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Ceptudikar akocri Ne 040000116133

Topcup® , Tabnetkn, 10 mr, no 10 Tabnetok y 6nicrepi, no 9 6nicrepis y nauui
1TABJIETKA MICTUTb: TOPACEMIZY 10 MI B MEPEPAXYBAHHI HA 100% PEYOBUHY

Homep cepi: 250624 Kpaiha otpumyBau: YKpaiHa
Kinbkictb npogykuii: 6.848 Tuc.ynak. Ne PeecTp. nocBig4eHHA: UA/9173/01/02
[Nata Bupo6HULTBEa: 06.2024 TepmiH aii peecTp. NOCBifjUeHHA:  HeobMeXKeHWi

AHani3 BUKOHaHuI No: MK#A 113 go PIM NeUA/9173/01/02, 3miHu Big 17.07.2023 p.

HaliMmeHyBaHHA nokasHUuKiE Bumoru AHA(cneundikauii) PesynbTatu BUnpo6yeanb
Onuc TabneTku 3 NNIOCKOK NMOBEPXHEID 3 PUCKOIO |
$ackoto, 6inoro a6o maiixke 6inoro Konbopy Bignosigae

IpenTudikauin
Topacemif Ha xpomatorpami BUNpo6oByBaHOro posunHy,
OTpuMaHi B po3gini "KinbkicHe BUsHaueHHA",
Yac yTpuMyBaHHA Mika TopaceMigy Ma€ cnisnagatu
3 4acoM YTPUMYBaHHs MNika Topaceminy Ha

Xpomarorpami posunHy nopisHsHH#A (b) 3 TouHicTio

+2% Bigrnoeigae
CepenHa maca Bin 0,152 r no 0,168 r (0,160 £ 5 %) 0,161r
CynpoBigHi gomiwkn
JoMilKu A He 6inblue 0,3 % 0,0 % (<MKB)
JOMilKy B He 6inbwe 0,7 % 0,0 %
6yab-AKol HEBIJOMOT LOMILLKY He 6inbwe 0,2 % 0,0 % (<MKB)
CymMa HeBifoMUX JOMILLOK He 6inbwe 0,3 % 0,0 % (<MKB)
OpHopigHicTb fo30BaHMX Mae Butpumysatu Bumoru
OINHNLb Bignosinae
Po3uHeHHs He meHwe 80 % (Q) 3a 30 xB 97 %
Mikpo6ionoriuHa uucrora
3aranbHe UnCio aepobHUX Kputepiit npuiitHatHocti 1000 KYO/r
MikpoopraHismis (TAMC) 0 (meHwe 10)
3arafibHe YNCNO APIKIKOBUX | Kputepiit npuiiHatHocTi 100 KYO/r
nnicHasux rpnéis (TYMC) 0 (meHwe 10)
Escherichia coli BigcyTtHictb B 11 BigcyTHi
KinbkicHe BU3HaueHHs
Topacemip, Big 9,5 mr no 10,5 mr B8 rnepepaxyBaHHi Ha
cepefHIo Macy ofHiel Tabnetku 9,9 mr/tab
YnaKkoBKa Mae Bignosigati BuMoram Bionosinae
MapkyBaHHA Mae Bignosigati BuMoram Bignoeinae
Cepmueikam nidnucaHo esniekmpoHHUM nidnucom ID 040000116133
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Tepmin npupaaTHoCTI:

3 poku Lo 06.2027

YmoBu 36epiranna:  36epiraTit B opuriHanbHil ynakosui npu Temneparypi He suwe 25 °C.
KomeHTapi:

3aaBa npo cepTudikayiro:

LUum s 3acBiguyio, uo BulleBKasaHa iHGOpMaLis € AOCTOBIPHOIO i TOYHOI. Liio cepito npoaykuii 6yno BupobneHo (Bkmovaouy
YNaKkoBKy/MapKyBaHHs) Ta NpoBeaeHnit KOHTpOb 11 AKOCTi Ha HuKYeBKasaHill [inbHULi B MOBHIN BignosigHocTi 1o Bumor GMP,
BCTAHOBMEHUX MiCLIEBMM PeryNATOPHIM OPraHoM, a Takox Y BiAnoeigHoCTi i3 cneuydikaliamu, siki 3HaxogaTbea y peecTpadifiHomy
Aocbe/Topropoi niyeHsii. MpoTokony BUPo6HULTEA, nakyBaHHs Ta aHanisis 6ynu nepesipeHi Ta BCTaHOBNEHa BignoBigHicTe GMP.,

HosBoneHo fo peanisayii / go BigBaHTaXXeHHs

YnosHoBaxeHa ocoba - MpoBigHuii iHxeHep BCTaBM KpaBueHko C.M. 27.06.2024

Bupo6Huua ginbHuya:
YKPATHA, 04080 m. Kuig-80, BYNN. KupuniscbKa, 74; JlieHsia Ha BupobHuLTBo AE Ne 637430 Big 07.04.2015;
Ceptudikat GMP N°045/2022/GMP sig 25.08.2022; GMP_UZ-08:2023 Big 30.11.2023: UP/1-530-10/21-03/13 BiA
28.10.2021; GMP/EAEU/KZ/81-01-24 Big 15.12.2023

KoHTponb sakocti Ta BUgaua fosBony Ha peanisauiio:

YKPAIHA, 04080 m. Kuig-80, Byn. Kupuniscbka, 74: Ceigourso npo aTectauiro Ne 390 Big 22.01.2019

Jgﬁ%¥ NZ0944 7517 LOLY %;

Cepmudpikam nidnucaHo enekmpoHHUM nidnucom ID 040000116133
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