 128;
cepthdpikat GMP Ne 072/2023/GMP

10. AHanis BUKOHAHWI 3FigHO: MKA J13 Kk peecTpadinnomy nocsiguenHio Ne UA/M16280/01/02 sig 02.07.20292

Ne1142, 3i aminamm

PesynbTaTih ananisy:

N2 n.n. HaimeHyBaHHA NOKa3HKKa Bymorn HopmaTuBHOT foKyMeHTauil Pezynbrar ananizy
1 Onuc Tabnetkn kpyrnoi dopmu, BKpUTI 060NOHKOK Hinoro ato marxe Binnoeinae

binoro kKonbopy, 3 ABOONYKNQ NOBEPXHEID
2 [neHTrdiKauia A Ha xpomatorpamax snnpo6oByBaHOro po3unhy i po3ynHy Bianoeigae

MNOPIBHAHHA, ocAepXaHWUX y po3gini «KinbKicHe Bu3HaveHHA», Yacu
YTpyiMyBaHHA NIKIB FigpoxnopTiasuay i BancapraHy BianoBigHo,
MaKTb cliiBnapat (rigpoxnoptiazng i BancapTaH)

3 Ipentudikauin C Y®-cneKTpn NoraMHaKHA Po3qMHY NOpIBHAHHA | sMnpoGosyBaHoro  Bignosigae
po3ynHy B obnacTi 8ig 230 Hm ao 300 Hm NoBWHHI MaTH
'MaKCUMYMW NOMMMHAHHA NPW JOBXURI XBWNI (25445) Hm

4 OAHOpIAHICTE go3oBaHKX ogvHNLE  Bignoeinae Bumoram. J1OY, 2.9.40. [puimansHe uncno AV € 150 Bignoginae
BaNCapTaHy
5 OpHopiAHicTe aozoBaHux oguHLe - Bignoeigae sumoram OV, 2.9.40. MpuiamansHe uncno AV'< 150  Bignosigae
rigpoxnoptiaznay
6 PO3YMHEHHs BancapTaHy Bignosigae Bumoram 0OY, 2.9.3. 3a 30 xe nipu Q= 80 % Binnosinac:
7 PoaquH%ﬁW|gpom%ma3Mﬂy Binnosigae sumoram ADY, 2.9.3 35 30 x8 npn Q= 80 % 2 o
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Mponosxenn Ceptudivar swocrl/ Cepruginar ananizy v 170000030126 ||

11 Mikpo&ionhoridda ynctora BinnosigHo go MKA N3 Binnogigae ™

12 Kinskiche BuznauenHs Bancaprany 152 - 168 mriTab 165 mr/rabn.

13 KinbKiche BuzHaueRrHs' 11,87 - 13,13 mr/1ab 12,70 mriTabn
rigpoxnopriazngy

14 Ynakoska BignosigHo no MKA N3 -Bianoginae

15 MapkyBaHHA Bignoeigho go MKs N3 ‘Bigriogigag

11. KomeHTapi: *TlepiognyHicTh KOHTPONK B KOXHIN 10 cepil

12. Ymoen 36epirannn: B opuriHaneHin ynakobsui npu temnepatypi He sule 25°C. 36epirat HeAOCTYIIHOMY [Nnst:

AiTen micui.

13. 3anga npo ceprudikaiiio’ Livm nigTaepmxyto, Wo BCi BUpoGHUYL cTagii ana uiei cepii rotogoi npoaykuil 6ynu nposegeHi
B MOBHIV BIQNOBIAHOCTI 3 BUMOTramMm, BCTAaHORNEH UMM B YMHHOMY KepisHuuTei no GMP,
3aTBepAKeHOMY MIHICTEPCTBOM OXOPOHU 3L0POB’'A YKPaiHY, | 3 BMMOramn peccTpalinHoro

AOCHE. KpaiHy NPU3HaYeHHA

Cepin fossoneHa no peanizanii / BiggaHTaXKeHns 2 22.12.2023

3aTBepaKYIO
[t1Ib: KopoTtkoa O.T.

Nocapa: YnosHOBaxeHa ocobBa:

FlianncaHo enekTpoHHum nignucom: 22.12.2023  10:14

AoKymeHT nignucawo y cepeici Buacho (novyaTok)
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