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Ceprudikar sixocti N 2524 Bin 25.11.2024 poky

Ha3zea nikapcbkoro 3aco0y MEBIKAP IC
Jlikapcoka ¢popma, 103yBaHHs tabnetku no 0,3 r
Pecctpauiiine nocBiauenus UA/8823/01/01 3i TepMiH aii 6e3cTpokoBo
3MiHaMHU
Jlinensia Bupo6ruureo nikapcekiux 3acobis cepis AE Ne295499 gin
20.02.15 p., 65080, Oneckbka obnacte, M. Oneca, Jlroctonopdebka
nopora, 6yn.86
Micne npoBaxsKeHHs AisSIILHOCTI 65025, M. Oneca, 21-it kM CrapoxuiBcbkoi goporu, 40-A
Ceprudixkatr GMP 024/2023/GMP gie no 23.12.2025 p.
Homep cepii 25241124
Po3mip cepii 28 863 nakoB  Ne20
Jara BupoOHHUTBA 20.11.24 p.
AHani3 NpoBeaeHO 3TiIHO 3 MK 3i 3minamu Ne 1-4 o p/m UA/8823/01/01
HaHMeHyBal'lHﬂ Bumorn MKS1 Pesyabrarn
MOKA3HMKIB BHNPOGOBYBAHD
1 2 3
Onuc Ta6neTku 6i0ro KoLOPY, NIOCKOUMIIHAPHYHOT Gpopmy, 3 | TabieTKH 6i10ro KOILOPY,
dackoto. Ha oaHil nosepxui TabeTKH HaHeCEHUH NJI0CKOUMIIHAPUYHOT
TOBAapHHH 3HAK MiJNPHEMCTBA, Ha ApyTiil NOBEPXHI dopmuy, 3 packoro. Ha
TabJeTKH ~ pUCKa. OJHIHN NOBEpXHi TabJeTKH
HaHeceHUH TOBapHHH 3HAK
NiANPUEMCTBA, Ha ApyTrif
noBepxHi TabJIETKH —
pHcKa
InenTudikauis A. Ha xpomaTorpami BUNpo60ByBaHOro po34uHy Ma€ 6yTH | Bianosigae
OCHOBHa IJIAMa Ha PiBHI OCHOBHOI IJIAMH Ha
XpomaTtorpami po34uHy NOpiBHAHHA, BiANOBiAHA 1H 32
po3mipoM i 3abapBieHHAM. JlONYCKAETLCA TIAMa Ha JiHii
CTapTy.
B. Peakuis Ha reTepoluKAiYHUE a30T. [lo3uTHBHA
CepegHsa maca Big 0,3135r 50 0,3465 . 0,3297r
OpHopianicTs Bumoru O/10 BBaarThCs BUKOHAHUMH, AKLIO
J030BaHUX OJHUHHUUDB * npuitmanbHe yucio (AV) gnst nepiuux 10 ofHHHLEL MeHIIe
abo gopienioe L1 (15,0), y BigcoTkax. Ko npuiiMansHe
yucao 6inpute L1, y BifcoTKax, BUNpO6YBaHHIO NiAJal0Th
HacTynHi 20 oJMHHULB 1 06YHUCTI0I0TE NPUHMaAbHE YHCIIO.
Bumoru 0/10 Bukony0ThCH, AKIO KiHLIeBe NpUAMaibHe
4YuCII0, po3paxoBaHe i3 30 oAMHMIL, MeHLIe a60 JOPIBHIOE
L1, y BigcoTkax, i oZeH iHAUBIAyanbHUH BMICT y
Jl030BaHil oAuHMLI He € meHwnuM 3a (1 - L2x0,01)Minee
6imbnmM 3a (1 + L2x0,01)M. (L2=25,0).
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Po3unHeHHs Kpurepi# npuiinaTHocTi Ha piBHi S1 noBuHeH GyTH He 96,7 %
Mente (Q +5) % ana xoxHoi 3 6 oguHULE. K10
ofiepKaHi pe3y/sibTaTH He BiJIOBILal0Th KPUTEDIiHO
NPUHHATHOCTI Ha PiBHI S1, BUNpo6GyBaHHA NMPOJOBKYIOTh
Ha piBHsX S2 abo S3. Q = 75 %. Yac pozuunenns 30 xs.

KinbkicHe BusHayenns | Bwmict CgH14N40, (TeMrikonypuny) B Tabnerui mac 6yt |0,3006 r
Biz 0,2850 r 10 0,3150 r, y nepepaxyHKy Ha CepeHI0 Macy

TabJaeTKH.
Mikpo6iosioriuna 3arasibHe uKCI0 aepobHux Mikpooprauismis (TAMC):
yucroTa ** KpuTepid npuitasaThocTi - 103 KYO/r.

3arajibHe YMCI0 APDK/KOBUX Ta IliceHeBUX rpubiB
(TYMC): kpuTepiit npuiiasTHoCTI - 10% KYO/T.

Biacytnictb Escherichia coli B 1 r npenapary.

[lakyBaHHA To 10 TabsieTok y 6icTepi; no 2 6iicrepu B nayui Bignogigae
MapkyBaHHs 3riHO 3 TEKCTOM MapKyBaHHA 0 p/ 1 3i 3MiHaMu Bianoeigae
Tepmin npuaaTHOCTI 4 poku Jo 12.2028 p.

* - KoHTpO/Ib 1aHOT0 TECTY HPOBOASTL ISl KOKHOI 11°TOT Cepil IOTOBOTO NpPErNapary y 38’ 13Ky 3 THM, IO LeH TECT KOHTPONIOIOTh B
HedacopaHx TabneTkax koxHol cepii npenapary. ** - KonTponb 1aHOro TecTy NpoBOASTS 1lst KOKHOT 117101 cepil roroBoro
npenapary y 38' 43Ky 3 Bianosigdictio Bupo6uuursa [J13 sumoram HBIT (GMP).

Bucnosox: MEBIKAP IC, Tabnetku no 0,3 r Ne20 (10*2) y Gnicrepax y nauui cepii 25241124

Binnosinae Bumoram  MKJ] 3i 3minamu Ne 1-4 o p/m UA/8823/01/01

3asBa npo ceprudikaniro: Llnm s 3acBiguyro, 1O HaBeAeHa Buile iH(pOpPMALis € JOCTOBIPHO Ta TOUHOIO.
Lo cepito mpomykuil 6yno supoGneHo (BKIIOYAIOUM NaKyBaHHA i MapKyBawHs) Ta IPOBEAEHO KOHTPOMb i
AKOCTI HAa BHMUIE3a3HaYyeHill nginbHULI y noBHiM BimnosigHocti 3 BumoramMu GMP, BCTaHOBIEHMMHU
PEryisTOpHHM OpraHoM YkpalHH, a TakoX BiMOBiIHO A0 crneuudikauiil, o MICTATbCA Y peecTpauiiHoMy

nocke. IlpoToxonu BupOOHMUTBA, MAKyBaHHS Ta aHani3iB OyJ0 meperyisiHyTO Ta BCTAHOBJICHO BIAMOBIAHICTD
GMP.

Yipaina
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BIGLI KOHTPOMO AKOCTI

3acTyNHHK reHepajibHOIO AHPEKTOPA 3 IKOC]
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