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Tab/1eTKH, BKPHTI ILTIBKOBOI0 000.101K010, 10 10 MT

Bupobuuurse nikapebkux 3acobis

UA/15855/01/02 3i sminamu aic g0 09.03.2022 p.

cepis AE Ne 295499 gix 20.02.15 p.. 65080, Onecbka obnacts,
M. Ozeca, Jlioctnopdcerka aopora. 6ya.86

051/2019/GMP nie no 07.06.2022 p.
2961120

1812 ynak. Ne 30

12.11.2020 p.

65025. M. Oneca, 21-i kv Crapokniseskoi aoporu, 40-A

Ananiz nposeaeno 3rizao 3 MKS 3i smimamn Ne 1 g0 p/n Ne UA/15855/01/02

TOBEPXHEIR, BKPHTI MNIBKOBOIO 000I0HKOLO,
Hinoro KONLOpy.

HaiivenyBanus
ynat Bumorn MKH PezyneraTn punpodyBanb
NOKA3ZHAKIB "
1 2 3
Omnuc TabneTky Kpyrnoi GopMu 3 ABOOIYKIOK Tabnetrn kpyrnoi dopmu 3

JBOOIYKI00 NOBEPXHE, BKPUTI
TUTIBKOBOKO 000N0HKOK, 011010
KOJ1bOPY.

InenTudikanis

A. VaeTpadioneTorui cnexkTp norimHHanHs
PO3UMHY IIpenapary, 0AePKaHOro A
KUIBKICHOTO BU3HA4eHHs, B obnacTi gin 210 uM 1o
380 HM MOBMHEH MaTH MaKCHMYM 3a TOBKHHH
xBuii 241 HM.

Pomae = 242 HM

nopientoeatn L1 (15,0). SAxuie npuitmansue
uypcao Oinbie L1, ednpoOYBaHHIO FiAdaloTh
HacTynHi 20 omuMuuMup 1 0OYMCHIOOTH
npuiMansne yueno. Bumorn OJI0O BUKOHYKOThCS,
AKIIO KIHLEBE NPUAMaNbHE YWCIO0, PO3paxoBaHe
i3 30 oauunub, MeHule abo nopisHoe L1 1 xoaeH
IHAMBIAYANLHHI BMICT ¥ N030BaHIH OAMHHLI HE €
meHWMM 3a (1 - L2x0,01)M 1 He 6Ginplnum 3a
(1 +L2x0,01)M npu obuuciaeHHi npuiiMansHOro
yncna (1.2=25,0).

B. Peakuis Ha TUTaHy JIOKCHI. [TozutHEHA

C. Peaxuis (a) Ha KabLIH. TlosuTHBHA
Cepenns Maca Bix 69.75 Mr no 85.25 mr 77.89 Mr
OnHOPIIHICTS [lpuiimaneHe  uucno  (AV) gus nepunx | 5.0
NO30BAHUX OJOMHULL™ 10 onvaMue  noBuHHe OyTH  MeHwe abo
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Po3unHeHHS Jo po3unny 3a 45 xB Mae nepeiitd He meHwe 75 | 100.8 %
% (Q) Bia HOMIiHanbHOTO BMICTY Cz2HogFN3OgS
(po3yBACTATHHY)

CynporiaHi Ha xpomaTtorpami BUNIpoGOBYRAHOTO PO3UHHY:
AOMILIKH - nnolla mika 5-0Kco po3yBacTATHHY HE Mae He getexTyeThes
nepepuinysaty (0,8 mmomi ocHOBHOTO TiKa Ha
xpoMaTorpami po3duHy nopieasHHA (a) (0.8 %):
- FI7I01IA MIKA JAKTCHY PO3YBACTATHHY HE Mae 0.02 %
nepepuuryeati 0.5 nnouti ocHOBHOrO nNika 1a
XpoMaTtorpami posurHy nopisHsaHHA (&) (0.5 %);
— NIOLUIA MIKA aHTH-130MEPY PO3YBACTATHHY He 0.05 %
Mae neperumysaty 0.5 nouIi ocHOBHOrO Nika Ha
XpoMmarorpaMi po3uHHy nopisHsHHA (a) (0.5 %):

- I10A MiKa 0y 1b-K0T JOMILIKH HE Ma€ 0.02 %: 0,01%
neperuiyeaty (.2 miommi ocHORHOTO MiKa Ha
XpoMaTtorpami pozyuny nopieasaHa (a} (0.2 %);
- CyMa MO YCiX MiKiB, KpiM ocHOBHOrO mika, He | 0.10 %
Mae repeBrLLyBaTH 2.0 Mnoli ocHOBHOIO JiKa Ha
XpoMaTorpaMi pozunny nopisHandg (a) (2.0 %).

Boaa He Ginwiue 5.5 % 4.7 %

KinbkicHe BU3HAYEHHSA BmicT Cz2H28FN3O4S (pozyeacTaTiny) B 9,81 Mr
Tabnetiti Mae OyTH Bin 9.25 mr a0 10.75 mr, v
nepepaxyHKy Ha cepeanio Macy TablneTku.

Mikpobionorigna IlpenapaT HaneKUTh 10 HEBOOHHX HECTEPHJIBHUX
yHcToTa* * TiKApCbKHX zacobiB ans OpaJIBHOTD
3aCTOCYBaHHS.

3aranpHe 4Wca0  acpoOHMX  Mikpoopranismir | 30 KYO/r
(TAMC): e 6insme 10° KYO/T.
3aranbHe HHCIO  APIAGLKOBMX  Ta  tuniceHerux | Menwe 20 KYO/r
rpubis (TYMC): He Siabwe 10° KYO/r.

Bincyrnicts Escherichia coli B 1 r npenaparty. Bincyrai
[taryeanus flo 10 rtabnerok y Gnictepi; no 3 Onicrepn B | Binnoeinae
TTaYIL.
MapkyBaHHs 3rinHO 3 TEKCTOM MAPKYBaHHA A0 p/0 31 3MIHAMH Binnosinae
Tepmin npuaarHocTi 3 poku Ho 12.2023 p.

* - KoHTpoasr maHuX TecTiB MpOBOAATh A8 KOxHOI n aToi cepil roToBOTO MpenapaTy v 3B 83Ky 3 THM, IO I TECTH
KOHTPOJIOOTEL B HedacoBaHux TabneTkax KoxKHOT cepil npenapary.

** - KoHTponb JaHoro TecTy NPOBOAATE U1 KOXHOT 11°ATeT cepif lipenapaty y 38" 83Ky 3 BIAMOBIAHICTIO BupoOHuuTEa [ JI3
grmMoraM HBIT (GMP).

Bucunosox: PO3YBACTATHMH IC. Tabnerkn. BkpuTi ruiiBkoBow obomoHkow, no 10 mr Ned( y
GnicTepax B mauui cepii 2961120 eianoeizae Bumoram MK 31 3minamu Ne 1 o p/m Ne UA/15855/01/02.
3anBa npo ceprudikaniro: [{um 1 3acBinuyio, U0 HaBeAeHA BWLIE iHQOPMalligd € AOCTOBIPHOKO Ta
TouHoto. Lo cepito npogykuii Oy1o BUpoOIeHo (BKIIIOUAIOUH MNAKyBAaHHS | MAPKYBaHHA) TA IPOBEACHO
KOHTpOJb 1i AKOCTI Ha BMIUE3a3HAyeHId OiMbHMLI y MOBHIH BinmoBigHocTi 3 BuMoramMu GMP,
BCTAHOBJEHHMH PErYIIATOPHUM OpPraHoM YKpaiHH, a Takox BIANOBIAHO 10 cnetndikallii, mo MicTsTbes
y peecTpauiiinomy naocke. IlpoToxoad BHpOOHMUTBA, NMAKyBaHHA Ta aHami3iB Oyno MNeperasgHyTe Ta
BCTAHORMEHO BianoBiaHicTe GMP.

Siger? Ykpaina

3acTYIHHK TreHepaJILHOT0 AUpeKTopa 3 skocti | WV 65080, M. Omgg
/YnorHOBaxeHa ocoba NogiaopdeiKa aopord,
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3. O.Tixep

 KOHTPOASA AKOCT!
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