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Ceptudikar akocri / CepTudikar aHanisy N2 170000024737

1. HailimeHyBaHHA npogyKuii: MNIPAUETAM-LOAPHULIA

(Ha3Ba, cuna AiifakTueHicTb, nikapcbka dopmaTta 1 Mn PO34nHY MicTUTb nipaueramy 200 mr

PO3MIp ynakoBKW (iGEHTUUHO A0 TEKCTY Ha posuunH Ans iH'ekuin, 200 mr/mn; no 5 mn B amnyni; Ne 10 (5x2) B nauui.
YNaKoBLyi FoToBOT NPogyKLii)) MapKyBaHHAM yKpaiHCbKOI0 MOBOIO

2. Homep cepi: VZ50823

3. Posmip cepii: 28,137 Tyl

4. KpaiHa-BUpo6HUK: YKpaina

5. HaiimeHyBaHHs KpaiHu / KpaiH npusHaveHHs YkpaiHa

AnsA cepii:

6. Homep peectpauitiHoro nocsinueHHs: UA/3225/02/01
7. Qarta Bupo6HuyTBa: 08.2023

8. [lata 3akiHueHHA TepmiHy npupaTHocTi 08.2026

(micaup i pik, nicna akoro J13 He 3acTocoBYETbCA):

9. HazBa, agpeca Ta Homepu niyeHsiil Beix BMPOG/IeHO, BK/TIOYalouW YNaKoBKy/MapKyBaHHSA Ta KOHTPOnb AKOCT Ha MpAT
AinbHUUbL BUPOGHUUTBA | KOHTPOIO AKOCTI; «DapmauestudHa dipma «[lapHuuay 3a agpecoio: M Kuis, Byn. Bopucninbcbka,
Ceptudikaru BignosigHocti GMP Bcix 13;

AiNbHUUL: niyeHsia AB Ne598086;

CBIAOUTBO NPOo aTecTauito naboparopint BKA Ne 128;
cepTtudikar GMP Ne 071/2023/GMP

10. AHani3s BUKoHaHUl 3rigHo: MKA 13 po peectpauiitHoro noceigueHHst NeUA/3225/02/01 Big 12.05.2017
Ne509, 3i smiHamu

PesynbraTi aHanisy:

N2 n.n.  HalimeHyBaHHA NoKasHUKa Bumoru HopmaTBHOI JOKyMeHTauil PesynbTar aHanisy
1 Onuc Mposopa 6ezbapeHa pignHa Bignosigae
2 InenTudikauin B Ha xpomatorpami Bunpobysaroro posuuty (b), oTpumaHoi 8 Binrosigae

posaini "CynyTHi foMilIkK", Ma€ BUABNATCA OCHOBHA MAAMa Ha
PiBHI OCHOBHOI NNIAMU Ha XpoMaTorpami posyuHY NOpiBHAHHA (a),
o Bignosigae NoMy 3a BEANYMHOIO | IHTEHCUBHOCTI 3a6apBIeHHs

3 IaeHTUdikauia C BupnineHHs amiaky npu HarpisaHHi 3 iyrom Bianosinae
4 posopictb Mpenapat mae 6yTu Nposopum Bignosigae
5 Konboposictb 3abapeneHHsA npenapary mMae 6yTu He iHTeHcuBHIWNUM eTanoHa Y7 Bignosigae
6 pH 50-6,0 5,9
% CynpoBifgHi gomillKu He 6inblue psox gomiloK
8 CynposigHi fomiluku Cyma pomilwok - He 6inbwe 0,5 %
9 (2-OkconiponiguHin-1)ouTosa He 6inbwe 0,2 %

Kucnota (fomilka D) ’
10 06'em, WO BUTAraETbCA MpenapaT nosuHeH Bignoeigatu sumoram oY, 2.9.1
11 MexaHiuHi BKIIOYeHHA: BUAUMI Binnosigae sumoram 4OV, 2.9.20
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MeXaHiuHi BKMIOYeHHA: HeBuauMi

HaCTHKIA
CrepunbHictb

baKTepianbHi eHAOTOKCUHN
KinbkicHe BU3HaueHHA nipaleramy
YnakoBka

MapkyBaHHs

Binnosigae sumoram JOY, 2.9.19, metopg 1.B

lNpenapat mae 6yt cTepUnbHUM

paHu4Ha KoHLUeHTpaLif eHaoTOKCUHIB — MeHLe 25 MO/Mn
192 - 208 mr/mn

BignosigHo fo MKA N3

BignogigHo go MKA i3

Bignoseigae

Crepunbhuit
Bignosigae
196 mr/mn
Bipnosigae

Binnosigae

11. KomeHnTapi:

12. YmoBu 36epiraHnsa:

13. 3asaBa npo ceptudikauiio:

Bes komeHTapis

HepocTynHoMy ana aireid Miclyi.

B opuritanbHii ynakosLi npu Temnepatypi He Buwe 25°C. He 3amopoxysaTty. 36epirati B

Hum nigTeepaxyto, wio Bci BUpo6HWUI cTagii AnA Liel cepii roTosoi mpoaykuii 6ynn nposeaeHi

B MOBHIlI BIANOBIAHOCT 3 BUMOramu, BCTAHOBMEHUMU B YMHHOMY KepisHuuTei no GMP,
3aTBEpAKEHOMY MiHicTepcTBOM OXOPOHW 30POB'A YKpaiHy, i 3 BUMoramu peecrpauiiHoro
AOCbE KpaiHW NpU3HaYeHHs

Cepia posBoneHa fgo peanisayii / BigsanTaxenns 3 19.09.2023

MiB: OxotHikosa T.M.

MNMocapa: YnoBHoBaxeHa ocoba

3arBeppxKyto

MignucaHo enexkrpoHHum nignucom: 19.09.2023  13:00

HokymeHT nignucaHo y cepeici BuacHo (noyaTok)
00481212_20230919_Certificate_170000024737.pdf
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[oKyMeHT nignucaHo y cepsici BuacHo (nNpofoBKeHHs)
00481212_20230919_Certificate_170000024737.pdf

BnacHuK gOKyMeHTy
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