(+38044)207-73-04 ¥YnoBHoBaweHa ocofa 3 AKocTi
(+38044)207-73-27 ¥noeHoBaweHa ocoba 3 dapmakoHarnAgy

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

Ceptudikar akocri / Ceprndikar ananisy Ne 170000026393

1. HaiimeHyBaHHA npogyxuii: TIAPA TPIO®

(HazBa, cuna fii/akTMBHICTL, Nikapcbka ¢opma Ta 1 TabneTka MicTUTL: amnoauniHy GecunaTty B nepepaxyHKy Ha amnoAuniH 5 Mr,
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha rinpoxnopTiaznay 12,5 mr, eancaptany 160 mr;

YNaKoBLi roToBol NPoAyKLUii)) TabneTkn, BKpUTi Nniekcecwe obonoHkoo no 5 mr/12,5 mr/160 mr;

ne 14 TabneTok B KOHTYPHII YapyHKOBII ynakoBLi;
ne 2 KOHTYPHI YapyHKOBI YNaKOBKW B Naylli 3 MapKyBaHHAM YKPAIHCbKOIO MOBOID

2. Homep cepii: DB70923
3. Poamip cepii: 37,903 VN
4. KpaiHa-BMpoGHUK: ¥YkpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/5070/01/01
7. Bata supoGHuyTBa: 09.2023

8. Bara sakiHueHHA TepMiHy NPMAATHOCTI 09.2026

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

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoGNeHo, BKIIOYAIOUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
AinbHMLL BUPoGHULTBA | KOHTPONIO AKOCTI; «(QapmauesTUuHa dipma «fapHuua» 2a agpecoio: M Kuie, Byn. bopucninkcbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

AiNbHULYb: niuenzin AB Ne598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;
cepTugikat GMP Ne 072/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauinHoro noceiguedHa NeUA/15070/01/01 eig 26.01.2021
Ne134, 3i amMiHamm

PeaynbeTaTi aHanisy: ;'1:_0-‘““\
% —— “N

N2 n.n. HalMeHYBaHHA NOKAZHMKA BuMOrM HOPMaTHBHOI OKyMeHTaL / / nad e \ PeaynbTaT aHanisy

1 onuc TabneTkn Kpyrnoi Gopmbi, NOKPHITLI iy HOGADA é%ﬁoumm \". \\ Bianoeigae
PO30BOro LBETa, € ABOAKOBLINYKNOW NSBER) M ‘j":'

2 laeHTUdiKalis A Ha xpomaTorpamax Bunpo6osysaHold Fio3um Eﬁ; ff Bignosinae
nopieHAHHA {C), ofep*aHnX y po3gi icHe BusHal-leH 'S
Yacu YTpUMYBaHHA NikiB amnogunivy/ priasngy/ n, ‘ */

Sarin) V

BancapraHy BignosigHo, MaloTe cnienag A
Jaj fﬂ 3 M. 3y /

rigpoxnopTiasug i BancapraH})

3 laeHTUdikalia B KonbopoBa peakuia {TuTaHy giokcua) Bignoeipae
4 laeHTUdikauis C Yi-cnekTpy BUNpo6oBYBaHOMO PoO3YUHY | PO3YMHY NOPIBHAHHA B Bianoeinae
obnacTi Big 230 HM go 300 HM maloTe CniBNagaTH (aMACAMMIH,
rigpoxnopTiasug i BancapraH})
5 OCpgHopigHicTb go3oBaHMX oAWHUUL  Bignosigae Bumoram AdY, 2.9.40. MpwiimanbHe uncno AV < 15,0 Bignosipae
amnogunuy ® grHide ",
6 O,quplﬁchm [O30BaHNX @Huub Bigpnosigae Bumoram AdY, 2.9.40. Mpuiamanche uncno AV < 15,0  Bignosipae
rippgxnoptspaxKosa -
7 O,ql-lopmmn@mnnx DAHHML[I: Bigpnosigae Bumoram AdY, 2.9.40. Mpuiamanche uncno AV < 15,0  Bignosipae
BaACaPTaHY eopriiaHa =
8 PosunHetiA PIACRPTRHKH = Bignoeigae eumoram A0V, 2.9.3. 3a 30 x8 npu Q = 80 % Bianosigae
- 00481212 -
9 POB'-M%‘gHHFI amMnogunivy &2 Bigpnosigae Bumoram AdY, 2.9.3 3a 30 xe npn Q=70 % Bignoeigae
7 3
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10 Po3unHeHHS rigpoxnoptuasnay Bigpnosigae Bumoram AdY, 2.9.3 3a 30 xe npn Q = 80 % Bignoeigae

1" CynposigHi gomilky 4-amiHo-6-xnop-1,3-6enzongucynbdoHamigy — He binbwe 0,5 % 0,1%
rigpoxnopTiasnay i BancapTaHy

12 CynposigHi gomilky Byab-AKoi iHIWOI AOMIlKM - He 6inblue 0,2 % Bignoeigae
rigpoxnopTiasnay i BancapTaHy

13 CynposigHi AomIlLKKM amnoauniHy AmnoguniHy gomiwkn D - He binbwe 0,5 % 0,0 %

14 CynposigHi AoMILLKKM amnoauniHy Byab-AKoi iHIWOI AOMIlKM - He 6inblue 0,2 % Bignoeigae

15 CynposigHi gomilky Cyma aoMilok - He Ginble 2,0 % 0,1%

16 MikpobionoriuHa uucroTa BignoeigHo go MKA N3 Bignoeigae *

17 KinbkicHe Bu3HauyeHHa amnogunivy 4,75 - 5,25 wmritab 4,83 mrftabn.

18 KinbKicHe BM3HayeHHA 11,87 - 13,13 mriTab 12,62 mritabn.
rigpoxnopTiasnay

19 KinbKicHe BU3Ha4eHHA BancapTaHy 152 - 168 mr/rab 162 mr/ratn.

20 ¥Ynakoeka BignoeigHo go MKA N3 Bignoeigae

21 MapKyBaHHA BignoeigHo go MKA N3 Bignoeigae

11. KomeHTapi:

12. YmoBu 36epirannn:

13. 3anBa npo ceprndikauiiw:

* MepiogW4HICTL KOHTpONIC B KoHIA 10 cepii

B opuriHanbHii ynakoBui npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegoCTYNHOMY AnA
piten micyi.

Llum nigreepaxyio, Wwo BCi BMpoBHUYI cTagii AnA uiel cepii rotoeoi npopaykuii 6ynu npoeefeHi
B NOBHIii BiANOBIAHOCTI 3 BUMOraMM, BCTAaHCBNEHUMMW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepmkeHomy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanisauyii / BiganTaxeHHn 3 09.10.2023

MNib: Kopotkosa O.I.

Mocapa: ¥YnoeHoBaXeHa ocoba

MNignucano enekTpoHHUM nignucom: 09.10.2023

3aTBepppKyio
2N
nad ,G/\
;LUH,\: VMEHTIB f‘,
11:09

JoxymeHT nignucaHo y cepeici BuacHo (nouaTok)
00481212_20231009_Certificate_170000026393.pdf
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JokymeHT nignucaHo y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20231009_Certificate_170000026393.pdf

HoxkymeHT BignpasneHo: 11:13 09.10.2023

BnacHHMK fOKYMEHTY

EnexTpoHHMiA nignuc

11:13 09.10.2023

€0OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®©IPMA AAPHWULA
cTapluMid iHcneKTop-yNnoBHoBa)keHa ocoba: KopoTtkoea OkcaHa MeopriieHa

Yac nepesipxku KEM/ELM: 11:13 09.10.2023

CraTtyc neperipku ceprudikarty: Ceptudikar aie

CepiitHuii Homep: 32BASADAB780FF450400000057150000053B0000

Tun nignucy: kBanigikosaHwin
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