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TOBAPHUCTBO 3 JOHATKOBOK BINANOBINAABHICTH «(IHTEPXIM»

TlIB <<IHTE_PXIM>>

Yepainag, 65080, One ofa., w. Qaeca, Jocetiopdichia aopora, dya 86
T +380 (48) 7T7-249-80, E-mail: info@interchem.com.ua

Ceprudixar sixocri o 2249 Bin 29.07.2024 poxky

Hasga jaikapcekoro 3acody I'IA3EIAM IC®

Jlikapceka ¢opma, no3yBaHHsA Tabnerkn no 0,05 r

PeecTpauniiine nocBinyenus UA/8579/01/02 TepMiH 1if 6e3cTpokoBo
Jlinensis Bupofunurso nikapebkux 3acobis cepis AE Ne295499 gin

20.02.15 p., 65080, Onecrka obnacte. M. Oneca. Jioctnopdenka
nopora, 6yn.86

Micue npoBankeHHs NisjJLHOCTI 65025, m. Oneca, 21-ii kM Crapokuipchkol noporu, 40-A
Ceptudikar GMP 024/2023/GMP gie o 23.12.2025 p.
Homep cepii 22490724
Posmip cepii 171 146 naxkoe  NelQ
Hata BupoOuHuTRa 12.07.24 p.
ARaJi3 NpoBegeHo 3riaHo 3 MKH 31 3minamu Ne 1-4 no p/n UA/8579/01/02
HanmeHme‘mﬂ Bumors MKSI PesyabraTn
NOKATHUKIB BHNP0GOBYBAHb
1 2 3
Onuc TaGneTku 6inoro abo 6inoro 3 KpeMyBaTHM BiagTiHKOM Ta6nerku 6inoro 3
KOJIbOPY, IJIocKouMninapu4yHoi ¢opmu 3 dpackoro. Ha KpPeMyBaTHM BiATIHKOM
OAHIH NMOBepxHi TableTKH HaHeCEHHH TOBAPHHH 3HAK KOJNLODY,
HiANMPUEMCTBA. [JIOCKOLHJIIHAPHYHOT

dopmu 3 dackow. Ha ognii
NOBEepxHi TabIeTKH
HaHeCeHHH TOBAPHHUHA 3HAK
miinpueEMCTBA
laenTudikania A.¥nvrpadioneToruit CNEKTP NOMIMHAHHA PO3YHHY Amax = 231 umM

npenapary, 0flep#aHoro AJd KibKicHOTO BU3Ha4eHHs, B | Bignosigae

o6nacTi Big 220 uM 70 300 HM DOBHHEH MaTH MaKCHMYyM
3a A0BXHHH XBUJII 230 HM Ta ntede B o6sacTi Big 250 HM

oo 256 M.
B. Peakuist Ha Gensgiasenin [NTosuTHBHA
C. Peakuid Ha rigpasuHoBy rpyny [MozuTHBHA

D. Ha xpomarorpami BHIpOGOBYBAaHOr0 pO3YMHY MOBHHHA | Bianosigae
6yTH OCHOBHA IJIIMa HAa PiBHI OCHOBHOI IIAMH Ha
XpoMaTorpaMi posiHHy NOpPiBHAHHSA, BiANOBigHAa i 3a
pO3MipoM.

Cepesusa maca Big 0,0925r 10 0,1075 1 0,1005r

Ly an 50N
91104 AP




OnnopigHicTh Bumoru 0/10 BRaal0TbCA BHKOHAHHMH, AKII0
N1030BaHUX OAHHHULE * npuiiMansse yucao (AV) ana nepmux 10 oguHULE MeHIIe
abo gopieuwe L1 (15,0), y BigcoTkax. ko npuiimanbhe
yucno 6insme L1, y BigcoTKax, BUIpo6yBaHHK NiAAak0Th
HacTynHi 20 0JHHHIb i 064UCAI0KTE IPHAMAaIbHE YHCI0.
Bumorn 010 BHKOHYIOTHCA, K10 KiHIleBe NpHHMa/bHe
4yHCa0, po3paxosane i3 30 oAMHHLE, MeHIIe abo NOpIBHIOE
L1, y BificoTKaX, | K0JeH iHAHBIAyaJbHHHA BMICT Yy
f030BaHili oquHHII He € MeHIIHM 3a (1 - L2x0,01)M i ne e
Ginpmum 3a (1 + L2x0,01)M. (L2=25,0).

Po3uuHeHHs KpuTepil npuiinataocTi Ha pisni 51 noBuHeH 6yTH He 98,6 %
menwe (Q + 5) % 214 KoxHol 3 6 0AHHHLb. AKIWo
OJeprKaHi pesy/IbTATH He Bi/AMOBiAal0TE KPUTEPit0
NpPHAHATHOCTI HA piBHI S1, BUNPOOYEAHHA TPOJOBKYIOTh
Ha piBHax S2 a6o S3. Q = 75 %. Yac po3ynHeHHa 15 XB.
CynpoBigHl JOMILIKH Ha xpoMaTtorpamMi BUNpo60ByBaHOI0 PO34YHHY OYAb-AKa Menme 0,5 %
nJAMa, KpiM 0CHOBHOI, He Ma€ GYTH IHTEHCHBHILIOKW 3a
IIAMY Ha XpoMaTorpami posumHy nopisuanss (0,5 %).
JonyckaeTbed A0AaTKOBA MIAMa Ha CTapTi.

Tiapaszud He 6inpwme 0,1% (1000 ppm). Menmwe 0,1 %
KinbkicHe Bu3HadeHHa | Bmict C17H:sBrN4O; (rizasenamy) mae 6ytu Big 0,0462 1 0,0498r

10 0,0538 r, y mepepaxyHKy Ha cepe/iHI0 Macy TabJeTKH.
Mikpo6ionoriuHa [IpenapaT HaNEXUTDL 0 HEBOAHHX HECTEPHIIBHHX
yucToTa ** JiKapChbKHX 3ac00iB 119 0paJIbHOTO 3aCTOCYBAHHA.
3arazbHe YKo aepobuux Mikpooprauismis (TAMC):
KpHTepii npMitHaTHOCTI - 10% KYO/T.

3araabHe YHC/I0 JPIKPKOBHX Ta TLiceHeBHX rpHGiB
(TYMC): xpuTepiii npuiinaTHocTi - 10% KYO/T.

Biacytuicts Escherichia coli B 1 r npenapaty.

[MakyBaHHs Mo 10 TabneTok y Gaictepi; no 1 6mictepy B nauni Bigmorigae
MapkyBaHHA 3rilHO 3 TEKCTOM MapKyBaHHA J0 p/II 31 3MiHaAMH Bianmosizae
TepMiH NpHAATHOCTI 5 pokiB Jo 08.2029 p.

* - KoHTpOIIb IAHOTO TECTY MPOBOAATE A7 KOAKHOI ['AT0T cepil roTOBOrO Npenapary v 38 13Ky 3 THM. LLO LEH TECT KOHTPOTOKTH B
Hediacoparux TabneTkax kowxHoi cepii mpenapary, ** - KoHTpons 1auoro TecTy NpoBOISTH AN kowxHOT 11 stToi cepii roToBoro
npenapary y 38 A3ky 3 BinosinnicTio BupodHuursa 13 sumoram HBIT (GMP).

Bucnosox: T'IJIASEIAM IC®, tatnetku mo 0,05 r Nel10 (10*1) y Gnicrepi B nadui cepii 22490724
sinnopizac pamoram  MKS 3i sminamu Ne 1-4 10 p/n UA/8579/01/02

3asea npo ceprudikanito: LM g 3acBiguyio, 1o HaBeneHa BUIIE iH(OPMELs € JOCTOBIPHOO Ta TOUHOL.
[0 cepiro npomykuii Oyno BupoGneHo (BKIOYAOYH NAKYBaHHA | MapKyBaHHs) Ta NPOBEAEHO KOHTPONB II
AKOCTI Ha BHINE3a3HAuYeHiH JiNpHHII Yy TOBHIA BianosimHocTi 3 BMMoramu GMP, BcranosneHumu
PEryASTOPHHM OpraHoM YKpaiHH. a TaKoK BIiAMOBITHO A0 creumdikaliii, 10 MICTATbCH Y peecTpalifiHOMY

nocke. T1pOTOKONHM BMpOGHMHFBA, NAKyBaHHA Ta aHai3iB 6y10 NeperiHYTO Ta BCTAHOBIIEHO BIANOBIAHICTH
GMP. 2o
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