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KRKA.d.4.. Novo mesto

Kog Ng: 7C8101 YNPABNEHUE
Kenanor® 40 (TpMaMUMHONOH) CycneH3ns Ans KAYECTBOM

MpoayxT: )
s UwHBeKLKA, 40 Mr/mn (amnyna) 1 Mn N5 (nauka Smarjaska cesta 6
Ka pTOHHaH) 3501 Novo mesto
NapTua N2 AT72933 Slovenia
[aTa npou3BoACTES. 11.2019 Tel: ++386 7 3312 111

[Jarta ucteyeHus Fax: ++386 7 3211 537

GTU: 11.2022
e HPKA ﬁﬁﬁ}‘&‘gﬂ*‘”

Ynaxoska: 5x1mMn
Lara: 16.01.2020
Crpanuua: 1/ 2
Tect T Cneuudwrkayua PeaynbTaThl
Onucanue Cycnenana Genoro uaeTa co cnabbim 3anaxom CoorteeTcrayar
BeH3nnonoro CAMPTa, MOXET coaepmaTs Nerko
pecycneHAupyeMeie Gensie unu NouTH Genwie
UaCTMUSI, CBOBOAMARA OT NOCTOPOHHUX BKIKOHEHN,
Mapnexaermuiit oGvem He menee 1,0 Mn 1,0
pH ot50n07,5 6.1
MpoxoAWMOCTD HEped uray MNpenapat A0M¥eH NPOX0AWTL Yepea Wwnpuy 20 CooTeertcrayer
paamepalurna 2 goima.
BAaKoCTs He 6onee 30 mlac 18
OTHOCUTENBHAA NNOTHOCTL Ot 1.016 po 1,021 1,018
OAHOPOAHOCETE AGIUPOBEHUR MokalaTens NpUeMnemocTh (AV).  He 3.5
Gonee 15.0 %
MOANKHHOSTL - TOUAMUWHONOHE AUeToRUAE - BIHX Bpema yAepKHBaHUA OAHOIO W3 OCHOBHL(X NWKOB CoorseTcTeyer

Ha XPOMATOrpaMMe UCNBITYeMOro pacTeapa

(SaS)a0n%KHO COOTRETCTBOBATL BPEMEHH
YACPMUBAHHA NUKA TPHAMULMHONOHA aueTOHKAA Ha
xpomarorpaMme cTanfapTHoro pacTsopa (SS).

[OANWHHOCTb » TPUEMUMHONOHE BURTOHMAR - MK-CNEXTPOCKONUA WK-cnexTp wenermyeroro oGpasua no nonoMeHU Cootsarcrayer
nonoc NOrNOLLEHUA AONKEH COOTBETCTBOBATh
UK-cnexTpy cranaapTroro obpaiya
TPUAMUMHONOHA aUeTOHWAS.

MognuHHOCTL Berarnoacrs cnupra - BAXWX Bpers yaepHUBAHKUA OAHOMO W3 OCHOBHbIX NWKOB CooTeeTCrayer
Ha XPOMaTOrpamMme MCNbITyeMoro pacreopa (Sas)
AQNMHO COOTEETCTBOBATE BpEeMeHU YAEpPXABAHWUA
nuka 6eHIKNOBOro cNUpTa Ha xpoMarorpamme
cranaapTHore pacteopa (S8).

PoACTBEHHEID NDUMECH - M0Gan @ AMHHIHEA NpUMECh He Bonee 0,5 % 0,1
PoAcTaeHHLIE NPUMECH - CYMMa NpuMecei He Gonee 2,0 % 0.1
Pazmep 4acTHy - HacTuubl < 60 MEM He mexee 99 % 100
Pasmep vactuy - YacTuus < 40 MK He meHee 95 % 100
Paamep 4acTuy - HacTtuubl « 20 MK He meHee 75 % 99
Paamep yacTuy - Hactuyel < 10 MeM He meHee 20 % 80
CeAMMEHTAUWOHHAR YCTOWHUMBOCTL CycneHana He A0NKHa PACCNaUBaTLCs B TeUEHUE CooTeeTcrayer
5 MuH.
Konu4ecTBeHHoe anpeaenaHue HaTpiA Xnopuaa He mexee 5,9ur/tan u He Gonee 7,3mr/Mn
KonuuecTaeHHoe onpeaeneune SeHaunonoro CnupTa He menee 0,90r/100mr w He Bonee 1,10r/100Mr
KonwuecTeeHHoe oONpeAenex e TpHaMUUMHONOHA aueTorkaa He menee 95,0% u ne Gonee 105,0% ot

33aABNEHHOMD KONUJEeCTaa.

Haniieiit CepTuduKaT Ha CEPHI0 UMEET 3NEKTPOHHYID MOANUCH.
CopTudnkaT Coanan anTOMATAULCKA BANMAUPOBAHHOR KOMNBIOTEPHON CUCTEMOR




(F4 IKRKN

KRKA,d.d., Nove mesto

Kog Ne: 7C8101 YNPABNEHUE
MpoaykT: Kenanor® 40 (TpuaMUMHOMOH) CYCMEH3Usl ANA  KAYECTBOM
UHBbeKUui, 40 Mr/mn (amnyna) 1 Mn N5 (nayka Smarjeska cesta 6
KapTOHHas) 8501 Novo mesto
MapTua Ne: A72933 Slovenia
[ara npouasoactea: 11.2019 Tel: ++386 7 3312 111
Lata ucredeHus Fax: ++386 7 3211 537
CpOKa roAHOCTU: 11.2022
MeTon aHanuaa: KPKA CEPTUOUKAT
Ynakoska: 5x1mn AHAITU3A
fara : 16.01.2020
Crpavuua . 2/ 2
Tect Cneuundukauua Peaynetath!
CrepunuHocTy Mpenapar goroxed GbiTh CTEPKHNLHBIM CooTaercrayer
GaKkTepuanbHLia 3HAOTOKCHHB Menee 2.9 EQ/Mr TpraMuyuHanoXa aueToHuaa. <0,16
Tect Cneuvdukauua PeaynbTarhbl
Ynaxosxa Mo 1 Mn Npenaparta 8 aMnyny W3 Npo3payxoro, 6aCUBETHOMD CTEKNE CootsetcrayeT

(mn |, Ph.Eur.). Ha amnyne HaHeceHs UBETHOR KOMbLIC HA MeCTe pasnoma
aMnynk ¥ LIBETHOE KOAWPOBOYHOS KONbLO.

Mo 5 amnyn 8 Gnucrep wa NBX/anomuniesod donsm. 1 GnucTep noMewaloT 9
naJKy KapTOHHYIO BLECTE C MHCTPYKUMER NO NPHMEHEHWIO,

Mapkuposxa B cooteeTcTaMM ¢ H CooTtsercrayer
XpaHeHua Mpu Temuneparype or 8 ao 25 *C. He samopaxmears, CoaTeercrayer
Cpok rogHOCTH 3 ropa. CoorBercrayer

[laHHbIf NPOAYKT BENYCKAETCA B COOTBATCTRNN C TeKyW UMK TpeGosanuamu GMP,
Cepua NexapCTEEHHOrO CPEACTBA NPOWIBEAEHE, NPOXOHTRGNMPABAHA  0f06peHa B COOTBATCTEBMH C HOPMATUBHOH AOKYMeHTaLMER.

M NO12379/01 07.08.2017
Wamerenue 1 16.03.2018
Wamenenue 2 11.09.2018
Jlata ebinycka Ha PHIHOK: YTNPABNEHWE KAHECTBOM

16.01.2020 DaMrNug ¥ AQ (3sanue) Nuud,.—
B"’A““;zq’m Ha Buny]&:ﬁ"ﬁgp
BKiRtira, N A7
K aind Pt »\;f/o.-.
ta/ 2/ Y

Novo masta/=

[aHHeW cepTHdUKET Ha CepUI0 UMEET ANEKTPOHHYIO NDANUCS.
CepTvduKaT €03qaH 2aBTOMATUHECKU BANUAUPOBAHHOA KOMNEIOTEPHOA CHCTEMOR.
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Paspelenne Ha BLINYCK H BBO/L B I PAK/AAHCKHIA 000poT
1M-4926594542 / 2020

Haumenosanne JeKAPCTBCHHOTO Npenapara A/ MeAHUHHCKOro MpHMEHEHHA:
Kenanor 40 cycn amm 40mr/mn 1mn N25 RU A
Cepus: T'onex no: Prinok: KonmnyecTBo ynakopok:

AT72933 11.2022 RU 15.677 WIT

Ha ocHosanuu HHGOpMAUMM NPELOCTABICHHON HHOCTPAHHDIM MPOH3BOAHTENEM, noATREpKAAOLIEH,
YTO CepHs NleKapCTBEHHOro npenapaTa 6bi1a NpoM3Be/IeHa U NpoBepeHa B COOTBETCTBHU C NHLEH3HeH
Ha MPOM3BOACTBO NEKAPCTBEHHBIX CPEACTS, TpeGOBAHHAMU PErHCTPALHOHHOIO 10CLE, TPEGOBAHHAMH
lMpasun Hagnexaluedt NpousBoAcTBeHHOM npakTvkH (yTepicaeHsl [Ipukazom MuiucTepeTsa
MPOMBILINEHHOCTH W Toprosau P® ot 14 uona 2013 r. N2916), a Tawie WHbiMH TpeGOBaHHAMMH,
YCTAHOBNEHHLIMM HOPMATHBHBLIMH MpaBoBeiMM  akTaMH Poccuiickoil  Deanepaunu W CTpaHbl

HMIIOpTEpA.

HopmaTusHas nokymentauns: ITN012379/01 07.08.2017
H3menenne 1 16.03.2018
Hamenenne 2 11.09.2019

ITacnopr Ne: A72933/15.01.2020

TIponyknusa paspewiena K BLINYCKY it BROAY B 24.01.2020 [Z] [_____l

Jara A HET

rpaniaanckuii obopor

OTBeTcTBEHHOE AHLO
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Paspemenne xa iabmyclc H BBOJ B rpaxpaHcKei# 06opoT
TM-4926594542 / 2020

HanMeroBanwe JIEKADCTBEHEOIO IIPE!Iapm A8 MEARNMECKOI D OPEMCBEHTIASL
Kenanor 40 cyen asm 40mr/ma 1vn NeS RU A ’

Cepus: Tones no: Prraox: [ oTrIecTBO0 YAKOBOKS

AT2933 112022 RU 15.677 IOT

Ha ocrosanuy uHAOPMALUKK OPEAOCTABNEHHON KHOCTPAHHEBIM MPOH3BOMITENEM, IOATREPKAALOINCH,
YTO CEPHS IeKAPCTBEHHOrD Npenapara Gbura NPOU3BEeHA H NPOSEPeHa B COOTBETCTBHH C IRUSHIHEH
H2 NPOM3BOACTBO SISKAPCTREHKLIX CPEACTE, TPEGOBAHKAMMH PErHCTPALMOHHEOID AOCHE, TPeSOBAHHIME
Tlpasan Wamnexaweit NpOMIEOACTBeHuoH npaxTuxe (yreepxnesst Ilpuxasom Musucrepersa
OpOMBIUNEHHOCTH ¥ Toproany P® or 14 wmowa 2013 r. Ne916), a Taroke uHbMH TPeOOBAUKAMK,
YCTANOBACHHEIME MOPMZTMBHLIMK NpaBaBbiMH axtamd Poccmifckod  DefiepauMH ¥ CTpaHM
HMOopTEpa. §

Hopmarusmag goxymentanma: IIN012379/01 07.08.2017
Hiwenenze 1 16.03.2018
H3smenennme 2 11092019

Mzcomopr Ne: A72933/15.01.2020

IIpomyknus paspeinesia K BBINYCKY X BEQIY B 24.01.2020 [E] D

rpaxaaRckni ofopor HJara A HET

OTrsercreensoe Iu10

(PKA QAP

ARR HAKNAZH=X 11
20x¥yuEHTOR
KAMECTBS

A



