@ 06.8-205-07/1, en. pea. Ne 12
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TIB «IHTEPXIM»

Yupaina, 65080, Caecnsa oda.. s Opeca, Jhocrropd
Tea. 380 (48} 7T7-24-50, E-mail: infoltinterc]

sika qopora, dyi. 86
BI1.COM.LAE

Ceprndikar sixocti N 2334 Big 27.09.2024 poky

Ha3sga aikapcbkoro 3acofy AMIKCHH® IC
Jlikapcbka dopma, 103yBaHHS tabnetku, BKpuTi 060510HK00, 0 0,06 T
Peectpauiiine noceinuenust UA/2559/01/01 3i nie no 6e3cTpoxoBo
3MiHaMHu
Jinensist Bupobuuureo nikapebkux 3acobiB cepis AE Ne295499 gin

20.02.15 p., 65080, Onecrxa obnacts, M. Oneca, Jlroctnopdepka
nopora, 6yn.86

Micue npoBaaxeHHs AislJILHOCTI 65025, M. Oneca, 21-ii km CrapoxkuiBcbkoi nopori, 40-A
Ceprudikar GMP 024/2023/GMP nie no 23.12.2025 p.
Homep cepii 23340824
Po3zmip cepii 31186 nakoB Ne6
Jara BHpOOHHUIXTBA 02.09.24 p.
AHaJi3 npoBeAeHo 3riTHo 3 MK 3i 3minamu Ne 1-3 no p/n UA/2559/01/01
Hal/lMeHyBal:lHSl Bumors MKSI PesyabTarn
DOKA3HUKIB BUNPOOOBYBAHb
1 2 3
Onuc TaGneTku kpyrnol $opMH 3 ABOOTYK/IOK NOBEPXHELD, TabsieTkH Kpyrioi opMH 3
BKPHTI 060JIOHKO10, TEMHO-POXEBOI'0 KOJILOpY. Ha JBOOIYK/IOI0 NOBEPXHELD,
po3Jiami BUAHO [1Ba IIAPH. BKPHTI 060710HKO10,
TEMHO-POXKEBOI'0 KOJIbOPY.
Ha po3nami BugHO gB8a
ulapu
IapentTudikanis A. Ynvrpadionetosi cneKTpH NOTIMHAHHA PO3UMHY Bignosigae
npernapary Ta po34HMHY OpPiBHAHHS, OfepxaHi A1
KinbKicHOro BusHavyeHHs, B obsacti Big 220 um g0 400 um
MOBHUHHI CiBNagaTH.
B. Peakuis Ha kapGoHiALHY rpyny. [o3suTHBHA
C. Peakuis (a) Ha xjopuau. [To3uTHBHA
D. Ha xpomaTorpami BHIpoGoByBaHOF0 PO3YHHY MalOTh Bignosinae
BHABJIITHCA: BEJIMKA HHXXHSA 30Ha, BiANMOBiAHA HIKHIN
30Hi Ha XpoMaTorpami po34uHy nopisHsinus (noHco 4R),
cepejHs 30Ha, BiANOBIJHA cepeHili 30Hi Ha XxpoMaTorpami
PO3YHHY NOPIBHAHHA (IHAUrOKApMiH) Ta BEPXHS 30Ha,
BiZNOBiJHaA BepXHil 30Hi Ha xpomaTorpami po3yuHy
nopisHaHHA (xoBTHH 3axiz FCF).
CepenHa mMaca Big 0,2945r 10 0,3255 1. 0,3106r

Y R éﬁp 0500 er 222



OzpHopiazicTb Bumoru O/]0 BBaXa0ThCA BUKOHAHHMH, SAKILO 6,9

J030BAHUX OAMHUUL * | npuitMasbHe uncno (AV) ang nepuux 10 oAHHKIB MeHIe
abo gopierioe L1 (15,0), y BigcoTkax. Axumo npuiimanshe
gyucso 6iabie L1, y BiACOTKax, BUNPOGYBaHHIO MiAJa0Th
nacTynHi 20 oAMHHULB | 06YNCIIOITL IPHIIMaIbHE YHCIO,
Bumoru O/10 BUKOHYIOTBCH, AKILO KiHLEBE NPHAMabHE
4K CJI0, po3paxoBaHe i3 30 oAMHH b, MeH1le aGo JOPIBHIOE
L1, y BiAcoTxax, 1 )KofeH iHAUBiAyanbHUN BMICT Y
A030BaHii oauHMLI He € MeHuuM 3a (1 - L2x0,01)M inee
Ginsmum 3a (1 + L2x0,01)M. (L2=25,0).

Po3uuHeHHs Kpurepiit npuiHsaTHOCTI Ha piBHI ST noBuHeH 6yTu He 99,5 %
meHue (Q + 5) % A1 KOXKHOI 3 6 OAMHHMLD. KO
O/iePKaHi pe3y/IbTaTH He BiANOBIJAIOTb KpUTepilo
NpHHHATHOCTI Ha piBHI S1, BUNPOGYBaHHS NPOAOBKYIOTh
Ha piBHAX S2 a60 S3. Q = 75 %. Yac posunHeHHs 45 xB.

CynpoBigHi JOMIUKH Ha xpomaTorpami BUNIpoGOByBaHOT0 PO3YHHY GYAb-AKa Meniue 0,1 %
TUIsiMa, KPiM OCHORHOI, He Ma€ 6YTH IHTEHCHBHILIO0 32
IIAMY Ha XpoMmaTorpami po3uuny nopisuguus (b) (0,1%).

JonyckaeTbCst HAABHICTL KOHTYPHOT INIAMM Ha CTapTi, a Menue 0,1 %
TaKOX MJIAAMH He ileHTHIKoBaHOT JOMIIKY BULE
KOHTYPHOI IJIAMH, iKa He Ma€ 6y TH iIHTEHCHBHIILIOKW 3a
IUIAMY Ha XpoMmaTorpami posuuny nopisusiuus (b) (0,1%).
OauHOYRHOT AOMILIKK He MOBUHHO 6yTH 6inbme Hix 0,1%, a | Menwe 0,2 %
CyMapHa KiJIbKiCTb JOMILIOK He Binblue 0,2%.

Kinbkicne Busnauenna |BwmicT Cp5H3aN20302HCI (Tunopony) B taénerni mae 6ytn | 0,0598 r
BiA 0,0555 r zo 0,0645 r, y nepepaxyHKy Ha cepeHIO Macy

TabeTKH.
Mikpo6iosoriyna 3aranbHe yncao aepobrux Mikpoopranizmis (TAMC): 100 KYO/r
yucroTta ** KpuTepiit npuiinaTaocti 103 KYO/r.

3aranbHe YHCI0 APIKAXKOBHX Ta IUIiICEHEBUX IPUBIEB Mene 25 KYO/r

(TYMC): xpurepit npuiinaTrocti 10?2 KYO/r.

BiacytHicTb Escherichia coli B 1 r npenapary. Bignogizae
[TakyBaHHs Tlo 3 Tabnetku y 6aicTepi; no 2 GricTepa B nayui Bignogigae
MapkyBaHHs 3rifHo 3 TeKCTOM MapKyBaHHA [0 P/ 3i 3MiHaMM Bianogizgae
Tepmin npugaTHoCTI 5 pokiB Jo 09.2029 p.

* - KoHTpO/Ib 1AHOTO TECTY MPOBOAATH /ISl KOKHOT AecsTol cepii roToBOro npenapary y 38’ s3Kky 3 TUM, IO Lell TeCT KOHTPOMIOIOTH B
nepacopauux TabneTiax kool cepii npenapary. ** - KoHTposib aHOTO TECTy NpOBOASTS /151 KOXKHOT JecaTol cepii roToBoro
npenapary y 3B 513Ky 3 Bianosiasicrio Bupo6uuursa IJ13 Bumoram HBIT (GMP).

Bucnosox: AMIKCHH® IC, Tabnetku, Bkputi o6ononkoo, no 0,06 r Ne6 (3*2) y 6rictepax y mauui cepii
23340824

Bianosinae sBuMoram MK 31 sminamu Ne 1-3 no p/n UA/2559/01/01

3asBa npo ceprudikauiro: Llum 1 3acsimdyro, o HapeneHa Buule iH(OPMALif € JOCTOBIPHOIO Ta TOYHOIO.
Lo cepito npomykuii 6yno BHpoGieHO (BKIIOYAIOUM NAKyBaHHS | MapKyBaHHS) Ta TPOBEAEHO KOHTPOMS ii
AKOCTi Ha BHLIe3a3HaueHi AinpHMUI Yy nNOBHIK Bimmosizmocti 3 Bumoramun GMP, BcraHOBIEHUMH
PEerynsaTOpHUM OpraHoM YKpaiHH, a TakoX BiAnoBigHo 10 creuugixauiil, wo MicTaThes y peecTpalifinomy

nocee. IlpoTokonu BMpOOHMUTBA, MAaKyBaHHA Ta aHali3iB Gy/o NeperisHyTO Ta BCTAHOBNEHO BiANOBIAHICTb
GMP.
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