{+38044)207-73-04 ¥noBHoBameHa ocofa 3 AKocTi
{(+38044)207-73-27 ¥YnoBhoBaeHa ocofia 3 dapmakoHarnagy

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)568-32-10 [MpuimanbHa
n n P H u un (+38044)207-73-41 Bippin koHTponic AkocTi

CepTudikar akocri / Ceprndikar ananisy Ne 170000012844

1. HaiimeHyBaHHA npogyxuii: TIAPA TPIO®

(HazBa, cuna fii/akTMBHICTL, Nikapcbka ¢opma Ta 1 TabneTka micTUTL: amnoauniHy Gecunaty B nepepaxyBaHHi Ha amnogunid 10
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha Mr, rigpoxnopTiazngy 12,5 mr;

YNaKoBLi roToBol NPoAyKLUii)) BancaptaHy 160 mr;

TafneTkn, BKpUTI Niekoeo obonoxko; no 10 mr/12,5 mr/160 wr;
ne 14 TabneToK y KOHTYPHIR YapyHKOBIi yNakoeLi; Mo 1 KOHTYPHIA YapyHKOBINA
ynakoBUi B nauwi

2. Homep cepii: EY11022
3. Poamip cepii: 74,882 VYN
4. KpaiHa-BupoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/15069/01/01
7. Bara supoGHulyTBa: 10.2022

8. Bara sakiHueHHA TepMiHy NPMAATHOCTI 10.2025

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

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

AinNbHALYDL: niyeHszin AB N°598086;

CBigouTBO Npo atectauiio nabopaTopiin BKA No 128;
cepTugikat GMP Ne 060/2022/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 k peecTpauiitHomy noceigueHHo Ne UAS15069/01/01 eig 26.01.2021
Ne134, 3i amiHamn

PeaynbTaTh aHanisy:

N2 n.n. HalMeHYBaHHA NOKAZHMKA BuMOrM HOpMaTHBHOT OKyMeHTaLii PeaynbTaT aHanisy

1 onuc TabneTku Kpyrnoil gopmsl, NOKPLITEIE MNEHOYHON 060NoYKON Bipnosipae
pO30BOr0 UBETA, € ABOAKOBLINYKNOA NOBEPXHOCTHIO

2 laeHTUDiKalis A Ha xpomaTorpamax BUNpoSoBYBaHOrO PO3UMHY | pO3UMHY Bignoeigae

nopieHAHHA {c}, oaepxaHux y po3gini «Kinoki
YTPMMYB2HHA MiKiB amnoguniHy/ rigpoxnopsia; sy BEieapy,

BiANOBIgHO, MaloTb cniBnagaty (amnoauitity pbg%n_?EiTisiwi%\
r
1B\

BancapTaH)

T (Y MEHT
3 IneHTudikavis B Konbopoea peakwia {TuTaHy aiokcug JIOKYME

BalM...:

Bianoeigae

4 laeHTUdikanis C Y@-cnektpu BunpoboByBaHoro pos! Bignoeigae
obnaci Big 230 Hm go 300 Hm malo iBmanaTu (amonunipd: i g/
rigpoxnopTiasng i BancapTaH) ¢ S *

5 OgHopigHicTb Jo30BaHMX oauHULbL  AmnoguniH Bignoeigae sumoram JOY, ] Bignoeigae
AV <150 dipa W LS

B OpgHopigHicTb go3oBaHnx oauHuub  TigpoxnopTiasua Bignosigae sumoram J0Y, 2.9, pmﬁmaane Bianoeigae
uncno AV < 15,0

7 OnHopigHicTb Qo30BaHMX oAWHULL Bancaptad Bignosigae sumoram Y, 2.9.40. MNpuiamansHe yncno AVBignoseigae
<150

B Po3unHeHHA Bancaprady. Bignoeigae sumoram AdY, 2.9.3. 3a 30 xe npu Q =80 Bignosigae
%

9 Po3unHeHHA AmnoguniHy. Bignosigae sumoram JOY, 2.9.3 3a 30 x8 npn Q=70 % Bignosigae
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10 Po3sunHeHHA Figpoxnoptuasugy. Bignoeigae sBumoram AMY, 2.9.3 sa 30 xe npu Q Bignoeigae
=80 %

11 CynposigHi gomilkn 4-amiHo-6-xnop-1,3-6eHsongncynbdoHamigy — He Ginbwe 0,5 % 0,1%
rigpoxnopTiasnay i BancapTaHy

12 CynposigHi gomilKn byap-AKoi iHIWOI AoMilwkK - He 6inbwe 0,2 % Bignoeigae
rigpoxnopTiasnay i BancapTaHy

13 CynposigHi gomillky amnoavniHy  AmnoguniHy gomiwku D - He 6inbwe 0,5 % 0,0 %

14 CynposigHi gomilikn amnoavniHy  Byab-akol iHILoI gomiwekn - He Ginbwe 0,2 % Bignoeigae

15 CynposigHi gomilkn Cyma aoMiwok - He Ginbiwe 2,0 % 0,2 %

16 MikpobionoriyHa uncroTa BignoeigHo go MKA N3 Bignoeigae

17 KinbKicHe BM3HayeHHA Amnogunivy 9,5 - 10,5 mritaé 9,8 mriTabn.

18 KinbKicHe BM3HayeHHA Figpoxnoptiasug 11,87 - 13,13 mr/tab 12,50 mritabn.

19 KinbKicHe BU3Ha4YeHHA BancaprtaH 152 - 168 mr/tab 162 mritabn.

20 ¥Ynakoeka BignoeigHo go MKA N3 Bignoeigae

21 MapKyBaHHA BignoeigHo go MKA N3 Bignoeigae

11. KomeHTapi:

12. YmoBu 36epirannn:

bes komeHTapis

B opuriHanbHii ynakoBui npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegoCcTYNHOMY AnA

piten micyi.
13. 3anBa npo ceprndikanio: Llum nigreepaxyio, Wwo BC BUpoBHWYI cTagii AnA uiel cepii rotoeoi npoaykuii 6ynu npoeefeHi
B NOBHIiil BiANOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,

3aTeepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMOramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin go3BoneHa go peanisauyii / BigBanTaxeHHn 3 14.11.2022

MNib: Kopotkosa O.I.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 14.11.2022  09:

3aTBepaKyio
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