65

Appeca 020

93, M. Kwis, syn. Bopucninekceka, 13
Ten. /@axc: (+38044)566-68-78 MipuiimansHa
ﬂ g ﬁ H u u g (+38044) 207-73~41 Bigfin KoHTpomo AKoOCTi

(+38044)207-73-04 YnoBHoBameHa ocoba 3 AKOCH
(+38044)207-73-~27 ¥YnopHoeaweHa ocoba a3 dapmakoHarnagy

Ceprudikar akocri / Ceptudikar aHanizy N2 170000001922

1. HailimeHysanna npogykuii: KAJIbLIIO TTIOKOHAT-IAPHMLA (CTABITIBOBAHWI} 1 mn PO3YUHY MICTHTL:

(Hassa, cuna aiifakTusHicTs, nikapcbka Gopma Ta  kanbuyio rniokoHaTy 85 Mr, kanbuio nesynivaty 10 mr; 1 mn apenapaty mictuTs

PO3MIP YNaKkoBku (ifeHTUuHa B0 TeKCTy Ha 9,706 mr cymapHoro Kanbiilo (Ca2), wo B nepepaxyHKky Ha TeEOPeTUYHWIA BMICT

ynaKkosui rotosoi npogykulii)) KasbLiio TTIoKOHaTY ekgiBaneHTHo 100 mr/mn. Posumy ana iv'ekuiin, 100 mr/mn,
no 10 mn B amnyni. N2 10 (5x2) g nauy

2. Homep cepii: UA10224

3. Pozmip cepii: 10,949 TyN

4. Kpaina-supoGunk: Ykpaina

9. HaiimenyBaHHa KpaiHu / Kpali npuzHaveHHs YKkpaina

Ana cepii:

6. Homep peccrpauiinoro NOoCBIfMeHHA: UA/B589/02/01
7. Nata enpobHuyTea: 02.2024

8. Rara zakiHuyeHHs TepMiHY NpUAATHOCTI 02.2027

{Micsub i pik, nicna akoro 13 He 3aCTOCOBYETLLA):

9. Hasea, agpeca Ta HoMepu NileHsin scix BMPO6neHO, BRNOYaKUM YMakoBKy/MapKyEaHHA T4 KGHTRONb AKOCTi Ha MpAT
AiNbHULb BUpOBHUYTBA i KOHTpOMIO AKOCTI; «PapmauerTnyna dipma «JapHuus» 3a aapecon: m Kuis, Byn. Bopucninscbka,
Ceptudikatn signosigHocti GMP acix 13;

AiNbHUYLb! nilensig AB Ne598086;

CBIlOLTBO Npo aTecTaujio Nabopatopiin BKA Ne 128;
ceptudixat GMP Ne 071/2023/GMP

10. AHaniz BukonaHuit 3rigHo: MKA N3 po peectpauiitnoro noceinuenHs NeUA/6589/02/01 sig 26.11.2018
Ne2181, 3i amiHow

Pezynbratu ananisy;

N?m.n.  HafmenyBaHHs noKaznuka Bumoru HopmaTtueHoi AOKYMeHTauil Pesynbrar ananizy
1 Onue Mposopa 6estapena piguna Binnoeinae
2 lgeHTndikayis A Konbopoea peakiyis {kanbLito TIMOKOHAT) Bignoeigae
3 laeHTIgikaLin B Mpenapar pae peakyio (c} Ha KanbLUin Binnorigae
4 lneHTdikania C Ha xpomatorpamme “ACTIBITYRMOTO PAcTBOPA 4GIKHO Bianosigae

OBHARYKNBATLCA OCHOBHOE NATHO Ha YPOBHE GCHOBHOMO NATHA Ha
XPOMATOrpamMme PacTBopa cpaBHeHA, COOTBETCTRYIOW e emy no
OKPacke (Kanbumna rniokoHar)

5 laeHTdikavia D ¥TBOpPEHHA ocany ropodopmy (kanbLio neeyniHar) Binnosigae
8 lneHTugikauin E ¥TBOPERHHA Npo3oporo cukLore pozyuHy (kinsuilo caxapa i Binnogigae
Karbuil rIOKOHAT)
7 Flpoaopicn-; pontug Mpenapat Ma€ Byt npozopum Binnosigae
* ;

8 Konbﬁ\o‘jﬁ%aicm '%"(\ lpenapar nosnHen Gyn be3bapeHUM abo 3abapeneHHs npenapary Bianoeigae
> OxoTHikoBa - Mae€ ByTI He IHTEHCUBHILWUM 33 eTanow BT

9 pH: TerAna - 50-70 6,5
- MukonaigHa z

10 O6%Em, W& SRR EHT H y MpenapaT mae BigNoBigaTM BUMOram ay, 2.9.17 Bignosinae
- 00481212 <

11 Mexaﬁ@m BKIOYEHHA: BIgguMi Bignosinto ao sumor AdY, 2.9.20 Bianosigae
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12 MexaHiuHi BKIKYEHHAT HeBMANMI BinnosigHo po sumor OY, 2.9.19 meton 1.8 Bignosinae
YACTHUHKN

13 CTeprnbHicTs Mpenapar mae GyTu cTepunbHUM Bianosinae

14 BakTepiantHi enpoToKCMHM MeHwe 16,7 MO/mn Bignoeigae

15 KinpKkicHe BuzHaueHHa Kaneyiio 9,3 -10,2 mrimn 9,7 mrimn

16 Ynakosxa BianosigHo go MKA 13 Bigrnosinae

17 MapxyBakHa BignoeigHo no MKA N3 Bignoeigac

11. KomenTapi: bes KomeHTapie

12. ¥YmoBn 36epiraHua; B opurinanbHiit ynakosui npu Temnepatypi He eutle 25°C. He 3amopoxysaty. 36epiratn 8

He[oCTYRHOMY Ansa AiTell micy).
13. 3asBa npo ceptudikauio:  Lum NiATBEREKYIO, WO BCT BUPOBH Y| crafii anA uiel cepii roToroi npoayKkuii 0ynv nposegeri
B NOBHIN BignosigHoCTi 3 BUMOramu, BCTEAHOBNEHWUMN B YWHHOMY KEPIBHWLTEI No GMP,

3aTeepiKeHomy MiHicTepcTBoM oxopoHu 30poe'a YKpaiHu, i 3 BuMoramu peecrpauiiiHoro
HOCbE KpalHy Apu3HadYeHHs

Cepin gosronena po peanisauii / sigBanTaxenHs 3 29.03.2024

3areeppuyio
{11B: OxoTHikosa T.M.

MNMocapa: ¥YnosHoeaxeHa ocoba

NignucaHo enekTPOHHUM nignucom: 29.03.2024 13:03
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