(LAKRKN

Paspemenue HAa BLIMYCK H BBOJ B IPaIAaHCKHUii o0opoT
IM-4927072317/ 2020

HauMeHOBAHHE JICKAPCTBEHHOTO MPENapaTa Lif MeAHIHHCKOT0 NPHMeHEeHHA:
Cenronere® totan (bersumamus + LIeTHIIUPHIAHHAS XJIOPHIL),
TabICTKH s paccacklBaHuA (JIMMOH H Me), 3 Mr + 1 mMr
(6iuctep) 8 x 2 (mauka KApTOHHAS)
Cepusi: Tonen no: PbIHOK: KoH4ecTBO YNAaKOBOK:
192611 02.2022 RU 80.325 m.

Ha ocHOBaHHM MH(pOPMAINH [PEIOCTABIEHHON WHOCTPAHHBIM NPOH3BOIMTEIEM, NONTBEPKIAOMIEH, YTO
CepUs JIEKAPCTBEHHOro MpenapaTa ObUla MPOM3BENCHA M NPOBEPEHA B COOTBETCTBHM C JIMICH3HEH Ha
IPOM3BOACTBO JICKAPCTBEHHBIX CPEACTB, TPeGOBAHMAMH PETHCTPAUMOHHOTO 10Che, TpeGoBaHusMY IIpasu
HaJUIexalel Mpou3BOCTBEHHON MpakTuky (yraepixkaens! IIpukasom MuHECTEPCTBA NPOMBIIIEHHOCTH H
toprosnu P® ot 14 utons 2013 1. Ne916), a Taxske HHBIMHA TpeOOBaHHUAMH, YCTAHOBICHHEIMM HOPMATHBHEIMH
npasoBbEIMH akTaMu Poccuiickoll Denepanuy ¥ CTpanbl HMIIOPTEPA.

Hopmatusnas noxkymentanus: JII-002981-131117, usm. Ne 1 (-310118), mzm. Ne 2 (-120718)

IMacnopr Ne: 192611 or 13.03.2020 1.
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Kop Ne: 7C9889

MpoaykT: Cenroneve® toran (beHangammH +
Uernnnupuaunua xaopua), Tabnerku ans
paccacoiBanua [Aumon nmeg], 3 mr+ L mr

Maprus No: 182611

[ara npouzsoacrsa: 02.2020

[ara ucreuenun 02.2022

(L4 KRKA

VYIPAB/TEHWE
KAYECTBOM

Smarjeska cesta 6
8501 Novo mesto
Slovenia

Tel: ++386 7 3312 111
Fax: ++388 7 3211 537

CpOKa rogHocTy: CEPTUGUKAT
Ynakosxa: {Bnucrep) 8 x 2 (nauKka KapTOHHAA) AHATINZA
XpaHexue: lpu Temneparype He Bbiwe 25 °C,
opnmnanmoi& yhNaKkoBKe,
[ara:16.03.2020
Tecr Cneumdmrauma Peaynbrarsl
Onucanue Kpyrnsl@ TabneTii CO CHOLLEHHbIMK Kpyrnsie Tabnerky co CKOLLEHHBIMWA
KPasmi C LWEPOXOBATCH NOBEPXHOCTLIO KPasmMi C LePOXOBaTOR
OT CBETIG-KBNTOMO AD XENTOMO LBETA. MIOBEPXHOCTLIO OT CBETNO-MENTOMD
[Lonycraerca Densii naner, AC wenToro Usera. [onyckaercs
HEPABHOMEPHOCTL OKPALLUMBAHUA, Geneiit HANET, HePaBHOMEPHOCTL
HANUYKE My3bIpLKOB BOIAYXE B OKPALLMBAHIASA, HANUUME NYSLIPLKOB
KapamenbHOW Macce n HesHauwTensHan BO3AYXE B KapPaMerbHON Macce n
HEPOBHOCTL Kpaes. HE3HEYUTENLHEN HBPOBHOCTD KDags.
MoanuHHOCTL Bersuaamrsa - BEXX Bpems ynepiusaHus Nuka Bexsuganmna | CooTeeTeTayer
Ha XpPOMaTOIPaMMe WChLITYEMOro
pacTBOPE ACIHKHO COOTBETCTBOBATY
BPEMEHV YASDKUBERWA TVKS
BeHaugamuHa Ha Xpomararpamme
CTaHAapTHOTO pacTeopa.
MogrmHHocTs LigTnnupuanHng - Bpems ypepxvsaHins nika Coorsercrayet
B3HX LeTUNNUPVUAVHAS Ha XpOMaTorpamme
HCTILITYEMOro PACTROPA A0MKHO
CODTBETCTBOBATE BPEMEHV YASDHUBaHNA
AKKka UETUNMKPUOUHWA Ha
XPOMaTOMPaMME CTAaRABNTHOMD PacTaopa.
PogcTsentpie npumeck bexsuaamMuHa He Gonee 0,5 % 0,2
rvapoxnopua - Mpumecs B
PopcTaeHHbie noumeck Bersugamura He Gonee 0,2 % <=(,10
rnapoxriopuy - Nrobaa apyras
SAMHUIHER TDUMECH
PogcreenHt e npumeck BedsngamuHa He Bonee 2,0 % 0.2
rmppoxnopun ~ Cymma npumecen
POACTBBHHLIO NPMMECH He Gonee 0,5 % 0,4
LleTunnupugunHus xnopun — JioGan
eavHKKan NouMecsh ) -
POACTESHHBIS NDMMECTH He Gonee 2,0 % 0,4
LeTunnupuanHua xnopug - Cymma
npuMecei
OaHOROAHOCTE ACSUPOSaHUR Nokaaarens npremMnemocTin (AV) — He 2,4
BeH3uaaMiuHs MapoxIopua Gonee 15.0 %.
OAHOPOAHOCTE AO3UPOBAKHNA FlokasaTens npuemnemocty (AV) — He 2,6
LeTunnupuavHns xnopua Sonee 15,0 %.
KorwuecTeeHHoS onpaaensHue He mexee 80 % u He Sonee 110% 100
BeHangaMiHa rapoxnopug BerangamMuHa rMapoxnopuaa ot
3BABNEHHOTO KONUNECTBA.
KonuyecTeesHoe onpelensHie He menee 90 % v He Gonee 110% 101
LieTunnupuauHus Xnopug LSTRAMIPUAMHWA XIOpWaa oT
IARBMASHHOID KONWHECTBA.
MiupoBUOAOTMHECKAR YUCTOTE Obies wcno aspobhbix
MAKPOOPraxusmoB ~ He Gonee 10° KOE 8
11 (mn) <10 KOE 8 1r(mn) *
OfLee YACNO APONOKEBBIX U NNECHeBbIX
rprbBos — He Bonee 102 KOE B 1 r (mn) <10 KOE 8 1 r (mn) -

Crpanmua: 1/3
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Kog Ne:
KAYECTBOM

NpoayKr: Cenrosere® roran (beHanpamunH +
UeTuanupuauHua Xxaopua), Tabnetkn paa Smarjeska cesta 6
paccacbiBaHua [AMMOH ¥ megl, 3 mr+ 1 mr 8501 Novo mesto

flaprus Ne: 192611 Slovenia

Dara npouseopcrsa:  02.2020 Tel: ++386 7 3312 111

[lata ucTeueHma 02.2022 Fax: ++386 7 3211 837

CpPOKa rogHocTu. CEPTM@“KAT
VnakosKa: (6nmcrep) 8 x 2 (nauka KapTOHHaA) AHAIU3A
XpareHy.e: lpu Temnepartype He sbiwe 25 °C, 8

OPUrMHA/IbHON| YNaKoBKe.

[lara;16.03.2020

Tecr ! Crieundukauua Pe3yabLTaThi

Haanucu: «XpaHuTe B HEAOCTYNHOM ANA peveit LITPUX-KOA, NPOUIBOACTBEHHLIR KOA
mecten, «leped NpUMEHSHNeM BRUMATENbHO YNaKoBOYHOTO Marepuana.
NPOMUTARTE NPUNOKEHHYIO MHCTDYKUMIO®,
TOBAPHEIA 3HAK (HA NaTKHHWLE), HelBaHVe | agpec
hpMBI-NPOUIBOANTENSR, HAIBEHWE W agpec
chupmsbl, ocylecTEnSIOWeH BEINyCKAOLAH
KOHTPOMb KAYECTBE, HOMEP Cepuu, AaTy
NPOM3BOACTEA, CPOK FOAHOCTY, PETUCTPRUMOHHBIA
HOMEP, LWUTPHX-KOZ, NPOUSBOACTBEHHbIN KOA
yNAKOBOYHOIC Marepuana.

[onyckaeTeR HEHECEHNE Ha NAYKY KapTOHHYID
KOHTROMBHOIC {(MABHTUDNKALMORHOTD) 3HaKa
(K3 C NONHBIM WK YECTHNHBIM AYBANPOBAHASM
WHIDOpMaLEM, COREPXalLERCA B HeM B BUAR
YWTABMOrO NEYaTHOrD TEKCTE C Uenbio
MOHWTOPVHIE ABWKEHAR NEKADCTBEHHOM
npenapaTa oT NPOUSBOAUTENA RO KOHEUHOMS
norpebuTens.

CpOK rogHoOCTH | 2ropa. 2 ropa.

[lanuelif NPOAYKT BLINYCKASTCA B CLOTRETCTRNM cTekywumMy Tpebosanuamu GMP.

Cepun NeXapcTBEHHOM CPeACTEA NPOKSEE/A8Ha, NPOKOHTDONUPOBAHA U on06peHa B CODTBBTCTBUM C HOPMaTUBHOR
aokymeHTauve: NMN-002881-131117, Usm. Net (-310118), Mam. Ne2 (-120718)

%;Taas?tlj?ocm H paiNaE YNPABNEHWE KAMECTBOM
o (amarue) nuua,

KIRKA, »
jovamno zaravis




