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Pa3speimense Ha BLINYCK H BBOJ B FPAXIAHCKUI 000pOT
I1M-4927542416 / 2020

HauvenoBaHue JeKapCTBEHHOTO NMPenapara Vig MeAHUHHCKOI0 IPUMEHEIIs:
Kopmunua® XJI (Hudeaunun), TabneTky ¢ NpoIOHTHPOBaHHBIM BBICBOOOIKICHHEM, TOKPHITHIE TNIEHOYHOH
06os10uKoii, 40 Mr
(6muctep) 10 x 2 (mayka KapTOHHAs)
I'oaen go: PrLIHOK! Ko.1H4ecTBO YIIAKOBOK:
11.2024 RU 86.078 m.

Cepusi:
D87618

Ha ocnoBanuy uH(opMaldH NPefOCTaBICHHOH HHOCTPAHHBIM MPOHU3BOIUTEIICM, MOATBEPKAAFOLIEH, YTO
cepus NEKapcTBEHHOro mpenapara Obula Mpon3BeleHa M MPOBEPEHA B COOTBETCTBHH € TULEH3HEH Ha
IPOM3BO/ICTBO JIEKAPCTBEHHBIX CPEACTB, TPeOOBAHUAMU PETHCTPALMOHHOIO NOCKHE, TpeBosarusMu [Ipasuin
Hazexalied MpoH3BOACTBEHHON npakTHKU (yTBepxiiensl [IpukasoM MHuHHCTEpCTBA MTPOMBIIIICHHOCTH U
toprosiu P® ot 14 miona 2013 r. Ne916), a Taxxke HHBIMHA TpeGOBaHHAMH, YCTAHOBICHHBIMH HOPMATHBHLIMH
npaposLIME akTaMu Poccuiickoit Oeneparuy 1 CTPaHbl UMIIOpTEpa.

HopmaTupnas aokymentauus: IT N013467/01-220317, u3m. Ne 1 (-120118), uzm. Ne 2 (-110919)

ITacnopT Ne: D87618 ot 18.05.2020
01.06.2020 X
IIpoaykuus pa3pemena K BBINYCKY H BBOIY B
rpaiaHcKuii odopor Tlata TA HET
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(T4 KRKA

KRKA, d. d., Novo mesto

Kom Ne: 7C8988 YNPABINEHUE

Npoayxr: Kopaunuu® XJ1 (HudeounuH) Tabnetku ¢ KAYECTBOM
NPOJSIOHIMPOBAaHHbLIM BbICBODOXAEHUEM, Smarjeska cesta 6
NOKpPbLITLIE NNeHoOYHOU obonoykoun, 40 mr 8501 Novo mesto

. Slovenia

Cepm‘ Derets Tel: ++386 7 3312 111

Hara nponasogcrea: 11.2019 Fax: +4386 7 3211 537

Hara ucrevenus

CpoKa rofiHoCTH: 11.2024 CEPTUODU KAT

AHAJTU3A

Ynaxoska: (6nucrep) 10 X 2 (naYyKka KAPTOHHaA)
XpaHeHue: [pu Temnepartype He Bblile 25 °C, B OpUrMHanbLHoOM ynakoBske.
P p POTER Sb y fara: 21.05.2020
Crpanuya: 1/3
Tecr Crnieundgurkayus Peaynsrarel fMp.”
Onucaxwe Kpyrnbie, ABORKOBbLINYKNbIe TA0NeTKU C (haCcKoK, Kpyrneie, ABoRKoBLINYNbEe TaGNETKU C Packon, -

NoKpbITeie nnesovHon obonovkon
KpaCHOBATO-KOPUHHEBOrO LUBETA,

NOKPLITLIE NAEHOYHOR oBonoukoH
KPACHOBATO-KOPUMHEBOIO LBeTa.

Onucanue (Bua Ha uanome)

UepoxoBaTas Macca MenToro UseTa ¢ NAEHOMHOH
0B0N04KON KPACHOBATO-KOPUMHEBOIO LiBETA.

lepoxoBaTan Macca XenToro UBETa ¢ NNeHouHoi
0BoNOYKOR KDACHOBATO-KOPUYHEBOTO LBETE,

OAHOPOAHOCTL A0NPOBAHUS

[Mokasarens npuemnemoctu (AV) - He Bonee 150,

28

NoanuHHOCTE - BAMX Bpemsa yAeDKUBAHUS OCHOBHOIC NUKE HA Cooreercrayer .
XPOMATOrpaMMe UCneITyeMoro pacraopa (Sas)
AOIKHO COOTBETCTBOBATEL BPEMEHI YAEPKUBAHUA
QCHOBHOTO MUKE HA XPOMATOrPaMME CTAHAADTHOro
pacrsopa Hudeaununa (SS).
PoacTREHHBIE NPUMECH ~ He Gonee 0.5 % <=0,10 % -
MNpouasoaHoe HUdbeAUNUHS
HUTPOMEHUNNUPKE UH
PoACTBEHHLIE NPUMECH ~ He Gonee 0.5 % <=0,10 % -
MNpoussogkoe HudegununHa
HATPOICDEHUNTEHANH
PoacToeribie npumecy - He Gonee 0.2 % <=0,10 % -
Eaunminas
HEUASHTUDULUPOBAHHAR
npuMech
POACTBEHHBIE NPUMECH - He Gonee 1,0 % <=0,10 % -

Cymma npumecein

Konuaecreenuoe
onpeaeneHue

He metiee 95,0 % u ne Sonee 105,0 % HudegunuHa
OT IAABNEHHONO KONUYecTea.

99,8 % OT 3aRBNEHHOro KonuYecTea

CKOPOCTH BoICBODONIEHUA
HubeaunuHa

Hepes 3 4. 5 % - 25 % OT 3aABNEHHOro KonuyecTea.

11-14 % oT 3aABNEeHHOro KonNUYecTsa

CkopocTs sbicaofomgenusn
HADEARTMHA

Yepea 4 410 % - 30 % OT 3a8BNEHHOro Konuyecrsa.

15 -19 % OT 3aABNEHHOrO KoNUYecTBa

CKOPOCTb BbICBOBOMASHUA
Hudegunuda

Yepes 6 4: 18 % - 45 % oT 3aABneHHoro KonuyecTsa.

23 29 % o7 3a8BNEHHOr0 KoNUUecTea

CxopocTe BuicBOBOMAEHUA
HudeaunuHa

Hepes 6 4 25 % - 55 % oT sasBnexHore KonuvecTsa.

31 -38 % OT 338BNEHHOrD KONUYecTsa

Pacreoperue He mexse 70 % (Q) HUCheAUNMHA OT 3a8BNEHHOTO 101 - 106 % OT 32ABNEHHOTO KOAUYECTRA -
KonuuecTea vepes 6 4

MukpoGuonoruyeckan Obuee wucno asapobubix MUKDOOPraHnaMos - He - *1
NMCTOTa Gonee 10° KOE B 1 1 {(mn)

MukpoBuonorudeckan Ofuee 4uCno ApoXoKeBbIX U Aneckessbix rpubos - He |- "1
Yucrora Bornee 10 KOE 8 1 r (mn})

MukpoBuonorudeckas Oreyreraue Escherichia coli g 1 r (mn) - »
qucrora

Mp.* = Npumeuanue

*1 Mokasarens BEeAEH QUPMOR B COOTRETCTBIM C TPEGOBAHMAMU, NPUHATEIMKA B PO K CTAHAAPTU3ALUM AQHHOW NEKAPCTBEHHON (OpPMbI, U MOKET
ObiTo HE BKAKMEH B CEPTWIMKAT EHANK3A (PUPMBI Ha FOTOBLIA NPOAYKT, GUPME raPAHTUPYET Ka4ecTBo fipenapara no 3ToMy NoKasaTeno.

flakHbli cepTudnKaT Ha CEpUIo UMEBET INIEKTPOHHYIO NOANUCH,
Ceprudbukar co3gaH aBTOMATEIECKY BANUAUPOBAHHON KOMITLIOTEPHOHR CUCTEMOM.



(T4 KRKN

KRKA, d. d., Novo mesto

Kog Ne: 7C8988 YTIPABINEHUE
MNpoaykT: Kopaunuu® XJ1 (Hudeaunuu) tabnerku ¢ KAYECTBOM
NPOJNIOHIMPOBAHHBLIM BbICBODOXAeHUEM, Smarjeska cesta 6
NOKPbITbIe NNEHOYHOU 000NM04YKON, 40 Mr 8501 Novo mesto
Cepus: D87618 ey
Tel: ++386 7 3312 111
Hara npoussoacrea: 11.2019 Fax: ++386 7 3211 537
[arta ucteyeHus
CpoOKa roAHOCTY: 11.2024 CEPTUDUKAT
Ynakoska: (6nucrep) 10 x 2 (nayka KapToHHasA) AHAIU3A
XpaHenue: Mpu Temnepatype He Bbiwe 25 °C, B OPUrUHaNbLHOW YNaKkoBKe. flars: 21.06:2020
Crpanuya; 3/3
Tecr Cneyntpurkaumns Pesynekrath!

HUTAEMOro NeYaTHOro TEKCTa C Uenso
MOHUTOPUHIA ABWKEHUA NEKapCTBEHHOrO Npenapara
OT NPOUIBCAUTENA A0 KOHEYHOrO noTpebutens.
«In-bulk»: Ha 3TUKETKE Ha PYCCKOM A3bike
YKa3bIBaKoT:

LWKcp npenapara, Toprosoe HauMeHoBaHue
npenaparta c NpeAynpesuTensHo# Mapkuposkon ®,
MEXAYHAPOAHOE HENATEHTOBAHHOE HAUMEHOBAHWE,
nexapcTeeHHyo hopMy, AGIUPOBKY, YNaKoBKy W
KONMUYECTBO YNAKOBOK, HOMEP Cepuu, Aary
NPOU3BOACTBA, CPOK FOAHOCTY, YCNOBUS

XPaHEHWA, MaHWNYNALUOHHBIE 3HAKMU, HA3B3HUE U
CTpany OUPMbI-NPOU3BOANTENSA, TOBAPHKIA 3HAK (Ha
natunuue) AO «KPKA, 4.4., Hoso mecTon,
CroseHus, HaIsaHue U aapec NPeANPUATUR,
OCYLECTBNAKWWErD pacgacoBky, WTPUX-KOA,
NPOU3BOACTEEHHSIR KOA YNAKOBOYHOTO Marepuana,
2-D xog.

Cpok rogHocTtu 5 ner. 5 ner.

HacTposLumm yA0CTOBEPAI, YTO NPUBEACHHAR BbILLE KHPOPMAUMS NOANUHHAER U TOUHAS, Cepus nekapcreeHHoro npenapara Geina npounasejexa u
npoBEpeHa B COOTBETCTBUMU C TpeDoBaHMAMMU PEruCTPaLMOHHOIO A0Che, TPpeBoBaHUAMU Mpasun Hagnexateil NPOU3BOACTEBEHHOTI) s

(yreepxpeHs! Mpukaaom MUHUCTEPCTBA NPOMBILLNEHHOCTY 1 Toproanu PO oT 14 uioHs 2013 r, N2916), a Tak e TpeGosap
"O6 ofpalleHult NeKapCTBEHHbLIX CPeACTB" oT 12 anpens 2010 r. N 61-03 u uHbIMU TpeboBaHUAMU, YCTAHOBNEHHLIMU
aKkTamu CTpaHbI-3KCnopTa.

KajuecTso NpoAykTa COOTBETCTBYET HOPMATUBHOMN 4OKYMEHTaLUK;
M NO13467/01-220317, Uam. Net (-120118), Uam. Ne2 (-110919)

Hacrposwum NoATEEPHAEI0, YTO BLILIEYKAIAHHAA CEPUA PA3PELUEHa K Peanuaaumy. YNPABN =

[laTa BbiNycKa Ha PoiHOK: DAMUNKUR U AOMKHOCT!

18.05.2020 abngrp‘%&f}p@ LWEHWE Ha BbINYCK Cepuin
b Konapuy

Kainwnar hapm. Hayk
tovarnag zdrovil, d.d.,

Novo masio

AaHHbif cepTUMKaT Ha Cepuio UMEET 3NEKTPOHHYO NOANUCH,
Ceprudmkar co3gal aBTOMATUYECKY BANUAUPOBBHHOR KOMNLIOTEPHON CUCTEMO.



