Kog Ne: 7D0013 YMPABINEHUE
Mpomykr: Kenanor® 40 (TpuamMuuHOMNOH) cycreH3us KAYECTBOM

AN UHbLeKuuu, 40 mr/imn Smarjeska cesta 6
Cepus: A74807 8501 N-ouo mesto

; Slovenia

[ara npouasoacrea: 08.2020 Tel: ++386 7 3312 111
Hara ucrevenus Fax: ++386 7 3211 537
CPOKa rofiHOCTU: 08.2023
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(T4 KRKM

KRKA, d. d., Novo mesto

CEPTUDUKAT

Ynakoska: (amnyna) 1 mn x § (nayka kKapToHHas) AHATTU3A
XpaHexne: Mpu remnepaTtype ot 8 no 25 °C. He 3aMopaxuBaThb.
fara; 19.10.2020
Crpanuya: 1/4

Tecr Cneyudukauus Peaynbrarit Ip.*
Onucanue Cycnensun Benoro useta co cnafibiM 3anaxom Cycnenaus Genoro uyseta co cnabbiv 3anaxom -

GeH3inoBOro CNUPTa, MOXET COLEpPKaTs NErko BEeHIUNOBOIo CrMPTA, MOXET COAEPMATL NErko

pecycneHgupyeMsie Bensie unu noutu Henbie pecycnergupyemsie 6enblie unu nouty bensie

HacTUUbl, cBOBOAHAR OT NOCTOPOHHUX BKITIOMEHUNR, HacTubl, cB000AHAR OT NOCTOPOHHUX BKNOMEHNAI.
pH Or50p075. 63 -
Wasnexaeumbii obbem He menee 1,0 mn. 1.0- 1.0 Mn -
MpoxogumocTs yepes urny Cycnensus A0MKHa NPOXOANTL Yepes wnpuy 20 Cootaercrayer -

pasMepaiurna 2 awoima.
Brakocrs He Gonee 30 milac. 17 mllac -
OTHOCUTENBHAR NNOTHOCTL O11.016 po 1,021, 1,018 -
OpHopogHocTs goavposanus | Mokasarens npuemnemocty (AV) - He Gonee 150 %. |2.9% -
NMoanuuHocTs - Bpems yAepxKUBaHUA NUKa TRHAMULMHONOHS CooTeercrayer -
TPUEMUNHONOHAE 2LETORUAS - | ALUETOHIAA Ha XDOMAaTOFPaMME MCTIBITYEMOrO
BOWX pacTeopa (SaS) AOMKHO COOTBETCTBOBATL BPEMEHM

YAESDPHMUBAHUA MUK TPUAMULMHONOHA BLUETOHUAA Ha

XPOMAaTOrpaMmMe cTaHaapTHoro pacreopa (SS),
NoanusHocTs - WK-cnekrp ucneityemoro ofipasta no nonoxeHuo CooTeetcTeyer -
TPUEMLKMHONOHE 8UETOHWAA - | NONOC NOrMOWLEHUA A0MKEH COOTRETCTBORATL
Wk-cnekTpockonus WH-cnextpy cranaaptHoro ofpasua TpUamumHonoHa

aueToHuLAa.
lMoanuHHoCT - Benaunosoro | Bpema yaepuuBarus nuka 6eHaunosoro cnupTa Ha Coorserctayer -
cnupTa - BAMX XPOMATOrpaMme UcneiTyeMore pactaopa (Sas)

ACIKHO COOTRETCTEOBATL BPEMEHU YASDMUBAHUA

fika BEH3UNOBOro CNUPTa Ha XpomaTorpaMme

cranfapTHoro pacreopa (SS).
Poacreeribie npumecy - He Gonee 0.5 %. 01 % -
ToBan eauHuyHas npuMect
PO4CTBEHHBIE NDUMECH - He Bornee 2,0 %. 01% -
Cymma npumecei
Pasmep vyactuy YacTuibl < 60 MkM: He MeHee 99 %. 100 % -
Pasmep wacruy HacTuusl < 40 MKM: He MeHee 95 %, 100 % -
Paamep 4acruy Hacruubl < 20 Mkm: He menee 75 %. 99 % -
Paamep vacruy Hactuybl < 10 MKM! He meHee 20 %. 88 % -
CesumMeHTaluoHHas CycneHsus He JONKHA PACCNAUBATLCRA B TeYeHue 5 Coorsercreyer -
YCTOUMUBOCTE MUH. g
KonuuecreerHoe He menee 5.9 mr/Mn v ve Gonee 7,3 Mrimn. 6.6 Mr/mn -
ONpeABneHUe - HaTpua
xnopuaa
Konuuecresentoe He mexes 0,90 /100 mn u He Gonee 1,10 r/100 mn. 1,0 /100 mn -

onpegenenue - beHsunororo
cnupra

[anHbiid cepTuukar Ha cepiuio uMeeT INEKTPOHHYIO NOANKUCH.
CepTudiikar cospan asTOMaTUYECKN BaNULUPORAHHOM KOMNBIOTEPHOW CUCTEMOI.



Koa Ng: 7D0013

Mpoayxr: KeHanor® 40 (TpmaMUUHOMNOH) CYyCNeH3us

Ans uHbexkuuu, 40 mr/mn

Cepus: AT4807
Nara npouasogcrea; 08.2020
Hara ucreyeHus

(L4 KRKA

KRKA, d. d., Novo mesto

YNPABNEHUE
KAYECTBOM
Smarjeska cesta &
8501 Novo mesto
Slovenia

Tel: ++386 7 3312 111
Fax: ++386 7 3211 637

CpoKa rofHOCTH: 08.2023
Ynakoska: {amnyna) 1 mri x 5 (navuka KapTroHHas) gﬁ%‘{‘l‘(gr KAT
XpareHue: Mpu Temnepartype ot 8 no 25 °C. He 3aMopaxuBaTh.
Hara: 19.10.2020
Crpanuua: 2/4
Tecr Cneuudukauma PeaynuTaTthi Mp.*
Konuuecrsentoe He mexee 95,0 % u He Bonee 105,0 % or 99,8 % OT 38ABNEHHOIO KONWYECTBA -
onpegenesne - JERBMEHHOMD KONUYECTBE.
TPUAMLMHONOHA ayeroxuaa
CrepunsHocTs Mpenapat gonmkeH ObiTs CTEPUNBHLIM. Cooreercrayet -
baxkrepuansHbie Menee 2,9 E3/Mr TpMaMuuHONoHa aueToOHUAA. <0,16 E3/mr -
JHAOTOKCUHBY
[p.* = lpumeydanue
Teer Crneuuntburayus Pesynbrarh!
Ynakosxa Mo 1 mn npenapara 8 aMnyny ¥3 Npo3payHoro, Mo 1 Mn npenapaTta B amMnyny U3 Npo3pavHoro,

Ynakoska «in-bulky;

GeclpeTHoro crekna (tun |, Ph.Eur.). Ha

amMryne HaHeceHbl UBETHOe KOMNbLUO Ha mecTe
PasnoMa amnynsl ¥ UBETHOE KOAUPOBOYHOE KONbLD.
o 5 amnyn 8 6nuctepe ua NBX/anomuHueBod
chonaru. 1 BrucTep NOMEW AT B NaYKy KapTOHHYIO
BMECTE ¢ MHC‘?’;}VI«’?AM@Q NO NPUMEHEHWID,

50 Bnucrepos (Gnucrep no 5 amnyn) noMewaiT 8
KapToHHY0 kopobky. KapToHHbie kopoBku
YIAKOBLIBAIOT 8 TPAHCNOPTHLIA Kopob.

GecuseTHoro crekna (tun |, Ph.Eur.). Ha

amMnyne HaHeceHb! LIBETHOE KONbLIO HA MecTe
pasnoma ammysibl ¥ UBETHOE KOAWDOBOUYHOR KONbUD,
Mo 5 amnyn e 6nucrepe ua NBX/aniomuHuesoi
thonbru. 1 BNUCTEp NOMELEH 8 Nauky KapTOHHYIO
BMECTE C UHCTRYKLWER NC NPUMEHEHMIO,

Mapxuposxa Ha atukeTke aMnynbl Ha PyccKOM A3bike

YKa3LIBAK0OT

Ha Bnucrepe yraswisaior:
npoussofuTens

YKa3biBAKT!

TOProBOE HAWMEHOBaHUE npenapaTa ¢
NPeAYNPejUTenbHOR MapKUpoBKoR ®,

MENJ YHAPOAHOS HENATEHTOBAKHOE HAUMEHOBAHME,
NEeRapcTBEHHY hopmy, oBbem cogepkumoro a
amnyne, cnocob BRELEHUA, KOHUSHTPaUWIO,
NPeAYNpesuTenbry Raanuce «lepes
ynatpebnenuen s3GanTsiaarts. », TOBAPHLIA 3HaK
(Ha natunuLe) hupMbl-NPOUIBOAKTENS, HOMEP
Cepuu, aTy NPOU3BOACTBA, CPOK FO4HOCTH,
NPOUIBOACTBEHHBIR KOA YNAKOBOYHOMD MaTepuana.

TOBAPHLIA 3HAK (Ha NaTuHULe) dUpMbl-
Ha naqike KapTOHHOH Ha PYCCKOM AJLiKe

TOProBoE HauMeHOBaHWe Npenapara ¢
npesynpesurensHol mapkuposkon ®,
NeKapcTBeHHYI0 DopMY, MEX/IYHRapoAHoe
HEMNaTeHTORAHHOE HAUMEHOBAHKE, KOHLEHTRAUMKIO,
KCNUWYECTBO amMnyn B ynakoske u obnem
CORERHUMOro 8 amnyne, cnocofl BBEAEHURA,
CoAepkaHne JeUCTRYIEro BElecTsa B 1 MA,

Ha stukeTke aMNynbl Ha PYCCKOM A3bike

YKa3aHo:

TOProBoe HauMeHoBaHue npenapara ¢
NPefynpPeAUTenbHOR Mapkuposkon ®,
MEXAYHAPOAHOE HENATEHTOBAHHO® HAUMEHOBaHUE,
nekapcreeHHas hopma, o6beM COAePKUMOro B
amnyne, cnocodb 8BeAeHUA, KOHUSHTPaLUA,
npeaynpefutentHan Hagnuce «llepey
ynotpebnenuem BaBantoiBath.», TOBapH.IR 3HAK
(Ha natuHuue) PUPMbI-NIPOU3BOAUTENSA, HOMEp
cepuu, 4aTa NPOU3BOACTEA, CPOK MOAHOCTH,
NPOM3BOACTBEHHBIA KOA YNAKOBOYHOMD MaTep1ana.
Ha Bnucrepe ykasano:

TOBapHLIA 3HaK (Ha naTuHuUe) dmpMel-

npoussogurens.

Ha nauke kapToHHOM Ha pycckom Asbike

ykasaHo:

TOProsoe HauMeHoBaHWe Npenapara ¢
NPEAYNPEAUTENLHOW MapKUPOBKON ®,
nekapcTeeHHan hopMa, MEeXAyHapoaHoe
HeNaTeHTOBaNHOE HauMeHoBaHue, KOHUeHTRpauuA,
KONUYECTBO aMnyn B YNakoBke n 00nem
COAEPWUMOre B aMnyne, cnocob BBeAeHURA,
cogepxanue JefcTeYIOWero BeluacTsa 8 1 Mo,

Harhibif CepTUMMKAT Ha CEPUI0 UMBET 3NIBKTPOHHYIO NOANMCS.
CepTUbUKAT Co3faH aRTOMaTUHECKY BANWAMPOBAHHOI KOMMBIOTEPHOU CUCTEMON.



Kon Ne; 7D0013

(T4 KRKN

KRKA, d. d., Novo mesto

YMPABINEHUE

Mpoaykr: Kenanor® 40 (TpuamMUMHONOH) cycneH3us KAYECTBOM

Ansg uHbekuuu, 40 mr/imn
Cepus, AT4807
[ara npouseoncraa; 08.2020
HaTa ucrevesus

Smarjeska cesta 8
8501 Novo mesto
Slovenia

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

CpoKa roHACT!: 08.2023
Ynakoska: (amniyna) 1 mn x 5 (na4ka kapToHHas) EEKE%%JKIKAT
XpaHeHrue: Mpu Temnepartype ot 8 no 25 °C. He 3amopamxuBaTthb.
Mara: 19.10.2020
Crpannua; 3/4
Tecr Cneyudmkaimna Pesynerarthl

«BeanomorarensHble Beulecrsa: KapMennoia HaTpus,
HaTpus xnopug, Bexdsunosslil cnupT, nonucopbaT-
80, soAa ANA vHbEKUKE.» HAZNUCK

«CTepunbHoy, PErUCTPALMOHKEIR HOMED, YCNOBUA
XPAHEHWH, NPEAYNPEANTENLHBIE HAAMUMCH «XPaHUTE
& HEROCTYNHOM Ans feTel mecte.n, «Mepep
ynotpeGnenven s3banTeidath.», «[penapar
Kenanor® 40 ve npeaHasHaven gns
EHYTPUBEHHOTD, BHYTPUKOKHOTO, BHYTPUINAIHOrO,
INUAYPANBHOID U UHTPATEKANEHOID NPUMEHEHUA »
«KonyexTpauus Gexsunosoro caupra - 9,90
MI/MIL», YCAOBUS OTNYCKA, TOBAPHLIN 3HaK

{Ha naruHuue), HassaHue u agpec hupmbl-
NPOUSBOAUTENA, HOMEP Cepun, JaTy
NPOUIBOACTBE, CPOK FOAHOCTY, WTPUX-KOA,
NPOUIBOACTEEHHBIR KO YNBKCBOUHOrO Marepuana.
Aonyckasrca HaHeceH!e Ha Nadky KapTOHHYIO
KOHTRONbHOTO (MAEHTUUKALMOHHOrO) 3Haka (KUA3)
C MOSIHbIM WK YECTUYHBbIM nyﬁnmpoaahneu
UHOpMaLK, COREPKALeRCs B HEM B BUAE
HATASMOIO NEYETHOTO TEKCTA ¢ LENbI0
MOHUTOPUHIE ABIKEHUR NEKAPCTBEHHOrO npenapara
OT NPOUIBOANTENA A0 KOHEYHOro noTpeburens.
«In-bulk»: Ha 3TUKETKE HA PYCCKOM A3biKe
YHa3bIBAIOT

wudbp npenapara, Toprosoe HauMeHoRaHue
npenapara ¢ npeaynpeauTensHoi mapkuposkoi ®,
NEKapCTBEHHYIO (hOpMY, MEX/YHAPOAHOe
HENaTEHTOBAHHOE HANMEHOBEHWE, KONUYECTBO
aMnyn B ynakoake n o6uem CopepHUmMoro
amnyne, KoHUeHTpauwio (40 Mrimn), konudecTeo
YNakoBoK, HOMED Gepuu, AaTy NPoU3BCRCTaa,

CPOK FOAHOCTH, YCHOBUA XPareHua,
MaHUNYNAUNOHHBIE 3HAKK, TOBAPHLIA 3HAK (Ha
NATUHULE), HasBaHUE U aapec GUpMbl-
NPOVSBOLAUTENS, LUTPUX-KOJ, NPOKIBOLCTEEHHKI
KOJ YNAKOBOMHOIO Marepuana.

[ononuurensHo Ha ITUKETKY MOXET BbiTh HaHeceH
2-D xop.

«BcnomoratentHele BELECTBA: KAPMENNO03a HaTPKs,
Harpus xnopug, Bensunoseiit coupT, nonucopBar-
80, BoAa ANA MHBEKUWIA.», HBANKCH

«CTepunbHO!», PErucTpaUMOHHLIA HoMEp, YCnosus
XpaneHus, NPEAYNPEAUTENbHLIE HAAMUCK «XPaHuTh
8 HEAOCTYNHOM Ans AeTed Mecte.», «Mepes
ynorpebriennem gabanteisats.», «[penapar
Kenanor® 40 He npeaxasHayeH Ana
BHYTPUBEHHOTO, BHYTPUKOMKHOrO, BHYTPUIMAIHOrD,
INUAYPANLHOTC U MHTPATEKANBHOO NPUMEHEHNR. »,
«KoxuenTpauus Gexaunosoro cnupra - 9,90
MI/MA.», YCNOBUA OTNYCKE, TOBaPHBIA 3HaK

(Ha naTuHuue), Hassaxue v aapec GupMbl-
NPOU3BOAUTENA, HOMEP Cepuu, gaTa
NPOU3BOACTBA, CPOK FOAHOCTY, WTPUX-KOA,
NPOUIBOACTBEHHBLIA KOA YNAKOBOYHOrO Matepnana.
Ha nauky KapToHHYI HAHECEH KOHTPOMbHbIH
(naeHTUUKALMOHHBI) 3Hak (KN3).

Cpok rogrocTu 3roaa,

3roaa.

Harnblit cepTUgMKAT Ha CepuIo UMEET INSKTPOHHYI NOANMCH.
Ceprudukar coaqan apTOMaTHHECKU BANUAKDOBARHON KOMNBKITEPHOR CUCTEMOR.




Kog Ne:
Mpoaykr:

Cepus:

[lata npov3goacTBa:

[arta ucreuenus
CpoKa rogHoCTU:

YnakoBka:
XpaHeHue:

7D0013

KeHanor® 40 (TpuamMunHONOH) cycneHsus
AN Hbekuuu, 40 mr/mn

AT74807
08.2020

08.2023
(amnyna) 1 mn x 5 (nayka KapToHHas)
Mpwu remneparype ot 8 go 25 °C. He samopaxusatsb.

(L4 KRKA

KRKA, d. d., Novo mesto

YNPABNEHUE
KAYECTBOM
Smarjeska cesta 6
8501 Novo mesto
Slovenia

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

CEPTUDUKAT
AHAJIU3A

Hara: 19.10.2020
Crpanuya: 4/4

HacTposwumM ya0CcTOBEPAIO, YTO NPUBEAEHHAR BbiLLe UHGOPMALWA NOANMHHER U TONHAS, Cepus nekapcTeeHHoro npenapara 6sina npov3seAeHa u
NPOBEReHa B COOTBETCTBUM C TPEBOBAHUAMM PETUCTPALMOHHOTD AoCke, TpebosaHuAMY Mpasin HAANEXALLER NPOUIBOACTEBEHHON NpaKTuKu
(yreepxgensl Mpukasom MUHUCTEPCTBA NPOMBILLINEHHOCTY W TOprosny Pd oT 14 wioHa 2013 r. Ne916), a Tak e TpeGosaHuaMU DesepanbHOro 3aKoHa
"06 ofpaleHuu nexapcTBeHHsix cpegcte” ot 12 anpena 2010 r. N 61-93 1 uHbIMK TpeBoBaHUAMY, YCTAHOBEHHBLIMUA HOPMATUBHO-NPABOBLIMUA

2KTaMu CTpaHbl-3KCnopTa.

KavecTBo NpogyKTa COOTBETCTBYET HOPMATUBHOM AOKYMEHTALUN,

M N012379/01-101219

HacTpoawum NosTBEPXA IO, YTO BbilU@yKa3anHasa cepus Pa3pelueHa K peanuaauuu.

[Lara Bbinycka Ha pbIHOK:
16.10.2020

YNPABNEHUE KAYECTBOM
DaMunus U SOMKHOCTL (aBaHue) nuua,
8bI43BLIET0 DAIPELEHUE HE BbINYCK CEpUM

b

YNOAHQMEM@HHOE NULO
tovarna zdrovil, d.d..
N

AaHHblil cepTuUKaT Ha CepuK) MMEET 3NEKTPOHHYIO NOZNUCH.
Cepruchukar CoapaH aBTOMATUYECKU BANMAUPOBAHHON KOMMLIOTEPHOR CUCTEMOI,



