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TOBAPHCTEO 3 JJOJATKOBOK BIANOBIJAJBHICTH) «THTEPXIM»

TAB «IHTEPXIM»

Yxpaina, 65080, Qaecsxa oba., ». Oascza, Jho
Tea. +a80 (48) T77-29-50. E-mail: in

Ceprudikar axoeri o 202 Bin 24.07.2024 poky

HasBa nikapenkoro 3acofy I'JA3EIIAM IC®
Jlikapcska popma, 103yBaAHHS TabneTiku cyoniHreanehi no 0,05 r
Peectpauiiine noceinuenns UA/8579/02/02 3i TepMiH Iii 6e3cTpOKORO
3MiHaMHu
Jlinexsis Bupobnuurso nikapeskix 3aco6is cepia AE Ne295499 gin
20.02.15 p., 65080, Onecnka o6nacte, M. Oneca, Jiroctnopdebka
nopora, 0y1.86
Micue npoBaXKeHHs! AiSLILHOCTI 65025, m. Oneca, 21-ii kM CrapokuiBeskol goporu, 40-A
Ceprudikat GMP 024/2023/GMP gie mo 23.12.2025 p.
Homep cepii 2020724
Po3smip cepii 34 788 nakoe NelQ
Jara BHpOGHHUTBA 12.07.24 p.
AHaJi3 npoBeneHo 3riaHo 3 MK 31 sminamn Ne 1-4 no p/mn UA/8579/02/02
HaHMGHyBaI.lHﬁ Bumors MIKSI PezynrraTn
MNOKA3HHKIB BanOGOB}’BaHb
1 2 3
Onwuc Tabnetku 6inoro a6o 6i10ro 3 KPeMyBaTHM BifTIHKOM Tabnerku 6inoro 3
KOJIbOPY, II0CKOUMAIHAPHYHOI GopMH, 3 dackoro. Ha KpeMyBaTHM BiATIHKOM
OAHIA NOBepxHi TaGAeTKH HaHeCceHHi TOBADHHUH 3HaK KOJIBOPY,
MiNPHEMCTEA, Ha Apyriii noBepxHi TA6IeTKH — pHCKa. MJIOCKOLMIH APUYHOT

dopmuy, 3 dpackow. Ha

O/ HiH NoBepxHi TabneTkH
HaHeCeHHWH TOBapHHH 3HAK
MNiJIPHEMCTBA, Ha pYTii
MOBEpPXHi TabNeTKH —
pHCKa

lnenTHdikanis A. YnbrpadioneToBuii CNEKTp NOITMHAHHA PO3YHHY Amax =231 um

npenapary, 04ep:xaHoro AJisl KiIbKiCHOT0 BU3HaueHHda, B | Bignoeigae

o6sacri Bifg 220 M g0 300 HM NOBMHEH MAaTH MaKCHMYM
3a foBxKHH XBHJI 230 HM Ta nuiede B o6aacTi Big 250 M

A0 256 uMm,
B. Peakuis na 6ensziazenis. [TozuTHBHA
C. Peakuis Ha rigpasuHoBy rpymy. [TosuTHBHA

D. Ha xpoMaTorpami BUIpo60ByBaHOro PO3YHHY NOBHHHA | Bignosigae
ByTH OCHOBHA N/IAMa Ha piBHI OCHOBHOI [LISMHM Ha
XpoMaTorpami po34MHy MOPiBHAHHSA, BiANOBiAHa il 3a
po3aMipom.

CepenHda maca Bin 0,1388r 100,1613 0,1510r
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OpHOpPiAHICTE
[030BaHHX OJHHHIE *

Bumoru 00 BBa)Ka0ThbCsl BHKOHAHHMH, AKIIO
npuiManbHe yucio (AV) a4 nepunx 10 oqMHHLE MEHLIE
a6o popisnwe L1 (15,0), y BigcoTkax. AKuo npuiManbsHe
umcao 6inbme L1, y BifcoTKax, BUNIPo6yBaHHIO NiAAAK0Th
HacTynHi 20 0AMHHILB | 06YHCTIOIOTE TPHHMaNbHEe YUCNO.
Bumoru 010 BUKOHYHOTbHCH, AKIO KiHIEBE MPHiMaibHe
YUCII0, po3paxoBaHe i3 30 oAMHHIE, MeHIIe a60 JOPIBHIOE
L1, y BifgcoTKax, i K0AeH iHAHBIAYanbHUH BMICT ¥
J030BaHili 0JHHHULI He € MeHIIMM 32 (1 - L2x0,01)Minee
Ginbpmum 3a (1 + L2x0,01)M. (L2=25,0).

PosuuHeHHs

KpuTepii npuinaTHOCTI Ha pieni S1 nosuHen 6yTH He
mewnte (Q +5) % aaa KoxkHol 3 6 0AMHHLE. AKINO
0Jlep>KaHi pe3y/IbTaTH He BiANOBIAAI0TL KPHTEPII0
HpHHAHATHOCTI Ha PiBHi S1, BUNpoByRaHHA MPOAOBKYIOTh
na pieuax S2 a6o S3. Q = 75 %. Yac po3yMHeHHA 15 XB.

98,9 %

Cymposigui JOMIIIKH

Ha xpomaTtorpami BUIPoGOBYBAHOI 0 PO3YHHY OY/Ib-AKa
IAAMa, KpiM ocHoBHoI Ta wiaMu 3 Rf Giuseko 0,07, He mae
6yTH IHTEHCHBHIIIIOO 33 IJIAMY Ha XPOMaTOIpaMi pO3YHHY
nopisuaunsa (0,2%). JlonyckaeTbes 404aTKOBA [LJ1Ma Ha
Jiinii cTapTy.

Mewne 0,2 %

ligpasuH He Ginewe 0,1% (1000 ppm). Menie 0,1 %
KinbkicHe Buznagenns | Bumict C7H;sBrN.O, (rizasenamy) B TabneTui Mae 6yTH 0,0497r

Bizg 0,0463 r 0 0,0538 1, y nepepaxyHKy Ha cepeHI0 Macy

TabJIeTKH.
Mixpo6ionoriuna 3aranbHe YHCIO aepo6HUX Mikpoopranismis (TAMC):
yucToTa ** KpuTepiii npuitasaTHocTi - 102 KYO/T.

3arasbHe YHC/I0 APLKIKOBHX Ta ITiceHeBHX rpubis

(TYMC): kpuTepiii npuiinaTHocTi - 10° KYO/r.

BigcyTHicts Pseudomonas aeruginosa B 1 r npenapary.

BiacyTHicte Staphylococcus aureus B 1 r mpenapary.
[lakyBaHHA Mo 10 TabneTok y Gaictepi; no 1 6aicTepy B mavii Bianosigae
MapkyBaHHA 3rifHO 3 TEKCTOM MapKyBaHHA A0 p,/N 31 3MiHAMH Bignosigae
TepmiH npHAaTHOCTI 5 pokiB Jo 08.2029 p.

* _ KOHTpOJL OaHOrO TeCTy MPOBOIATE 1A KO#HOT T ATOT cepii roToBoro npenapary y 3B A3KY 3 THM. 110 el TECT KOHTPOIKOIOThL B
nediacosanux TabieTkax KowHoi cepii npenapary. ** - KOHTPOTE TaHOTO TeCTy MPOBOAATL AN KOKHOT n’sToi cepii roToBOIo
npenapary y 38 83Ky 3 BianosinnicTio BupodumnTea 13 sumoram HBIT (GMP).

Bucnosok: TIJIA3EIIAM IC®, Tabnerku cyGainreanehi mo 0,05 r NelO (10*1) y 6Gmictepi y nauui cepi

2020724

BiAMOBIiNAE BUMOTam

MK 3i 3minamu Ne 1-4 1o p/n UA/8579/02/02

3asiBa npo ceprudixanito: Llnm 5 3acsiguyio. mo HapeneHa Buule ingopmallis € NOCTORIPHOK Ta TOYHOIO.
[lio cepito mpoxaykuil 6yno BHpoOIeHO (BKIIOYAIOYM NAaKyBaHHA 1 MapKyBaHHA) Ta MPOBELAEHO KOHTPOTD iI

AKOCTI Ha BHIIE3a3HAuEHIH AinbHULI

y moBHifi Bignmosiznocti 3 Bumoramd GMP, BcraHoBIeHMMH

PeryIsSTOpHHEM OpraHoM YkpaiHH. a Takox BiINosinxo No cneuudikauiii, 1o MiCTATbCA y peecTpauiiinomy
nocke. TpoTokomM BHpPOOHHIITBA, NAKyBaHHA Ta aHanisis Oy/o neperisiHyTO Ta BCTAHOB/IECHO BiAMOBiLOHICTS
GMP.

= gi';ie;"f‘?&

¢ chem

YkpaiHa
65080, m. Oneca
Nwctnopdickka gopora, 86
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