@apm@

R

Ten. {044) 496-87-87, Ten./paxc (044) 239-19-38, Ten./daKc (044)49689-42, Ten. (044) 485-26-57 (uinogoboso)

Ceptudikar akocri N2 040000111862

MNenTa, nopowok ana posuuRny ana iW’ekuin, 40 mr, no 1 ¢pnakony y nayyi

TONAKCH MICTUTb NAHTORPA3ONY HATPIO CECKBIMAPATY 42,15 MI, LLO EKBIBANEMTHO MAHTONPA3QNY 40 MI

Homep cepil: 2313072 KpaiHa oTpumysau: YKkpaiHa
Kinekicts npoaykuyii: 30.781 Tuc.ynak. N® PeecTp. noceipgueHHs: UA/19998/01/01
Data pupobHnuTea: 10.2023 TepMiH gil peectp, noceiguenna:  11.04.2028

AHani3 BUKOHAHUA N MKA go P NeUA/19998/01/01 Big 11.04.2023 p.

HaimeHnyBsaHHA NokazHukie

Bumorn AH[(cneyndikauii) Peaynbratn BUNpoGyBanb

Onue

Onuc BIAHOBNGHOrO posUKMHY

lgenTudikayin

pH posunny (BigHOBNEHOFO
pPO3UKHY)

Yac BigHOBNEHHA

Bopa

OpHopigHicTs fo30BaHMX

Binui abo maiixe Ginuit niodinizoBaHuil nopowok Bianoeinae

Mpo3opui po3unH Big GesbapeHoro Ao

KOBTYBATOrO KONbORY Binnosinae
BEPX: Mo3utmeHKi Ha MaHTonpason Binnosigae
BEPX: Nozutnenuii Ha MNanTonpa3son Bignosigae
Bin 9,0 po 10,0

9,6
He Ginbwe 30 ¢ Bignosipac
He 6inbue 4,0 % 1.3%

Mae BuTpUMYBaTH BUMOTU

OAUHULb Bianosinae
CynpoeigHi pomiwkn
Homiurka A He 6inbwe 0,2 % 0,0 % (<MKB)
Cyma fomiwok D ta F He Ginbwe 1,0 % 0,1%
Howmiwka B He 6inewe 0,2 % 0,0 % (<MB)
Homiwka C He &inbwe 0,2 % .0 % (<MKB)
Homiwka E He 6inbwe 0,1 % 0,0 % (<MB})
byab-Aka Hecneyndiuna gomiwka He &inbwe 0,20 % 0,00 % (<MKB)
Cyma aomilloK He 6inbwe 1,5 % 01%
MexaHiuHi gomiwkn
YacTok 3 posmipom 25 Mkm He 6Ginbwe 600 yactok/$nakoH 27
Yactok 3 posmipom 10 MKM He 6inswe 6000 vyacTok/dnakoH 1039
CrepunbHICTE Mae ByTh cTepunbHNM Bianoeigae
bakrtepianeHWi enpoToKCUH He Ginble 6,24 MO/mn (ans posunny 4 mrimn) Binnoeigae
KinbKicHe BM3HaYeHHA
MManTonpason 38,0 - 42,0 mridnaxou (95,0 - 105,0) % sig
3anBNeHol KinkKocTi 40,5 mr/dn
Buaumi yactHkm Mae 6yTi BiNnbHUIA Big BUAMMMKX YacTOK Binnosipae
Cepmudbikam niGNUCAHO eNTeKMPOHKUM nidnucom 1D 040000111862 Crop. 1 30
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Ynakoska Mae BignoBigaTn BUMOTram Bianoeigae

MapkysaHHA Mace signosigarn BUMoram Bignogigae

Tepmin npugaTHOCTI: 2 poku Ho 10.2025

YmoBu s6epiranna: 3bepiraty B opuriHanoHiiA ynakoeLi npw TeMnepaTypi He BULLe 25 °C.

Micns poO3YNHEHHA NiKAaPCbKUA
3aci6 NpuUAaTHUIA AnA 3acTocyBaHHA NpoTarom 12 roauH npu 36epiradHi npu Temneparypi 25+ 2 °Cy

nepesepHyToMY GnakoHi.

KomenTapi:

3ansa npo cepTudikauiio:

Lum A 3aceifuyio, wo BUeBKasaHa iHpopmatlia e gocTosipHolo i ToyHow. Lo cepilo npogykuii 6yno upobneHo (Brioydaoum
YNakoBKY/MapKyBaHHA) Ta MPCEeAEHUA KOHTPONb 1T AKOCTI Ha HWMUeBKazaHii AiNbHULL & MoBHIRA BianoeigHocTi oo BuMor GMP,
BCTAHOBMIEHKUX MICUEBUM PErYNATORHNM QPraHoM, a TAKOX Y BiINOBIBHOCTI i3 cneyudikalismm, AKi 3HaXOOATECA ¥ peecTpatiintHoMy
Bocke/Toprogoi niueHsit. MpoTokony enpoGHMLTEA, NaKyBaHHA Ta aHanisie 6ynu nepesipenl Ta BcTaHoBneHa Bianosianicte GMP.

HoseoneHo flo peanizauii / 4o BigBaHTaXKeHHA

YnosHosaxeHa ocoba - HavaneHuk gigainy BCTaBI NaHTyx 1O.M. 20.12.2023

BupoGHuva ginbHuyn:

DEMO SA PHARMACEUTICAL INDUSTRY, KRIONERI ATTIKI, 14568, GREECE: NiteHzis 3 iMnopty J13: AE Ne192328 sip,
01.03.2013; Ceprudikar GMP Ne094/2023/C-167 gin 15.02.2023; GMP N214387.23-02-2021 sig 07.04.2021

YKPAIHA, 04080 m. Knis-80, Byn. Kupunieceka, 74; NiueHsia Ha supobruuTeo AE Ne 637430 sig 07.04.2015;

Ceptudikat GMP Ne 039/2022/GMP gig 25.08.2022; GMP/EAEW/BY/0045-2021 gin 25.02.2021; UP/1-530-10/21-03/13 sip
28.10.2021

KonTponb AKocri Ta BuadYa foseony Ha peanisayiio:
YKPATHA, 04080 m. Knis-80, syn. Kupunieceka, 74; CaigoLTee Npo atecTauiio Ne 390 sig 22.01.2019
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