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KAYECTBOM
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Tel: ++386 7 3312 111
Fax: ++386 7 3211 837

CEPTUDUKAT

YrakoBka, {amnyna) 1 mn x 5 (nayka kapToHHas)
| p AHAJTU3A
ApaHerue Mpu Temneparype oT 8 no 25 °C. He 3amopaxuBaTh.
Hara: 07.07.2020
Crpanuua: 1/4
Tecy Crieynhukaymns Pesynbrarist ng;‘{:

Onucanve

Cycnensus Benoro yseta co cnabeiM 3anaxom
BaHAMNDREOTD CNUPTA, MOXET SOAEPKATEL NErke
pecycnenavpyeMsie Benele una noury bensie
GECTHUBL CR0BOAHEN OT NOCTOPOHHWUX BKIIOYEHUA,

Cycnetisun Benoro useTa co cnabbid 3anaxom -
BEeHIUNOBOMO CIUPTA, MOXET COASPMATL NErKo
pecycnengupyemsie Densie unu noutu Genkie
HacTuup!, cBOBOAHAN OT NOCTORTHHAX BKITIOMEHUA.

cnpegengnue - Bexaunosoro
cnupra

pH Or 500075, 6.1 -
Masnexkasmnid ofihem He menee 1.0 Mo, 10-10mn
pOXoAUMOCTS Hepes urny Cycnensus A0AKHE NPOXOAUTL Uepes wnpul 20 CoorsertcrtyeT

pazmepairna 2 aoima.
BsizkocTs He Bonee 30 mMNac. 18 mllac -
OTHOCUTEALHAES NNOTHOCTL Ot 1,016 a0 1,021, 1,018 -
OaropoaHoceTs aoanposanus | Tlokazatens npuemnemocty (AV) - He Boree 150 %, |54 % -
MognuaKoCTL - Bpems yAemrusasna GAHOI0 U3 OCHOBHLIX NUKOR HE CoorseTcTByeT
TOMAMUKHOTIONA AUETOHUAS - | XPOMATOrPaMME UCNLITYRMOro pacTeopa (SaS)
BOMWX AOMKRO COQTBETCTROBATL BPEMEHU YAePHMUBAHNS

IAKE TOUAMULMHONOHA AUeTOHWAE Ha XPOMATOrpaMMe

cTangaprHoro pacrsopa (S9).
NoanuasHocTe - WK-cnexTp vensiTyemoro o8pasua no NenoMeHo CooTseTcTRYET
TRPUAMUMHONOHA AUETORUAS - | NONOC NOIITOLEHWS JONKEH COOTBETCTRORATD
AK-cRexTpockonus VK-cnexTpy ctaraaprroro obpasia TpnaMunHoNioHa
: aueToHUAE
Mognuskocte - Berauncsoro | Bpems yaiepHuBaHni 0RO U3 OCHOBHbIX NUKOS HA CooTseTcreyer -
cnvpra - BOMX KpOMAaTOrpaMmMe UenbiTyemore pacrsopa (Sas)

ACIHKHO COOTBETCTBOBATL BPEMEHU YAEDXKUABAHUA

nuka GEH3MNOBOro CNUPTA HA XDOMAaTOrPaMME
CTaHAAPTHOro pacreopa {(S8).
PoACTBEHHLIE NDUMECH - He Gonee 0.5 % 0.1% -
TlioBan eAvHUIHAR NpuMecs
POACTBEHHBIE NIPUMECH - He Gonee 2.0 % 0.1% u
CymMma npamecap
PaaMep HacTuy Hactaub! < 60 MkM: He menee 99 %, 100 %
Paimep 4acTuy HacTuust < 40 MkM: He meHee §5 %. 99 %
Pa3smep vacruy “acTuibl < 20 MEM. HE Menae 75 %. 82 % -
Paamep 4acTuiy HacTudbl < 10 MeM. He menee 20 % 83 % -
CeaMMeHTALnONHERA C{J‘CHEHSMH He JOMKHE paccnanBaThCs 8 TeuaHue 5 COGTB&TCT‘BY&T -
YCTOUHUBOCTE MUH.
Konuuecreexros He manee 5.9 mr/iMn u e Bonee 7,3 mr/Mn 6.6 mrimn -
ONPEAENSHNEe - HATPUS
xnopuaa
KonuiecTaesHoe He menee 0,90 /100 mr v ve Gonee 1,10 17100 mr. 1,0 ¢/100 mn -

Havssit cepTUOUKAT HA CEPWID UMBET JMGKTPONHYIO NOAMNUCE,
Ceprudukar co3ias aBTOMATHISOKY RANUAUPOBAHHON KOMITBIOTEPHOR CUCTEMOH.
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CEPTUDUKAT

Ynakoeka: {famnyna} 1 mn x 5 (nayka KapToHHan)
y ‘ AHATU3A
ApaHeHne: Mpu Temneparype o7 8 go 25 °C. He zamopaxuBarh.
Hara: 07.07.2020
Crpanuua: 2/4
Tect Crneundpuranma Pesynesrarst fp.*

He menee 950 % v pe Bonee 1050 % or 99,7 % OT 2aABNEHHOIC KONnYecTea -

SHHBNREBHHOIQ KQnudecTaa.

KonudecraeHHoe
INpEeganeHAe ~
TRPUEMUME0NOHE BUSTOHKAR

Crepuih=ocrs Mpenapar A0MEH GhiTs CTEPUNbHEIM. CootseTcrByer .
basrepuanesubie Menee 2.9 E3/Mr TDUAMUMHONOHA aUeTOHUAE. < 0,16 EO/mr -
FHAOTORCEHBI
Mg * = [pusevarue
Tecr Crieundpuxayma Peaynbtarni
Ynakosra Mo 1 Mo npenapara B aMnyny U3 Npo3payHero, Mo 1 mn npenaparta & amnyny 13 NPo3payuHoro,
GecuseTHoro crekna (tun |, Ph.Bur.). Ha Becuperhore crekna (tun |, Ph.Eur). Ha
AMNYNe HaHeceHb! UBETHOE KONLLUD Ha MecTe aMnyne HaseceHs! UBETHOR KONLLO Ha mecTe
PEZIOME AMINYNE! U LBETHOE KOAMPOBOMHOE KONBUO. Paanoma aMnynol U UBETHOE KOAWPOBOMHOS KO/h T,
Mo 5 amnyn 8 SnucTepe us NBX/anosmunnesoi o 5 amnyn B BavcTtepe ua MNBX/anomuHreson
haneri. 1 GNucTep NOMELLEIT B NAUKY KADTOHHYID chonbryt. 1 BNUCTEP NOMELLGH B NaYKY KEDTOHHYIO
BMECTE ¢ UHCTPYKLMER N0 NDUMEBHEHII BMECTE C UHCTPYKUMEN NO NPUMEHSHWO,
Ynakoaxa «in-tiulko:;
50 Gnucrepos (Bnuctep no § amnyn) noMewaoT B
KapToHHYo Kopobky. KapTonHee kopobiu
YIAKOBLIBZIOT B TPAHCNODTHY Kopob,
Mapruposxa Ha aTukeTie aMNyNisl HA PYCCKOM AJbIKE Ha aTHKeTKe amnynst Ha pycekom Rabike

YKAILIBAIT
TOPrOBOE HAUMEHOBAKUE NPENapsTa ¢
NPEAYNPEAUTENLHOR MapRMPOBKOR &,
MENLYHEDOAHOE HENATEHTOBAHHOE HAMMEHOBAHKE,
NEKAPCTREHHYIO (hopmy, 00bLEM COREPMMMOro B8
amnyne, cnoceb BaeASHUs, KOHUEHTPALKID,
NPEAYNPERNTENbHYIO HaANUeh «[lepey
ynoTpebnenves s3fanTsiBaTs.», TOBADHLIK 3HAK
{Ha narTuHiale) QUPME-NPOU3BOAKTENS, HoMep
Cepud, JETy NPOUsBOACTBA, CPOK MCAHOCTY,
NPOUIBOACTEEHHLIA KOA YNAKOBOMHOIO MaTepUana.
Ha fnucrepe yxaswisaoT,

TORAPHLIE 3HAK (HA NaTuHuLe) hupmbl-

yKasaHo:
TOProg0e HauMeHOBaHue npenapara ¢
NpejynpesuTencHon Mapkuporkon ®,
MEXAYHAPOAHOE HeNaTeHTOBAHHOE HAUMEHOBAHUE
nekapcrsennan hopma, 0GbeM COLepMuMoro a
amnyne, cnocof BBefeHus, KOHLEHTDaLUA,
npeAynpeauTensHan Haanuce «epea
ynotpebneHvem 830anTsIBaTh.», TOBAPHLIR AHAK
(Ha naTuHuLe) PUPMBI-NPOUIBOAUTEN, HoMep
Cepuy, 4ara NpOUIBOZCTEA, CHOK MOAHOCTH,
NPOU3BOACTEEHHLIN KOJ YNAKOROUHOIO Marepuana
Ha Bnucrepe ykasano:

TOBAPHBIA 3HAK (Ha NaTUHUUE) (PupMBI-

NpON3BOAKTENS. APCU3B0AUTENA.
Ha navke kapTomHOl HE PYCOKOM A3LIKS Ha navke kapTOHHOW Ha PYCCKOM S3biKke
YKE3LBA0T: yKasaHo:

TOProBOe HaMEeHOBANUE NPENapaTa ¢
NPEeAYNPesUTENbHOR MAaPKUpoRKol B,
NEKAPCTBEHRYIO hopMY, MEXAYHAPOARCE
HENATCHTOBAHHOE HAUMEHOBAHWE, KOHURHTRAYUK,
KONMUUESCTBO aMyn B ynakoske U obvem
COLEPRUMOND B dmMnyne, cnocob BBEALHUNA,
COAEPHanine 1eUCTBYIOWEr0 BeecTaa B 1 MN,

TOProBOE HAMMBHOBAHWE NpenaparTa c
NPeaynpeAnTeNbHON MAPKUPOBKOA &,
NekaperYseHHan (DOPMa. MENAYHEPoAHDE
HenaTeHToBaHHDe HavMeHoBanue, KOHUBHTRAaL KA
KONWHECTBO aMMYN 8 YIZKOBKE ¥ 09hem
COLEPDWUMOro 8 amnyne, cnocof BEEAESHUA,
COAEepXaHne AeACTRYIOUEro BEUIBCTRA B 1 MA,

[llannsli cepTUUKaT Ha cepuid WMeeT SNEKTPOHEYIO NOANUCE.

Ceprudvkar coafiad aBTOMaTUUEOKM BENUAUPOBEHHOW KOMITLIOTEPHOW CUCTEMOR
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CEPTUOUKAT

Ynakoeka:
XpaHeHue:

(amnyna) 1 mn x 5 (mayka KapTOHHanA)

AHAJIU3A

Mpu remneparype or 8 no 25 °C. He zamopaxuBars.

Hata: 07.07.2020
Crpanuua 34

Tecr

Crieunpurayms

Peaynbratkl

«BCnoMorarenbible BEWeCTEa, KapMEenno3a HaTpus,
HaTpws xnopwd, GensunoBwi cnvpT, nonucopbar-
80, B0A2 ANA UHBLEKUMI », HAANWCH
«CrYepunbHo!s, PETUCTPAUKOHHLIR HOMED, YCNoBus
XpaHEeHUR, PELYNPesUTenLHLIE Hagnuey «XpaHuTs
8 HEAOCTYNHOM ANA ABTEA MacTE.», «llepey
ynotpednenuem sabanteiBate.», «llpenapar
Kenanor® 40 ke npejHazHadeds Ans
BHYTPUBEHHOTO, BHYTRUKOIKHOTD, BHYTPUrNasHore,
INUAYPSILHOC U UHTPATEKENBHOID NPUMEHEHUS »,
«KoHueHTpauus Bensunosoro cnupra - 9,90
MMM » | YCNOBWS OTAYCKA, TOBAPHbLIA 3HEK

(Ha NaTKIULE), Haseanue u agpec upMet-
AROWIRCAUTENA, HOMEP Cepuy, 48Ty
NPOVIBOACTEE, CPOK TOAHOCTH, LWTPUX-KOH,
NPOUIBOACTRERHLI KOA YNAKOBOUHOrQ MaTepuana.
AonycKaeTes HAHECEHUE HA NAYKY KanTOHHYIO
KOHTRONLHOMC (MaeHTudmrKkaynordore) aHaxa (KN3)
C NOMHBIM KK HACTUUHEIM gyBnvpoBaHnem
WHIDOPMAaLIMK, COZEDMALLENCR B HEM B BUie
YWTAEMOIO NEYaTHOrO TeKCTA & LnNbo
MOHATOPUHTE ABIWKEHUS NCKAPCTBEHHOrO npenapara
OT IPOU3BCANTENR A0 KonevHoro noTpeburens.
«In-bulkr. va ITUKETKE HA PYCCKOM HibiKe
YKARTbIBAKIT,

wMthbp NPenNapaTa, TOProsoe HaUuMeHORaHWe
PGNEPATA C NPeAYNPEAMTENEHOR MapKupoRKoi &),
NEKAPCTREHHYIO (hopMY. MEN(IYHapoaHoe
HENATEHTOBAHHOE HAUMEHOBAHWE KONWUMBCTED
aMIyn 8 ynakoeke u 00weM COA8pHUMOre B
aMnNyne, koHueHTpaumio (40 MriMn), konuvecTeo
VHAKOHOK, HOMED CepUK, AaTY NPOKUIBOACTBA,

CPOK TGAHOCTY, YCNOBURA XPAHEHWR,
MEHUNYIALKOHHBIE SHAKKW, TOBAPHLINA 3HaK (Ha
NATUHKULE], HEIBEHWE U agpec PUpMbI-
NPOWIBOAUTENA, WTPUR-KOA, NPOU3BONCTEEHHbLIR
KO/, YNEKOBOYHOrO Marepuana.

JononuurensHo Ha aTUKETKY MOKET ObiTh HaHeceH
2-D kog

«BenoMoraTensHble BELSCTEA. KAPMEennola HaTpua,
HaTPUA xnopua, BeHaunoseLia crupT, nonucoptiar-
80, Bopa ANR MHBEKUKMA,», HAANUCH

«CTepuneHO!», PErUCTREUNOHHEIN HOMED, YONoBusa
XDAHEHUR, MPeAyNPeARTENLHBIE HAAMUCH «XPAHKUTE
8 HEAOCTYNHOM Ans AeTed mecTte.», «llepes
ynotpebneruem nabanteiBaTe.n, «Mpenapar
Kenanor® 40 He npeaqasHaver Ans
BHYTPUBEHHOIO, BHYTDUKOWHOTD, BHYTPUINAIHOIO,
INUAYPANBHOTO U MHTPATEKANLHOIO NPUMEHEHUH 3,
«KoHueHTpauus GeHaunosoro cnupra - 9.90
MM, YCNOBUA OTNYCKA. TOBAPHbLIA 3HaK

{Ha NaTuHWLE), HasBaHue N aapec PupMbl-
NpoU3IBOAUTENA, HOMEP Cepun, AaTa
NPOU3BOACTEA, CPOK FOAHOCTY, WTPUX-KOA.
NPOVIBOACTBEHHBIA K04 YNAKOBOYHOIO MaTeprana.
Ha nauyky KapTOHHYIO HAHECEH KOHTPOMbHBIR
(naeHTUUKaYKOHHbI) SHak (KN3).

Cpok rognecTin

3roaa

3ropaa.

HaHrbig CepTUbUKaT Ha CepuIo WMEET 3NEKTPOHHYIO NOANWCH

CeptudhukaT Co34aH 2BTOMATUNESKU BANUAKPOBAKHON KOMNBIOTEPHOW CUCTEMO]




Kop Ne:
MpoaykT:

Cepus:

Nata nponasoacTea:

[arta ucredeHuns
CpOoKa rogHOCTH:

Ynakoska:
XpaHeHue:

7D0013

Kenanor® 40 (TpuamMUUHONOH) cycneH3us
ana uHbekuuu, 40 mrimn

A73987
04.2020

04.2023
(amnyna) 1 mn x 5 (na4ka kapToHHanA)
Mpu temnepartype ot 8 no 25 °C. He 3amopaxuBaTh.

KRIKA

KRKA, d. d., Novo mesto

YIMNPABNEHWE
KAYECTBOM
Smarjeska cesta 6
8501 Novo mesto
Slovenia

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

CEPTUOUKAT
AHAITU3A

fara: 07.07.2020
Ctpanuua: 4/4

HacTpoAWMUM YAOCTOBEPSAIO, YTO NPUBEAEHHAS BeILLE UHOPMAaUURA NOANUHHEA 1 TOYHaA. Cepun NeKkapcTBEHHOro npenapara Guia NPON3BEAEHaE 1
NpoBEPEHa B COOTBETCTBUM C TPEGOBAHNAMM PEFUCTPAUNOHHOIO Aocse, Tpeboaannamy Mpasun Hagnexawed Npon3IBoACTBEHHGRA NPAKTUKK
(yreepxaeHs Npukaizom MUHUCTEPCTBA NPOMLILLNEHHOCTY W Toprosny P® ot 14 uioHs 2013 r. Ne916), a tak xe rpeGosaHuamu OeaepansHoro 3akoHa
'0O6 ofbpatueHuu nekapcreeHksix cpeacTs” or 12 anpensa 2010 r. N 61-©3 u uHsiMn TpeBoBaHUAMY, YCTEHOBNEHHBIMY HODMATUEBHO-NPABOBLIMU

axKTamMu CTpaHbl-3KCNopTa.

KauecTeo NPoAyKTa COOTBETCTBYET HOPMATUBHO! AOKYMEHTALMN

M N012378/01-101219

HacTpoAluUM NOATBEDKAS, YTO BbilUEYKa3aHHaR CepUR paspelleHa K peanuiaguu.

[lata BbINyCKa Ha PLIHOK:
06.07.2020

YNPABNEHWE KAYECTBOM
SaMUNUA 11 JONKHOCTL (IBaHUE) Nuua,
BbIA3BLWEro Pa3peLleHe Ha Boinyck Cepun
Bpuruta Myuens

Hayk

LarHblil cepTudukaTt Ha CEpUID UMEET 3NEKTPOHHYIO NOANUCS.
CeprudbukaT co3aH asTOMATUMECKU BENUANPOBAHHON KOMNLIITEPHOR CUCTEMON,



(LAKRKN

Paspemenue Ha BHINYCK U BBOJ B IPAMIAHCKUI 060poT
IM-4927925361 / 2020

HaumenoBaHme JICRAPCTBEHHOIO MIPEHAPATA LIS MEAHIIHHCKOLO NPHMeHeH st
Kenanor® 40 (Tpuamunsonon) cycriensus ams HubeKiHi, 40 Mr/mi
(amnyaa) 1 M x 5 (rayka kapToHHES)

Cepns: lopen no: Prrnok: Ko.1H4ecTBO yIAKOBOK:
AT73987 04.2023 RU 16.664 mr.

Ha ocHoBanMM MHQOpMAalHH IpeJoCTABIeHHON HHOCTPAHHBIM IMIPOHM3BOAUTENIEM, [OATBEPIKIAIOMIEH, UTO
CepHs JIEKapCTBEHHOIO MpemapaTta OblTa NpoU3BElEHA M IIPOBEPEHA B COOTBETCTBHH C JHIIEH3MCH Ha
IIPOU3BOJICTBO JIEKAPCTBEHHAIX CPEJICTB, TPeOOBAHHAMH PErHCTPALIMOHHOTO N0Cke, Tpeboranusamu [IpaBun
HaJUlexalle npoM3BOICTBEHHOM NpakTHKH (yrBepxaeHsl [IpukazoM MHHHCTEPCTBA NIPOMBIIIIEHHOCTH H
toproeiu PO ot 14 nrons 2013 r. Ne916), a Takxe HHBIMH TpeOOBAHHAMH, YCTAaHOBICHHBIMH HOPMaTHBHBIMH
PaBOBEIMH akTaMH Poccuiickoit ®enmepaiiny ¥ CTpanbl HMIOPTEPA.

Hopmarneuas noxkymentauus: I1 N012379/01-101219

IMacnopr Ne:  A73987 ot 06.07.2020 1.
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