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TOBAPHUCTBO 3 IONATKOBOMO BIATTOBIIAJIBHICTIO «[HTEPXIM»

TAB «IHTEPXIM»
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Ten. (048) 7772950, dake (0482) 340803

E-mail: INFO@INTERCHEM.COM.UA

= chem

Ceprudikar sxocti Ne 2676 mix 12.10.2023  poky

Hazga nikapcbkoro 3acody
Jlikapcbka dopma, 103yBaHHS

Peecrpauiiine nocBinuenns

Jinensin

Micne npoBagkeHHs TiILHOCTI

Ceprudikatr GMP
Homep cepii
Pozmip cepil

Jdata BHpOOHHITBA

Amnani3 nposeneHo 3rigHo 3

AMIKCHH® IC

Ta0/IeTKH, BKPUTI 00010HKO010, 110 0,06 1

UA/2559/01/01 3i TepMiH Aii He3cTpokoBo
3MiHAMM

Bupoonuurso JikapcekHX 3aco6iB cepist AE Ne295499 sin
20.02.15 p., 65080, Ogecrka obaactsb, M. Ogeca, Joctaopdebka
aopora, oyn.86

65025, m. Ogeca, 21-ii km CTapoxkdiBebKOT 10poru, 40-A

024/2023/GMP nie no 23.12.2025 p.

26760923

8 727 nakos  Nel0

28.09.23 p.

MK 3i sminamu Ne 1-3 no p/u UA/2559/01/01

Hal‘imeHyBa[.mﬂ Bumorn MKSI PezynsTaTn
NOKA3HHUKIB BHNPOOOBYBAHD
1 2 3
Onuc TabsieTkn Kpyrjoi GopMH 3 JBOONYK/I0K0 MOBEPXHEIO, Tads1eTkn kpyraoi opmu 3
BKPHTI 060JIOHKOI0, TEMHO-POKEBOr0 Ko/bopy. Ha JABOOIYKJ/IOK [IOBEpPXHElD,
po3/aMi BUAHO [Ba IIApH. BKPHTI 000JI0HKOIO,
TEMHO-POKEBOI0 KOJIBOPY.
Ha posznami BUAHO ABa
mapH
InenTudikauis A.¥YneTpadioeToBi CIEKTPH NOTIMHAHHA PO34YHHY Bignosigae
[penaparty Ta PO3YHHY NOPIiBHAHHS, ofepKaHi A5
KiJIbKICHOrO BU3Ha4eHHs, B o6s1acTi Big 220 aM go 400
HM IIOBHHHI CIiBNaJaTH.
B. Peaxuia na kap6oHinbHY rpymy. [losuTuBHA
C. Peakuis (a) Ha xnopuzu. [TozuTHBHA
D. Ha xpomaTorpami BUnpo60ByBaHOr0 po34HHYy MawTh | Bifimosijae
BHABJIATHCA: BeJIMKa HHXHA 30Ha, BiAIOBiAHA HHXKHIA
30HI Ha XpPOMaTOrpami po34yHHY MOPIBHAHHA (TTOHCO
4R), cepeiHsA 30Ha, BiJNOBiAHA cepeiHil 30H] Ha
XpOMaTOrpami po34uHy NopisHAHHA (IHAMrOKapMiH) Ta
BeDXH# 30Ha, BiANOBigHa BepxHil 30H] HA
XpoMaTorpami po34HHY NopiBHsIHHA (KOBTHH 3axiz
FCF).
CepenHst Maca Bin 0,2945r go 0,3255 . 0,3132r

Ly o 4{09%

27082




OpHopigHIiCcTh Bumoru 0/10 BBa:KaThCA BUKOHAHWMH, AKILLO
JI030BaHUX OJHHHUIB * npuiAManbHe ynucsao (AV) o nepwux 10 oguHKLB
MeHe abo fopieHioe L1 (15,0), v BigcoTkax. Aximo
npuiiManbHe yucao 6iibwe L1, y BigcoTKax,
BHIIPOOYBaHHIO NiAAaKTE HACTYNHI 20 OJMHHUI i
00YNCAITE NpUiManbHe yKucsao. Bumoru 00
BUKOHYIOTBCH, AKILO KiHIEBe NpHIAMaNbHe YHCI0,
po3paxoBaHe i3 30 ofMHHIB, MeHIIIe abo AOpiBHIE L1,y
BIICOTKAX, 1 3K0JeH IHAUBIAyanbHUE BMICT y j030BaHiH
oauHuIi He € MeHIIMM 3a (1 -L2x0,01)MiHe€
oinpmmM 3a (1 + L2x0,01)M. (L2=25,0).

Po34ynHeHHA Kpurepii npuiinaTHocTi Ha piBHi S1 noBuHeH 6yTH He 99,1 %
meHuie (Q +5) % A KoxkHOI 3 6 ofUHUIB. AKIIO
ofleprkaHi pe3yabTaTH He BiANOBIAAKOTE KPUTEPIKD
NpuiAHATHOCTI Ha piBHI S1, BUNpoOyBaHHA
NpPOIOBKYIOTE Ha PiBHAX S2 abo S3.Q = 75 %. Yac
pO3YMHeHHA 45 XB.

CynpoBigHi JOMILIKH Ha xpomartorpamMi BUIpoGoByBaHOT 0 po34HHY 6yAb-aKa | Menme 0,1 %
MJ/IsIMa, KpiM OCHOBHOI, He Ma€ O6YyTH iIHTeHCHBHIILOW 32
IUIAMY Ha XpOMATOTpaMi po34yuHy nopieHAHHA (b)
(0,1%).

JlomycKaeTbCs HaABHICTh KOHTYPHOT IIAMM Ha cTapTi, a | Menme 0,1 %
TAKOXK ILIAMH He iJeHTHiKoBaHOl foMIlIKK BULLe
KOHTYpPHOI IJIAMH, fiKa He Mae 6y TH IHTeHCHBHIIIOKW 3a
MJISIMy Ha XpOMaTorpaMi po3duHy nopisHaHHA (b)

(0,1%).
OaHHOYHOT AOMIIIKH He TOBHHHO Oy TH Binblie HIX Menue 0,2 %
0,1%, a cymapHa KiabkicTh goMilok He 6inbie 0,2%.

KinbkicHe BU3HAa4YeHHA BumicT Co5H34N2032HCI (THopony) B TabaeTHi Mae 0,0606T

oyru BiA 0,0555 T 7o 0,0645 1, y nepepaxyHKy Ha
cepeAHIo Macy Tab/JIeTKH.

MikpobioJioriuga 3arasbHe YUCa0 aepobHux Mikpoopranisamis (TAMC):
yucroTa *f He Ginpme 10° KYO/T.

3arajbHe YHUCA0 APDKAMKOBHX Ta NJiceHeBUX rpHbiB
(TYMC): He 6inbiue 10% KYO/r.

BiacytHicTk Escherichia coli B 1 r npenapary.

YnakoBka [To 5 Tabaetok y 6aicTepi; no 2 6aicTepu B na4li Bianosizgae
MapKyBaHHA 3rifHo 3 TEKCTOM MapKyBaHHA 0 p/1 3i 3MiHaMK Bignogizae
TepMiH npuAaTHOCTI 5 pokiB Jo 10.2028 p.

* - KOHTpOIb 1aHOTO TeCTY NPOBOAATH 114 KOKHOI 71ecATOT cepii roTOBOro npenapary y 3e’43ky 3 THM, IO el TeCT KOHTPOIOITh
B HeacopaHnx TafneTKax kokHOI cepil npenapary. ¥* - Kontponb aaHoro TecTy NpoBOAATE A7 KOXKHOT AecATol cepil roToBOro
npenapary y 3B°A3Ky 3 Binnoeinnicrio upobHuuTea I'N13 Bumoram HBIT (GMP).

Bucuook: AMIKCUH® IC, TabaeTku, BKpuTi 060g0HKO010, no 0,06 r Nel0 (5*2) y 6aictepax y ma4ui cepii
26760923

BiIMOBiZac BUMOTaM MK 3i 3minamu Ne 1-3 no p/n UA/2559/01/01

3asia npo ceprudikanito: LM 51 3acBiquyIo, U0 HaBe/eHa BUIlle iHGOpMALLis € JOCTOBIPHOIO Ta TOUHOW.

1o cepiro mpoaykuii 6yno BrpobneHo (BKIOYAKOUN MaKyBaHHs | MapKyBaHHs) Ta MPOBENEHO KOHTPOJL ii SKOCTI Ha
BHIIIe3a3HAYEHill AinpHMLI Yy IOBHIiM BianosimHocti 3 BumoramMd GMP, BCTAHOBICHMMH PETYNATOPHHM OpPraHOM
VipaiHH, 4 Takok BiINOBiAHO 10 cmeumdikariit, mo MicTATeCA Y peecTpauilinomy mocke. IpoTokony BHPOGHHITEA,
NAKYBAHHSA Ta aHANi3iB 6YJIO MepernsHyTO Ta BCTAHOBIEHO BianosiaHicTe GMP.




3acTYNHHK reHepaJibHOTO IHPEKTOPA 3 AKOCTI :ﬁg&: b e Yrpaina
V "B5080, m. Caeta _
Al hebka aopora, 86 Tixep 3.0.

(ITIB)

BIAAIA KOHTPOAS AIKOCT! |




