Kopn Ne: 7B4638

MNpoaykT: KeeHTHakc® CP (Keetnanux) TabneTku ¢
nponourupoaanublm BhICBOGO)KAEHHEM,
noKpbITbIe NAeHo4YHOW 06onoukoid, 300 mr

Maptua Ne: SF6199

DNara npoussoacrsa: 12,2019

[ata ucreueHua 12.2022

CPOKa rOAHOCTH:

Ynakoeka: (6nvcTep) 10 x 6 (nauka KapToOHHaR)
XpaHeHue: Mpu Temnepatype He ebiwe 25 °C, B

OPUrMHANbLHON YyNaKoBKe,

(T4 IKRKN

YNPABNEHME
KAYECTBOM

Smarjeska cesta 6
8501 Novo mesto
Slovenia

Tel: ++386 7 3312 111
Fax: ++386 7 3211 537

CEPTU®UKAT
AHAMU3A

[lata: 06.02.2020

Tecr Cneuudurayma

Pe3yneTats!

Onucanne KancynoeuaHsie ABOAKOBbINYKNbIE
TabneTkn, NOKPLITbIE NNEHOUHOR
060on0YKOi CBETNO-XenToro ueeTa

Kancynosnausie ABOAKOBLINYKNbIE
TabneTiu, NOKPLITLIE NNEHOYHOR
060N04KON CBETNO-KENTOrC usera

OAHOPOAHOCTS A03UPOBAHKUA MoxasaTens npuemnemocty (AV) - He
Gonee 15,0 %.

2.3

PoacTeeHHble npumMecy - Nliwbas He Gonee 0,2 %
eAvHUYHEA NPUMECh

<= 0,10

PoacTeeHHbIe npumecy - Cymma He Gonee 1,0 %
nprmecen

<= 0,10

MoanuHHOCTE - B3WX BpemAa yaepKuraxUA OCHOBHOMO NUK3
Ha xpomMaTorpaMmMe UCnuITyemoro
pacteopa (SaS) A0NKHO
COOTEETCTBOBATH BpEMEHU
YABPKWBEHUA OCHOBHOO NUKa Ha
XpOMaTOrpamMMme CTaHaapTHOro
pacTeopa keeTuanua (SS).

CooreercTayer

KonWuecTDeKHOB onpeaenexue He menee 95 % v ne Gonee 105 % |
kBeTHannHa (CaiHz2sN10,8) or
32RBNBHKOTD KONWJECTEA,

101

Pacteopenne - Yepes 1y 10-30 % Ca21H2sN:O,S (kBeTHanuHa) o1 |
38RABNEHHOMC KONWYECTBA. |

Pacteopenve - Yepaa 4 4 45-65 % CaHasN10;8 (kseTnanuna) OT_E
38ABNEHHOM0 KONWUECTRA. |

48-51

18-19

Pacteopenue - Yepes 12 u He menee BO % CaiHasNa102S
(kBETHANKHA) OT JARBNEHHOIO
KONWYecTsa.

97 - 89

MwnkpoBHONOrM4BCKAR YUCTOTA Obuiee 4ncno aapobmbix
MUKDOOPraKHnamos — ne Bonee 10°
KOE 8 1r (mn)

Obiee YHCNo APONOKEBbIX W
nneckeseix rpubos — ve Gonee 107
KOE B 1 r(Mmn)

Orteyrerave Escherichia colia 11 (mn)

"l

"
"1

*1 TecTUpORaHME HE NPOBOAUTCA HA KA/ 0% NAPTUK (NPOrpaMmMa MOHWTOPUHIa NPEAYCMATOWBART TECTUDOBAHUE KAk
MUHUMYM OLHOM NApTHW B r0A). HaCTORWMM rapaHTHpyeM, YT AaHHBR NapTUR COOTAETCTAYET aceM TpefoBaHusam.
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(T4 KRIKN

Koa Ne: 7B4638 YNPAB/IEHHE
Mpoaykr: KeeHtnakc® CP (KBetuanu) rabaetku ¢ KAYECTBOM
NPONOHIMPOBaHHbIM BbicBOGOMABHHMEM, Smarjeska cesta 6
NOKPbLITbIE NAEHOYHOM 06onoukoi, 300 mr 8501 Novo mesto
Maptna Ne; SF6199 Slovenia
[arta npounseoacrea:  12.2019 Tel: ++3867 3312 111
[aTta ucteueHun 12.2022 Fax; ++386 7 3211 537
CpOKa rogH 3
i CEPTUOUKAT
Ynakoska: (6nmncrep) 10 x 6 (nauka KapToHHaA)
AHAJTU3A
XpaHeHue: Npw Temneparype He Bbiwe 25 °C, B
opuruuanhnoﬁ ynakoBKe.
[fata: 06,02.2020
Tect Cneundurauma PeaynbTatel
¥Ynakoska Mo 10 rabnetox B Gnucrepe u3 Mo 10 rabneTtox B 6nuctepe ua
KoMBUHPpOBaKHOro matepuana ONA/AN/MBX n xomburrporanHoro matepwana ONA/An/MNBX
donbr aNKMUHKEBOA. ¥ QONLIY 3aNKMUKNEBOR,
Mo 2, 3, 6, 9 wunu 10 BnucTepos nomawawT B Mo 6 6nucTepce NOMELLAINT B NaNKy
NavKy KapTOHHYIO BMECTE C MHCTPYKUMed no KAPTOHKYIO BMECTA C UHCTPYKUMER no
NRAMEHEHUKD. NDUMEHEHUIO,
Mapkuposka Ha nepsudHoi ynakoske (BnucTepe) Ha pycckOM Ha nepaudxon ynakosxke (Enuctepe) Ha
AIbIKE YXA3bIBAKT: PYCCKOM R3bIKE YXA3BIBAKT:
TOProBOE MAMMEHOBAHWUE NpenapaTa ¢ TOProBOe HaUMeHOBaKUe npenaparac
npeaynpesuTensHOR Mapkuposxoik ®, npeaynpeaAnTensHOR Mapkrposkoi ®,
MEXAYHAPOAHOE HeNaTeHTOBaHHoe MEXAYHAPOA MO HenaTeHToBaHK e
HanMeHoBaHue AedcTayoLWaro sewecTaa, HauMeHosaHve AeACTBYIOWEro BeLecrsa,
nexapcTeeHHyo QOpMY, 40IMPOBKY, TOBAPHLIA NEeKapCTBEHHYIO hOpMY, A0IMPOBKY,
3HAK (Ha NAaTUHWUUE) DUPMBI-NPOUIBOANTENSR, TOBAPHBIA 3HAK (Ha NaTKHKLE) DUPMBI-
HOMEp Cepuu U AaTy NPOU3BOACTEA, CPOK NPONABOAUTENA, HOMED CEPUMA ¥ AATY
FOAHOCTH, NpPOMABOACTRA, CPOK MOAHOCTH.
Ha BTopn<MOi ynakoBke (nauxe kapTOHHOM) Ha Ha eTopuuroi ynakoske (nayxe kapToOHHOR)
DYCCXOM R3bIKE YKA3blBAIOT. HA PYCCKOM RAnIKE YK3IBIBAIOT:
TOprosoe HauMeHoBaKWe npenapara c TOErOBOE HaWMeHOBaHWe NPenapara ¢
npeaynpeauTensHod Mapkuposxon ®, npeAynpeanTENbHOR MapXMPOBKOR B,
MEXAYHapoAHOe HENaTeHToBaKHO. MEXAYHEPCAHOE HENaTEHTORAKHOE
HaumeHoBaHve ACNCTeYIOWEro BEWecTsa, HauMOHOBaHHe LeACTBYIOWEero BewWecTsa,
NexkapcTBeHHYKO (GOPMY, AOIUPOBKY, KONKMYECTRBO NEXapcToeHKyio hopMy, 403UPOBKY,
TaBneTok B ynakoBske, HaasaHue AedCTByOLWero KONUHECTB0 TabNeToK B ynakosKke, HasgaHue
BELIECTBA U ero konudyecrso 8 1 TabneTie, ASRCTBYIOWEro BELeCTBa ¥ ero KONUYECTaO 8
«BcnomoraTensHble BEWECTsa: NaxTodbl 1 rabneTke, «BecnomoraTensHble BewlecTss:
MOHCTHAPAT W APYrUe, YKa3aHHbIe B WHCTDYKUMM NaxTO3bl MOHOTMAPAT U APYIME, YKA38HHbIE B
| No NPUMEHEHNK.», yCHOBHR XDaAHEHUR, yCﬂOBMH WHCTPYXLIMK NO NPUMEHEHWIO », YCNOBUA
{ oTnycxa, cnocolb npumMexenns: «Ina npuema xpaneuun, ycnoeus otnycka, cnocob
! BHYTPb.», NPEAYNPEAUTENbHEIE HAANUCK: rpuMeHexus; «[1ns nprema BHYTPb »,
«XpPaHuTh B HEAOCTYNHOM ANA feTed MecTe.», npeAynpeauTeNbHbIE HBANUCH: «XPaHUTL B
TOBADHLIA 3HAK (HA NATWHUUE), HA3BaKHue U aApec | HeAOCTYNHOM ANA geTel MecTe.», TOBAPHLIA
hvpMbI-NPON3IBOAUTENA, HOMED CEpPHM U 4aTY 3HaK (Ha NaTHHUUE), Ha3BaHve v aqpec
NPOU3IBOACTBA, CPOK FOAHOCTH, PEFUCTPAUMOHHEIA | DUPMLI-NPOKIBOAUTENA, HOMEP CEDUN U AATY
HOMEp, WTPUX-KOA, NPOUIBOACTBEHHbIA KOA npou3BOACTRA, CPOK FOAHOCTA,
YyNakoBOWYHOro MaTtepuana. PErucCTPaUMOHHEIA HOMED, WTPUX-KOA,
[lonyckaeTcR HaHECeKWe Ha Nauky KapTOHHYKO NPOW3IBOACTREKHBIA KOA YNAKOBOMHOro
KOHTPCNbHOMO (MAEHTUVKILUMOHHOro) 3Haxka marepuana.
(KWU3) c nonHbIM UMW YACTUYKBIM AYENUPORAHMEM | Ha NAYKY KAPTOHHYIO HAHECEH KOHTPONbHbIR
VHOPMALIMK, COAGPXKALLEHACR B HEM B BUAe (MABHTHOUKAUMOHNBIR) aKaka (KWUJ).
YWTAEMOrO NENaTHOrD TeXCTa C LUensio
MOHUTOPUHIA ABMXEHAA NEKAPCTBEHHOMD
npenapara OT NPOM3BOAKTENA A0 KOHENHOrO
notpeButena.
| Cpox roamocT 3roaa. 3ropa.
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Kop Ne:
Npoaykr:

Maptua Ne:

[arta npou3soAcTsa:
Aara ucrevenun
CPOKA roAHOCTK:
YnakosKa:
XpaHeHue:

7B4638

KeeHTuake® CP (KsetuanmH) Tabnetku ¢
NPONOHIMPOBaHHbIM BbicBOBOMAEHMEM,
NOKPbITbIE NAEHOYHOW 060n04KOH, 300 Mr
SF6199

12.2019

12.2022

(6nmctep) 10 x 6 (nauka KapToOHHaR)
Mpw Temneparype He Buiwe 25 °C, B
OpPUIMHANBHOM YNaKkoBKe.

(F4 KRKN

YNPABNEHHUE
KAYECTBOM

Smarjeska cesta 6
8501 Novo mesto
Slavenia

Tel. ++386 7 3312 111
Fax: ++386 7 3211 537

CEPTUOUKAT
AHAINU3A

Nara: 06.02.2020

[1aHHbiiA NPOAYKT BbINYCKAETCA B COOTBETCTAMM CTEKYLWMMIM TpeGosanuams GMP.

Cepua nexapCTBEHHOrO CPEACTEA NPOMIBEASHA, NPOKOHTPONUPOBAHA ¥ 0A0GPEHE B COOTBETCTBUM & HOPMATUBHON
AokymenTauuwen: NN-003528-201218

[ata BbinyCcKa Ka pbIMOK:
05.02.2020

YNPABNEHUE KAYECTBOM

Damunua v fonxHOCTS (3BAHKE) NUUA,
Enif a8LWEro paipeLwenue Ha BuiNyck Cepuu

Mapua Buguy

KauauaaT dhapm, fiayx

(f4 KRKN

KRKA, .
tovarna zdram o
Novo mests” 7 om0

\”.
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(LaKRIKN

Paspewenne Ha BBIMYCK H BBOJ B rPaskAaHCKHI 000poT
IM-4926902092 /2020

IanMeHOBAHHE JICKADCTBEHHOTO IPCHAPATA VIA MEHIUTHCKOTO TTPHMCHEHNS:
Keentnakc® CP (Kpetnanun), TaG1eTKH ¢ MPONTOHTHPOBAHHBIM BHLICBOGOXKICHHEM,
MOKPBITHIE MACHOUHOMH 000m04K0H, 300 Mr
(6amnctep) 10 x 6 (nauka kapTonnas)
Cepus: Iogen po: Peinok: KonnuecTBo ynakopox:

SF6199 12.2022 RU 3.592 mr.

Ha ocHoBauHH MH(OPMAIMH NMPEIOCTABNEHHOM HHOCTPAHHBIM [POH3BOAMTENIEM, TIOATREPKAAIONIEH, YTO
Cepusi JICKapCTBCHHOro npenapara Oblla NpoH3BeaeHa M MpoBepeHa B COOTBETCTBHH C JIHUEH3MEH Ha
IIPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB, TpeOOBAHMAMH PErHCTPALHOHHOrO Aocke, TpeGoBanusaMH [Ipasun
HaJnexkalled Mpou3BOACTBEHHON NpakTHKH (yTBepxens! [Ipikazom MuHHCTEpCTBA TPOMBIIIERHOCTH
Toprosnu P® ot 14 mions 2013 r. Ne916), a Taroke HEBIME TPEOOBAIHAMH, YCTAHOBICHHLIMH HOPMATHBHBIMI
npaBoBbiMK akTaMu Poccutickoit Menepaitun # cTpaHsl HMIOPTEpA.

HopmaTnenasa noxkymenranun: JIIT-003528-201218

IMacmopr Ne:  SF6199 ot 05.02.2020 r.

Ipoaykuus paspemeHa K BbITYCKY H BBOAY B

05.03.2020 X ’ I
rpaxaanckuii obopor Jlata JIA HET

AN8 AcKYMEHTOR

OTBeTCTBEHHOE JIHIO Ryl




