d AAPHUUS

(+38044)207-73-04 YnoshoBameHa ocoba 3 AxocTi

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa
(+38044)207-73-41 Bippin koHTponic AkocTi

(+38044)207-73-27 ¥noeHoBaweHa ocoba 3 dapmakoHarnAgy

CepTudikar akocri / Ceprudixar ananisy N2 170000019831

1. HaiimeHyBaHHA npogyxuii:

AVKIOBEHAK-AAPHULIA

(HazBa, cuna fAii/akTMBHICTL, Nikapcbka ¢popma Ta 1 TabneTka MicTUTL AUKNodeHaKy HaTpifl 25 Mr;
TafneTkn, BKpUTI 06ONOHKOI0, KMIWKOBOPO3YMHHI, No 25 mr; no 10 TabneTok B
KOHTYPHIi YapyHKOBIii YNakoeLi, Mo 3 KOHTYPHI YapyHKOBI YNakoBKW B navi 3

pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha
YNaKoBLi roToBol NPoAyKLUii))

2. Homep cepii:
3. Poamip cepii:

4. KpaiHa-BMpoGHUK:

MapKYBaHHAM YKpPaiHCbKOK MOBOIO
EG20323

77,807 TYN

¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/4060/02/01
7. Bata supoGHuyTBa: 03.2023

8. Bara saKiHueHHA TepMiHy NPMAATHOCTI 03.2026

{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX
AinbHMLL BUPOoGHULTBA | KOHTPONIO AKOCTI;

Cepmudixatu BignoeigHocti GMP Bcix
BiNbHAYDL:

10. AHani3 BUKOHaHWIA 3rigHoO:

PeaynbeTaTi aHanisy:

13;

niyenzin AB Ne598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;
cepTugikat GMP Ne 060/2022/GMP

BUpoGNeHo, BKIOYAIOUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
«(QapmaueBTiuHa dipma «fapHuua» 2a agpecoio: M Kuie, Byn. bopucninkcbka,

MKA N3 eig 20.01.2021 {(Haka3 N2 2854} no noceigueHHAa NeUA/A060/02/01

N°n.n. HaiAmeHYBAaHHA NOKAZHWMKA

BumMorm HOpMaTUBHOI fJOKyMeHTalii PeaynbTaT aHaniay

1 onuc

2 laeHTUDiKalis A

3 laeHTUdikalia B

4 laeHTUdikanis C

5 CgHOpPIAHICTb 030BaHNX OAWHULb
6 PoznapaHHa

7 PoznapaHHa

B CynposigHi gomiwkn

9 CynposigHi gomiwkn

10 Po3uMHeHHA

TabneTku, BKPWUTI OBONOHKOK, POXKEBOTO KONBOPY, 3 ABOONYKNOK  Bignosigae
noBepxHelo, KUWKOBOPO34YMHHI. Ha nonepeyHoMy 3pisi BUgHO OBa

Lapu

Ha xpomaTorpamax BunpoSyBaHoro po3dnHy Ta po3duHy NopiBHAHHABIANOBIOae
(c), otpumannx y posgini "CynpoBigHi gomilikn", Yacu yTpUMYBaHHA

niky AvknogeHaky NOBUHHI cmsnaggm

3TV MaKCHMW npn
: u)h\ VMEHTIB
Bianoeigae

Bianoeigae

Yac posnagaHHA Tabget
60 xe

Yac po3nafaHHA TabneTok B ey

b oMy 6y¢epHomy posuaHi pH 13 xe
6,8 P mae 6ytu He Ginbwe 60 x8

byab-AKoi AOMILKK - He finbwe 0,2 % Bignoeigae
Cyma AoMiwoK - He Ginbwe 0,5 % 0,1%
Bignosigae sumoram AdY, 2.9.3 3a Q=75 % 3a 60 xe Bignoeigae
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1 MikpobionoriyHa uncroTa BignoeigHo go MKA N3 Bignoeigae *

12 KinbKicHe BM3HayeHHA AwnknodeHaka HaTpia 23,75 - 26,25 mriTab 24,70 mriTabn.

13 ¥Ynakoeka BignoeigHo go MKA N3 Bignoeigae

14 MapKyBaHHA BignoeigHo go MKA N3 Bignoeigae

11. KomenTapi: *MepioAW4HICTL KOHTPONIC B KoKHIA 10 cepii

12. YmoBu 36epirannn: B opuriHanbHii ynakoBui npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegocTyNnHOMY AnA
piten micyi.

13. 3anBa npo ceprndikanio: Lum nigreepaxyio, wo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHIii BigNOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YMHHOMY KepiBHUUTBI no GMP,
3aTeEepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiiHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanisauii / BiganTaxeHHn 3 17.04.2023

3aTBepaKyio
MNib: Kopotkosa O.I.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enektpoHHUM nignucom: 17.04.2023  13:13
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