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Paspeienue Ha BLIMYCK U BBOJ B rPa/IaHCKuii 000poT
IM-4929473108 / 2021

HanMenoBaHue JIEKAPCTBEHHOr0 Npenapara Ui MeHIHHCKOI0 NPHMEH CHH A
Kenator® 40 (TpuaMIHHOIOH) CycTeH3us I HHbeKiui, 40 Mr/Mn
(amiryia) 1 M X 5 (magka KapTonHas) |
Cepusn: ;; Ioaen no: | PhIHOK:  Ko/1H4eCTBO YIAKOBOK: |
A75841 11.2023 RU 4.670 m.

Ha ocxoranuy MH(GOPMAIMH NPENOCTABICHHON HHOCTPAHHBIM IPOU3BOAUTEIEM, NOATBEPIKAALOIIEH, YTO
cep¥is NEKApCTBEHHOrO Iperaparta Oblia [POM3BEACHA W MPOBEPEHA B COOTBETCTBHM C JHUCH3HEeH Ha
IIPOM3BOJCTBO JIEKAPCTBEHHBIX CPECTB, TPEOOBAHMIMH PErUCTPAIMOHHOIO 10CKE, TpeGosanusmu IIpaBui
HajUTeKALICH TPOH3BOACTBEHHOM NpaKTHKH (yTBepxaensl [Ipukasom MUHHCTEPCTBA POMBIILICHHOCTH A
toproemu P® oT 14 mons 2013 r. Ne916), a Takike HHEIMHU TpeGoBaHNUAMH, YCTAHOB/IEHHBIMH HOPMATHBHBIMH
NpaBOBBIMH aKTaMi Poccuiicko# deepalliy ¥ CTPaHbl IMIIOPTEPA.

Hopmarusuas gokymenrauus: I N012379/01-101219

Iacmopr Ne:  A75841 ot 10.03.2021 1.
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Kog Ne: 7E0296 YIPABNEHUE

Mpoaykr: Kenanor® 40 (TpuaMUUHONOH) CyCreH3us KAYECTBOM
ans uHbekuuu, 40 mrimn Smarjeska cesta 6

8501 Navo mesto

Cepus: A75841 i

[ara npoussopcrea: 11.2020 Tel: ++386 7 3312 111

[arta ucreueHuns Fax: ++386 7 3211 537
11.2023

CpOKa rofiHOCTH:

&%

KRKI

KRKA, d. d., Novo mesto

CEPTUOUKAT

VAakosKa: (amnyna) 1 Mn x 5 (nayka KapTOHHasA) AHAITU3A
XpaHeHue: Mpwu remneparype ot 8 go 25 °C. He 3amopaxuBaTts.
Hara: 24 .03.2021
Crpanuya: 1/4

Tect Creuudumrauus PesynsTaTbl MNp.*
Onucanue Cycnensus Benoro useta co cnabbiM 3anaxom Cycneraus Genoro useTa co cnabbim 3anaxom -

BeH3UN0BOrD CNUPTA, MOMET COAEPKETE NEIKo BeHIUNoBOro CAKPTA, MOMET COEPKATL NErko

pecycneHaupyemeie 6eneie uny nodtu tensie pecycneHaupyemele Oensie unu noutu Bensie

NqacTUubl, ce0B0AHaRA 0T NOCTOPOHHUX BRIHOUEHKUNA. qacTulbl, ceoB0iHEA 0T NOCTOPOHHKX BKITKMEHUIA.
pH Or 5,0 go 7.5. 6.2 -
Masnekaemeii obbem He menee 1.0 mn. 1.0-1.0mn -
MpoxoaumMocTs Yepes wrny Cycnensus 4onkHa NpoxoAuTs Yepes wnpuy 20 CoorsercrayeT -

pasMepauna 2 gioliua,
BsaizgkocTb He Bonee 30 milac. 17 mac -
OTHOCUTENEHAS NNOTHOCTD Or 1,016 po 1,021, 1,018 -
QaHopoaHecTs goavposanus | [okasatens npuemnemocty (AV) - we Gonee 150%. 114 % -
MOANUHHOCTE - Bpams yiepKUSaHUA NUKE TPUEMULMHONOHE CooTeercrayer -
TPUAMUMHOMNOHE UETORUAE - | AUETONKAA HA XPOMAaTOrPamMmMe UCBLITYEMOro
BOMX pacreopa ($aS) A0MKHO COOTBETCTBOBATL BPEMEHN

YASPWUBAHUA TNKE TPHAMULKHONOHKE aUeTOHUAE Ha

XPOMBTOrpaMme CTaHAapTHOro pacrsopa (SS).
MNoanuHHocTb - WiK-gnexrp ucneiryemoro ofpasua no nonoxeHuio CooTtseTcrayeT -
TPUAMLIMHOMNOHA aUETOHMAEA - | NONOC NOTNOWEHUA JOMKeH COOTBETCTBOBATh
Ni-cnekrpockonus Wi-cnekTpy crasaapTHore ofipasua TpuamyuHonona

aUETOHUAR.
MoanurHocTs - Bexsnnosoro | Bpema yaepxusaHus niuka GeH3uN0Bore cnupra Ha CoorsetcTayeT -
crupTa - BEMX ¥POMATOrPaEMME UCTBITYEMOTC pacTeopa (Sas)

AGIMEHO COOTBETCTBOBATEL BREMEHYU YAEPKUBAHUA

nvka BEH3UNOBOrO COUPTA HA XPOMATOrpaMmMe

crakgapTHoro pacreopa (SS).
PopcTREHHBIE NDUMECH ~ He tonee 0.5 %. 0.1% -
Mobas e AuHNHAR NPUMECH
Popcraentbe npuMecy - He Bonee 2,0 %. 0.1 % £
Cymuma npumMeced
Paamep dacTuy HaoTHel < B0 MKM: He mMeHee 99 %. 100 % -
Pasmep 4acTuy UacTuiel < 40 mum: He medee 95 %, 100 % -
Pasmep HacTiy Mactuist < 20 M He menee 75 %. 96 % -
Paamep vacrtuy Yacruusl < 10 MM He menee 20 %. 78 % -
CegumeHTaunoHHas CycneHansa He 40MmMKHa paccnauBaTecs B Tevenue 5 CoorseTcrayer -
YCTORYUEOCT b MUH.
KonuuecrseHtoe He menee 5,9 mrivn u He Bonee 7.3 Mrimn, 6,6 Mrimn -
ONpeAeneHne - HAaTPUA
xnopuaa
KonuyecraseHxoe He weuee 0,80 /100 mn v ve onee 1,10 /100 mn. 0,94 /100 mn -

onpeapensHue - BeHsnnoBoro
chupTa

[aHHbBIA CEPTUGUKAT CEPUY UMBET ANEKTPOHHYIO NOATIMCE.
CepruhukaT cosfad anToMaTUIeckuil BANUAKDORAHHOR KOMNBIOTEPHOW NporpaMmon SAP.



Kog Ne:
lMpoayxkr:

Cepus:

Hara npoussogcrsa.

Darta vcreveHuna
CpoKa rofHOCTK!

7E0296

Kenanor® 40 (TpuaMUUHOINOH) CyCNeH3us

Ons uHbekuun, 40 mr/mn

A75841
11.2020

11.2023

(\

YMPABNEHUE
KAYECTBOM
Smarjeska cesta 6
8501 Novo mesto
Stovenia

Tel: ++386 7 3312 111

Fax: ++386 7 3211 537

KRKI

KRKA, d. d., Novo mesto

CEPTUOUKAT

Ynakoska: {amnyria) 1 Mn x 5 (nayka kapToHHas) AHANU3A
XpaHeuue: Mpu remneparype or 8 no 25 °C. He zaMopaxuBarhs.

Dara: 24.03.2021

Crpanuua: 2/4
Tecr Crneundiukanms Peaynsrarhi fip.*
Konvuecraennoe He meree 95,0 % u He Bonee 1050 % or 96,6 % OT 3aABNEHHOM0 KONUUECTRa

onpeseneHue -

TRpUEMURHONOHA aueToHuaa

JBHEAGHHOIO KONUYecTea,

CrepunbHOCTE Mpenapat gonkeH BbiTb CTEPUNbHLIM, CooTreTcTBYET -
BakrepuansHbie Menee 2.9 E3/Mr TpUaMUKHONOHE aUeTOHUAA. < 0,16 EQ/mr -
SHAOTORCHHDI
MNp.* = MNpumadanue
Tect Cneuuduralyus Peaynkrarthl
Ynakoska Mo 1 M npenapara B aMnyny W3 NPO3PaYHOre, Mo 1 mn npenapara B amnyrne U3 NPO3IPaYHOTD,
GecyseTHoro crekna (tun i, Ph Eur). Ha GecuseTHore crekna {(tun |, Ph.Eur.}. Ha
aMNyne HaHeceHsl UBETHOE KOMbLO HA MecTe aMnyne HaHeceHb! LBETHOE KONMbLO Ha MecTe
PasnomMa amMnynbl ¥ UBETHOS KOAWPOBOYHOE KOMbLLD, paINOMa amnynkl 1 LUBETHOE KOAMPOBOHHOE KOMBUG.
Mo & amnyn 8 Gnuctepe us NBX/anoMunuesoi Mo 5 amnyn B Gnucrepe na MNBX/arnomMuHuesci
honsry, 1 GNucTep NOMeLaT B NaYKy KapTOHHYI0 donbri. 1 6AUCTED NOMELLEH B NAYKY KEPTOHHYKD
BMECTE © MHCTRYKUMENR NO NPUMEBHEHIID, BMECTE C UHCTPYKUMEN NO NPUMEHEHUIO.
Ynaxoska «in-bulks:
50 Gnucrepos (Bnuctep no 5 amnyn) NOMeWaKnT B
¥apToHHY0 Kopobky. KapToHHeie kopobku
YAAKOBLIBAIOT B TRAHCNOPTHLIA Kopob.
Mapkuposka Ha STUKeTKe aMnynbl HA PYCCKOM R3bIKE Fa aTUKETKE aMnynbl H8 PYCCKOM A3LIKE

YHAIBIBRKOT!

TOProBOE HAUMEHOBAHUE Npanapara ¢
NPeAYNPEAATENLHOR MAPKUPOBKON @),
MEMAYHAPCAHOE HENATEHTOBAHHOE HANMEHOBAHMKE,
rekapeTReHHYI opmy, cObEM COAEPKUMOre B
aMnyne, cnocob BBEABHUA, KOKLEHTRALWO,
NPEAYNPEAATENbHYIO HaANUCE «[lepes
ynotpetneduem 830anTLIBaTh,», TOBAPHbIA 3HAK
{#a natusuye) GUPMBL-NPOU3BOJKUTENA, HOMED
CEpUM, ABTY NPOU3BOACTEE, CROK FOAHOCTY,
NPOUIBOACTREHHBIA KOA YNaKoROUHOIO MaTepuUans.
Ha Gnucrepe ykaswigaoT:

TOBARHLIR 3HAK {(Ha natuHuue) drpmMol-
NPOU3BOAUTENA.

Ha navke KapToHHOR Ha DYCCKOM Aabike
YKA3bIBAKT

TOProBOE HAUMEHOBAHUE NPenapaTta ¢
npeAynpesuTENLHOR Maprruposroi &,
NEKapeTasHHyic GopMy, MexayHapogHoe
HENATEHTORAHHOE HAMMEHOBAHUE, KOKLEHTDALWK,
KOMUUECTEO aMmnyn 8 ynakoske u c6wem
coAepRUMOro B amnyne, cnocob BeeseHus,
Cofiepkanie AeRCTBYIOWEro BelecTsa s 1 Mn,

yKaszano:
TOProsoe HauMeHoBaHUe npenapara ¢
npesynpeAuTensHon Mapkupoakol &,
MEMAYHAPOAHOE HENATEHTOBAHHOE HAWMEHOBAHUE,
nexkapcTeeHHan popma, 0ObeM COLEPHUMOro B
aMnyne, cnocob BEEABHUSA, KOHUEHTDaLUA,
npesynpeauternisHan Hagnuce «lepeg
yrnoTpebneHuem B36anToiBaTh. », TOBAPHLINA 3HaK
{Ha naTturuiie) QUPMbI-NPOUIBOAUTENS, HOMED
cepuu, AATd NPOUSBOACTEE, CPOK FOJHOCTH,
NPOU3BOACTBEHHLIA KOA YNAKOBOYHOO MaTepuana,
Ha Bnucrepe ykasaso:

TOBAPHbLIA 3HaK (Ha natuHuue) hupmbl-
Npov3BOAWTENS.

Ha nadqke KapTOHHOR Ha PYCCKOM R3biKe

YKA3aHO!

TOProBOe HaWMeHoBaHUe Npenapara ¢
npeaynpeAnTensHON MapRUPOBKOR &,
nekapcTeeHHan hopMa, MeXAYHapoLHoE
HENATEMTOBAEHHOE HAUMEHOBAHWE, KOHLIEHTDALNS,
KOMUYECTBO aMnyn B ynakoske u ofinem
COASPMUMOro B amiyne, cnocob BBefeHus,
CofepManue JelcTeyollero reujecrra e 1 Mn,

HanHslR CepTUNKET CBDUKM UMEET JNEKTPOHHYIO NOANUCH,
CepTuthrkaT Co3LaH aBTOMATUNECKNN BANUAKPOBAHHOA KOMITLIOTEPHOR Nporpammoi SAP.



Kon Ne:
MpoayxT:

Cepusi:

TE02936

KeHanor® 40 (TpuaMUUHONOH) cycneH3us

aAnst uHbekuun, 40 mrimn
A75841

Hara npoussoncrea: 11.2020

Hara ucreqeHus
CpoKa rofHOCTH:

11.2023

KRK

KRKA, d. d., Novo meste

YNPABNEHUE
KAYECTBOM
Smarjeska cesta &
8501 Novo mesto
Slovenia

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

CEPTUOUKAT

Ynakoska: {amnyna) 1 Mn x 5 (nauka KaproHHas) AHANU3A
XpaHeHue: IMpu Temneparype ot 8 no 25 °C. He 3aMopaxuBaTh.
Hara: 24.03.2021
Crpanuya: 3/4
Tecr Cneuudurkaumnsn Peaynkrarsi

«BenoMoratensHsle BeWecTBa: KApMennoaa HaTpus,
HaTpus xnopua, benaunossilt cnupt, nonucopGar-
80, BoAE ANs MHBEKUKIE », HAAMUCE
«CTepunsroly, PErucCTPaUMOHHLIA HOMER, YCROBUA
XPaHehus, NPEAYNPEANTEMbHLIE HAATIACKH «XPaHUTE
B HEROCTYNHOM Ang foTeh mecte.», «[lepes
ynorpebnesuem sabanteiBate.», «penapar
Kenanor® 40 He npegHasHadeH ans
BHYTRPUBEHHOMO, BHYTRUKOKKOID, BHYTPATAA3HOIO,
SAUAYPaNbLHOTO U HHTRATEKANEHOrO NPUMEHEHUA.
«Honuenrpauus Bexsunosoro cnupra - 9,90
MI/MIL R, YCNOBUA OTTIYCKA, TOBAPHLIA 3HaK

(Ha naruHiLe), Hassanue U agpec MuoMel-
NPOUIBOANTENS, HOMED CEPUU, AAaTy
NPOUIBOACTRA, CPOK NOLHOCTH, LUTEHUX-KOZ,
NpOU3BOLCTBEHHLIA KOA YNAKOBOYHOTO MaTepuarna.
Flonyckaercs Hanecenue Ha nauky KapTOHHYIO
KOHTROMBHOTO (MASHTUDUKELIMOHHOrO) 3Haka (K3)
C NOAHBIM VK YACTUMHBIM AYONUpoOBaHUEM
vHbopMaliun, cogepalyeiica 8 HeM B BALE
HUTEEMOrO NEYATHOMD TEKCTA C LUENLIo
MOHUTORUHTE ABWKEHUA NEKAPCTRERHOMO Npenapara
OT NPOUBCAUTENA A0 KOHEYHOro noTpeburens,
aln-bulk»: Ha 3TUKETKE HA PYCCKOM R3bike
YKR3BIBAIOT.

umchp Npenapara, TOProeoe HauMeHOBaHue
APENApPaTa ¢ NPpeaynpeauTenHOR MEPKUPOBKOR ®,
NEKAPCTBERHYIO DOPMY, MEXAYHAPOLHOE
HENATEHTOBAHHOE HAMMEHOBANHUE, KONUNECTBO
AMNYN 8 yNaKkosxe u oBbeM COASPKRUMOro B
amnyne, KoHuenTpauno (40 Mr/Mn), xonuuecTso
YaKoBOK, HOMED CepUn, LaTy NPOU3BOACTRA,

COOK FOAHOGCTH, YONOBYA XpaHeHus
MEHUNYNIAUROHHBLIE IHAKK, TOBAPHbLIN 3HaK (Ha
NATUHWUE), HASBAHKE Y a4PeC DUPMBI-
NDCUIBOAUTENA, WITDUX-KGA, NPOKIBOACTBEHHbIN
KOA YNEKOBOMHOTO MaTepuana,

HononHuTensHo Ha aTUKETKY MoXeT SbiTb HAHECEH
2-D xop

«BenomorareneHbie BeLLECTEa: KEPMENIO3a HATDKS,
HATPUA xnopua, GeHaunosniid cnupT, nonucopbar-
80, Boja AN UHBEKLWA. Y, HAANUCE

«CTEPUNBLHO!», PETUCTDALMOHHBIR HOMED, YCNOBUS
XPEHEHUS, NPeAYNPEANTENbHbIE HAAAKCH «XpaHKTE
B HELOCTYNHOM AN1A AeTen mecre.», «lepes
ynoetpeGnenuem sabanteiBarts.», «flpenapar
Henanor® 40 we npegHazHaven ang
BHYTRUBEHHOIO, BHYTPUKOXHOIO, BHYTPUINA3HOTs,
ANUAYPANBHOMS U MHTPETEKANBHOIO NPUMEHEHUN, »,
«KoHueHTpauus Bexaunororo cnupra - 9,90
MIIML D, YCNOBUA OTNYCKA, TOBapHbIK 3HaK

(Ha naTuHuKLe), HasBaHue u aapec HUPMbl-
NPOU3BOAKTENS, HOMED CEPUN, 4aTa
NPOU3BOLCTBA, CPOK MOAHOCTH, WTPUX-KOA,
NpOV3BOJCTBEHHBIA KO YNAKOBOYHOrO MaTepuana.
Ha nauky KapTOHHYK HAHECeH KOHTPOMbHbIA
(uneHTUUKALMOHHBIR) 3Hak (KN3),

Cpok rogHocTu

3 roaa.

Jroga.

Hanrbii cepTuhukar cepuy UMEET 3NEKTPOHHYIO ROANKUCH,
Cepruchuxar Co34aH aBTOMaTHHECKUI BATTIMAMPOBAKKOR KOMNBIOTEPHOR npoerpammon SAP.




Kog Ne;
MpoaykT:

Cepus;

[ata npoussoacTea:

[ata ncteyenun
cpoKa rogHOCTU:

Ynakoska:
XpaHeHue:

IKRIKA

KRKA, d. d., Novo mesto

7E0296 YNPABNEHUE

Kernanor® 40 (TpuamMuyMHONOH) CycneH3un KAHECTBOM

Ans UHbLeKuun, 40 mr/mn Smarjeska cesta 6

A75841 8501 Novo meStO

‘ Slovenia

11.2020 Tel: ++386 7 3312 111
Fax: ++386 7 3211 537

14.2023

(amnyna) 1 mn x 5 (nauka kapToHHas)
Mpu remneparype ot 8 ao 25 °C. He 3amopaxuBars.

CEPTUOUKAT
AHANTU3A

lara: 24.03.2021
Crpanuua: 4/4

HacTonALuM YAOCTOBEPRIO, YTO NPUBEAEHHAR Bbitle UH(OPMALUS NOZNUHHES U ToUHas. CepUR NeKapcTBEHHOrD npenapata bina npou3seseHa B
COOTBETCTBUM C TPEGOBAHUAMY PErUCTDALMOHHOTO A0Cke, TpeBoBaHUAMY FIpaBun HaANexalleil NPOUIBOLCTBEHHON NPAKTUKK (yTBEPMAEHEI
Mpukazom MUHUCTEPCTBA NPOMBILINEHHOCTI U TOProBnv PP oT 14 wioxs 2013 r. Ne916), a Tak xe Tpebosanuamu dejepansHoro 3akora «0O6
ofpauleHuu NekapcTBEHHLIX CPEACTEY OT 12 anpens 2010 1. N 61-®3 u nHsimu TpeGoBaHUAMU, YCTAHOBNEHHBIMIA HOPMATUBHO-NPIBOBLIMU aKTaMKU

CTpaHbl-MMNopTa.

Ka4ecTBo NpoayKTa COOTBETCTBYET HOPMAaTUBHON AOKYMEHTALMY;

1 N012379/01-101219

HacTposiwum noaTBEPKAEK, UTO BblLLEYKAIAHHAA CEPUA Pa3peLLeHa K peanusauvu.

[laTa Bbinycka Ha PbiHOK:
10.03.2021

YMPABNEHUE KAYECTBOM
Damunua ¥ AOMKHOCTL (38aHUE) NULA,
Bbl]ABLErO paspetleHne Ha BoinycK Cepuu

; . .Bpuryra [lyuens
\ & ?ﬁeﬂkﬁé@enﬂoe AUYo

HaHHbill CepTudvkaT Cepuy UMEET INEKTPOHHYIO NOANUCH.
Ceprudbukar cosnar asToMaTUYECKUR BANUANDOBAHHON KOMMLIOTEPHON nporpamMmoin SAP.



