(LOKRKA

PaspemeHue Ha BLINYCK H BBOA B rpaxIaHCKuil o0opoT
IM-4927573021 /2020

HanvenoBaHHe JEKapCTBEHHOr0 IpenapaTa i MeXHIHHCKOro fpHMeHeHU !
Omanepa® (D30Menpasol) Kancybl KHIIEYHOPacTBOPHMBIC, 20 Mr
(6nuctep) 7 x 4 (mauxa KapTOHHas)
Cepus: Tonen go: PoIHOK: KonnuecTBO YIIAKOBOK:
SH0336 03.2022 RU 84.720 mT.

Ha ocHOBaHMH HHQOpPMALKH [PEIOCTABICHHON HHOCTPAHHBIM IPOU3BOIUTENEM, [10TBEPKAAIOIIEH, ITO
cepnsi JIEKApCTBEHHOTO npenapata GpUTa TIpOM3BENEHA M MPOBEPEHA B COOTBETCTBHM C JIMIEH3MeH Ha
[IPOM3BOJCTBO JIEKApCTBCHHBIX cpencTs, TpeOOBAHUAMU PErHCTPAIMOHHOTO JIOCHE, TpeosaruaMHA [Ipasun
HaJUIeKameH [IpOM3BOACTBEHHOH TPAKTUKH (yreepxaeHs [IpukasoM MHHEHCTEPCTBA TPOMBILLIEHHOCTH 1
toprosu P® ot 14 urous 2013 r. Ne916), a TakxKe HHBIMH TpeOOBaHHAMHM, yCTAHOBJIEHHBIMH HOpMAaTHBHBIMH
[IpaBOBLIMU aKTaMH Poccuitckoit @eaepalldy H CTPaHEl UMIIOpTEpa.

HopMaTHBHAsI JOKYMEHTALHSL: JI1-002047-190819

Macmopt Ne:  SHO0336 ot 21.05.2020 r.

IIpoayKuHs pa3pemiena K BhIIyCciy 1 BBOIY B 04.06.2020

rpak1aHcKHi obopoT JlaTa A HET

115 LOKYMERTOB

OTBeTCTBEHHOE JTHLO e
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(74 KRKN

KRKA, d. d., Novo mesto

Kon Ne: 7C4383 YINPABNEHUE

MpoayiT: AmaHepa® (3omenpasol Kkancynbl KAYECTBOM
KuleuHopacTBOpuMble, 20 Mr Smarjeska cesta 6

8501 Novo mesto

Cepus: SHO0336 "

[ara npoussoAcTea: 03.2020 Tel: +4386 7 3312 111

[ara ucteuenus Fax: ++386 7 3211 537

cpoKa roAHoCTH: 03.2022

CEPTUDUKAT

Ynakoska: (6nucTep) 7 x 4 (nauka KapTOHHas) AHANW3A
XpaHeHue: Mpu Temnepatype He Bbille 25 °C, 8 OpUrMHaNbLHOW yrnakoBke.
[aTa: 27.05.2020
Crpanuua: 1/3
Tect Crieyngurauuns Peaynsrars! Np.
Onucaxve Kancynbl Ne3. Kopnyc v Kpbilueuka Kancybl Kancynei Ne3. Kopryc u Kpbilledka Kancynbt -

ceeTno-pososoro useta. Coaepxumoe Kancynel:
nenneTsl oT Genoro Ao nouty Genoro UBeTa.

cBeTno-po3osoro Lgera. CoaepKuMoe Kancynet.
nenneTsl ot 6enoro Ao no4Ty Genoro useTa.

MopuHHoCTs - BINX

Bpema yAEpHUBAHUA OCHOBHOTO NUka Ha
XpoOMaTorpamme UCnbITYemMoro pacreopa (SaS)
/IOMNHO COOTBETCTBOBATE BPEMEHU YAEPKUBAHUA
OCHOBHOFO NVUKA HA XPOMATOrpamme CTanAapTHoro
pacreopa omenpa3ona (85).

CooreeTcTByeT

PoacTEeHHbIE NPUMECH - 1e Gonee 0,5 % <=0,10% -
MNpumecs 5-HBI

PopcTBEHHbIE NpUMecH - ne Gonee 0,2 % <=0,10 % -
Moban gpyrast eAuHUYHAaR

npuMech

PopcTBeHHbIe NpUMecH - He Gonee 2,0 % <=0,10% -
Cymma npumecei

OpHOPOAHOCTE 103MPOBAHUA Moka3aTens NpUeMNeMocTH - HE Gonee 15,0 %. 32%

101 % OT 33RBNEHHOro konu4ecTsa

KonuvecTseHHoe He mexee 95 % u ne Gonee 105 % Cy7H19N303S -
onpejengiue (saomenpasona) OT 3aABNEHHOID KONWYECTEA,
PacrsopeHue He menee 65 % (Q) Ci7H1yN1058 (3somenpasona) 92 - 99 % OT 3a8ABNEHHOro Konu4ecTsa -

yepes 45 MuH,

YEToWMMBOCTD K

He meHee 90% Cy7H1aN30:8 (asomenpasona) 4epes 45 97 - 101 % OT 3aRBNEHHOr0 KONUYECTBa

WeyAoUHOMY COKY MUH.

MukpoGuonoruieckas O6iee Yucno aspobHbIX MMKPOOPraHU3MoB - He = |
yncToTa Gonee 10° KOE 8 1 1 (Mn)

Mukpobuonoruueckas OfLee YNCNO APONOKEBLIX i NIECHBBLIX rpuGos - He |- *1
yucrora Gonee 102 KOE B 1 1 (mn)

MukpoGuonoruqeckan Oreyrerane Escherichia coli 1r(mn) - *q
wucToTa

Mp.* = MNpumMeuaHue

“{4 [okasatenb BBEAEH UpMOi B COOTBETCTEUM c Tpe!
GbiTh HE BKMIOYEH B CEpTU(UKaT aHanuda hupMB! HE O

GoBaHWAMY, NPUHATLIMU 8 P k cTaHAApTH3a
TOBKI NPOAYKT. GUPMA rapaHTUPYET KauecTBo npenapara no SToMy Noka3aTenio.

LMHU faHHORA nekapcTBEHHOA IOPMb!, W MOXET

Tect Crieyudukauns Pe3ynbTarhkl
YnakosKka MepexdHan yNnakoBka: MepBU4HaA ynakoska:
Mo 7 kancyn B Bnucrepe 13 KOMBUHMPOBAHHOrO Mo 7 kancyn B Bnucrepe u3 KOMBUHUPOBEHHOIO
marepuana OMNA/AN/TBX v honbru ANOMUHNEBOR. marepuana OMNAJANTIBX u ¢honbrv anoMuHUEsoR.
BropuuyHas ynakoska: BropuuHas ynakoska:
Mo 1, 2, 4 wnu 8 BnucTepos NOMELLAT B nauky Mo 4 GrucTepa NOMELLEHBI B NAUKY KAPTOHHYIO
KapTOHHYIO BMECTE C uHcrpyuqueﬁ no np_nmeHeHulo. BmecTe € MHCTPVKI.{IAEFI 1o HMBHMK),
MapkupoBKa Ha nepeu4HORA ynakoBke (6nucrepe) Ha pyCcKoM Ha nepBU-HOi ynakoske (6nucTepe) Ha pycCKoM
A3bIKE YKa3blBaIoT! A3bIKe YKa3aHo!
TOproBoe HaumeHoBsaHue npenaparac Toprosoe HauMmeHoBaHue Npenaparac

[larHbii cepTudukaT Ha cepu

10 UMEeT 3NMEKTPOHHYI0 NOANUCH.

CepTudhiKaT Co3AaH aBTOMATUHECKH BANWAVPOBAHHOI KOMILIOTEPHOM CWCTEMOH.




Pa KRKM

KRKA, d. d., Novo mesto

Koa Ne: 7C4383 YNPABMNEHVE
MpoaykT: AmaHepa® (S3omenpasorl) Kancynbl KAYECTEOM
Kullie4yHopacTBOpUMble, 20 Mr Smarjeska cesta 6
) 8501 Novo mesto
Cepus: SHO0336 el

[arta npoussoactea: 03.2020

[ara ucte4yeHua

cpoka rofHoCTH: 03.2022

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

CEPTUOUKAT

Ynakoska: GnucTep) 7 x 4 (navka KApTOHHAA
| (Binuctep) T.x 4 (nasia kagon el , AHANU3A
XpaHeHue: MNpu Temnepatype He Bbiwe 25 C, B opuruHanLHOHW ynakoBke.
Nara: 27.05.2020
Crpanuua: 2/3
Tecr CneundukaLua Pesynbrarthl

npeaynpeauTensHoi Mapkuposkod ®,
MEN/AYHAPOAHOE HENAaTEHTOBAHHOE HaUMEHOBaHNe,
NekapcTBEHHYI0 hOPMY, AO3UPOBKY, TOBAPHBIA 3HAK
(Ha naTuHuue) PUPMbI-NPON3BOANTENA, HOMED
cepuu, AaTy MPOU3BOACTBA, CPOK FOAHOCTH.

Ha BropnyHOf ynakoeke (nayke KapTOHHON) Ha
PYCCKOM fA3bIKe YKa3biBaKOT.

TOpProBOE HauMeHoBaHWe npenapara ¢
npeaynpeauTesbHoR mapkupoBkoi ®,
MEWAYHEPOAHOE HENATEHTOBAHHOE HauMeHoBaHue,
nekapcTaeHHyo opMy, 403MPOBKY, KONMYECTBO
karcyn B ynakoske, HaspaHue JeicTBylowero
BelwjecTsa v ero KONMYECTeo B 1 Kancyne,
«BcnomorarensHbie BEWecTsa: caxaposa u
ApYriA@, YKa3aHHLIE B UHCTPYKLWMKA NO
NPUMEHEHII0. », CNOCoB NPUMEHeHNA: «inA
fipUemMa BHYTPb.», YCNOBUSA OTNYCKA, YCNOBUA
XpaHeHus1, NpeaynpeAuTENbHYI0 HaANUCH!
«XpaHuTb & HEAOCTYNHOM ANA ABTel MecTe.»,
ToBapHbIi 3HaK (Ha NATUHULE), Ha3BaHNe U

aapec UpMbI-NPONIBOAKTENSA, HOMEP cepuu,
AaTy NpoM3BOACTBEA, CPOK FOAHOCTH,
PErvcTpaLoHHbIA HOMEP, WTPUX-KOA,
NPOV3BOACTBEHHBIA KO/ YNaKOBOYHOrO Marepuana,
KOHTPONBHBI (MAEHTUDUKALIMOHHBIA) 3HaK (KA3)

€ NONHLIM KNU YACTUYHLIM AyGnupoBaHueM
UHChopMaLK, COAEpXKaLLeiica B HeM B Buae
YUTAEMOro NEYaTHOro TEKCTa C LUenbio
MOHUTOPUHIE ABUKEHNA NEKapCTBEHHOrO
npenapara oT NPOU3BOAUTENS /10 KOHEUHOro
norpeburens.

npeaynpeAuTeNsHOM mapkvpoekon ®,
MeXayHapOoAHOe HENATEHTOBaHHOE HauMeHoBaHue,
nexapcTBeHHan GhopMa, AO3UPOBKE, TOBAPHGIA 3HAK
(Ha naTuHUUE) PUPMbI-NPON3BOAUTESNA, HOMEP
cepuu, AaTta Npou3BOACTEA, CPOK MOAHOCTK.

Ha BTOpUMHOM ynakoeke (nayke kapTOHHOR) Ha
PYCCKOM A3blKe YKa3aHo:

TOProBOE HaUMEHOBaHUe npenapara ¢
npeAynpeANTENLHOR Mapkuposkoi ®,
MeXAayHapoaHOe HeNnaTeHTOBaHHOe HauMeHOBaHu!e,
nekapcTeeHHas dopma, 403MpOBKa, KONUYECTBO
Kancyn B ynakoBke, HassaHue AeicTByloLero
BelecTsa W ero konwyecrso B 1 kancyne,
«BcnoMorarensHblé BEUEeCTBa: Caxaposa

Apyrue, yKasaHHbie B WHCTPYKLMN No
PUMEHEHIIO.», CNOCOG NpUMeHeHuA: «[insa

MpUEMA BHYTPb.», YCNOBWA OTNYCKaE,

YCNOBUA XPaHEHUR, NpeaynpeautensHan

HafnUch: «XPaHuTL B HEAOGTYNHOM AN peTei
Mecre.», TOBEpHbIi 3HaK (Ha NaTtuHuue),

HalsaHue v aapec (PUPMbl-NPOUIBOAUTENA, HOMED
cepuu, 4aTa NPOU3BOACTEA, CPOK FOAHOCTY,
PEerucCTPaUMOHHLIA HOMEP, LUTPUX-KOA,
NPOV3BOACTBEHHBIA KOA YNaKoBOYHOrO Marepuana.
Ha nauky KapTOHHYIO HaHECeH KOHTPONbHbIA
(MAEHTUDUKALUMOHHBIR) 3HaK (KA3).

Cpok regHocTH

2 ropa.

2roaa.

HacTposiLLUM YAOCTOBEPAIO, YTO NPUBEAEHHARA Bbilue WHdpopMayua
npoBepeHa B COOTBETCTBUM ¢ TpeBGoBaHUAMU PerycTpaunoHHOro Ao
(yreepxaeHsl Mpukasom MunucTepcraa npom
"O6 obpalleHnu NekapcTBeHHsIX cpescre” oT

AKTaMU CTPaHbI-BKCNOPTa.

Ka4yecTso NpoAYKTa COOTBETCTBYET HOPMATUBHON JOKYMEHTALMKAL

NN-002047-190819

NOANURHES U TOUHAA, Cepun NekapcTBEHHOrC npenapara Gbina NpousBeaeHa u
cobe, Tpefosanuamu MNpasun Hagnexailei NpOV3BOACTBEHHOA NPAKTUKK
BILLMEHHOCTU 1 TOproenu P® ot 14 uioxs 2013 r. Ne816), a Tak xe TpeGosanuAmy PegepansHoro 3akoHa
12 anpens 2010 r. N 61-®3 1 uHbiMu TpeGoBaHUAMU, YCTAHOBNEHHBIMU HOpMaTUBHO-NPABOBbIMU

JlakHelit cepTUdVKaT Ha CEPUIc UMEET 3NEKTPOHHYK NOAMKCE.
CepTUuguKaT co3aaH aBToMaTn4eckin BANUAUPOBAHHON KOMNLIOTEPHON CUCTEMON,



Koa Ne: 7C4383

MpoAYKT: 3maHepa®
Kuwe4yHopacTBopumMblie,

Cepus: SH0336
[aTta Nnpou3BoACTEa: 03.2020
[ara ncre4veHusn

cpoKka rofHOCTH! 03.2022
YnakoBka: (6nucrep) 7 x 4 (nauka KapToHHaR)
XpaHeHue: Npu Temnepartype He Bblwe 25

HacTpOSLLMM NOATBEPXARID, YTO BhILLEYKAIAHHAR cepws pa3pelleHa k peanusauuu,

[laTa Beinycka Ha pbiHOK:
21.05.2020

(930omenpason) Kancynbl
Mr

°C, B OpUrMHANbLHON ynakoBke.

(T4 KRKN

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
AHAJITU3A

[ara: 27.05.2020
Crpanuua: 3/3

YMPABNEHWE KAYECTBOM
daMmunua U ACMKHOCTb (aanue) nuua,
BLIAABLIEro pa3peLlenne Ha BeINYCK Cepui

Mapwus Buguy
KaHAMAAT papm. Hayk
TORK
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NaHHbiii cepTUdMKaT Ha cepuio umeeT 3NEKTPOHHYIO NOANUCH.
CepTudhukar co3faH asToMaTu4ecku BanuAUPOBaHHON KOMMbLIOTEPHOA CUCTEMORA.




