
11 BOSNALIJEK

OTJIE.JI KOHTPO.JI KAIECTBA

CEPTDKAT AHAJI3A

HAMEHOBAHE: 9nre .1@ Kane JI1 200 Mr
HOMEP CEP: 3731
CooTBeTeTBeT HOMaTBHOM' OK''Men JIII-N002223-PT-RU)-200423
Ipon3Bore cy6cran nubypokca3a: KonpMa C.JI., Henan9Apec
npoI3BoeTBeHHOií nIOIIaKn: Poligono Industrial Pablo Picasso No 15, 08213 Polinya (Barcelona),
Spain
HoMel ceru: 1961

N»
n/n

HaMeHoBanue
noKa3aTe.JI

KauecTBa I1O

H0pMaTBH0My

[I0KyMeHTy

TpeöoBaHua K Kareery nI0

H0pMaTHBH0My I0KyMeHTy
/III-N(002223)-(PF-RU)-200423

Pe3yITaTL aHa.13a

Onucane TBep/1Ie KeIaTHOBLe Hen1pO3pa4He

KaIICyJILL KOpHeBaTOrO BeTa N0,
3aIO/1HeHHLIe nOpOIIIKOM KeITOTO 1IBeTa,

JI IOpOIIIKOM KeJITOrO 1IBeTa C

BKJIHOIeHM B BJIe HeÓOJILIIX

KyCOKOB CHIpCCCOBaHHOí MaCCB, HI

CnpeCCOBaHHBIM HIOpOIIIKOM KeJITOrO

BeTa, KOTOpLI pacnaeTC nIp JIeFKOM

HaKaT.

COOTBeTcTByeT

2 Henrbnuka L[BerHaa peaKa.

[lo9BI9eTC9 TeMHO-CHHee OKpaIIIBaHe,

nepexonIee B bo1eT0Boe, a 3aTeM B

po1eToo-KpacHOe IIpH IIpMÓaBJIeHHH

BOJIBI.

BOKX (BIIO/I9eTc4 O/1HOBpeMeHHo c

Ope/eIeHeM poTBeHHLX npMeceí).

BpeM9 yJIepKBaH OHOBHOrO IKa Ha

xpoMaTorpaMMe cnTyeMOro pa€TB0pa

JIOJIKHO COOTBeTCTBOBaTL BpeMeH

yJIepKHBaHA IIKa Hbyp0Kca31a Ha

XpoMaTorpaMMe pacTBOpa JUI IIpOBepKH

nIpHrOIHOcT XpOMaTorpabuecKoií

CCTeMB.

BpeM yJIepKHBaHA OCHOBHOTO IIKa Ha

xpoMaTOFpaMMe CILTyeMoro pacTBOpa

COOTBeTCTByeT BpeMeH yJIepKHBaH

Ka HbypoKca3a Ha XpOMaTOrpaMMe

pacTBOpa JI I1pOBepKH IIpFOJIHOCT

xpoMaTorpabuecKoí ccTeMI.

3 Cpena Macca

0JH0p0/H0T
MACCL

Cpen1H9a Macca COJepKMOrO KanICyJIL

N0:
350,0 Mr ± 5%(332,5- 367,5 Mr)

18/20 ± 7,5%; 2/20 ± I 5%
351,3 Mr

COOTBeTCTByeT
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COJIepHMOro
KancVI
Pana/aeMoer
IIpnec

MHKp06no.1or­
ecKa cToTQ%

O/IHOpo/IocTL
J103p0aH

Ko.IIecTBeHHoe
0npe/eIenue
Oncanue
ynaK0BK

MapKpora

He 6on1ee 30 M.
EnH4Ha9 JIeHT]MLpOBaHHa9
npMec He 60/1ee 0,5%
EIH4Ha He1eHT]HLHpOBaHHa9
npHMeCL He 60n1ee 0,5%
CyMMa npMeceií He 6o1ee 1,5%
O6tee co a3po6HI MKpOOpraHH3MOB
He 6on1ee I0' KOE I r.
O61lee ICJ1o JpOKKeBBIX H HIeCHeBLX
rpMóoB He 601ee IO KOE B Ir.
OrevrcTBe Escherichia coli B Ir
n=10, AV LI
n=30, AV< LI,
BCe 3HaIeH X; yJ1OBIeTBOp91OT
HepaBeHcTBy [M-x,]<0,01x L2 x M
LI = 15,0%; L2 = 25,0%.
200,00 Mr ± 10% (180,00 - 220,00 Mr)
HbypoKca3Ma B KancyJIe NO
Ilo 8 Kancyn B 6/cTep 3 nneHku IBX w
bo1r a1oMHeBOií. Ilo 2 u1 4
6ncTepa C JICTKOM-BK1aJILIIeM
IOMeIaHOT B KapTOHHVHO naIKy.
Ha_61crepe Ha pyCCKOM 13LKe
yKa3BIBa1OT; TOprOBOe HaHMeHOBaHe
npenapaTa c npe/ynpe/TeHM 3HaKoM;
J1eKapTBeHHyHO bOpMy; JO3HpOBKy;
KOJIIeCTBO KaICyJI B 6cTepe; HOMep
cep; naTy ICTeIeHA CpOKa T0IHOCT
(ToneH Io:); 1oroTn npon3Boren (Ha
JIaTHHIe).

Ha xaproof nauKe Ha pycKOM 93LIKe
yKa3LLBa1OT;
TOpTOBOe HaHMeHOBaHe npenapaTa C
nIpeyIpeJITeJIH1IM 3HaKOM @;
MeKJIyHapOIHOe HenaTeHTOBaHHOe
HaMeHOBaHe; JIeKapCTBeHHyHO b0pMy;
J103poBKy; cocTaB Ha I KanCyJIy C
yKa3aHeM COIepKaH JeiíCTByHOIIeFO
BeIICCTBa IepeIHA BCHIOMOTaTeJIBHLIX
BeIIeTB; COCTaB O6O1OIK KaIICyJI;
KOJIIeCTBO KaIICyJI B ynaKOBKe;
nIpeIyIIpeJITeJIHLe Hanc «JI
nIpHeMa BHyTpL.», «XpaHT B
HeJOCTyIIHOM UI eTeñí MecTe!»,
«CO/epKHT KpaCMTeI a30py6u (E 122),
IyHIOBií [Ionco 4 Rb» (/11 J103MpoBK
I00 Mr), «Cnocoó npHMeHeHg Mep
Ipe/1OCTOpOKHOCT: CM. HHCTpyKIIHHO IO
Me/I. IIpHMeHeH1O», «J19 JIeeH OcTpOí
6aKTepaIHO ape» (c rpab4ecKM
061eKTOM); yCOB9 OTIIyKa; yCJ1OB
XpaHeH9; percTpaoHHí HoMep;
HOMep CepM; J1aTy I1pOM3BOJcTBa; 1aTy
CTe4eHM CpOKa TOIIHOCT (Tone Jo.);
HaMeHOBaHe H aJIpC IepKaTeJ19

6,37 M.
0,005 %

0,06%

0,2%

Ilepo/uecKí recT

CoorereTByeT

195,84 Mr
Ilo 8 Kancyn B 61cTep 3 nnenx IBX
bo/r anoMeoí. Ilo 2 6crepa

C JICTKOM-BKJIaJIBIIIeM IIOMeIIICHI B
KaDTOHHVHO IaIKV.
Ha6n1crepe Ha pyccKOM 93LIKe yKa3aHO;
ToprOBOe Ha3BaHe npenapaTa c
npeIyIIpeJIITeJILHLM 3HaKOM".
IeKapcTBeHHa b0pMa, J1O3MpOBKa,
KOJIeCTBO KanICyI B 6n1crepe, HOMep
Cep, JaTa ICTeIeHA Cp0Ka F0JIH0CT
(To/en Jo:), oroTn npo3Bonrena (Ha
JIaTHIe).

Ha_Kapronoií_nage Ha pyCCKOM 93LIKe
yKa3aH0;
TOpr0B0e HaHMeH0BaHe npenapaTa C
nIpe/ynpe/uTenH1M 3HaKoM @;
MeKJIyHap/IH0e Hen1aTeHTOBaHH0e
HaHMeHOBaHe; JIeKapCTBeHHa bopMa;
1103p0BKa; cocTaB Ha I KanyIy C
yKa3aHeM COIepKaH JIeiíCTByHOIeTO
BeIIeCTBa IIepeIHA BCIIOMOTaTJILHLIX
BeIIeTB; C0CTaB O6OJ1OK KaIICyJILI;
K0JIIeCTB0 KaIICyJI B ynaK0BKe;
nIpeIyIIpeTeJILHLe Hanc «][1A
nIpeMa BHyTpL.», «XpaHT B
HeJ0CTyIIH0M JI JeTeí MecTe!»,
«Cnocoó IpMeHeH9 MepI
nIpe/10CTOp0KH0CT: CM. HCTpyKLIMKO nI0
Me/I. IIpHMeHeHHO», «JI1 JIeIeHA
ocTpoí 6aKrepanHOí pape1» (C
rpa]ecKM Oö1eKTOM); yCJ10B
0TIIyCKa; yCJ10BA XpaHHY;
pereTpaoHHí HoMep; H0Mep cep;
n1aTa nIpOH3B0ITBa; J1aTa CTeYeH
cpoKa rOH0cT (To1eH O:);
HaMeH0BaHe aJIpe JIepKaTeJI
pereTpaoHHoro y/10CTOBepeH;



pereTpaoHHoro yJocTOBepeH9;

JIOTOTI IIpO3BOTeI (Ha JIaTHe);

ITpHX-KO, y6IpOBaHHBe Ha

aHrnícKoM 93Ke (JI bOpM BIIycKa

100 Mr, 30 Kancyn 200 Mr, I6 xany1)

TOprOBOe HaMeHOBaHe npenapaTa C

nIpeJyIIpeHTeJILHLM 3HaKOM B,
MeJIyHapOJIHOe HenaTeHTOBaHHOe

HaHMeHOBaHe, JIeKapcTBeHHa popMa,

1O3poka: ENTEROFURYLB,
NIFUROXAZIDE, Capsules, I 00 mg 11Jll1 200
mg (U19 COOTBeTCTByIOIIIHX 1O3Hp0BOK

npenapara); nuKrorpaMMy «Kancyna»;

TOprOBOe HaHMeHOBaHe H J1OHpOBKy

npenapaTa penebHo-To4e4HtM uupb10M

Bpaií1;

TeXHIeCKe O603Ha4eH9

n1p03BOTe1: bapMaKOI, KO1 SAP

(cnon3yHOT ]p 1aTHa),

n1oroTn TnOrpab (MOKeT BKJIOIaT

HppLI IaTHy), 1BeTOBa nanTpa.

B cJyUae HaHeCeHIA Cpe[CTBa

H[IeHTH]HKaHIHH JIU1A MOHITOpHHra

[IBIDKeHy__1KapcTBeH1Oro npenapara [LU1

Me[IHLHKoro npeneng na Kapronoí

nae [ono1re_1Ho yKa3LIaor;

[ByXMepHLí ITpHXOBOí KOJI, cepMiHtí

HOMep BTOpMIHOí (nOTpe6TencKOií)

ynaKOBK (C.H.), Kon GTIN.
Ha KapTonHoí nauKe c HaHeCeHHIM

Cpe/€TBOM IIeHTbHKaIIH J1JI1

MOHTOpHHTa JBKeHA JIOIIOJIHTeJIHHO

nIpHCyTCTByeT CTKep KOHTpOJI BCKpLT9

3 npO3pa4Hoí IeHK.

J1OTOTII n1pOM3BOJTeJ1 (Ha JIaTHe);

ITpHX-KOJI; JIy6JIpOBaHHe Ha

aHrnícKoM 93IKe TOpTOBOe

HaHMeHOBaHe npenapaTa C

nIpeIIyTpeJIHTeJIHLIM 3HaKOM @,

MeKJIyHapOJIHOe HenaTeHTOBaHHOe

HaMeHOBaHe, JIeKapcTBeHHa pOpMa,

JO3pOka: ENTEROFURYLB,
NIFUROXAZIDE, Capsules, 200 mg;
nKTOrpaMMa «Kan1yIa); TOprOBOe

HaMeHOBaHe J1O3pOBKa npenapaTa

penebHo-Tove4HIM IpHbTOM Bpaií9;

TeXHeCKHe O603Ha4eHA

npo3Bonren: papMaKo, KOn1 SAP

(+CH0J13y1ore9 pp1 naTHua),

nIorOTn TunOrpab, uBeTOBa nan1Tpa,

JByXMepH ITpMXOBO Kon, cepíHLí

HOMep BTOpIHOí (noTpeóTencKO)

ynaKoBK (C.H.), KO GTIN.
Ha KapToHHoí nauKe c HaHeceHHIM

Cpe/€TBOM eHTbKaLIHH J1IA

MOHTODHHTa JIBKCHHIpHCyTCTByeT

CTKep KOHTpOJIA BCKpLIT 13

nIp03pa4Hoí neHK.

I 1 e1oBu xpaHeHua IIp reMnepaType He Bure 25 C. CooTBeTCTByeT

12 CpoK rOJIHOCT
(xpanena)

5 1eT COOTBeTTByeT

AHan3 no JaHHoMy noKa3areno Ha IIpOH3B0ICTBe IIp0B0JITC nIp0M3B0JITeJIeM C

HCn10J1L30BaHeM MeTOna BOKX.
Ha npo3BO€TBe CIBITaHe BLII0JIHIeTCA HepH0IIHIeCK:. He MeHee IeM JI On1HO CepHH

npenapaTa 0nH pa3 B TOI.

Jara npo3Bo1cTBa: 09 25
To1eH IO: 09 30
Jara anan3a: 30.09.2025
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