Ceptudikar BunycKy cepii

Hasea npoaykty, AiKapcbKa
dopma

ONPEH®-AD tabneTtkn 3 MOAMDIKOBAHUM BUBINLHEHHAM no 200 mr,
Ne 10 (3 6nict. X 10 Tabn.)

KpaiHa imnopTep

Ykpaina

Homep PN

UA/15514/01/01

Cuna/AKTUBHICTL

Auernodbenar 200 mr / TabneTia

Tun | po3Mip ynaxosxm

3 6nicrepn x 10 Taba.

Homep cepil

E1670314

Posmip cepii

13 333 ynakosKu

BunyuieHa KinbKicTs

12 153 ynakoBoK

fara BupobHUUTEA

16.08.2023

TepmiH nPUAATHOCTI

15.08.2025

JinAnka, signosiganbHa 3a
BUMYCK cepii

Kopes lOHaitTeq ®apm, [HK. 25-23, HoyaHronaaH-rins, YOHLOH-MBOH,
Cenron-ci, Pecnybnika Kopes

Homep BupobHMuai niuenHsii

Ne 1752

BrupobHuua flinsaHka

Kopes (OHaiitea ®apm, [HK. 25-23, HouaHrosaaH-rine, YoHAoH-MbOH,
Cepwon-ci, Pecnybnika Kopes

Homep BupoBHUYOT niteHsiT

Ne 1752

Jinanka, signoeiganbia 3a
KOHTROAb AKOCTI

Kopes lOnakTes dapm, IHK. 25-23, HouaHroHaaH-riNb, YoHA0oH-MbOH,
Cenon-ci, Pecniybaika Kopen

Homep BUpobHMYOi AiueHsii

Ne 1752

AinaHka, sianosigansha 33
YNaKoBKY

Kopea lOnaiTen ®apm, IHK. 25-23, HouaHroHgaH-rifb, YoHO0H-MbOH,
Ceawon-ci, Pecnybnika Kopea

Homep anpobHnyoi nideHsii

Ne 1752

Homep GMP cepTudiraty

023/2023/GMP

CeptudikaT aHanisy

CepTudikar avaniay aopaerbes, Ne QHF23-121206

KomeHrtapi

YnoerasameHa ocoba/ KepisHuK sigginy sabesneuerrs sKocTi

BunyuweHo: Hwang Sejung

OiAcHMM A 3aTBepKYlD, WO HaseaeHa BULLE IHHOPMAUIA € CNPaBKHLOIG Ta TouHoo. LA cepis npoaykTty Byaa
BMIrOTOBNEHA, BKAIOYAOYM NAaKYBAHHA/MAPKYBaHHA | KOHTROL AKOCTI Ha BULLIEBKA3aHII ginadui {(AinAHKax) B nosHif
BignosigHocTi Ao Bumor GMP, BCTaHOBAEHMMMU MICLEBUM  PEryAATOPHWMM OpraHom, | B BignoBigHocTi Ao
cneyndikauiin Toprosof fiueHsit kpainu-imnopTepa. MpoTokoau BUPOOHMLTBa, YNaKoskM | aHanisis cepii Byno
DO3MNAHYTO | BU3HAHO BignoBigHicTs o GMP.

Aara smnycry: 22.01.2024
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Ceptudikar aHanisy

HazBaHa npoayKry: Onden®-Ad TabneTkn 3 mogudixosaHMm BUBINLHEHHAM no 200 mr,
Ne 10 {3 6nicr. X 10 Ta6a.)

Homep ceptudixaty aHaniay: QHF23-121206

Homep cepil: E1670314

JaTa eupobHuuTBa: 16.08.2023

TepmiH npuaaTHoCTE: 15.08.2025

aTa aHanisy: 22.12.2023

BunpobyeaHHna Metop Bumoru npu surycky PeaynbTatu

Onuc BisyanbHo  bini, npogosrysati, aBconykal  Bini, npogosryeati, ABoonykni
TabneTkn 3 moAubiKOBaHWM  TaBaeTkn 3 MOAMPIKOBAHMM
BUBINLHEHHAM, BKPWTI NAIBKOBOX  BMBIILHEHHAM, BRPMTI
0BONOHKOK, 3 TUCHeHHAM «UT»  nAaiskosoio 0boNoHKOW, 3
Ha oaHomy GOl Ta TUCHEHHAM TWUCHeHRam «UT» Ha oaHoMmy
«CL CR» Ha [Hwomy boui. Boui Ta TvcHeHHAM «CL CR» Ha

iHwomy Goui.

inenTndikauia BEPX Hac yTpumysaHHA roNoBHGMO nika  Bianosigae BMmoram
Ha XpomaTorpami BuNpobyBaHoro
PO34LiHY BiZNOBIgae vacy
YTPUMYBaAHHA Ha XpomaTorpami
CTaHAAPTHOTO BO3YMHY.

Bmict BoAK $. CLUA He 6inbwe 3.0% 1,0 %

Po3umHeHHA . CLA 45,0-65,0% (1 roa) 53 % (50-55%)
65,0-85,0% (12 roa) 68 % (66-70%)
He meHwWwe 85% (24 roa) 98 % (95-102%)

CynyTHi gomiwkm BEPYX

3aranbHi AoMiLLKK: He Binbtue 4,0% 0,2%
dunrnodenak: He Binbwe 2,0% 0,0%

ETunosui edip auexknodenaky i

meTunoeuit edip anknoderary: He 6inbwe 1.0% 0,0 %

EtrnnoBunia edip auknodeHaky: He 6inbwie 1,0% 0,0%

MeTtunosnit edip aterknodeHaky: He Binbwe 0.2% 0,0%

Bapiauia macu &. CLUA He Ginbwe 15.0% 3,0%

{MpuitHaTHe 3HaYeHHs)

KinbKicHe BU3HaYeHHA BEPX 95.0%-105.0% 100,6%

3a/MLLKOBI POIMMHHUKK X

Etanon He Ginowe 5000 ppm 522 ppm

MeTtuneHxnopug, He Ginbwe 600 ppm He suaBneHo




MikpobionariuHa yucrora* BisyanbHo

3aranbHa Kinbkictb  aepobHMX He 6inbwe 10% KYO/r 0 KYO/T
MiKpoopradiamis
3arasbHa KiAbKiCTb APiKAMKOBMX He Binblue 102 KYO/r 0 KYO/r

i nniceHeBux rpubis
Escherichia coli BiacyTHicTb BiocyTHAa

* BunpobysaHHA A0A3HO BUPOGHMKOM 3TIAHO BuMmOr, NPUEHATUMK B YRpaidi gna gaHoi aikapebkai Gopmu.
PeaynbTaT sunpobysaHb MOXYTb ByTW BiacyTHIMKM B cepTudikarTi aHanizy BUPoBHKKA, BUPOBHUK rapaHTye aKicTs
NPOLYKTY WOAO AaHOMD NOKA3HMKE,

AikcHum 7 3aTBepaxylo, WO HaBeaeHa Bule iHhopmauia € CNPaBXHbBOIO Ta TOYHOW. UA cepia npoaykty byna
BWrOTOB/IEHA, BK/KOYAOMM NaKyBaHHA/MapKYBAHHA | KOHTPOAb AKOCTI Ha BULLEBKa3aHik AlnAaHui (ainAHKax) B NosHiKA
BignosigHocti go sumor GMP, BCTAHOBAEHMMU MICLEBUM DPEryASTOPHUM opraHom, i B BignosiaHocti Ao
crieludikauit Toprosol niuewsii KpaiHu-imnoprepa. MPoOTOKOAM BUPOBHMLTEE, YNakoBKKM | aHanisis cepii Byno
PO3rAAHYTO | BU3HAHO BignuBiaHicTL 40 GMP.

Aara: 22,12.2023

¥YnosHosaxeHa ocoba/ KepisHuK Bigainy 3abeanevuerHa skacTi
BunyuieHo: Hwang Sejung




