Kop Ne; 7C9069

MpoaykT: JHan® P (3Hananpunar) pacTtBop anst
BHYTPUBEHHOro BBeaeHus, 1.25 mr/mn

Cepus: A75945

[ata npoussogctea: 12.2020

[aTa ucteyeHus

CpoOKa rogHoCTu: 12.2023

(T4 KRKN

KRKA, d. d., Nove mesto

YMNPABIEHUE
KAYECTBOM
Smarjeska cesta 6
8501 Novo mesto
Slovenia

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

CEPTUDUKAT

Ynakoeka: (amnyna) 1 Mn x 5 (nayka KapTOHHan) AHAJTTU3A
XpaHeHue: Mpwu Temnepatype He Bhiwe 25 °C, B OpUrnHanHOW ynakoBKe.
[aTa: 31.05.2021
Crpanwnua: 1/4

TecT Cneundukaumns Pe3synbratsl Mp.”
OnwcaHve BecuBeTHbIN NPo3payHbii pacTeop. BecuBeTHbIA Npo3padYHblil pacTeop. -
VM3Bnekaembit 06bem He meHee 1,0 mn, 1,0-1,0mn -
MoanWHHOCTL 3Hananpunar - | Bpems yaepXvBaHWsA Nvka 3Hananpunara Ha CootseTcTByeT -
B3XX Xpomarorpamme UcnbiTyemoro pacrsopa (SaS-ET)

AOMKHO COOTBETCTBOBATL BPEMEHW Y/1EPKNBAHWS

NnWKa gHananpunara Ha xpemarorpamme craHgapTHoro

pacTteopa (SS).
MoanuHHOCTL BEH3MNOBLIA Bpems yaepxusaHua nuka BEH3MN0BOro cnupTa Ha CooteetcrayeT
cnupT - BaXX XpoMaTorpamme UcnbiTyemoro pacteopa (SaS-BA)

[ OMKHO COOTBETCTBOBATL BPEMEHU YACPKMBAHWA

nuka 6eH3MNoBOro CNMpTa Ha XpomMaTorpamme

CTaHAapPTHOro pacreopa (SS).
pH 0Or6,0008.,0. 8,9 <
L|BeTHOCTb PacTeop gonxeH BbiTh HeCLBETHbIM. CooTBeTCTBYET -
MNpo3payHocTb PacTBop AomkeH BbITb NPO3paYHbIM. CooTBeTcTBYET -
MexaHW4eckme BKNHeHus - | B cooTBETCTBMM C TpeboBaHnAMN. CooTtBeTcreyeT -

BWAWMbIE YacTWULlbl

MexaHW4ecKMe BKNKHEHNA -
HEBMAWMMbIE YaCcTWLbl

Yactuuel 2 10 MKM - He Bonee 6000 Yactuw/amnyny

5 vactuy/amnyny

MexaHn4eckne BKNIYEHNS -
HEBWAWMMbIE 14aCTHLbI

“YacTuubl = 25 mkm - He Bonee 600 vacTuw amnyny

1 qactuw/amnyny

PoacteeHHbIe NPUMECH -
EanHUYHas
naeHTUOUUMPOBaHHASA
NnpUMech

He bonee 0,5 %

<=0,10%

PopacTteeHHbIe npumech -
Cymma
HEWAEHTUPULMPOBAHHBLIX
npumecen

He 6onee 0,5 %

<=0,10 %

PopacTBeHHBIE NPUMECH -
Cymma npumMecen

He 6onee 1,0 %

<=0,10 %

KonuyecteeHHoe
onpeAenexHue sHananpunar

He mexee 90,0 % 1 He Bonee 105,0 % aHananpunata
0T 3aABNEHHOro Konn4yecrtea.

97,9 % 0T 3aABNEHHOro KonuyecTea -

Konu4ecTeeHHoe
onpeaeneHue HGEH3VNOBbIA
cnupT

He meHee 90,0 % v He Bonee 110,0 % ot
3aABNEHHOro KONUYecTsa. (3asBNEeHHO. KONUYeCTBo =
9,0 mr/mn).

100,4 % oT 3asBNEeHHOro Konu4ecTea =

CTepunbHOCTL [penapaT AomkeH ObiTb CTEPUIbHLIM. CoorBeTcTBYET -
BakrepuansHsie He Gonee 10 E3/Mr sHananpunara. < 0,1 EQ/mr -
3HJ0TOKCUHBI

Mp." = MNpumevaHue

[laHHbif cepTUthuKaT cepumn UMeeT 3NeKTPOHHYIO MOAMUCL.

CepTudvKaT Co3AaH aBTOMATUYECKMIA BANMAMPOBAHHOM KOMMLIOTEPHON nporpammoit SAP.




(T4 KRKN

KRKA, d. d., Novo mesto

Kog Ne: 7C9069 YNPABINEHWE
MpoaykT: AHan® P (QHananpunar) pacTBop Ans KAYECTBOM
BHYTpUBEHHOro eeBeaeHus, 1.25 mr/mn Smarjeska cesta 6
CEpVIFII A75945 8501 N-ovo mesto
) Slovenia
[ara npoussopcTtea: 12.2020 Tel: ++386 7 3312 111
[ata ncrteyeHus Fax: ++386 7 3211 537
CPOKa rogHoCTH: 12.2023
Ynakoeka: (amnyna) 1 Mn x 5 (nayka KapTOHHas) CEPTUOUKAT
: " . AHAJIU3A
XpaHeHue: Mpu TemnepaTtype He Bbilwe 25 °C, B OpUruHansHOW ynakoBke.
fara: 31.05.2021
CrpaHuua: 4/4
HacTposwuM noaTeepaalo, 4To BbilUeykadaHHas cepus paspelleHa Kk peanvaaumu. YNPABNEHWE KAHYECTBOM
Hata Bbinycka Ha pbIHOK: ®amnnns n AOMKHOCTL (3BaHWE) Nuua,
09.04.2021 Bbif@BLUEro pa3pelleHne Ha Bbinyck cepumn
MwuneHa Xurante

YNONHOMO4EHHOE T

[aHHbI cepTudMKaT Cepuin UMEeT ANEKTPOHHYIO NOANKCH.
CepTvdhukaT co3faH aBTOMaTUYeCKU BanuampoBaHHON KOMNbIOTEPHOWU nporpammon SAP.



(FOKRKA

Paspeurenue Ha BBIMYCK H BBOJ B IPaXIaHCKHil 000poT
IM-4929846623 / 2021

HanmeHoBaHHe JEKAPCTBEHHOI0 NpenapaTa AJif MeJHIHHCKOro npuMedeHns:

Onan® P (DHasanpuiar) pacTBOp A/ BHYTPHBEHHOTO BBEIEHHS, .25 MI/MI
(ammysra) 1 Ma x 5 (nayka KapTOHHAN)

Cepus: T'open no:

Pommox:

Kosmm4ecTBO yiakosok:

AT75945 12.2023

RU

19.062 mr.

Ha ocHoBaHMH MH(OPMAIMK NPEJOCTABICHHOH HHOCTPAHHBIM [IPOH3BOAMTENEM, MOATBEPKIAIOMIEH, 4TO
CEpHs JIeKapCTBEHHOro mnpenapara Oblna NpoM3BeNeHa M MPOBEPEHA B COOTBETCTBHM C JIHICH3HEH Ha
TIPOM3BOJICTBO JIEKAPCTBEHHBIX CPEICTB, TPEGOBAHWAMH PETHCTPAIlHOHHOIO Jocke, TpeboBanusmu [Ipasun
HaJUIeXKaled NpOM3BOJCTBEHHOM npakTHkH (YTBepxaeHs! [IpukazoM MHHHCTEpPCTBA MPOMBIILIEHHOCTH H
Toprosmi PO ot 14 urons 2013 r. Ne916), a Taxoke HHEIMH TpeOGOBAHUSIMH, YCTAHOBICHHBIMA HOPMATHBHBIMH
npaBoBEIMH akTaMH Poccuiickoit Denepanmu U cTpassl HMIIOpTEpA.

HopmaTusnas noxymenranus: IT N015813/01-060519

IMacoopr Ne:  A75945 o1 09.04.2021 r.

IIponyxkuusa paspemena K BBITYCKY H BBOIY B
rpakJIaHcKHi odbopoT

02.06.2021
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