Koa Ne:
MpoAaykT:

MapTua No:

[aTta npou3BOACTBA:

[Jara ucredyeHus
CpOKa rogHOoCTH:

7C4381

3maHepa® (330Menpason) KancyAb!
KULeYHopacTBopumble, 40 mr
SF8291

02.2020

02.2022

(T4 KRKA

VIMPABJIEHUE
KAYECTBOM

Smarjeska cesta 6
8501 Novo mesto
Slovenia

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

YnakoBka: (6nucrep) 7 x 4 (nauKa KapToHHaA) CEPTUOUKAT
XpaHeHue: Mpu Temnepatype He Bbiwe 25 °C,B AHAIN3A
OpPUrMHaNbLHOMW YNaKoBKe.
[ata:08.04.2020
Tecr CneuuduKayma Peaynbrathl
OnucaHne Kancynbl Ne1. KopnyC 1 KpbilLedka Kancynet Ne1. Kopnyc v kpbilLeyka

Kancynkl OT PO3OBOro A0 PO30BOTO CO
cnaboeaTbiM CeposaTbiM OTTEHKOM
useta. CopepXumMoe Kancynbi:
nennetsl ot Genoro Ao no4ti 6enoro

Kancynbi OT PO30BOTO A0 PO30OBOrO CO
cnabosaTbiM CepoBaThiM OTTEHKOM
yseta. CopepXumMoe Kancynbl:
nennetsl ot 6enoro 4o noytu 6enoro

usera. useTa.
MopnnHHOCTL - BOXKX Bpemn yAepxKvBaHns OCHOBHOTO nuka CooTeeTcTByeT
Ha XpOMaTOrpamMmme WCrbITyemoro
pacteopa (SaS) gormkHo
COOTBETCTBOBATL BPEMEHM
yAEpPXWBaHUA OCHOBHOrO NWKa Ha
XpOMaTorpamme CTaHAapTHOro
pacTeopa omenpasona (S5).
OAHOPOAHOCTE A03VMPOBAHWUA MoxasaTens npuemnemocTy - He Gonee | 9,9
15,0 %.
PoacTBeHHbIe npumec - Mpumecs 5- He Gonee 0,5 % <=0,10
HBI
PoacTeerHbie npumeci - NiiGas apyras | He Gonee 02% <=0,10
eAUHUYHER NPUMECH
PopcTeeHHbIe Mpumeck - Cymma He Gonee 2,0 % <=0,10
npumecen
KonuuecTeeHHoE onpeaeneHne He meHee 95 % u He Bonee 105 % 99
C17H1¢N3s01S (3somenpasona) oT
3asBNEHHOr0 KONMYecTsa.
PacTeopeHue He meHee 65 % (Q) Ci7H1sN20:S 93-100
(33omenpasona) 4epes 45 MUH.
YCTORYMBOCTD K KENYAOHHOMY COKY He meHee 90 % Ci7H;oNaO:S 98 - 104

(33omenpa3ona) yepea 45 MuH.

MukpoBuonoruyeckan YUCToTa

O6wee 4ncno aspobHeIx
MUKPOOPraHu3mos — He Gonee 10°
KOE g 1 r (mn)

OBLLEE YNCNO APOHCKEBBIX U
nneckesbix rpubos — He Gonee 10°
KOE B 11 (Mn)

Ortcytctewe Escherichia coli s 1 (mn)

iy

)
*1

*{ TecTUpOBaHUe He NPOBOAMUTCA Ha KaXA0# NapTuu (Nporpamma MOHWTOPWHTA NPEAYCMATPUBAET TECTUPOBAHUE Kak
MUHVAMYM OAHOA NapThu B roa). HacToswwum rapanTupyem, 4To AaHHaA napThs COOTBETCTBYET BCEM TPeGoBaHUAM.
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(TAKRKN

Pa3peunienue Ha BbINYCK H BBOJ B rpakIaHcKuii 060poT
IM-4927296015 / 2020

HanveHoBaHHAE AeKAPCTBEHHOT0 Mpenapara Ia MeAHIHACKOro npHMeHEeHHs!
Omamepa® (D30Menpa3o) Kancy Il KUIIEYHOPaCTBOPAMEIC 40 mr
(6nuctep) 7 x 4 (nayka KapTOHHAA)
Cepusn: Tonen no: PoIHOK: Koau4vecTBO YNAKOBOK:
SF8291 02.2022 RU 30.117 mr. ]

Ha ocHoBaHMH HHGOPMAIHE MPeIOCTABICHHOH HHOCTPAHHBIM NPOU3IBOAUTEICM, [OATBEPKIAOLIEH, YTO
cepusi [€KApCTBEHHOTO Mpenapara Oblna MPOM3BE/EHA M IpoBEpEHa B COOTBETCTBHH C JMIEH3HeH Ha
[IPOM3BOZCTBO JIEKAPCTBEHHBIX CPEACTB, TpeGOBaHUAMH PETHCTPALMOHHOTO J0CKE, tpeGopanusMu TTpaBu
HAUTeXAIICH TIPOU3BOICTBEHHOA MPAKTHKH (yrBepxknens! [Ipukasom MuHHCTEPCTBA [POMBIIIIEHHOCTH H
Toprosis P® ot 14 uions 2013 r. Ne916), a Taxske HHBIME TPEOOBAHHAMH, yCTAHOBICHHBIMH HOpMAaTHBHLIMH
[paBOBBIMH AKTaMH POCCHACKOH deneparyy ¥ CTPaHbl HMIIOPTEPA.

HopmaTuBHas 10KYMEHTALHI: JI1-002047-190819

ITacnopt Ne:  SF8291 ot 06.04.2020 r.

IIpoayKuHsi paspeniena K BbIYCKY H BBOIY B 28.04.2020 X {
rpaxiaaHcKuii 06opor FWeipa, Tata A Hffl

CtJmew«é’@ C\-’Hall,
[ im

a1 1 pamuus

OTBeTCTBEHHOE JIHLO ANS ROKYMEHTOB

KAYECTBA




Kopg Ne:
MpoayKT:

MNapTua Ne:

[JaTa npovu3BoACTBa:
JaTa ucreueHuA
CpOKa rogHocCTH:

Ynakoska:

7C4381

3maHepa® (Isomenpason) Kancy bl
KULeYyHopacTBopumbie, 40 mr
SF8291

02.2020

02.2022

(6nucTep) 7 x 4 (Nauka KapToHHaA)

(L4 IKRKN

YNPABAEHUE
KAYECTBOM

Smarjeska cesta 6
8501 Novo mesto
Slovenia

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

XpaHeHue: Mpu Temneparype He Bbiwe 25 °C, B CEPTUGMKAT
P : P pE ' AHATIM3A
OpUrnuHaZIbHOW ynaxkoBKe.
[ata:08.04.2020
Tecr Cneyundmrauyma PesynbTathl
YnakoBka Mepeuynas ynakoska: MepBUyHas ynakoska:
Mo 7 kancyn B 6nuctepe 3 kKOMEWHWPOBAHHOTO Mo 7 xancyn B 6nucTepe 13
matepuwana OMA/AN/NBX u donbria komBuHKPOBAHHOMO
anioMnH1EBoN. maTtepwana OMNAJARMBX v donera
Bropu4Has ynakoeka: anMUHNMEBON.
Mo 1, 2, 4 wnu 8 GnUCTEPOB NOMELLEIOT B NadKy BropuyHana ynaxkoska:
KapTOHHYIO BMECTE C WHCTPYKUKER no Mo 4 Gnucrepa NOMELLAT B NaqKy
NPUMEHEHWIO. KapTOMHYIO BMECTE C MHCTRYKLUE?R no
NPUMEHEHWIO.
Mapkupoeka Ha nepsudHo# ynakoske (Gnuctepe) Ha pycckom Ha nepenyHOW ynakoBke (6nucTepe) Ha

A3bIKE YKa3bIBAKOT:

TOProBoe HauMeHOoBaHwe npenapara ¢
npeaynpeAnTenbHoMl mapknpoBkoi ®,
MEeXAyHapPOAHOEe HENAaTEHTOBAHHOE
HaMMEHOBaHWE, NeKapCTBeHHYD hopMy,
LO3UPOBKY, TOBaPHbIA 3HAK

(Ha naTtuHuLe) PUPMLI-NPOUIBOAUTENA, HOMEP
cepuu, AaTy NPOW3BOACTBA, CPOK rOAHOCTM.

Ha BTOpYYHOM YNAKORKE (nAyKe KAPTOHHOMR) Ha
PYCCKOM A3bIKE YKA3blBaIoT:

TOProBOe HalMEeHOBaHWe npenapara ¢
npeaynpeanTensHoi mapKkupoekoit ®,
MEeXZYHapOAHOe HEeNAaTEeHTOBAHHOR
HaUMEHOBaH e, NeKapCTBEHHYIO (hopmy,
,03MPOBKY, KONMUECTBO Kancyn B ynakoeke,
HaaBaHWe AeACTBYIOWEro BewecTsa 1 ero
xonwuecTso B8 1 kancyne, «BenomoraTensHbie
BELLEcTBa: caxapo3a u Apyrve, ykasaHHbie B
MHCTPYKLUUMU NO NPUMEHEHMID.», cnocob
npuMeHeHns: «[AnsA npuema BHYTPb.», YCI0BUA
oTnycKa, YCNoBUA XPaHEHNSR, NPeRyNpPeanTeNbHYIo
HaAMUCh: «XPaHUTL B HEAOCTYNHOM ANA peted
MecTe.», TOBAPHbIA 3HaK (Ha NaTuHuue), HasBaHne
¥ appec MPMbI-NPON3IBOANTENA, HOMEP CEPUM,
AaTy NPOU3BOACTBA, CPOK FOAHOCTY,
PerncTPaLMOHHLIA HOMEP, WTPUX-KOA,
NPOW3BOACTBEHHbIA KOA YNAKOBOYHOMO
Marepuana, KOHTPObHHIR (MBEHTUDUKALMOHHBIR)
3Hax (KU3) ¢ nonHsIM Unu 4acTu4HbIM
Ay6nvposaHnem uHdopmauum, copepxalleica B
HEM B BUAE YATAEMOro NEYaTHOro TeKCTa C Uenbl
MOHVTOPWMHIa ABIDKEHWA NEeKapCTBEHHOro
npenapara oT NPOV3BOAUTENA A0 KOHEUHOTO
noTpeburens.

PYCCKOM A3bIKE yKa3biBalT.

Toprosoe HaumeHoBaHue npenapara ¢
npeaynpeaAuTensHO# mapkupoBkoi ®,
MEXAYHapoAHOE HENaTeHTOBaHHOe
HaWMEHOBAHME, NeKapCTBEHHYI0 hOpMY,
A03MPOBKY, TOBAPHBIA 3HaK (Ha naTuHULE)
¢huUpMbI-NPON3BOANTENA, HOMED CepuK, AaTy
NPON3BOACTBA, CPOK FOAHOCTH.

Ha 8TODUYHON YNaKoBke (nadke KaDTOHHOWM)
Ha PYCCKOM AJLIKE YKa3biBaKOT,

TOproBoe HauMeHoBaHue npenapara ¢
npeaynpeauTensHol mapkuposkoh ®,
MENAYHAPOAHOE HeNaTeHTOBaHHOoe
HaVMEHOBaHWE, NexapcTBeHHYIO hopmy,
AO3MPOBKY, KONUUECTBO Kancyn B ynakoske,
HazBaHWe AeiCTBYIOLIErO BeLecTsa U ero
konuyecTso B 1 kancyne, «BcnomorarernbHble
BeLecTea: caxapo3a W [pyrve, ykasaHHble B
MHETPYKUMY MO NPUMEHEHHUIO.», CNocod
npUMEHEHWS: «[Ns npuema BHYTPb.»,
YCNOBMA OTNYCKE, YCIIOBUA XpAHEHNS,
npeaynpeaUTENEHYIO HAANKCE: «XPaHUTb B
HeAOCTYNHOM ANR AeTell MecTe.», TOBapHbIA
3HaK (Ha naTwHuue), HassaHne U aapec
(hMPMbI-NPON3BOANTENR, HOMED CEpUH, AaTy
NPOV3BO/CTBA, CPOK FOAHOCTH,
PerucTpaLNOHHLIA HOMED, LITPUX- KOA,
NPOU3BOACTBEHHbBIA KOA YNaKoBOUHOrO
martepuana. Ha nauky KapTOHHYIO HaHeCceH
KOHTPONbHbIN (A eHTUDUKaLMOHHbIA) 3HAK
(KWN3).

CpOK roAHOCTH

2 roaa.

2 roaa.
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(T4 KRKN

Kog Ne: 7C4381 YNPABNEHWUE

Npoaykr: 3manepa® (33omenpason) Kancynb KA4ECTBOM
KuLeyHopacrsopumbie, 40 mr Smarjeska cesta 6

MapTtua Ne: SF8291 8501 Novo mesto

[Lara npoussoAcTea: 02.2020 Slovenia

[ata ucreyerus 02.2022 Tel: ++386 7 3312 111

CpOKa rogHoOCTH: Fax: ++386 7 3211 537

YnakoBka: (6naucrep) 7 x 4 (nauKa KapToHHas) CEPTU®UKAT
XpaHeHue: Mpu Temneparype He Bbiwe 25 °C, B AHANU3A
OpPHrMHaNbLHOM YNaKoBKe.

[Nata:08.04.2020

[aHHbIA NPOAYKT BbINYCKAETCA B COOTBETCTBAN CTEKYLLMMK TpeGosanuamn GMP.

Cepwa NekapcTBeHHOro CPeACTea NPOU3BEASHA, NPOKOHTPONMPOBaHa 1 onobpeHa B COOTBETCTBUAW C HOpPMaTWBHOM
AOKyMeHTaumen: JIM-002047-190819

[aTa Bbinycka Ha pLIHOK:

06.04.2020 YNPABNEHWE KAYECTBOM

daMunns ¥ AOMKHOCTL (3BaHMe) nuua,
BLIAABLLErO paspeLUeHie Ha BeINYCK Cepuu
Mapusa Buauy
apm. HayK

KRKA, o
fovarna zgravil, d.d., -
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