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TOBAPHUCTEO 3 JONATKOBOI BINIIOBINAJABHICTIO «IHTEPXIM»

TlIB «IHTEPXIM»

Vupai 1., M. Ogeca, Jliae
Tea. +380 {48} 777-29-50. E-mail: iniod
Cepradikar sxocri No 282 Bin 24.10.2024 poxy
Hazpa nikapcwkoro 3acoby [IA3ETIAM IC®
Jlikapcbka dopma, 103yBaHHA TabneTku cyoninreansui no 0,02 r
PeecTpauiiine nocginyenns UA/8579/02/01 TepMiH Iii 6e3cTpokoro
Jlinensis BupoGuuurro nikapcekux 3acobis cepis AE Ne295499 pix
20.02.15 p., 65080, Onecbka obmacts, M. Opeca, JiocTaopdenka
Jopora, 0y1.86
Micue nposaeHnns JiaabHOCTI 65025, M. Oneca, 21-it km CTapokuischkoi noporu, 40-A
Ceprudivar GMP 024/2023/GMP nie no 23.12.2025 p.
Homep cepii 2821024
Po3mip cepii 17 351 nakop  Ne20
JlaTa BupoGHHUTEA 221024 p.
AHani3 npoeeaeno srigno 3 MK 3i sminamu No -4 no p/n UA/8579/02/01
HailimenyBanus PesynwraTtu
: Bumorn MK
MOKA3HHKIB BHIIPoOOBYBaHL
1 2 3
Onuc Tabnetku 6isoro a6o 6in0r0 3 KpeMyBaTHM BiATIHKOM TabaeTku 6inoro s
KOJIBOPY, IMIOCKOUMMHAPHYHOT dpopmy, 3 dackoro. Ha KPeMYBAaTHM BiTIHKOM
O/{HiH noBepxHi Tab/eTKH HaHECEHHH TOBAPHHIA 3HAK K0/bOpY,
NiANPHEMCTEBA, Ha APyTii MoBepxHi Ta6IeTKH ~ pHCKa. IVIOCKOLIHJ/IIH ApHYHOT
bopmy, 3 dackow. Ha
OZHIH noBepxHi TAOMETKH
HaHeceHHH TOBapHUH 3HaK
MiANPHEMCTBA, Ha APYTik
NOBEPXHi TabseTKH —
pHCKa.
[nenTudikania A. YnvrpadioneToBui cneKTp NOMTHHAHHA PO3YMHY Amax=231umM
npenapary, oflepaHoro A4 KiIbKiCHOro BU3HavYeHHA, B | Bianosigae
obuacti Big 220 uM 10 300 HM IOBHHEH MaTH MaKCHMYM
3a A0BXKHUHH XBHJII 230 HM Ta nseve B o6.1acTi Big 250 HM
10 256 HM.
B. Peakuis Ha 6enspgiasenin. Mo3uTHBHA
C. Peakuis Ha rigpasuHOBY rpymy. [losnTHBHA
D. Ha xpomaTorpami BUNpo6oByBaHOro PO3YHHY NOBHHHEA | Bignosigae
6yTH OCHOBHA TMIAMa Ha PiBHI OCHOBHOI IIAMH Ha
XpoMaTorpaMi po3YyHHy NOpiBHAHHS, BiANOBiAHA 1H 33
PO3MipOM.
Cepennsa maca Bin 0,1388r 10 0,1613 r 0,1516r

B ou Jowga bip Ay 2 A [P




OnHopigHICTD
N030BAHWX OAHHHUIE *

Bumoru O/10 BBaXKAWOTLCSI BHKOHAHUMH, SIKIIO
npuiManbHe yucao (AV) ans nepuux 10 ofHHHLB MeHLIe
abo popiexwe L1 (15,0), y BigcoTkax. fKiwo npuiManbHe
yucao 6inkine L1, y BigcoTKax, BUNpoSyBaHHIO NiAAAK0Th
HacTynHi 20 04MHUIb | 0GYHCAIOTD MTPHHMaIbHE YHCI0.
BumorH 0/10 BUKOHYIOTHCH, AKILO KiHIlEBe IPUHMaJIbHe
4HCJI0, po3paxoBate i3 30 ofHHKIE, MeHIIe 260 JOPiBHIOE
L1, y BiAcoTKax, i »o/eH iHAUBIAyanbHUHA BMICT ¥
[,030BaHid oqMHHLI He € MeHmuM 3a (1 - L2x0,01)M inee
Gisbimam 3a (1 + L2=0,01)M. (L2=25,0).

Po3uynHeHHA

KpuTepiii npuiHATHOCTI HA piBHI S1 NOBHHEH DYTH He
menie (Q + 5) % 417 KoxkHOIL 3 6 0fHHHLB. AKLWO
OfepXaHi pe3y/abTaTH He BIANOBIAAIOTL KPHTEPIKD
HNPUHHATHOCTI Ha piBHi S1, BHNP0o6yBaHHSA NPOAOBKYIOTh
Ha piBHsx S2 a6o S3. Q = 75 %. HYac poaunHenHa 15 XB.

99,7 %

CynpogiaHi JOMIIIKH

Ha xpomaTtorpami BHIp060BYBAHOTO PO3YHHY OVAL-IKa
TIAMa, KpiM ocHoBHOI T2 I1aMH 3 Rf 6au3bko 0,07, He Mae
6yTH iIHTEHCHBHIIIOI0 32 I/IAMY Ha XpOMAaTOTrpaMi pO34MuHy
nopieugau4 (0,2%). JlonycKaeTbea 404aTKOBA [/1AMa Ha
JIiHIT cTapTy.

Memnue 0,2 %

ligpasuu He 6iabwe 0,1% (1000 ppm). Menme 0,1 %
Kinbkicue Bu3Hayenus |Bwmict Cy7H15BrN,O- (rigazenamy) B TabneTui Mae 6yTu 0,0202r

Big 0,0185 r 10 0,0215r, y nepepaxyHKy Ha CEpeJiHIO Macy

TabJeTKH.
Mikpo6ionoriuna 3aranbHe YHCI0 aepobHUX Mikpoopranismis (TAMC):
yHCTOTa ** kpuTepii npuiHATEOCTI - 102 KYO/T.

3araabHe YHCAO0 APIKIKOBHX Ta TUTiCEHEBHX rpHEIB

(TYMC): xpuTepiii npuiinaTHocTi - 10 KYO/r.

BiacyTHicte Pseudomonas aeruginosa B 1 T mpenapary.

BiacyTHicTe Staphylococcus aureus B 1 r npenapaty.
[lakyBaHHA Mo 10 TabneTok y GaicTepi; no 2 GJicTepy y mayii Bianosizae
MapKyBaHHA 3rifHo 3 TEKCTOM MapKyBaHHsA A0 P/1 3i aMinaMu Bianosinae
TepmMin npUAATHOCTI 5 pokiB Jo 11.2029 p.

* - KOHTpO/Th 1aHOT0 TECTY NPOBOAATE A1 KOKHOT I 70T cepii roToBOTO npenapary y 38" 43Ky 3 THM, IO Ueii TeCT KOHTPOOKTE B
HetacosaHix TabTeTkax kosuoi cepil npenapaty. ** - KoHTpois 1asoro TecTy NPOBOIATE JUTA KOXKHOT I AT0T cepii roTosoro
Tnpenapary y 38 83Ky 3 BIAMORBIIHICTIO BipoSHuTRa [T13 Bumoram HBIT (GMP).

I'JIA3EIIAM IC®, Tabnerku cy@ninreansui mo 0,02 r Ne20 (10*2) y Gnictepax y madui cepii
2821024

BiAMNOBRIiNAE BUMOram

BucHosok:

MK 3i 3minamu Ne 1-4 o p/n UA/8579/02/01

3asea npo ceprudikauino: [luM s 3aceimuyto, IO HABENeHa BHMILE IH(OPMALIA € NIOCTOBIPHOO Ta TOYHOM.
o cepito nmpoaykuii 6yno BupoGreHo (BKIHOYAIOUM NMaKyBaHHs i MapKyBaHHf) Ta NMPOBeJeHO KOHTPOb if
gKOCTI HA BMUIE3A3HAYEHIH NiNbHULI Yy TOBHIH eiamorigHocti 3 BuMoramu GMP, BcTaHOBRIEHHMH
PEryisSTOpHUM OpraHoM YKpaiHm, a TAKOK BIANOBIZHO 10 cneuudikaiii, o MicTATbCH Y peecTpaiiiHoMy
mocke. TTpoTokomn BMPOGHMLTEA, NAKyBaHHs Ta aHasii3is Gyn0 MEpErAHYTO Ta BCTAHOBJICHO BiANOBLIHICTH

GMP.

3acTYNHMK reHepaJibHOIo AHPEKTOpa 3 AKocti ,:3 Esgé

YrnoeHoBaxeHa ocoba




