Appeca 02093, m. Kuis, Byn. bopwucninbcbka, 13

d n n p H u u q Ten./®akc: (+38044)568-32-10 MMpuitmanbHa
(+38044)207-73-41 Bipfin KoHTpomo AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 SKOCTI
(+38044)207-73-27 YnoeHoBaxeHa ocoba 3 dapmakoHarnsgy

CepTudikar akocri / Ceptudikar ananisy N2 170000001042

1. HanmeHyBaHHA NpoAyKuii:

(Ha3Ba, cuna gii/akTnBHIiCTb, Nikapcbka popma Ta
po3Mip ynakoBKM (ileHTMYHO A0 TEKCTY Ha
ynaKoBLi roToBoi npofyKLii))

2. Homep cepit:
3. Po3mip cepit:
4. KpaiHa-BMPOGHUK:

5. HalimeHyBaHHA KpaiHu / KpaiH Npn3Ha4YeHHA
ona cepii:
6. Homep peectpauiiHOro nocBif4YeHHA:

7. lata BUpo6HULTBa:
8. [lata 3aKiHYeHHA TepMiHy NpuAaTHOCTI

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

9. HasBa, agpeca Ta Homepu nileHsin Bcix
AiNbHULb BUPOOGHNLTBA i KOHTPONIO AKOCTI;
Ceptudikatu BignosigHocti GMP Bcix
RiNbHNUDb:

10. AHani3s BUKOHaHWUI 3rigHoO:

Pe3synbTaTu aHanisy:

MPETABAJTIH-JAPHMLA

1 Kancyna mictuTb nperabaniny 300 mr

kancynu no 300 mr, no 7 Kancyn y KOHTYPHIll YapyHKOBIl ynakoBLj; no 3
KOHTYPHi YapyHKOBI YNaKkoBKM y Mayli 3 MapKyBaHHAM YKpPaiHCbKOIO MOBOIO

1FB10122
4,634 TYN
YKpaiHa

YKpaiHa

NeUA/16414/01/03
01.2022
01.2024

BMpPOOGNEeHO, BKIlOYaloun yNakoBKy/MapKyBaHHA Ta KOHTPOsb AKOCTi Ha MpAT
«®DapmaueBTnyHa dipma «JapHuua» 3a agpecoto: M Kuis, Byn. bopurcninbcbka,
13;

niyeHsia AB Ne598086;

CBigouTBO Mpo aTecTauito nabopatopin BKA N2 128;

ceptudikat GMP N2 035/2019/GMP

MKA N3 po peectpauinnHoro noceigueHHa NCUA/16414/01/03 Big 02.12.2021
Ne2690

N2 n.n. HalimeHyBaHHA NoKasHUKa Bumorn HopmaTuMBHOI JOKYMeHTauii Pe3synbrat aHanisy

1 Onuc TBepai xenaTrHOBI Kancynu 3 KpULLKOIo i Koprycom 6inoro a6o Bignosigae
Malixe 6inoro Konbopy, AKi MiCTATb NopoLwok 6inoro abo Maixe
6inoro Konbopy

2 lpeHTndikauia A Ha xpomaTorpamax BUnpo6oByBaHOro PO3YHY i PO3UNHY Bignosigae
NOPIBHAHHA, ofepkaHux B po3aini "KinbKicHe BM3HauyeHHA", yacu
YTPUMYBaHHA Nika nperabaniHy matoTb cnisnagatu

3 lpeHTndikauia B Konbopogsa peakuis Bignosigae

4 OpfHopigHicTb Ao30BaHKX oaMHULb  Bignosigae Bumoram Y, 2.9.40. MpuitmanbHe yncno AV < 15,0 Bignosigae

5 CynpoBifHi JOMILIKK MperabaniHy naktamy - He 6inbwe 0,2 % 0,0 %

6 CynpoBifHi fOMILIK/ Cyma gomilok - He 6inblue 0,5 % 0,0%

7 CynpoBifHi AOMILIK/ Bynb-akoi HecneundikoBaHoi AoMiLKY — He Binblue 0,2 % Bignosinae

8 Po3umHeHHA Binnogigae Bumoram MY, 2.9.3 npn Q=80 % 3a 15 x8 Bignosigae

9 MikpobionoriuHa uncrtoTa BinpnosigHo no MKA J13 Bignosigae

10 KinbkicHe BM3HaueHHs Mperabaniny 285,0 - 315,0 mr/kan 300,6 mr/kanc
11 YnakoBKa BignosigHo go MKA 113 Bignosigae

12 MapKyBaHHs BignosigHo go MKA N13 Bignosigae
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MNpopoBxeHHA CepTudikar akocti / CepTudikar aHanisy N2 170000001042

11. KomeHTapi: Be3 komeHTapiB
12. YmoBu 36epiraHHa: B opuriHanbHin ynakoBui npu Temnepatypi He Buwe 25°C. 36epiraT B HeJOCTYyNHOMY AN1A
niTen micui.

13. 3asBa npo ceptudikauiro: Lum nigTBepaXyto, Wo BCi BUpOoOHWYI CTagii ana uiei cepii rotoBoi npoaykKuii 6ynu nposefeHi
B MOBHIl BiANOBIAHOCTi 3 BUMOramu, BCTaHOB/IEHUMU B YMHHOMY KepiBHUUTBI o GMP,
3aTBepaKeHoMy MiHiCTepCTBOM OXOPOHU 300pOB’A YKpaiHu, i 3 BUMOramm peectpauiiHoro
[OCb€ KpaiHW Npur3HaYvYeHHsA

Cepina go3BoneHa go peanisauii / BigBaHTaxKeHHA 3 31.01.2022

3aTBepaKyto

Mib: Kopotkoea O.[.

Mocapa: YnoBHOBaXeHa ocoba

MignucaHo enekTpoHHum nignucom: 31.01.2022
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