¥ aApHUUS

+38044)207-73-41 Bigain kKOHTPONKW AKOCT
+38044)207~-73-04 YnosHoBaxeHa ocoba 3 AKocT
(+38044)207-73-27 YnosBHOoBaxeHa ocoba 3 $apmakoHarnagy

Appeca 02093, m. Kuvis, Byn. Bopucninbcbka, 13 :
Ten./Qakc: (+38044)566-68-78 [puAamanbHa

(

(

Ceptudikar axkocri / CeprudikaTt ananisy N2 170000029456

1. HafimeHnyBaHHA npogyxyii:
(Ha3pa, cvna AdiifakTUBHICTD, NiKapcbka popma Ta 1 GrakoH MicTuTb LedYPOKCUMY HATPIEBOT CONi CTEPUbHOT B nepepaxyHKy Ha

PO3MIp ynakoexu (ideHTUYHO B0 TEKCTY Ha

yMakoBUi roTosol npoaykuii)

2. Homep cepit:

3. Poamip cepii:

4. KpaiHa-Bupo6HuK:

LEEDYPOKCUM-TAPHULIA

ledypokcum 0,75 r , nopoLuok gns pozyuHy ans iH'ekuit no 0,75 ¢
no 1 ¢nakoHy B nauly 3 MapKyBaHHAM YKpPaTHCLKO MOBOIO

S531123
17,333 TYI

YKpaiHa

9. HalimeHyBaHHa kpaium / KpaiH npusHavueHHa Ykpaiva

AnA cepii;

6. Homep peecrpayiiinoro nocgiguenns: UA/2585/01/02

7. DaTta supo6HuLTBa: 11.2023

8. llata 3aKkiHYeHHA TepMmiHy NnpugaTHoCTi 11.2025

(MicALD i pik, nicna sikoro J13 He 3acTocoByeTbeR):

9. Hasea, agpeca Ta Homepu niueusin Beix BUPOOIEHO, BKAKOUAOMY YTIaKOBKY/MapKyBaHHs Ta KOHTPONb AKOCTI Ha MpAT
AINbHULb BUPOGHULTRA | KOHTPONIO AKOCTI; «DapmauesTnuHa dipma «apHuys» 3a afgpecoto: m Kuis, Byn. Bopucninecbka,
CepTudikarn BignosigHocti GMP Bcix 13;

BiNbHWLDb:

10. Ananiz BUKoHaHuli 3rigHo:

Peaynbtatu aHanisy:

niuensia AB Ne598086:
cBigoUTBO NPO atectauio naboparopiin BKA Ne 128:
cepTudikat GMP Ne 064/2023/GMP

MKA J13 no peectpadiriHoro noceigyeHHa NeUA/2585/01/02 Bi,q 21.11.2019
Ne2319. 3i amiHamu

N? n.n. HaAmeHyBaHHA noKaszHmKa Bumoru HopmaTUBHOT goKymeHTaLil Pesynbrar aHanizy

1 Onuc Nopowok Ginoro abo mamke Ginoro KONMLGPY, Mano rirpockoivHKMiA - Bignosigae

2 YHac po3unHeHHs Hac posunHeHHn emicTy ofHoro ¢nakona 8 Bogi BAA iH'€KLIA Mae Bignoeipae
6yT¥ He binble 2 xa

3 Yac poaumHeHHn Hac posurHeHHs BMICTY OAHOTO ¢nakoHa B po3yuHi HaTRII Bignoeigae
xnopuay i3oToHiuHomy 0,9 % pgna in'ekuin mae 6yTn He 6inblue 2 xp

4 HYac Po3vNHeHHs Yac posurHeHHs BMiCTY ogHoro dnakoka 8 5 % PO3UYMHI TNIOKO3M Bignoeigae
ANA IH'eKUii Mae 6YTK He binbwe 2 xB

5 [peHTudikauia A IY-cnekTp BmicTy dnakoHa mae BignorigaTth CNeKkTpy cTaHgapTHoro  Bignosigae
3paska Uegypokcnmy HaTpiesoi coni (EP CRS a6o ©C3 10Y)

6 lneHTdiKauis B Ha xpomarorpamax Bunpo6ysaHoro posumny i PO34MHYy nopisHAHHA Bignoeigac
(a), oTpuMarnx B posaini "KinbkicHe BUZHAYEHHA", YacKu yTpumMaHHA
OCHOBHOIO NiKy UedypoKCUMY NOBUHHI criBnagaTy

7 OpHopigHiCTL go3osaHnx oauHMUb  Bignosigac sumoram roy, 2.9.40. NpuimaneHe uncno AV<15.0 Bianoeigae

8 I'Ipoaupiqu po e n; Po34unH 3a cTyneHem KanakanamyTHocTi He Mae NnepeBULLYBaTH

& ‘%" KanamyTHICTb eTancwa |l
? PH gosuuiyy o 1pikosa - 55-8,5
~ .. leTaHa ':_1 , _
10 Cyt_[pnal,qwﬂ%wgfb“a = Homilixka A - He Ginbliie 1 %
= . earnoy/ind = o ; ;
14 Cyn&oaw%&w% > > Byab Akoi iHWOT foMiKY - He Ginblue 1 %
”
12 Cynpongl;j LOMILLKK ar..""o Cyma gomiwok - He Ginbe 3 %
Cang ¥y gy
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NpenosxenHa Ceprndikar akocri / Ceprudikar aHanisy Ne 170000029456 IH ""ml”l”l”"m"l”l”"”"‘l”lm

13 MexaHiuHi BKNKYEHHA: BUaMMI Binnoginae enmoram 1Y, 2.9.20 Biartoeinae
YaACTUHKK

14 MexaHiyHi BiIOYEHHA: HEBMOUMI Bianosigae sumoram AdY, 2.9.19, metog 1.B Bignosigac
YaCTYHKK

15 CTepunbHicTb [penapat mMae 6yt cTepunbHUM CrepunbHUA

16 baxkTepuanehi eHaoTOKCUHNK [paHivHa KoHUeHTpaUis eHZOTOKCWHIB - meHwe 0,1 MO/mr Bianogigae

uedypokcumy

17 KinbKicHe BM3Ha4YeHHA uedypoxkcumy 0,69 - 0,81 ridnakon 0,77 r/dnakoH

18 Ynakoeka Bignogrigro ao MKA 113 Bignoeigae

19 MapKyBaHHA BianogiaHo no MKHA J13 BignoBigae

11. KomenTapi: bes komenTapis

12. YmoBu 36epiranua: B opuriHanbHiin ynakosui npu TeMnepatypi He Buwe 25°C. 36epirati B HegoCTynHOMY gns

BiTeN micui.

13. 3anBa npo ceptudikauito: Unum RiATBEPAXYIO, WO BCi BUPOBHIWYI cTagii ans uiel Cepil roToBOI NpoAyKuii 6yaAu npoeeneHi
B NMOBHIN BIANOBIOHOCTI 3 BUMOramim, BCTAHOBNEHUMU B YMHHOMY KepisHULTBI no GMP,
3aTBEPIKEHOMY MIHICTEPCTBOM OXOPOHU 300poR’s YKpaiHW, | 3 BMMoramu peecTpaulinHoro
AOCbE KpalHW NpU3HaAYeHHs

Cepia pozBonena fo peanizauii / sigBanHTaxeHHA 3 13.12.2023

3aTBepaxyro
[Ib: OxoTHikoea T.M.

Mocaga: YnosBHoBaxkeHa ocoba

NignucaHo enextporHnm nignucom: 13.12.2023  10:55

HOKyMeHT nignucaHo y cepeici ByacHo (novaTok)
00481212_20231213_Certificate_1 70000029456.pdf
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