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TOBAPHCTBO 3 JOAATKOBOK BLIHNOBIIAJBHICTH) «IHTEPXIM»

TAB«IHTEPXIM»

¥upaina. 65080, Onecora ofin, v Qaeca. Jhoernoppe
Tea. +380 {48) 777-269-50. E-mail info

Cepradixar sikoeri Ne 2361  Bin 16.09.2024 poxy

Hasga nikapcbkoro 3acofy AMIKCHH® 1C
Jlikapenka dopma, 103yBaHHA TabneTku, BKpHTi 0000HKoW0, 10 0,125 1
PeecTpauiiine nocBinueHun UA/2559/01/02 3i mie 10 6e3cTpoKoBO
3MiHaMH
Jlinensis Bupo6ruurso nikapebknx 3aco6is cepis AE Ne295499 gin

20.02.15 p., 65080, Onecbka obnacts, M. Oneca, Jloctaopdeska
nopora, 6yn.86

Micue nporamKeHHs AisIbHOCTI 65025, m. Oneca, 21-ii kM CrapokHiBchkoi opory, 40-A

Ceprudixat GMP 024/2023/GMP zie no 23.12.2025 p.

Homep cepii 23610824

Posmip cepii 104 846 nakoB  No3

Hara pupoGHHUTBA 02.09.24 p.

AHai3 npoBexeHo 3riaHo 3 MK 31 3minamu Ne 1-3 no p/m UA/2559/01/02

HaﬁMl’,HyBaI:lHﬂ Bumoru MKSI PesynabTaTu
NOKAa3HHKIB BHHpDﬁOByBaHb
1 2 3

Onuc TabsieTku kpyrnoi GopMH 3 JBOONYK/I0I0 NOBEPXHEID, TabneTku kpyrioi Gpopmu 3
BKPHMTI 06010HKOI0, OPaHXeBOro KoaLopy. Ha possami JIBOONYKJIOI0 TIOBEPXHEQ,
BH/IHO /|Ba IIAPH. BKPHTI 060JI0HKOI0

OpaH)KeBOro Koasopy. Ha
po3Jiami BUAHO ABa WapH
[nenTHdikalis A. ¥nbTpadio1eTOBI ClIEKTPH NOTIHHAHHA POIYHHY Binnosigae

NpenapaTy Ta po3YHHy NIOPIBHAHHSA, O/lepyKaHi 415
KITBKICHOr 0 BU3HAueHHd, B 061acTi Big 220 um g0 400 M
TMOBHHHI CHIBMagaTH.

B. Peakuia Ha kap6oHiNBHY rpymy. [TozutHeHa
C. Peakuis (a) Ha x/10pHaH. [lozuTHBHA
D. Ha xpomaTorpami BHIpoGOBYBaHOr0 pO34HHY Ma€ Bignosigae

BHABJIATHCA 30HA Ha PIBHI 30HH Ha XpoMaTorpami
PO3YHHY NOPiBHAHHA (6apBHUK KOBTHIH 3axif FCF).
Cepeansa maca Bix 0,2945r g0 0,3255 . 0,3090r

bi oer v/

£330 5&5 Wt (1




OpHOpigHICTD Bumoru 0/10 BBaXalOThCA BHKOHaHUMH, AKILO
[030BaHHX OAMHKHLL *  [npuiiManbHe yHcao (AV) aas nepirux 10 oAHHHLE MeHIIe
a6o gopienioe L1 (15,0), y BigcoTkax. ko npuiManbHe
qucso Giabwe L1, v BiAcoTKax, BUIpoOyBaHHIO NiAAAI0TD
HactynHi 20 oAMHHLb | 0BUHCAIOTE NPUHMaJIbHE YHCIO.
Bumoru 0J]0 BHKOHYHOTBCH, AKI10 KiHLleBe TPUHMaIbHE
4HCII0, po3paxoBate i3 30 0HHH I, MeHIIe abo A0PIBHIOE
L1, y BifcoTKax, i #0AeH iHAUBIIyaSbHUH BMICT ¥
N030BaHii ogHHHLI He € MeHHM 3a (1 - L2x0,01)Minee
Ginbmum 3a (1+ L2=x0,01)M. (L2=25,0).

Po3urHeHH:A KpuTepiit npuitHaTHocTi Ha pieni S1 noBHHeH ByTH He 99,3 %
menme (Q +5) % an4a KoxHOI 3 6 0MHHLB. AKI0
0/lepKaHi pe3y/IbTaTH He BiANOBIZaKTL KPUTEPIID
npuiHATHOCTI Ha piBHI §1, BUNPOGYBaHHSA NPOJOBXKYIOThH
Ha pieHaAx S2 a6o S3.Q =75 %. Yac po3yHHeHHs 45 XB.
CynpoBigHi JOMIIKH Ha xpoMaTorpaMi BUIPOGOBYBAHOIO PO3UHHY 6yAb-fKa Menme 0,1 %
1AMa, KpiM OCHOBHOI, He Ma€ 6yTH iHTEHCHBHIIIOW 3a
N/IAMYy Ha XpoMaTorpami pozuuHy nopisuanus (b) (0,1%).
JlonyCKAa€eThCsA HAABHICTh KOHTYPHOI IMIAMH Ha CTapTi, a Menme 0,1 %
TaKOX IJIIMH He [JeHTHQIKOBaHOI JOMILIKH BHIIE
KOHTYPHOI IJIAMH, fIKa HEe Ma€ 6yTH IHTEHCHBHIIIOW 3a
IIAMY Ha XpoMaTorpaMi posduny nopiexaHss (b) (0,1%).
OaHHOYHOT JOMIlIKK He MOBUHHO ByTH Ginbiie Hix 0,1%, |Menue 0,2 %
a cyMapHa KiIbKICTE foMilloK He Ginsire 0,2%.
KinpkicHe Bu3znadenHa | BmicT CosH14N,0402HCI (THaopony) B TabaeTri mae 6yt {0,1249
Bz 0,1188 r o 0,1313 r, y nepepaxykKy Ha CepeJiHIO Macy

TableTKH
Mikpo6ioaoriiyna 3arajibHe YHCI0 aepo6HuxX MikpoopranisMis (TAMC): ne
yucToTa ** inbie 10% KYO/T.

3ara/ibHe YHCA0 ApiKAKOBHX Ta [/1iceHeBHX IPHGIB
(TYMC): ne 6inbime 107 KYO/T.
BigcyTtuicts Escherichia coli B 1 r npenapary.

MaxkyBanusa Mo 3 TabaeTku y baicrepi; no 1 Gaicrepy B nayui Bipnogsigae
MapxkyBsanHsa 3rifiH0 3 TEKCTOM MapKyBaHHSA A0 p/I 31 3MiHaMH Bixmogijae
TepMiH NpHAATHOCTI 5 pokiB Jo 09.2029 p.

* _ KoHTpo:b JaHOTO TeCTY IPCBOIATH /UL KOKHOI J€CATOT cepii FOTOROTO [PEHAPATY ¥ 3B A3KY 3 THM, 1110 el TeCT KOHTPOTHOTE B
Hedacopanux TabIeTKax KoxkHoI cepii npenapaty. ** - KoHTposib 1anoro TecTy MPOBOIATH U1 KOHOT AecsTol cepil roToBoro
npenapary y 38" 43Ky 3 Bianopiznictio BupoOnnurea [J13 snmoram HBIL (GMP).

Buchosox: AMIKCHMH® IC, Tabnerks, BKpHTI obononkoro, no 0,125 r Ne3 (3*1) y Gmicrepi y nauui cepii
23610824

Binnopinae Bumoram MK 3i sminamun Ne 1-3 no p/m UA/2559/01/02

3asiBa npo cepradikanin: LM 1 3acBiduyro, mo HasejneHa Buile iHOpMALiA € TOCTOBIPHOKO Ta TOMHOIO.
Lo cepiro mpomykiii Gyno BHpOOIEHO (BK/IIOUAKOUH NMAaKyBAHHA 1 MAPKYBAHHA) Ta MPOBEACHO KOHTPOIMB I
SKOCTi Ha BMIUE3a3HaueHill nOinpHMUI Yy TIOBHiH pianmoeinHocti 2 Bumoramn GMP, BcTanoeneHmmu
PETYIATOPHUM OpraHoM YKpaiHH, a TAKOX BiAMOBIAHO 70 creumdikaliif, Mo MICTATECA y peecTpauiiiHoMy

nocke. [IpoTOKONH BMPOGHMITBA, NaKyBaHHA Ta aHAI3iR Oyno MepernsHyTO Ta BCTAHOBJIEHO BilIOBIAHICTH
GMP.
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