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MEBIKAP IC
Tabnetku no 0,5 r

UA/8823/01/02 3i
3MiHAMU

Bin 20.01.2025 poky

TepMmin aiT 6e3cTpokoBo

Bupo6rnureo nikapebkix 3aco6is cepis AE Ne295499 gig
20.02.15 p., 65080, Onecrbka 061acTh, M. Oneca, Jlioctnopgebka

nopora, 6yn.86

024/2023/GMP nie 110 23.12.2025 p.
26861224
17 906
28.12.24 p.

nakos  Ne20

65025, M. Oneca, 21-if kM CTapokuiBCcbKoT noporu, 40-A

MK 3i sminamn Ne 1-5 no p/n UA/8823/01/02

Hanmeuynm'mn Bimoru MKSI PesyasTarn
NOKA3HUKIB BUNPOGOBYBAHDL
1 2 3
Onuc TabneTku 6is0ro KoabopYy, TIOCKOLMTIHAPUYHOT GopMu, 3 | TabneTkH Gisoro KOJIbOPY,
dackorw. Ha ogniit [OBepXHi TabJIeTKHU HaHEeCeHH TJTOCKOLMJTIH P HYHO]
TOBapHMH 3HAK NMiANPHEMCTBA, Ha ApyTiii NOBEPXHI dopmu, 3 packoro. Ha
TabJIETKH - pUCKa. OZiHIH NOBepxHi TabaeTKH
HaHeceHu# TOBapHUH 3HaK
NIANPUEMCTBA, Ha ApyTii
NOBEPXHI TabIeTKH ~
pHcKa
laenTudixauis A. Ha xpomaTorpami BUIPOGOBYBAHOTO PO3YHHY MAE 6ytn |Bignosizae
OCHOBHa IJisiMa Ha piBHI OCHOBHOI M/ISMH Ha
XpoMaTorpami po34nHy nopiBHAHHS, BiANOBIANA iif 33
PO3MipoM i 3aGapBaeHHAM. [lonycKaeThes MIsSMa Ha Jinii
CTapTy.
B. Peakuiist Ha reTepouuKaiMHMIE a30T. IosuTHBHa
Cepenunsa maca Big 0,5225r 10 0,5775 r 0,5500r

OzHopianicTs
Z030BaHUX OAMHULB *

Bumoru OJ10 BBaxaioThes BHKOHaHHMH, KO
npuiimanbHe yncno (AV) ans nepuwux 10 oauHULL MeHLIe
a6o gopisnioe L1 (15,0), y BigcoTrax. Axwo npuiManbHe
4HCIo 6inbie L1, y BigcoTkax, BUNPOGYBAHHIO NMiJJaI0Th
HacTynHi 20 ofuHuLb | 06YHCII0I0TD NpUHMaJibHE YUCIO.
Bumoru 010 BukonyoTbcs, AKIIO KiHLeBe npuiManbHe
HHCJI0, po3paxoBaHe i3 30 oAuHULb, MeHLIe a60 AOPiBHIOE
L1, y BincoTkax, i »onen iHauBigyanbHul BMicT y
A030BaHIN OAMHMLI HE € MEH MM 32 (1-L2x0,01)Minee
OinbwkM 3a (1 + L2x0,01)M. (L2=25,0).
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Po3uynHeHHA

Kpurepiit npuiHATHOCTI Ha piBHi S1 NOBUHEH 6yTH He

mee (Q +5) % 415 KOXHOT 3 6 ofMHuILb. AKIL0
o/iepXaHi pe3yabTaTH He BIANOBIAAKTD KpUTepi
NpUitHATHOCTI Ha piBHi S1, BUNPOGYBAaHHA IPOAOBXYIOTH
Ha pisHax S2 a6o S3. Q = 75 %. Hac po3ynHeHHA 30 xa.

98,7 %

KinpkicHe BU3HaYeHHA

BmicT CgH14N40, (Temrikosypuiy) B TabieTui Mae GyTH
Biz 0,4750 r n0 0,5250 r, y nepepaxyHKy Ha CepeHI0 Macy
TabJIeTKH.

0,5001r

Mikpo6ionoriuysa
yucroTa **

3arasbHe 9Mc10 aepo6uux Mikpoopranismis (TAMC):
KpuTepiil npHHHATHOCTI - 103 KYO/r.

3arajsibHe YHCJI0 APIKIPKOBHUX Ta [JIiICEHEBUX rpubiB
(TYMC): kpuTepiii mpuitnaTHocTi - 10° KYO/T.

BiacytnicTb Escherichia coli B 1 r npenapary.

[TakyBaHHA

o 10 TabneTok y 6icTepi; no 2 GaicTepy B navui

Bianosigae

MapkyBaHHs

3rifHO 3 TEXCTOM MapKyBaHHA [0 p/n 31 3MiHaMH

Binpnosigae

TepMiH pUAaTHOCTI

4 poku

[0 01.2029

- KouTposih aHOTo TeCTy POBOAATD sl KOXHOT 1" ToT cepii roToBOro npernapary y y 3B"S3KY 3 THM. 11O UEH TECT KOHTPOMIOITH B
ncd)aconaunx TabieTkax KoxKHOT cepii nperapary. ** - KouTponk JaHoro TecTy NpoBOAiT: A KOKHOT 117 sITO1 cepil roToBoro
npenapary y 38’ 43Ky 3 BLANOBiANICTIO BHPOOHNLITBA 713 Bumoram HBIT (GMP).

Bucuosok: MEBIKAP IC, taGnetki no 0.5 r Ne20 (10*2) y 6nictepax y nauui cepii 26861224
innosinae Bumoram MK 31 aminamu Ne 1-5 no p/n UA/8823/01/02

3asiga npo ceprudikauiro: Llum s 3acBindyro, 10 HaBEACHa BHILE indopmallist € 10CTOBIPHOIO TA TOUHOIO.
Lito cepito mpoaykuii 6yno BHpoOneHO (BKIKOUAIOUN NAKyBaHH i MapkyBaHHs) Ta NPOBENEHO KOHTPOb il
GMP,

perynsTopHiM OpraHom YKpanm a TaKoX BIJJ,HOBI,E[HO 110 cneuutbmaum 1110 MICTSTBLCS Yy peeCTpamuHomy

AKOCTI Ha BI’ILU.(‘J?)'(BH&LIGHIH ,L'[U'ILHHLU Yy NOBHI#H BIHI’]OB]JJ.HOCTI 3 BHMMOramm BCTAaHOBJICHHMH

HOChE. npOTOl\OIIYI BMpO6HHLITBa naKyBaHHs Ta anaizis 6)/)10 NeperissHyTo Ta BCTAHOBJICHO BUII"IOBILIHICTI:
GMP.
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