(+38044)207-73-41 Bigpin KoHTpON SKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 sKocTi
(+38044)207-73-27 YnoBHoBaxeHa ocoba 3 dapmakoHarnagy

Apnpeca 02093, m. Kuis, Byn. bopucninbcbka, 13
Ten./®akc: (+38044)566-68-78 [Mpuitmansiia lH ||Ill| ‘I”Hl

Ceprudikar akocti / Ceprudikar aHanisy N2 170000009915

1. HalimeHyBaHHA npoAyKuii: MPEBEHTOP

(Ha3Ba, cuna IiifakTUBHICTL, Nikapcbka opma Ta 1 TabneTka MicTUTb posysactatury 20 Mry BUrnALi posysacTaTuHy KanbLio

pPO3mip ynakoBku (iReHTUUYHO [O TEKCTY Ha 20,80 mr;

ynaKoBLi roToBol NpoayKuir)) Tabnetku, sKpuTi o6onoHKoto, no 20 mr; no 10 TabneTok B KOHTYpPHIR
UapyHKOBIl yNakoBLi; No 9 KOHTYPHUX YapyHKOBUX YNakoBOK B nauli 3
MapKYBaHHAM YKPaiHCbKOI MOBOO

2. Homep cepi: GV30824
3. Pozmip cepii: 4,186 TYN
4. KpaiHa-Bupo6HuK: YKpaiHa

5. HalimeHyBaHHA KpalHu / KpaiH NpusHaveHHa YKpaiHa

Ana cepii:

6. Homep peectpauiiiHoro nocsigueHHs: UA/17500/01/02

7. Aara BUpo6HULTBa: 08.2024

8. OaTa 3aKiHYeHHA TepMiHy NpuAaTHOCTI 08.2027

(micaup i pik, nicnsa skoro J13 He 3aCTOCOBYETHCA):

9. HasBa, agpeca Ta HomMepw nileHsiln BCix BUpOBIieHO, BKIIOUAOUM YNaKkoBKY/MapKyBaHHA Ta KOHTPOJb AKocTi Ha [pAT
AinbHULb BUPOBGHULTBA | KOHTPONIO AKOCTI; «DapmauestuuHa  dipma  «[JapHuua»  3a  agpeco: M Kui,  Byn.
Ceprudikaru signosigHocri GMP Bcix Bopucninobceka, 13; nitensia AB Ne598086; csigoutBo npo aTecTawiio
RiNbHULb: nabopartopiit BKA N2 128; ceptudikar GMP Ne 072/2023/GMP

10. Auanis BuKoHaHuUiA 3rigHoO: MKA 13 o peectpauiiiHoro nocsigueHHs NeUA/17500/01/02 sin 22.02.2024

Ne3086, si amiHamn

PesynbtaTth aHarisy:

N n.n. HalimeHyBaHHS NMoKasHuKa Bumoru HopmaTUBHO! AOKyMeHTauil Pesynbrar aHanisy

1 Onuc TabneTkn Kpyrnol popmu 3 ABOOMYKIOIO NOBEPXHEID, BKPUT Bignosinae
MHBKOBOIO 0GONTOHKOI0 POXEBOTO KONboPY

2 lpenTudikauia A Ha xpomaTorpamax BUNPo6YBaHOro po3uuHy i po3umHy nopieHaHHA Bignosigae

(b), opepxanux y posgini "CynposigHi Aomiwkn", yacu
YTPUMYBaHHA NiKy po3yBacTaTUHY NOBUHHI CniBnagaTti
3 lapeHTudikauia B YO-crekTp nornuHanKa Bunpo6yBaHoro posunHy, npurotosaroro,  Bignosigae
AK onucaxo B posgini "KinbkicHe BusHayeHHs. Metoa II", B obnacri
Bin 210 Hwv no 420 HM NOBUHEH MaTWU MaKCUMYM NOrNUHAHHSA 33
LOBXUHU XBUNI (241£2) HM

4 OpHopigHicTb fo3oBakux oguHKUUb  Bignoeigae sumoram AOY, 2.9.40. NpuitmanbHe uneno Bignosigae
AV =150%

5 PosyuHerHs Bignosinae sumoram A0V, 2.9.3 3a Q=75 % 3a 30 x8 Bignoeipae
6 Boga He 6inbwe 5,5 % 4,9 %
7 CynpoBigHi BoMmiLLKI Domiwkn B - He 6inbwe 0,5 % 0,0%
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8 Cynpqgmm [OMILLKN ”;"’% Howiwku D - He Ginbwe 0,6 % 0,0 %
il

9 CyﬁpOBIAHI ;txg C@é?x?ﬁ 2 Bynb-AKoi iHWoi fomiwku — He Ginbwe 0,2 % Bignosinae
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10 CynposluHL_f\é %M e ; = Cyma HeineHTUdIKOBaHNX JOMILLOK - He Ginbwe 0,8 % 0,0 %
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11 Mmpo,élonormlﬁmuma R - KpuTtepii npuiHATHOCTI: 3aranbHe Yncio aepobHux Bignosigae *
*?,«; -a‘*‘b mikpooprasiszmis - 10° KYO/r. 3aranbHe uncno ApikaKosvx Ta
oy y B nnicexesux rpubis - 102 KYO/r, BiacyTHicte Escherichia colis 1 r
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MpopoexeHka Ceprudikar axkocti / Ceprudikar aHanisy N2 170000009915 I” l""IlInmmmmI"l"l”""“l " I‘I

12 KinbkicHe BU3HaYeHHA

He menwe 19,0 mr i He Ginbwe 21,0 Mr posysactaTuHy, B 19,6 mr/Tab
nepepaxyHKy Ha cepefiHio Macy TabneTku
13 Ynakoeka BinnosigHo go MKA 13 Binnosinae
14 MapkysaHHs BinnosigHo Ao 3aTBEPAXKEHOro TEKCTY MapKyBaHHSA Bignosipae
11. Komenrapi: *MepioanyHicTs KOHTPONIO B KoXHIN 10 cepil

12. YmoBu 36epiranus: B opuriHanbHin ynakosuUi npu Temnepatypi He Buie 25°C. 36epiratv B HefoCTynHOMY AnA
aiTel micu,.

13. 3anBa npo ceptudikauiio: Lum nigreepixyio, Wo BCi BUPOOHUYI CTagil gns uiel cepii roToBol npoayKuil 6ynu nposegeki
B NOBHI BiANOBIAHOCTI 3 BUMOrami, BCTAHOBJIEHUMU B YUMHHOMY KepisHuuTei no GMP,
3aTeepmpKreHomMy MiHICTEpCTBOM OXOPOHU 300pOoB’'a YKpaiky, | 3 BUMOramit peectpauiitHoro
LOCLE KpaiHW NpU3sHavYeHHn

Cepia nosBoneHa Ao peanisauiil / BigBanTaxkeHHa 3 09.09.2024

3aTBepaxyto

Mib: Koporkosa O..

MNocapa: YnosHoBaxeHa ocoba

MianucaHo enekTpoHHUM nignucom: 09.09.2024  14:03
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HAokymeHT nignucaHo y cepsici BuacHo (NpogoBiKeHHs)
00481212_20240909_Certificate_170000009915.pdf

HoMep gokymeHTy: 170000009915

HokymeHT BignpasneHo: 14:06 09.09.2024

BnacHuK JOKYMEHTY

EnexkTpoHHuid nignuc

14:06 09.09.2024

E€LPMOY/IMH: 00481212

tOp. Hassa: MPUBATHE AKL|IOHEPHE TOBAPUCTBO OAPMALIEBTUYHA GIPMA JAPHULIA
CTapluuit iHcnekTop-ynosHoBaxeHa ocoba: KopoTkoBa OKcaHa "eopriiBHa

Yac nepesipku KEM/ELN: 14:06 09.09.2024

Cratyc nepesipku ceptudikaty: Ceptudikar gie

CepitHuit Homep: 32BA6ADAS780FF45040000009715000005010100

Tun nignucy: keanidikosaHuit



