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TOBAPHCTEBO 3 JOINATKOBOK BINUOBIANAADHICTIO «IHTEPXIM»

TAB«IHTEPXIM»

Yipaina, 65080, Ozecnx . Oaeca, Jhioctnopdicnica aopora, va 86

rea. +380 (48) 7 80, E-mail: in M.COm.ua
Ceprudikar saxoeri No 2350  Bin 19.09.2024 poky
Hasga sikapcbkoro 3acoGy AMIKCHH® IC
Jlixapcrka opma, 103yBaHHS TabneTky, BKpHTI 000noHKow, 1o 0,125 ¢
PeecTpaniiine mocBinyeHus UA/2559/01/02 3i TepMiH il Ge3cTpokoBo
3MiHAMHM
Jinensist BupobuuuTso nikaperkux 3acobis cepis AE No295499 gin
20.02.15 p., 65080, Onecrka obnacts, M. Qneca. Jroctnopdebka
aopora, oyn.86
Micue npoBakeHns TisALHOCTI 65025, M. Oneca, 21-it kM CTapokuiscskoi nopory, 40-A
Ceptudixar GMP 024/2023/GMP nie no 23.12.2025 p.
Homep cepii 23500924
Po3mip cepii 73 342 nakoB  Ne6
JaTta BupoGHHITBA 05.09.24 p.
AHaJli3 NpoBeaeHo 3rinHo 3 MKA 31 aminamu Ne 1-3 no p/m UA/2559/01/02
Hai’meHyBa::mﬂ Bimorn MKSI PesyabraTn
MNOKA3HHKIB BHHPOGOB}’B&HL
1 2 3
Onuc TabneTku Kpyroi GOpMH 3 JBOONYKJIIOI [I0BEPXHED, Ta6netku xpyrnoi dopmu 3
BKpHUTI 060710HKO0, OPaHKeBOro Koibopy. Ha posnami JBOOTYK/IOW NMOBEPXHEIO,
BHJHO JIBa 1apH. BKPHTi 060JI0HKOH

0paHKeBOro Koabopy. Ha
po3iaMi BHIHO Ba HIapU
[aenTHdiKaLin A.¥neTpadioeToBi CIEKTPH NOIIMHAHHSA PO3YUHY Binnoeigae

NpenapaTy Ta pO3YHHy NOPIBHAHHSA, OJeprKaHi 15
KiZBKICHOTO BU3HayeHHs, B o6uacTi Bif 220 um go 400 aM
MMOBUHHI CITiBIagaTH.

B. Peakuisa na xapboHinbHY rpymy. [TosuTHBHA
C. Peakuis (a) Ha XJTIOpHAH. [ToauTHBHA
D. Ha xpomaTorpami BUnpo60oByBaHOr0 pO34YHHY MaE Bignoeinae

BHABJIATUCA 30HA HA pPiBHI 30HH Ha XpoMaTorpami
PO34YHHY NOPIBHAHHA (6apBHHK X0BTHI 3axig FCF).
CepenHs Maca Big 0,2945r 70 0,3255 . 0,3082r

OaHOpigHiCTD Bumoru 010 BBaarTLCs BHKOHAHHMH, AKILO
JA030BaHHUX OAHHHIE * npuiManbHe yHC10 (AV) and nepmux 10 oAHHULL MEHIIe
abo gopisnioe L1 (15,0), y iacoTkax. fkmo npuiiMansHe
uncnao Gineie L1, y BigcoTkax, BUNpo6yBaHHIO i AJA10Th
HacTynHi 20 oAMHHIE | 064HC/IITE NTPHHMa/IbHE YHCIO.
Bumoru 010 BUKOHYI0TBCH, AKILO KiHLEeBe MPHHAMaIbHe
4YHCNO, po3paxoBane i3 30 oAMHHLL, MeHIIE a60 AOPIBHIOE
L1, y BincoTxax, i xozeH inguBigyansuuil BMicT y
[030BaHi# oMHHHII He € MeHmKM 3a (1 - L2x0,01)M iHe €
6inbmum 3a (1 + L2x0,01)M. (L2=25,0).
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Po3zunHeHHA KpuTepili npuiHATHOCTI Ha piBHi S1 noBHHeH OyTH He 99,1%
mene (Q + 5) % A/1s KOXKHOI 3 6 ofUHHUIIB. SIKIT0
oJiepKaHi pe3y/bTaTH He BIANOBIAa0TE KPUTEPIl0
NPUHHATHOCTI Ha piBHi S1, BUNpOOGYBAaHHA NPOAOBKYIOTh
Ha piBHAX 52 abo 53. Q = 75 %. Yac po3uuHeHHs 45 XB.

CynposigHi goMimku Ha xpomaTtorpami BUnpo6oByBaHOro po34uHy 6yb-sKa Menme 0,1 %
nAMa, KpiM OCHOBHOI, He Mae OYTH IHTEHCHBHILIOW 32
1AMy Ha XpoMmaTorpami posuunny nopisuauud (b) (0,1%).

JonycKaeTsCs HAABHICTL KOHTYPHOI IUIAMH Ha CTapTi, a Menwe 0,1 %
TAKOMK IUVIIMH HE i1eHTU)IKOBaHOT JOMIILKH BHIIE
KOHTYPHOI I/IAMH, AKa He Ma€ Oy TH iIHTeHCHBHIIIO 33
ILIAMY Ha XpoMaTorpami posumHy nopieHsaHHA (b) (0,1%).

OauHOYHOI JOMINIKH He MOBMHHO OyTH 6iabnie Hix 0,1%, | Menme 0,2 %
a cyMapHa KuibKicTh JoMimok He 6inbie 0,2%.

KinbKicHe BH3HayeHHsa | BmicT Cu5H34N;0592HC] (Tunopony) B Ta6netui mae 6ytn [0,1248r
Big 0,1188 r 10 0,1313 r, y nepepaxyHKy Ha cepeiHIO Macy

TabJIeTKH.
MikpoGioJioriuHa 3aranbHe yucao aepobHuX Mikpoopraunismis (TAMC):
yucrora ** KpHTepii mpuitnaTHocTi 10° KYO/T.

3aranbHe YHC/I0 APIKAKOBHUX Ta MiceHeBHX rpubis
(TYMC): kpuTepiit npuitnataocti 10% KYO/r.

BigcytHicTe Escherichia coli B 1 r npenapary.

[lakyBaHHsA [To 3 TabaeTkH y 6aicTepi; no 2 6aicTepu B navni Bigmoeinae
MapkyBanHsa 3riiHO 3 TEKCTOM MapKyBaHHA JI0 p/1 3i 3MiHaMH Bianosigae
TepMiH NpUAATHOCTI 5 pokiB Z010.2029 p.

* « KOETpOIEL ZaHOTO TECTY NPOBOLATH /1A KOMKHOI JIecATol cepli roToBOro Npenapary y 38 43Ky 3 THM. IO LEH TeCT KOHTPOIIOTh B
Hedacomannx TabeTkax kokHO! cepil npenapary. ** - KOHTpo/Ib 1aHOTO TECTY MPOBOAATE IS KOXHOT AecaTol cepii rotoporo
npenapary y 38 43Ky 3 Blanosingictio BupodunuTea 713 sumoram HBIT (GMP).

Bucaopok: AMIKCHUH® IC, tabnetkn, BkpuTi 06ononkoro, o 0,125 r Ne6 (3*2) y GnicTepax y nauui cepif
23500924

Binnoeigac BuMoram  MKH 3i sminamu Ne 1-3 no p/m UA/2559/01/02

3asea npo ceprudikauite: LluM s 3acBigyyio, 0 HaBelaeHa BHINE iHGOPMAIis € JOCTOBIPHOKO Ta TOUHO.
Liio cepiro mpomykuii ©yno BupoOreHO (BKIFOYAKOUM NAKYBAHHA | MapKyBaHHA) Ta NMpPOBEIEHO KOHTPOIE il
SKOCTI Ha BHINE3a3HAayeHill MINBHMII Vv MOBHINA BianosigHocTi 3 puMoramu GMP, BcTaHOBIEHHMHM
PEryJIITOPHUM OpraHoM YKpaiHH. a TakoK BIANOBIAHO 10 cneundikaniil, 1o MiCTATbCA ¥ peccTpauidHOMY

nocse. IIpoTokonu BUpOOHHMLTEA, MakyBaHHs Ta AHATi3iB Oy/no meperisHyTo Ta BCTAHOBJEHO BiNMOBLIHICTH
GMP.
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