® 06.8-205-07/1, en. pen. Ne 12 g
TOBAPHCTBO 3 JONATKOBOI BIJIIOBIAAJBHICTH «(JHTEPXIM»

TAB«IHTEPXIM»

Vipaina, 65080, Onecura ofin, . Oaeca, Jlioer
Ted, +380 €48) 777-29-50. E-mail: in

Ceprudikar axoeri Ne 2416  Bin 09.10.2024 poxky

Hasga nikapebkoro 3aco0y MEBIKAP IC

Jlikapeska dopma, 103yBaHHA Tabnerkn no 0,5 r

Peectpauiiine noceinyeHus UA/8823/01/02 3i TepMiH 1if He3cTpokoso
3MiHAMH

Jinensis Bupo6uuurso nikapebkux 3acodis cepia AE Ne295499 pin

20.02.15 p., 65080, Onecbka obnacts, M. Oneca, Jlroctnopdcska
nopora, oyn.86

Micue npoBamxeHHs ﬂiﬂﬂbHOCTi' 65025, m. Oneca, 21-ii km CrapokuiBcekol nopory, 40-A
Ceprudikatr GMP 024/2023/GMP zie no 23.12.2025 p.
Homep cepii 24161024
Po3mip cepii 11 956 nakop  Ne20
Jara BupoOHHUTBA 01.10.24 p.
AHauniz npoBeneHo 3riggo 3 MEKX 31 aminamu Ne 1-4 no p/m UA/8823/01/02
HﬂHMCH)’BaI:IHSI Bumoru MIKSI PesynbTatn
NOKA3HHKIB BHNPOGOBYBaHL
1 2 3
Onuc Tabnerxu 6inoro Konbopy, NJ0CKOLMAIHAPHYHOT opMHU, 3 | Tab1eTKH 6inoro KOJIBODY,
dackor. Ha oHii nosepxHi Ta6aeTKU HaHeceH Uit MJIOCKOLHJTIHIPUYHOT
TOBapHHH 3HAK MIANPHEMCTRE, HA APYTii MoBepxHi bopmuy, 3 packoro. Ha
TabJIETKH — pHCKa. 0JHil NOBEPXHI TA6NETKH

HaHeceHHWH TOBAPHHUH 3HAK
HiIIPHEMCTBA, Ha ApYTiid
NOBepXHi TAbJIETKH —

pHCKa.

InenTHiKanisA A. Ha xpomaTorpami BunpotoByBanoro po34uny mae 6ytu | Bifnosinae

OCHOBHA IJ1Ma Ha pPiBHi OCHOBHOI MIAMH Ha

XpoMaTorpaMi po3yHHy NOpiBHAHHA, BiANOBiAHA iif 33

po3mipom i 3abapeieHHAM. Jl0NYCKAEThCA IUIsIMA Ha NiHil

CTapTy.

B. Peaxuis Ha reTepouuKAiYHMI a30T. [TosuTHBHA
Cepeans maca Big 0,5225r no 0,5775r 0,5495r
OnHOpigHICTE Bumoru O/10 BBaxaloThCAd BHKOHAHHMH, AKLILO0

L030BaHUX OAHHHLE * npukiManbHe a0 (AV) a5 nepmux 10 ofMHHUL MEHILE
abo popisnioe L1 (15,0), y BigcoTkax. lkmo npuiiManbae
4ucno Ginbme L1, y BigcoTKax, BANPOGYBAHHIO NiAAAI0TH
HactynHi 20 0 AMHHLE | 06YHCAIOIOTE NpHAMaNbHE YHCIIO.
Bumoru 0/10 BUKOHYIOTBCS, IKIIO KiHIEBE NpHAManbHe
4HCJIO0, po3paxoBaHe i3 30 oguHMIL, MeHILIe 260 LOpiBHIOE
L1,y BifcoTKax, i ofeH iHAHBIAyanbHKIT BMiCT y
A030BaHiH OAHHHLI He € MeHIIHM 33 (1 - L2x0,01)MiHe ¢
Ginbiuum 3a (1 + L2x0,01)M. (L2=25,0).

Dk Oeu A/cmfég Q¥ I Q&,




PozuymHeHHsA KpuTepi#t npuiiHaTHOCTI Ha piBHI S1 noBHHEH 6YTH He 99,5 %
menute (Q + 5) % A1 KOXKHOI 3 6 OIHHHITL. KO
ojep:KaHi pe3y/ibTaTH He BiANORIIa10TE KPUTEPil0
npuiAHATHOCT] Ha piBHI S1, BUNPOGYBaHHA NPOJLOBKYIOT
Ha pieHAX 52 a60 S3. Q = 75 %. Yac pozuuHenHs 30 xB.
KinukicHe susHavenns | Bwmict CgH14N40; (Temrikonypuay) Tabaerui mag 6yt {0,5020 T
Big 0,4750 r 1o 0,5250 1, y nepepaxyHKy Ha cepejiHIO Macy

TabJIeTKH.
Mikpo6ionoriysa 3ara/sibHe YHCI0 aepobHUX Mikpoopranismis (TAMC):
4gcTOTa ¥ kpHTepiit npuiiHATHOCTI - 10° KYO/T.

3aranbHe YUCI0 APIKIKOBUX TA TTICEHEBUX TPHOIB
(TYMC): kpuTepiii npuitnataocti - 102 KYO/r.
Bigcytricts Escherichia coli B 1 r mpenapary.

[lakyBaHHs ITo 10 Ta6seTox y 6uicTepi; no 2 Gaicrepu B nayli Bixnosigae
MapkyBaHHA 3rigHOo 3 TEKCTOM MAapKyBaHHA 40 p/1 3i 3MiHaMH Bignogizae
TepMiH TpUAATHOCTI 4 poxu Jo11.2028 p.

* - KOHTPOIIb 1aHOTO TECTY NPOBOIATS AN KOKHOI IT ATOT cepii roTOBOTO Npenapary v 3B A3KY 3 THM. 10 Lell TECT KOHTPOIIOKTE B
ne(pacoBarnx Tabnerkax koxHoi cepii npenapary. ** - KOHTpomb TaHEro TecTy MPOBOAATH AL KOMKHOT 1T AT01 cepii rotoporo
npenapary y 38 43Ky 3 BianoizHicTio enpodHnurea [J13 sumoram HBIT (GMP).

Bucnorok: MEBIKAP IC, tadnerxu no 0,5 r Ne20 (10*2) y Gnicrepax y nauui cepii 24161024
pinnopinac sumoram MK 31 sminamn Ne 1-4 o p/m UA/8823/01/02

3asea npo ceprudikanio: Llum 1 3acBimuyto, Wo HageleHa BHule iHQOPMAIiA € TOCTOBIPHOIO TA TOYHOIO.
1lro cepiro nmpomykuii Oyno Bupobneno (BKIHOYAOYH NAKYBAHHA | MapKyBaHHA) Ta NPOBENEHO KOHTPOIb i
AKOCTI Ha BMINE3a3HAuyeHiil miAbHUUI vV TOBHIH BiamosigHocTi 3 Bumoramn GMP, BcranoBnennmu
PETYIATOPHUM OpraHoM YKpaiHW, a TAKOXK BIANOBLIHO 10 creuHdikauii, 10 MIiCTATECA y PEECTpALIHHOMY

nocee. IIpoTokonn BUpOOHMUTBE, NaKyBaHHA Ta aHani3iB §yI0 MeperAHYTO Ta BCTAHOBJIEHO BiINOBIIHICTb
GMP.
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