
BOSNALIJEI<

OTJIEJI KOHTPO.II KAIECTBA

CEPTDKAT AHAJI3A

HAMEHOBAHE: 3nrepopyp1@ cyeneH39I IpeMa BHyTpL
200 Mr/5 M.a
HOMEP CEP: 5135
CooTBeTCTB' 'eT HOI MaTBHOM JIOKMen JIII-Ni000675+-4PI-RU+-291223
Ip0H3Bore cyöcTaH HupypoKca3Ia: KonpMa C.JI., cnaH.Apee
npo3Boerennoií noaku: Poligono Industrial Pablo Picasso No 15, 08213 Polinya
(Barcelona), Spain
HoMer ce nu: 2050

N Ha+Men0Bane TpeöOBaHua K KarecTBy n1O Pe3yITaTI aHa13a
nin noKa3are1 HOpMaTBHOMy JIOKyMeHTy

KaIecTBa n1O JIII-N(OOO675)-(Pr-RU)-291223
HOpMaTHBHOMy

[1OKyMeHTy
I Onucanue CycneH3a KeJITOrO BeTa c 6aHaH0BLIM

3an1ax0M. Ione B36a/ITIBaHH: KHJIKOCTB C
COOTBeTCTByeT

O/IHOpOJIHO paCnIpeIIeJICHHLIM B Hei
uaCTLIaMH.

2 eHrbuKaa
HupypoKca3Mn L[BeTHa9 peaK1.

OKpaIIBane pacTBopa B TeMHO-CHí

1BeT, nepeXOJI B bOJIeTOBIí, 3aTeM B
boeToBo-KpaCH BeT IIpH IpöaBJIeH

BOJIBI.
JI

B3XKX (BLIIOJIHeTC OIHOBpeMeHHO Cc BpeM yJepKHBaHH OCHOBHOTO IIKa Ha

OnpeeHHCM pOICTBCHHLX npMecei). XpoMaTOrpaMMe CnTyeMOro pacTBopa

BpeMg yJepKBaHA OCHOBHOTO IIKa Ha COOTBeTCTByeT BpeMeH yJIepKHBaHH IIKa

xpoMaTorpaMMe nBTyeMOro pacTBOpa HbypoKca3Mn1a Ha XpOMaTOrpaMMe

JOJIKHO COOTBeTCTBOBaTL BpeMCH cTaHnapTHOrO pacTBopa.

yIIepKHBaH IKa HpypoKca3Ha Ha
XpoMaTOrpaMMe cTaHnapTHOrO pacTBOpa.

Mernnapar- BOXX (BIIOJIHeTCA OJIHOBpeMeHHO C BpeM yJIepHBaH OCHOBHOTO IKa Ha

poKcuóeH3oaT KOJIHIeCTBCHHLIM OIIpèIeJIeHeM XpoMaTorpaMMe cnTyeMOro paTBOpa

MeTI1aparIpOKCMöeH30aTa). COOTBeTCTByeT BpeMeH yJIepKHBaHA IIKa

BpeM yJepKBaHA OCHOBHOTO IIKa Ha MeTI1apaFIpOKC6eH30aTa Ha

xpoMaTorpaMMe CnBTyeMOrO pacTBOpa xpoMaTorpaMMe cTaHapTHOrO pacTBopa.

JIOJIKHO COOTBeTCTBOBaTB BpCMeHH

yIepKHBaH Ka MeTnIaparIpOKCHöeH-

30aTa Ha XpOMaTOrpaMMe CTaHJ1apTHOrO

pacrBopa.
JI

TCX. OcHOBHOe nTHO Ha XpOMaTOrpaMMe
ucnLITyeMOrO pacTBOpa I1O 3Ha4eH1O Rf,
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Caxapo3a

3raHo

pH
Pa3Mep nacTuu

II1oTHocTL
CenMeHTaIH-
0HHa
yToiocT
Ipecn

On1Op0HOT
Ma€CL [03,
0TMepeHHLLX H3
MHOF0JI030Bo
yII2KOBKH

3.eKaeMií
061eM

MKp06Ho.1or­
ecKa cT0Ta

Ko.IecTBeHoe
on1pene.Iene

COBOKyIIHOCTH BCJIHIHHBI H HTHCHBHOCTH

IOTJIOIIICHH IOJIKHO COOTBeTCTBOBaTL

ITHy MeTIapaFIpOKC6eH30aTa Ha
xpoMaTorpaMMe cTaHnapTHOrO pacTBopa.

L[BeTHa peaK.

OKpaIBaHue pacrBopa B boneToBtí 11BeT
TX (BBIIOJIHeTC OIHOBpeMeHHO C
KOJIIeCTBCHHLIM OIIpeJeIeHeM 3TaHon1a).
BpeM9 yJepKHBaH nKa 3TaHon1a Ha

XpoMaTorpaMMe CnTyeMOro pacTBOpa
JOJIKHO COOTBeTCTBOBaTL BpeMeH

yIIepKHBaHIIKa 3TaH0na Ha

XpoMaTOrpaMMe cTaH1apTHOrO pacTBOpa

Or 5,0 10 6,0

OTCyTCTBe aCTI C MaKCHMaJILHLIM
pa3MepoM 6on1ee I00 MKM.

Or 0,968 Jo 1,183 r/Mn

He [oJKHo HaónIHOJIaTLC I1pH3HaKOB
Ce/IMeHTaLI 06pa30BaH arperaTOB H
arJOMepaT0B B TIeHe 3 MHH.

HHnuByanBHa pMMeCL - He 6O1ee 0,5 %,

CyMMa npMece - He 601ee 1,5 %.

He 6oee JByX HIHBHIIyaJIBHBIX MaCC

OTKJIOH1OTC OT CpenIHe MaCCB 60n1ee IeM

Ha 10%. Ip 3TOM H 0JIHa HHIIHByan1Ha
MaCCa He JOIKHa OTKIOHIT OT cpenIHeií
MaccBI 60nee IeM Ha 20 %.

AV¡o > 100% Va»
H
Von+o < 95% Va or;

AVao > 100% Va on
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90% Va or.< Viso < 95% Vao.

O61tee cno a9po6HIx MHKpOOpraHH3MOB
He 6o1ee IO KOE B I Mn

O6tutee ICJo JIpOKKeBBIX H IJIeCHeBLIX
rpH6OB He 60lee IO' KOE I MI

OrcyTcTBe Escherichia coli B I Mn

OKpa1Bane pacrBopa B boneToBLIí 1uBeT
BpeM9 yJepKHBaH Ka 3TaHon1a Ha
xpoMaTorpaMMe cnLTyeMOro pacTBOpa

COOTBeTCTByeT BpeMeH yJepKHBaHnIKa
3TaHon1a Ha XpOMaTOrpaMMe CTaHapTHOrO

pacrBopa

5,9

OTCyTCTByHOT aCTHIIBI C MaKCHMaJILHBIM

pa3MepoM 6on1ee IO0 MKM (MeTO J1a3epHO

nbbpaKu)
1,079 r/Mn

Ip3HaK Ce/MeHTa o6pa30BaH
arperaToB arnoMepaTOB He Ha6n1HO1aHOTC

B TeeHe 3 MH.

0%

<0,05 %

COOTBeTCTByeT

COOTBeTCTByeT

< 50 /M1

< 10 /Mn1

OTCyTCTByeT
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HubypoKca3n

MernaparJI­
poKcuöeH3oaT

Caxapo3a

3raHon

naK0Bra

200,00 Mr ± 10% (or 180,0 10 220,0 Mr)

Hpyp0KCa3Ma B 5 MII CyCIIeH3
5,00 Mr ± 10% (or 4,50 110 5,50 Mr)

MeTnIn1apaTHJIpOKCMöeH30aTa B 5 MII

CyCneH3MM

1000,00 Mr ± 10% (or 900,0 no 1100,0 Mr) 1002,85 Mr/5Mn
caxap0311 B 5 MI CyCIIeH3HH

50,00 Mxn- 20%, + 12% (or 40,0 n0 56,0 47,09 Mkn/5M.n
MKJT) 3TaHOna B 5 MJI CyCIIeH3MM

Ilo 90 MI BO bn1aKOH TeMHOrO cTeKn1a, Ilo 90 MI BO pnIaKOH TeMHOrO cTeKn1a,

200,63 Mr/5Mn

4,79 Mr/5Mn

yKy IIOpeHHBI HaBHIBaHOIIeiC9
II1aCTHKOBO KpBIKOí, cHaöKeHHO

MeXaH3MOM 3a1TB OT IeTeí,
yIJoTHTJIeM KOHTpOJIeM nepBOTO
BCKDLIT.

yKy IIOpeHHLIí HaBHIBaHOIIeíC
IIJIaCTHKOBO KpLIKOi, CHaöKeHHO

MeXaHH3MOM 3a1ITL OT JIeTeí,
yIJIOTHITeJIeM H KOHTpOJIeM II€pBOrO
BCKDBITA.



Io I bnaKoHy c HcTpyKue no I bnaKOH c uHcTpyKueí no

13 MapKupoKa

nIpHMCHCHIO H MepHOí JIOKKOí

IOMeIIIaHOT B KapTOHHyHO Ia4Ky.

Ha rKerye bnaKoHa Ha pYyCCKOM 93LIKe
yKa3LIBa1OT;

TOpFOBOe HaHMeHOBaHe npenapaTa C
IpeIIyIpeJIHTeJILHLIM 3HaKOM Ê;
MeyHap0IHOe He1aTeHTOBaHHOe
HaMeHOBaHe; JIeKapCTBeHHyHO pOpMy;

I1O3HpOBKy; cocTaB (cOIepaHe

peiCTByIOIIIeTO BeIIIeCTBa B 5 MII CyCIeH3H);

o61eM npenapaTa B MI;

IpeJIyIIpeIIHTeIHyHO Ha[IIICB «XpaHTB B
He[IOCTyIIHOMI Jere MecTe!»; yC1OB

OTIIyCKa; yCJ1OB XpaHeH; CpOK TOIIHOCT
npenapara none BcKpBIT bn1aKOHa

(«BcKpIT bn1aKOH JOJIKeH XpaHHTBC He

6o1ee I4 nHeií»); perucTpaoHHtí HoMep;
HOMep CepHH; JaTy HCTeIeH CpOKa

TOHOCT (TOeH IO:); HaMeH0BaHe

apec Ipe/Ip9T- I1pO3BOIIHTeJI;
JIOTOTII IIpOM3BOJTeJI (Ha JIaTHe);

KTOrpaMMy, JeMOHCTpHpyHOLIIyHO CI1OCOó

J1O3HpOBaHJIeKapcTBeHHOro npenapaTa;

rpabuecKí o61eKT «MeJIBeKOHOK»;
TeXHeCKe O603HaIeHIIpOH3BOJITeJI:

papMaKon, KOn SAP (4CI0n13yHoTc MbpL
JIaTHa).
Ha Kapronoí nage Ha pyCKOM 13LIKe
yKa3LIBa1OT;

TOprOBOe HaHMeHOBaHe npenapaTa C

IpeJIyIIpeJIHTeJIBHBIM 3HaKOM @;
MeKJIyHapOJIHOe HeIIaTeHTOBaHHOe

HaHMeHOBaHe; JIeKapCTBeHHyHO bopMy;

[1O3HpOBKy; COCTaB C yKa3aHeM COJIepKaHM
JeiCTByIOIIeTO BeIIIeCTBa B 5 MJI CyCIIeH3MH H

nIepe4H9 BCIIOMOTaTIBHLIX BeIIIeCTB; O61eM

npenapaTa B MII; IIpeIyIIpeJITeJILHLe

Hanc «JI JIeYeH ocTpOí

6aKTepanHO nape» (c rpab4ecKM
061eKTOM) «XpaHuT B HeJOCTyIIHOM JI

neTe MecTe!»; yCJ1OB OTIIyCKa; yCJ1OB
XpaHeH; CpOK rOJHOT npenapaTa nOCnIe

BCKpLIT bn1aKOHa («BcKpLIT b/1aKOH
IOJIKeH XpaHTL He 6o/1ee l4 nHeií»);

percTpaoHHIí HoMep; HoMep cep;
I1aTy I1pOM3BOIICTBa; JIaTy MCTIeH cpOKa

TO/IHOCT (TOJeH IO:); «CI1OC06

IIpHMeHCHH: IepeII IIpHMeHeHHeM
npOITaiíTe HCTpyKLM1O»;

npeynpenurenHyo HaIC «Iepen
ynoTpeóneHeM B36a/IT1IBaTBY;
HaHMeHOBaHe H ape IIpeIIIIpHTH­

pOH3BOJIHTeJI; JIOTOTII IpOH3BOJTeJI (Ha

JIaTHMe); IIITpHX-KO; J1y6JIHpOBaHHLe Ha
aHTJIíCKOM 3LIKe TOpTOBOe HaHMeHOBaHe

npenapaTa c npenynpenTenHLIM 3HaKOM

B, MeJIyHapOJIHOe Hen1aTeHTOBaHHOe

IpHMeHHHO H MepHOí JIOKKOí

IOMeIIICH B KapTOHHyHO naIKy.

Ha 9rKeTKe pnaKOHa Ha DyCCKOM 93LIKe

yKa3aHO;
TOpFOBO HaHMCHOBaHe npenapaTa C
nIpeIyIIpeJITeJIHBIM 3HaKOM @;
MeKJIyHapOJIHOe HenaTeHTOBaHHOe
HaHMeHOBaHe; JIeKapcTBeHHa b0pMa;

1103HpOBKa; cOcTaB (COJIepKaHe

JeíCTByOIIIeTO BeIIIeCTBa B S MI CyCIeH3H);

o61eM npenapaTa B MII; IIpeIIyIIpeJIHTe1Ha8
HaJIcB «XKpaHT B He[IOCTyIIHOM I1I

neTeí MecTe!»; yCJ1OB OTIIyCKa; yCJ1OB

XpaHeH; cpoK roHOCT npenapaTa nOCnIe
BcKpBIT bn1aKOHa («BcKpLITBIí bn1aKOH

JOJIKeH XpaHTLC He 6on1ee I4 nHei»);

perTpaoHHI HOMep; HOMep CepHH;
nIaTa CTeIeH CpOKa TOJIHOCT (TOI1eH

JO:); HaHMeHOBaHe ape IIpeJIIIpHTHA­

nIpOH3BOJIHTJ; JIOTOTHII nIpOM3BOJTeJ1 (Ha
n1aTHe); IIKTOrpaMMa,

IIeMOHCTpHpyHOLIa CI1OCO6 I1O3HpOBaH

neKapcTBeHHOrO npenapaTa; rpabuecKí
06eKT «MJIBCOHOK»; TeXHIeCKe

0603Ha4eHM I1pO3BOTen: papMaKOI,

KO1 SAP (4Cn0On3y1OTC HppLI
nIaTHa).
Ha KaproHoí nage Ha pyKOM 93LIKe
yKa3aHO;

TOpTOBOe HaHMCHOBaHe npenapaTa C

IIpeJIyIIpeITeILHBIM 3HaKOM B;
MeKJIyHaponHOe HenaTeHTOBaHHOe

HaHMeHOBaHe; JIeKapTBeHHa popMa;
[1O3HpOBKa; COCTaB C yKa3aHeM CO1epKaHM

JeCTByHOIIIeTO BeIIIeCTBa B S MI CyCIIeH3M
nepe4H9 BCIIOMOTaTnIBHLIX BeIIIeCTB; O61eM

npenapaTa B MIT; IIpeIIyIpeJIHTILHLIe

Hanc «JI JIeYeH ocTpOí
6aKTepanHO ape» (c rpapecKM
061eKTOM) «XpaHT B He[IOCTyIIHOM I1I

neTe MecTe!»; yCJ1OBA OTIyCKa; yCJ1OB

XpaHeH; cpoK rOnHOcT npenapaTa nOJIe

BcKpLIT pn1aKOHa («BKpLITI pn1aKOH
JOJIKeH XpaHTLC He 6on1ee I4 pHeí»);

percTpaoHHí HoMep; HOMep cep;
nIaTa pOH3BOJCTBa; JaTa CTeIeH cpOKa

rOIIHOCT (TOIeH IO:); «CI1OC06

IIpHMHCH: IIepeJI IIpHMCHCHHeM

npouTaíTe HCTpyKLIH1O»;

npeIyIIpeJIHTe1Ha HancB «Ilepen
ynOTpeöJIeHHeM B36a/ITLIBaT»;
HaHMeHOBaHHe alpe€ IpeJIIIpHTH­

nIpOH3BOJIHTeJI; JIOTOTII 1pOH3BOTen1 (Ha

JIaTHIIe); IITpMX-KOI; J1y6JIpOBaHHLe Ha
aHIIíCKOM 3BIKe TOpTOBOe HaHMCHOBaHHe

npen1apara c npenyIpenTenHLIM 3HaKOM

Ê, MeJyHapOIIHOe Hen1aTeHTOBaHHOe
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Xpanenue

CpoK rOIHOCT

HaMMeHOBaHe, JIeKapcTBeHHa popMa,
J1O3MpOBKa, O61eM npenapaTa B MI
ENTEROFURYL®, NIFUROXAZIDE,
Suspension for internal use, 200 mg/ 5 ml, 90
ml; nKTorpaMMy, eMOHCTpHpyHOLIyIO
CnOCO6 J1O3HpOBaHJIeKapCTBHHOrO

npenapara; rpabuecKí o61eKT
«MeIIBCKOHOKY; TOpFOBOe HaHMCHOBaHHe H

O3pOBKy npenapaTa penebHo-Toe4H1M

upuToM Bpaí1;
TeXHIeCKe 0603Ha4eH IIpOM3BOITeJ1A:

bapMaKO, KOnI SAP (1ucn013y1oTc ubp
u naTHa), J1OrOT TnOrpabH (MOKeT
BKJIHOaTL IM]pBI JIaTHHy), 11BeTOBa

nan1Tpa.
B cIyYae HaHeCeH €pe[TBa

H[IeHTHbHKaIIHH IU1 MOHTOpHHra
[BIKeH JIeKapcTBeHHOrO nIpenapaTa ILI
Me[IHI[HHCKOrO IIpIMHeHIA Ha KapTOHHOií

nauKe [OIIOJIHITJILHO yKa3LIBa1OT:

IIByXMepHLI LIITpMXOBOí KOII, CepíHtí

HOMep BTOp9HO (nIOTpeóTenICKOí)
ynaKOBK (C.H.), Kon GTIN.
Ha KapToHHoí na4Ke HaHeceHHIM

CpencTBOM IIeHT]HKaLIM JI
MOHHTOpHHTa JIBKCHIIOIIOJIHTeJIBHO

IpHCyTCTByeT CTHKep KOHTpO1 BCKpLIT
3 nIpO3paIHoí IeHK.

Xpar npu reMnepaType He Bue 25 %C.

He 3aMopaKBaT. BcKpLIT p1aKOH
JOJIKeH XpaHTC He 6on1ee I4 nHeií

3 ron1a

HaMMeHOBaHe, JIeKapcTBeHHa b0pMa,
11O3HpOBKa, O61eM npenapaTa B MI:
ENTEROFURYL®, NIFUROXAZIDE,
Suspension for internal use, 200 mg/ 5 ml, 90
ml; uKTorpaMMa, JIeMOHCTpHpyHO1a
enoco6 J1O3HpOBaHA JIeKapCTBeHHOrO

npenapara; rpaquecKuí oóeKT
«Me[IBeKOHOKY; TODTOBOe HaHMCHOBaHHe H

JO3HpOBKa npenapaTa penIebHo-TOIe4HIM

Ip]TOM Bpaiín;
TeXHICKe O603HaeHH IIpO3BOIITeJI:

papMaKon, KOJI SAP (Hcno13y1oTc pp1

nIaTHa), J1OroTn TunorpabH,
IBeTOBa IaJITpa; JIByXMepHBIÍ IIITpMXOBOM

KOII; CepíHI HOMep BTOpHIHOí

(nOTpe6TenILCKO) ynaKOBK (C.H.); KOI
GTIN.
Ha KapToHHoí nauKe C HaHeCeHHLIM

Cpen€TBOM HIIeHTpKaLIHH JI
MOHHTOpHHTa JIBKeHA IIpHCyTCTByeT
CTHKep KOHTpOJI BCKpLIT 3 nIpO3pa4Hoi

IJIeHKH.

CoorBeTCTByeT

CooTBeTCTByeT

Jara npo3BoncTBa: 03 26
Toen no: 03 29
Jara aHan3a: 16.04.2026.

CIIEIHA.JI
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