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Paspemenne na BLINYCK M BBOJ B rpasknaHckuii obopor
IM-4927925281 /2020

CAOCTaBICHHOH HHOCTpaHHBM [IpOU3BOIHTEIEM, NOATBepX naromieit, yro
CCPHA JleKapCTBEHHOrO lIpenapara 6bL1a npomssencHa u NPOBEPEHa B COOTBETCTBHH c IHLEH3HeH Ha
TIPOH3BOACTBO JIeKapCTREHHELX CPEACTB, TpeGoBaHUIMY PETHCTPAIIHOHHOTO focke, TpeboBaHusIMHE IlpaBun
Ha/lllexalle! IpOu3BOACTBEHH O IIPaKTHKH (YTBepKIeH] [Ipukazom Munucrepcrra IIPOMEIIUIEHHOCTH H
Toprosmu P® ot 14 mions 2013 . Ne916), a Taxxe unbMH TpeboBaHHAMH, YCTaHOBIEHHBIMH HOPMaTHBHEMY

IIPaBOBBIMH akTaMH Poccuiickoii Denepannu u CTpaHe! HMIIOpTEpa.

Hopmatugnag MoKymenTanua: IT N 014104/01-251217

Hacmopr Ne:  NJ8068 or 15.06.2020 r.

23.07.2020 X
Ipoaykuns paspemena x BBLIIYCKY H BROIY B ' f
rpazknaHckmii o6opor Tlata A HET
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KRKA, d. d., Novo mesto

YMNPABINEHUE
KAYECTBOM
Smarjeska cesta 6
8501 Novo mesto
Slovenia

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

Kog Ne: 7C8407

Mpoaykr: HanreauH® copTe (HanpokceH) TabneTkw,
NOKpbITbIe NSIeHOYHOU obonoykon, 550 mr

Cepus: NJ80638
[ara npouseofctea: 04.2020
[ara ucreuexus

CpOKa rofHoCTH: 04.2025
Ynakoeka: {6nuctep) 10 x 1 (nayka kapToHHasA) EEK}-TMH%)K KAT
XpaHeHue: Mpu TemnepaType He Bbile 25 °C, B OpurMHanbHOW ynakoBke.
[ara: 07.07.2020
Crpanuua: 2/3
Tect Crneundmkauun Peaynirarit

hupMbI-Npon3BOAWTENA (Ha NaTuHULEe), HOMEp
cepuu, AATY NPOW3BOACTBA, CPOK FOAHOCTY.

Ha sTopuyHOR ynakoBke (navke KapTOHHOR) Ha
PYCCKOM f3bIKe yKaablsaioT:

TOProBOe HauMeHoBaHWe npenapara ¢
npeaynpeauTenbHO# Mapkuposkoil ®,
nekapcTBeHHyIo (hopmy, MeX/yHapoaHoe
HenaTeHTOBaHHOE HAUMEHOBAHUE, AC3UPOBKY,
ronuuecTso TabneTok B yNakoBke, Ha3saHue
AeACTBYIOWEro BeLWecTsa U ero KoNMuecTeo B 1
Tabnerke, «BonomoraTenbHeIe BEWECTBa YKasaHbl
B UHCTPYKLUK NO NPUMEHEHWIO», HaJBaHue,
TOBapHbIW 3HaK (Ha NaTuHULE) U aapec upmbi-
MPOU3BOAUTENA, YCNOBUA XPAHEHUR,
NPeAYNPEAUTENLHYIO HAANUCH: «XpaHuTb B
HEAOCTYNHOM ANS AEeTel MecTe», YCnoBuA
oTnycka, cnocol npumeHenus: «4ns npuema
BHYTpb», HOMED Cepuu U AaTy NPOM3BOACTEA,
CPOK rOAHOCTH, PEMMCTPaLWOHHBIA HOMEP, WTPUX-
KOA, NPOM3BOACTBEHHbIA KOZ YNakoBOYHOrO
marepuana.

Hfonyckaerca HaHeceHue Ha Navky KapTOHHY
KOHTPONBHOrO (MAEHTUUKALMOHHOrO) 3Haka (KIN3)
C NOSHBLIM WK YaCTUYHLIM gyBnuposatvem
MHOpMaLMK, CogepxKalleiics B HEM B BUe
YUTaemMaoro neYaTHoro Tekcra c uernbio
MOHWTOPWHIa JABWKEHUA NEKAPCTBEHHOO
npenapara oT NPOU3BOAUTENA A0 KOHEYHOro
notpeburena.

MpPMBLI-NPON3BOAUTENA (Ha NAaTUHULE), HOMEp
cepuu, 4aTa NPOUIBOACTBA, CPOK MOAHOCTH.

Ha BTOpUYHOW YnakoBke (Naqke KapToOHHOW) Ha
PYCCKOM A3bIKE YKa3aHO!

TOProsoe HauMeHoBaHue npenapara ¢
npeaAynpeaAuTenbHoi Mapkuposkoi ®,
nexkapcTeeHHas popma, MeMyHapoaHoe
HENaTeHTOBaHHOE HAUMEHOBAHWE, 403UPOBKE,
Konu4ecTBo TAONETOK B YNaKoBKE, Ha3BaHWe
AENCTBYIOWEro BELIECTBA U 8ro KONUYecTso B 1
TabneTke, «BcnoMorarenbHbI@ BELLECTBEA ykasaHs!
B UHCTPYKUAW NO NPUMEHEHWIO», Ha3BaHue,
TOBAPHBIA 3HaK (Ha naTUHULE) W aapec hUpMbI-
NPOU3BOAUTENS, YCIOBUR XPaHEHUS,
npesynpeauTeNbHan Hagnuck: «XpaHuTe B
HEAOCTYNHOM ANA AeTel MecTer, yCnoBus
oTnycka, cnocol npuMeHerus: «/1ns npuema
BHYTPbLY, HOMEp Cepuu 1 4ara npousso/cTsa,
CPOK rOAHOCTH, PEruCTPaLMOHHbIR HOMEP, LUTPHX-
KOA, NPOU3BOACTBEHHbLIA KOA YNaKOBOYHOrO
maTepuana.

Ha nauky KapTOHHYIO HAHECEH KOHTPONbHbIR
(mpenTudhukauroHHbIR) 3Hak (KN3),

Cpaoxk rogHocTIA

5 ner.

5 ner.

HacTposLLMm yAOCTOBEPAID, YTO NPUBEAEHHAS Bhille UHAOPMALUR NOANMHHER U TOUHaA, Cepus NekapcTBEHHOrO npenapara Bbina npousseseHa u
nposepeHa B COOTBETCTBUN C TpeGoBaHUAMN DErMCTPALMOHHOrO Aocke, TpeGoBaHuAMY MpaBun HaANEXalel NPOU3BOACTEEHHOM NPaKTIky
(yreepaaeHst Mpuxasom MuHucTepcTBa NPOMBILLNEHHOCTY U TOproanu PS ot 14 uioks 2013 r. N2916), a Tak xe TpeboBaHuAMU PeaepanbHOro aakoHa
"O6 oBpatueHun nekapcreeHHbix cpegcta” oT 12 anpens 2010 r. N 61-03 u uHbiMu TpeGoBaHUAMY, YCTaHOBNEHHLIMWU HOPMATUBHO-NPABORLIMA
aKTamM CTDAHbI-3KCNopTa.

Kavecrso npoAyKTa COOTBETCTBYET HOPMATUBHON JOKYMEHTALNM:
1 N014104/01-251217

[aHHsiit cepTUUKaT Ha CepUI0 UMBET SNEKTPOHHYI0 MOANUCK.
CepTuchukat co3faH aBTOMATUUECKI BANWANPOBAHHOM KOMNLICTEPHOW CUCTEMOI.



Koa Ne: 7C8407
MpogykT: Hanre3auH® copte (HanpokceH) Tabnerkm,

MOKpbITbie NNeHo4YHOW 06onoYkon, 550 Mr
Cepus: NJ8068

[Hata npoussoactea; 04.2020
[ata ucrevenun

CpOKa rogHoOCTH: 04.2025
YnakoBka: (6nucTep) 10 x 1 (nayka KapTOHHasA)
XpaHeHue: Mpu Temnepatype He Bbiwe 25 °C, B OPUrMHaNbLHON ynakoske.
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CEPTUOUKAT
AHAIU3A

[arta: 07.07.2020
Crpanuua: 3/3

HacTposwnm NoATBEPKARID, YTO BhileyKkasaHHan CEPUA Pa3peLleHa Kk peanvaauunim. YNPABNEHWE KAMECTBOM
[laTa BbiNycKa Ha PLIKOK: damunua U AONMKHOCTb (3IBaHUE) NUua,
15.06.2020 BblAABLUEr0 paspeLleHue Ha BbINyCcK cepuu

Maiiga Wenuua
KaHAuAaT hapm. Hayk

{ BEKRIGN

KP"F‘J .
sevarna zdravit, dua.

Nove miesio

[aHHblii cepTucbukar Ha cepuio umeeT BNEKTPOHHYIO NOANUCH.
CepTuchukar cosgaH aBTOMaTUMECKN BaNUANPOBAHHOM KOMMNBIOTEPHONR CUCTEMOI,




