DAPHUUR

7

(+38044)207-73-04 YnoenosameHa ocoba 3 AkocTi

Appeca 02093, m. Kwuie, By, bBopucninecbka, 13
Ten./®akc: (+38044)566-68-78 MNpwimansHa
{+38044)207-73-41 Biagin KoHTponw AKOCT]

(+38044)207-73-27 YnoeHosaxeHa ocofia 3 bapmakoHaraagy

CepTudikar axkocti / CepTudikar ananizy N 170000005499

- 1. HalimenyearHs npogykuii:

(HazBa, cuna giifakTuHicTs, nikapcbKa gopma Ta
Po3aMip ynakoeky (ia@HTUYHO 10 TeKCTY Ha

ynakosui rotosol npogykuii)

2, Homep cepii:

3. Pozmip cepii:

4. KpaiHa-enpo6HuiK:

5. HalimenysauHna xpainn / kpain npuzHayveHHs

BnA cepii:

6. Homep peecrpaniiitcro noceigueHHA:

7. AaTta BUpoBHULTEA:

8. Dara zakinuenns Tepminy npuaaTHocTi

(micaus i pik, nicna akoro fi3 He 3aCTOCOBYEThCHA):

9. Hasea, agpeca ta HoMepn nineHsii scix
BinbHUYb BUPOGHUITBA | KOHTpOnIO AKocTi;
Ceptudixatu signosiguocri GMP rcix

AiNbHULG:

10. Ananis sukoxaHwi 3rigHo:

PesynbTatn ananizy:

CrIPOHONAKTOH-BAPHIULIA

1 7a6netka micTuTs cnipononaxTouy 100 mr;

Tabnetkn no 100 mr; no 10 Tabnetok ¥ KOHTYPHI YapyHKOBIN ynakosui; no 3
KOHTYPHi 4apyHKOBI ynakosku y mayuj

HT50424
29,579 ™VN
YKpaiHa

YKpaiHa
LIA/0808/01/02

04.2024
04.20286

BUpOBNEHO, BKAoYaloun YNaKoBKy/MapKyBaHHA Ta KOHTROMb AKOCT] Ha MNpAT
«DapmaueBTMuHa  dipma «flapHuus»  za agpecoi; M Kuis, Byn.
bopucninecbka, 13; niyensin AB Ne598086; ceigoutso npo aTecrauiio
nabopatopii BKA Ne 128: ceptudikat GMP Ne 072/2023/GMP

MKA N3 po peecrpauiiinoro noceinueHns NeUA/0808/01/02 sig 08.07.2021
N21388, 3i amiHamu

Nen.n.  Hafimenypanus nokaznuka Bumoru HopmaTuenoi AOKyMeHTauji Pezynorar aHaniay
1 " Onuc TabneTku nrockoUMAigpUTHOT Popmu 3 dackor Ta puckom, Ginoro Binnosigae
abo 6inoro = KpemyBaTM BIRTIHKOM Konbopy
2 lnenTudikavin A IY-cnexTp nigrotosneHoro 3paska TabneTok Mae signosigaty Bignosigae
CNeKTRY CraHpapTHOro 3paska chipoxonakToHy (EP CRS abo USP
RS), znatoro 3 XnopodONMHOTO PO3UMHY
3 laeHTudikayin B Ha xpomatorpami BItIpoBosyBaHOro pO3UMHY MaE BUSBIATICA Binnoeigae
OCHOBHa NAMa Ha piBHi OCHOBHOT MnAMK Ha Xpomarorpami
PO34L4HY NOPIRHAHKA, @ifnosigHa i1 3a pozmipom
4 OaHopigHicTs gososanmx ofuHuLL - Blanosigae eumoram AOY, 2.9 40, MpuitmanbHe uneno AV < 15,0 Bignosigae
%
5 " Poznagauus He Giapwe 15 xg 5 xs.
6 Cynposigwi gomituku Cyma AOMIlIOK, KPiM KaHPEHOHY - He Ginbwe 1,0 % 0,0 %
7 Cynposinti goMiwxey KaHpeHoHy - ne inbwe 1,0 % 0,0 %
8 CynposigHi fomiwku 3aranbHa cyma fOMIUIOK - He Ginble 1,0 % : 0,0 %
9 Poaqwaen\y@poﬂﬁ M5 n; Bipnosigae enmoram AOY, 2,.9.3 npu Q =75 % 33 60 xs Bignoeinae
ol o,
10 : Mixpoﬁionﬁ-iuna,rqucrma ¢ Kputepil npuiHATHOCT: 3aranbHe Yneno aepobHux Bianosigae *
~ OpoTKOBa o mixpooprarizmia - 1000 KYO/r. 3aranste uicno ApBROXKOBMX 1
oy OKCEf_Ha p AniceHesux rpubie - 100 KYQ/r. BigcyTwicrs Escherichia coliy 1 r
1 Kinbkicre dusRildIRAR - He menwe 85,0 mr i we 6inbwe 105,0 Mr cniporonakToHy y 99,3 mrita6
- €APMOY/INH = Tabneriyl, y nepepaxyHKky Ha cepefHio Mmacy
12 Yrial((‘;;Ka 00481212 ~ BianosigHo ao MKA N3 Bignosinae
R 2
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NMpopomskenna Ceprudikar sxocti/ Ceprudikar aHanisy Ne 170000005499 l” """lI”""I"”I”I"””"“I"”” I"

13 MapkyBaHHa Bignosiguo go MKA N3 Bignosipae

11. Komentapi: * NepioguuHicTs koHTRoMo B KOMHIR 10 cepii

12. ¥moen abepirannn: B opuriHansHii ynakosLi npy Temnepatypi He suwe 25°C. 36epirati B HepocTynHOMY AnA
AiTed micul,

13. 3asea npo ceprudixayiio: Lnm nigreepmxyto, Wwo sci BupoGHuyi cragit gnAa uiei cepil rotosoi npogykyii Gynw nposeneHi

B NOBHIA BiANeBIAHOCTI 3 BUMOTramMW, BCTAHOBACHUMA B 4YWHHOMY KepisHuuTe] no GMP,

3aTBepAXKeHoMy MiHicTepcTBOM OXOpPOHK 300poB'A Ykpaitu, i 3 sumoramu peectpauliiitoro
AOCHE KpaiHW NpuaHadeHHA

Cepin gozsonena go peani.aaqi'l'l BigBaHT2xeHHA 3 10.05.2024

3aTBephKyL0

MIE: KopoTtkosa Q.T.

Mocaga: YnosHosaxeHa ocoba

Nianucaro enekrpoHHum nignucom; 10.05.2024 15:58
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