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Ceprudikar axocri N 250  Bin 04.10.2024 poky

Hasga jikapcbKoro 3acody PO3YBACTATHH IC

Jlikapcbka dopma, 103yBaHHS TabneTKH, BKPHUTI IL1iBKOBOIO 000/10HKOIO, 10 20 MI

Peectpauiiine nocBixueHns UA/15855/01/03 3i TepMiH il 6e3CTpOKOBO
3MiHaMH

Jlinensis BupoGHuuTBO Nikapcbkux 3acobiB cepis AE Ne295499 Bin

20.02.15 p., 65080, Onecbka obnactb, M. Oneca, Jlroctnopgcebka
nopora, 6yn.86

Micue npoBaxkeHHA qisiIBHOCTI 65025, M. Oneca, 21-ii kM CrapokuiBcbkoi noporu, 40-A
Ceprugikar GMP 024/2023/GMP aie no 23.12.2025 p.
Howmep cepii 2500924
Po3mip cepii 1003 nakoB Ne 30
Jara BupoOHHMUTBA 30.09.24 p.
AHAaJi3 NPOBeAEHO 3riaHo 3 MKHA 3i 3minamu Ne 1 oo p/n Ne UA/15855/01/03
Hanmenynal:mﬂ Buvorn MKSI PesyabTatn
MOKa3HUKIB BHNPOGOBYBaHb
1 2 3
Onwuc TabaeTku kpyrnoi opmu 3 ABOONYKJIOK IOBEPXHEID, TabneTku Kpyrnoi GopmH 3
BKPHTI IJIIBKOBOIO 060JIOHKOO, 611070 KOJIBODY. JBOOIYKJIOIO MOBEPXHEIO,
BKPHTI N/1iBKOBOK
060J10HKOI0, 6istoro
KOJIbODY.
laeHTHdiKaLis A. YnvTpadioneToBHI CNEKTp NOMIMHAHHS PO3YHHY Amax =241 HM
Npenapary, 04ep>KaHoro AJisi KiIbKiCHOT0 BUSHAYEHHS, B
o6siacti Big 210 HM a0 380 HM NOBUHEH MAaTH MaKCUMYM
MOrJINHAHHA 33 JOBXHHH XBHAi 241 HM.
B. Peaxiiisi Ha THTaHy LiOKCHA, Mo3uTHBHA
C. Peakuis (a) Ha KanbLil. [TosuTHBHA
Cepeansa maca Bia 143,38 mr 10 166,63 mMr 156,42 Mr
OpHopiaHicTb [MpuiimansHe uncno (AV) gns nepuux 10 oguHULB
J030BaHHUX OAUHHIb * NOBUHHE 6YTH MeHlle abo gopiBHioBaTH L1 (15,0). Axmo
npHiMasbHe YyHcio 6inbiie L1, BUnpo6yBakHIO NiAAaI0Th
HacTynHi 20 oAMHHIb | 06YHCIIOTD NPUHMaTbHE YHCO.
Bumoru 010 BUKOHYIOTbCS, KIIO KiHLeBe NpUMaibHe
4yHcJ10, po3paxoBaHe i3 30 oAUHMILb, MeHILe a60 AOPIBHIOE
L1 i>xoaeH inauBiAyaIbHUH BMICT Y 1030BaHii OAMHHUL
He € MeHIIUM 3a (1 - L2x0,01)M i He 6inbwum 3a (1 +
L2x0,01)M npu o6uuCAeHH]I npUHMaIbHOTO YKCaa
(L2=25,0). e
Po3zunHeHHs Jlo po3uuHy 3a 45 XB Ma€ nepeiiTH He meHue 75 % (Q) Big %5?3 N, S
HOMiHabHOTro BMIcTy C;,H,5FN30,S (posyBacTaTthny) 4 g N
CynposigHi AoMilUKH Ha xpomaTorpami Bunpo60ByBaHOro po3uHHy: ‘/: ORY 3Tt B
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CynpoBiJHi JOMillIKK - JIOLLA MiKa 5-0KCO pO3yBaCTaTHHY HE Ma€ He geTékTyeTbes
nepesuulysaTH 0,8 niowli 0CHOBHOIO niKa Ha
XpomaTorpami po3yrRy nopisHsHH4 (a) (0,8 %);
- JI011A MiKa JIAKTOHY PO3yBacTaTHHY HE Ma€ 0,01 %
nepepuuysaty 0,5 njonii 0CHOBHOro nika Ha
XpomaTorpami po3uuHy nopisusHus (a) (0,5 %);
- JIOIIA NiKa aHTH-i30Mepy pO3yBacTaTHHY He Ma€ 0,04 %
nepesuulyBaTy 0,5 nuioli ocHOBHOrO niKa Ha
XpoMaTorpami po3uuny nopisususs (a) (0,5 %);
- /IOIA NiKa 6yAb-s1KOi AOMILKH He Ma€ NepeBHILYBaTH 0,04 %
0,2 nnomi 0CHOBHOrO NiKa Ha XpOMAaTOrpaMi pO3YHHY
nopisusinns (a) (0,2 %);

- CyMa nJIon ycix nikiB, KpiM 0OCHOBHOrO miKa, He Ma€ 0,1%
nepesuuyBartH 2,0 nioi OCHOBHOTO MiKa Ha
XpoMaTorpami po3uuHy nopisHaHus (a) (2,0 %)

Boxa He 6inbme 5,5 % 51%
Kinbkicne BusHavyeHHa |BmicT CyoHgFN304S (posysacraTuny) B Tabsetui Mae 20,01 mMr
6yt BiA 18,5 Mr g0 21,5 Mr, y nepepaxyHKy Ha CEpeaHI0
Macy TabJeTKH.
Mikpo6iosoriuHa 3ara/sibHe 4HC10 aepoOHHX Mikpooprauismis (TAMC): He
YHCTOTA ** 6inbe 10° KYO/r.

3arasibHe YHC/I0 APDKAMXKOBHX Ta IJIICEHEBUX FPUBIB
(TYMC): He 6inbue 102 KYO/r.

BiacyTnicTe Escherichia coli B 1 r npenapary.

[lakyBaHHs Mo 10 TabneTok y 6sicTepi; no 3 6aicTepu B mayi. Bianosizae

MapkyBaHHs 3rigHo 3 TEKCTOM MapKyBaHHsA [0 p/n 3i 3MiHaMu Bianosigae
Tepmin npuaaTHocTi 3 poku [0 10.2027

*. KoHTposb 2aHOro TecTy NPOBOIATD 1l KOXHOI 11 ATO1 cepii roToBOro npenapary y 3B 3Ky 3 THM. IO LeH TECT KOHTPOIOKOTD B
Hepo3sdacoBaHuX TabneTkax KoxHOi cepii npenapary. **- KoHTpob 1aHOro TecTy NPOBOAATH VIS KOXHOI I1'T01 cepii roTOBOro
npenapary y 3B 83Ky 3 BianosiaHicTio BupoGuuurea 713 sumoram HBIT (GMP).

Bucnosok: PO3VBACTATHH IC, tabnetku, BkpuTi miiBKOBOIWO o6onoHkoio, mo 20 mr Ne30 (10*3) y
Gnicrepax B nauui cepii 2500924

Bianosinae Bumoram MK 3i 3minamu Ne 1 no p/m Ne UA/15855/01/03

3asiBa npo ceprudikauito: Llum s 3acBimuyio, wo HaBedeHa Bulle iHGOpPMALis € JOCTOBIPHOIO Ta TOUHOIO.
Lo cepito npoaykuii 6yno BHpoOGseHO (BIUTIOYAIOYM NaKyBaHHA i MapKyBaHHS) Ta NPOBENEHO KOHTPOJb ii
AKOCTi Ha BHIUe3a3HAyeHili JinbHUMUI Yy TNOBHilM BianoeimHocti 3 BuMoramu GMP, BcranoBneHUMHM
pEryasTOPHUM OpraHoM YKpaiHH, a TaKoXX BiamoBigHo mo cneumdikauiil, WO MiCTATLCA y peecTpaliiiHOMy

nocke. [lpoTokonM BUPOOGHMUTBA, NaKyBaHHA Ta aHali3iB Oyno nepemisHyTO Ta BCTAHOBJIEHO BilNOBiAHICTH
GMP.

\—'7 Ykpaixa
3acTynHHK resHepanbH Topa 3 sikocki , YRSy - 65080, M. 0?&903
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BIAAIN KOHTPOMNIO AKOCTI
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