@PLIVA

CEPTUOHUKAT AHAJIM3A

Haumenosanue npoaykuun: Kopungap®
TaOJETKU NPOJIOHTUPOBAHHOTO IEHCTBUS, NOKPBIThIE NIEHOYHOH 060s104K0i 10 Mr

Hara npousBoacrtsa: 17.05.2018

I'onen no: 05.2023

Cepus Ne: 67068

ITOKA3ATEJIN

CHEIUOUKALIMA

PE3VYJIbTATHI

Onucanue

Kpyribie, 1BOAKOBBINYKJIbIE
TabJIeTKH, OKPBITHIE MIEHOYHOM
0007104KO¥i HKENTOro HBETa, CO
CKOILIE€HHBIMH KpasiMH.

Bun Ha wu3nome**: opHopoaHas
Macca XeJITOro 1BeTa.

Kpyrieble, JIBOSKOBBITTYKJIbIE
TabJETKH, MOKPBIThIE TJIEHOYHON
000JIOUKO KENTOro WBETa, CO
CKOIUEHHBIMH KpasiMH.

Mo AIHHHOCTE
Hudegunun

XUHOJIUHOBBIHN KENTHIH
(E104)

BIXX

BpeMs ynepuBaHHS OCHOBHOTO
MHKa Ha XpoMaTorpamme
UCTIBITYEMOTO PaCcTBOpa JIOJDKHO
COOTBETCTBOBATh BPEMEHH
YJEP)KUBAHHA OCHOBHOTO ITHKA HA
XpoMarorpaMMe CTaHAApTHOTO
pacTBOpa HH(eIUNHUHA.
CnexTtpodoromerpus

CrnekTp NOrIoLIEHUA
HCHBITYEMOTO pacTBOpa JOJIKEH
COOTBETCTBOBATDH YTAIOHHOMY
CTEKTPY MO MOJIOKEHHUIO
MaKCHUMyMa IOoTJIoIIeHUs (Amax

Bpems ynep>kuBaHHS OCHOBHOTO
IMKa Ha XpoMaTorpaMmme
UCIIBITYEMOTO pacTBOpa
COOTBETCTBYET BPEMEHHU
yIACP>KMBaHM OCHOBHOTO NIMKa Ha
XpoMaTorpaMMe CTaHIapTHOTO
pacTBopa HUGeIUNHHA.

CrnexTp nornoeHus
HCIIBITYEMOrO pacTBOpa
COOTBETCTBYET 3TAJIOHHOMY
CIEKTPY MO MOJIOKEHHUIO
MaKCUMyMa MOTrJoLIeHHs (Amax

@HpOBaHHbrx NIpHMeEceH

L

415+2 H™M.) 41542 um.)
Cpennsas Macca oT 58,5 mr 10 71,5 Mmr. 63,9 MT
TabJIEeTKH H 18/20 £ 10 %
OTKJIOHEHUS OT 2/20 £20,0 %
CpPeJHEH MaccChl
PacTBopeHue CnextpodoromeTpus
Yepes 10 munyt: 30 % 10 50 % 39%
Yepes 30 munyT: 50 % 10 70%. | 55%
Yepez 180 MunyT: 75% 1095% | 77%
[TocToponHue B2XX
IPUMECH:
- Hutpodenunnupu- He 6onee 0,5 % <0,1 %
JIMHAa aHaJor
- Hutpozodenunnupu- | ue 6onee 0,2 % <0,1 %
JWHA aHaJIor
- JIrobas eqHHHYHAA He Goiee 0,2 % <0,1 %
HEUJeHTUOULIUPOBAH-
Has PUMECh
- CymMMa HeHeHTHH- He Oonee 0,5 % <0,1%
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@PLIVA

OnHOPOAHOCTD
OO3UpPOBaHUR™*

BOXX
85,0 — 115,0 % oT 3asBNECHHOTO
KOJIMYECTBA

98.6-101.,5 %

Muxpobuonornyeckas I'd X11*, Usmenenne Ne3, A3polbbi: < 5/t
yucrora* Kareropus 3A. nmu Ph.Eur. I'puber: < 5/r
Escherichia coli: oTcyteTRYyeT/T
KosnmyectBeHHOE B2XX
onpejeacHue Ot 9,50mr xo 10,50 mr 9,99 Mr
(95,0 - 105,0 % oT 3asBACHHOIrO (99,9 %)
B KOJIHYECTRA)
YITAKOBKA B coorBercteuu ¢ HJ.
MAPKHUPOBKA B coorBercTeuu ¢ HJI.
XPAHEHHUE B sammmeHHOM  OT  cBeTa  MeCTe  MPH  TeMIeparype
He Bore 25 °C,
CPOK TOJHOCTH 5 ner

* Hoxkazarenu u Metoauku [d XI, I'd XII ykazaHsl B COOTBETCTBHU C TpeOOBAHHMAMH K
CTaHJapTH3alHH JaHHOH J1eKapCTBeHHOH (opMbl, pHHATEIMU B PO. [Tokaszareny MOryT ObITh HeE
yKazaHbl B cepTruduraTax aHamu3a. MeTOAUKH He HCIOML3YIOTCA NPOU3BOAHUTENEM MPH BHITYCKE
npoaykra. @upma rapaHTHpyeT Ka4ECTBO Mpenapara no HTHM IHOKa3aTeIaM.

Yok IlokazaTens «BHA Ha H3JIOME)» BKIIOUYEH B COOTBETCTBHH C TpC6OBaHHﬂMI/I K CTaHAapTH3alluH,

npuHaTeiMU B PO,

H HC VYKa3blBACTCSI B cepmq)uxarax aHalu3a.

Crneuudukanus

periiaMeHTHpPYeT Ka4ecTBO Ha BECh CPOK roJHOCTH nipenapara. CepTuduKars! aHanu3a coaepxar
TpeGOBaHHUs NPU BHIIYCKE U MOTYT HMeTh 6oJiee :eCTKHEe HOPMBI H BKJIIOYATh JOTIONHUTENIBLHbIE

noxasarciau.

KonTtpons xauecTBa npoxyKuuy
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MMOAIHUCH
HITAMII
PLIVA CROATIA Lid
Quality Zagred
Qualified PetsOR
Qulvija Rimaj

“rias var Al loovea vh

PLIVA CROATIA Ltd

TOUG Zegren Craatia, Phone: + 385 1 37 20 000 Fax: + 385137 20 111 URL: www .va.com




