(T4 KRKN

Koa Ne: 709889 YNPABNEHUE
NMpoaykr: Centronere® ToTan (BeHIUAIMMH + KAYECTBOM
Uetuanupnamunua xnopuga), rabnetku ana Smarjeska cesta 6
paccacoiBaHuA [numoH 1 meg], 3 mr+ 1 mr 8501 Navo mesto
MapTur Ne: L92359 Slovenia
fNara npouzeoacTea:  01.2020 Tel: ++386 7 3312 111
AaTta uctedeHun 01.2022 Fax ++386 7 3211 537
CPOKa rOAHOCTU: CEPTUOUKAT
YNaKoBKa: {(6nuctep) 8 x 2 (nauka kapToHHan) AHAMNU3A
XpaHeHue: Mpw remneparype ne soiwe 25°C, 8
OpPUrMHANbHOM yNaKosxe.,
flata:25.2 2020
Tecr Cneuudukauua Pe3ynbTraTtol
OnucaHue Kpyrneie TabneTu o CROWaHHBIMA Kpyrmii@ TalneTin CO COLBHHBIMA
KPEAMU & WEPOXOBATON NOBEPXHOCTRIO KPAAMU € LWEPAXOBATOR
QT CReTNO-NENTOMN 40 XenTora yusera. NOABPXHOCTRIO OT CRETNO-MANTOM
Nonycxkaarca Gensid HaneT, AC xenroro usera. flonyckaerca
HEPARHOMEPHOCTE OKPALLWBAHUA, Genniii HANAT, HEPABROMEPHOCTE
HANW-WE MY3biPbKOB BOIAYXE B OKPALLMBAHUA, HANWHUE MyIbiPbKOB
KAPAMENLHON MACCE W HEIHAUUTENLHAR BOAYXA B KADAMENLHON MBCCe W
HEDOBHOCTb KIS, HBIHAYWUTENLHAR
MoanuHHOCTE Bersuaanuna - BANX Bpoun yABpAABAHWA Nuka Berauaamuna | CooTseTcTaysT
HA XPOMBTONPAMME WCNLTYEeMOM
PACTBOPAE AGMNXHO COOTRETCTROSETS
BPEMEHU YASDKNBAHUA NWKA
GarHaMaaMURE HE XPOMATOMaMmMe
CTAHABPTHOM PacTROPS.
NAANMHHOCTS LIETUNNUPUAUHUA - BpeMa yASPXMBAHUA NUKa Coareercrayer
BIHX LETUNNUPUAUHKA KB XPOMATOMAMME
MCTIBITYEMOMD pacTaopa AQnxHO
COOTBETCTBOBAT: BPOMEBHW YASDNHBAHVA
MWK LETHNAUPUAVHMA HB
XPOMATOMPAMME CTHAAPTHOM PACTBOPA.
PoacTaarroe Npuseck Berowgamuna He 6anee 0,5 % 0,2
- Mpumecs B
POACTEOHHBIE NDUMECH BerIug aMuHa He Gonee 0,2 % <=0,10
rapoxnopua - NioGan apyran
| SAMHWIHAR NPUMACH
PoacTaeree NpuMecn BerdngaminHa He Bonee 2,0 % 0,2
| mapoxnopua — Cymma npumecei
POACTBOHHBI® NDUMECA He Gonee 0.5 % <=0,10
Letwnnupuaumua xnopua ~ MobSan
!ﬂ“ﬂmﬁll gmm
POACTBEHHLIE NPUAMBCA He Gonee 2,0 % <=0,10
Uetwnnupuaurus xnopua - Cysma
QAHOPOAHOCTE A0SUPOAaHUA NoxasaTens NpUeMNemMocTy (AV) — He 3.9
BerInAAMARE TMAPOXNOPWA Gonee 15.0 %.
OAHOPAAHOCT: ACIUPOBAHUR Noxkasarene npuesmnemoctu (AV) — He 28
TIANN MHUA XNOpUA Ganee 150 %.
KanuwecTaeHHoe ONpeaqanenne He meree 90 % u He Gonee 110% a9
BeHIMAAMUHE MAPOXNOPHA GaHINQaMUHE rMapoXnopuaa oT
AARBNESHHOMD KONWBcTaa.
Kanw4ecTeenHoe onpeaenerne He meree 80 % u He Bonee 110% 101
LiSTUANMPAAKHUA XNOPUA LIETUNNUDMAKHKA XNOPUAE OT
33ABNBHHOMD KONWHECTEa.
MupoGHONOIMNECKaA “uCToTa Ofwes 1ucno a3pobHbix
MUKDOQPraHuIMos — e Ganee 10° KOE &
1 r(mn) "1
Ofuee YUCNO APONOKEBLIX N NNACHABX
rpuBon — we Gonee 102 KOE 8 1 ¢ (un) 1
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Koa Ne:
NpogyKT:

MapTua No:

Jara npouasopcrea:

fara ucreyeHua

7C9889

Cenronete® toran (GeHauAaMHUH +
UeruanupuamnHua xnopua), Tabnerku gana
paccacbiBaHMA [AUMmOH U Mea), 3 mr + 1 mr
192359

01.2020

01.2022

(T4 KRKA

YNPABNEHHUE
KAYECTBOM

Smarjeska cesta 6
8501 Novo mesto
Skovenia

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

CROKE RapuacTH: CEPTUOUKAT
Ynaxoexa: (6nncrep) 8 x 2 (nauKa KapTOHHaR) AHANU3A
XpaneHue: Npu Temneparype He Boiwe 25 °C, 8
opuruHanbHol ynakoske.
flara:25.2.2020
Tecr Cneuudurauma Pe3yneTaThl

craue Escherichia colis 1 r (smn) "
1 TeCTHDOBANME ré NPOBOANTCA HA KIKAOA NAPTUH (NPOTPEMIAA MOHHTOPHUHIA NPEAYCMATPHEAET TECTHPORAHUE KAK

MHHWMYM QAHON NAPTHK B rod). HACTOALMM rapaHTHpyeM, YTO A2HHAR NAPTWA COOTRETCTRYET BCEM TpeSoRanuAM.

Tecr CneumduKauma Pe3ynbTatsl

Ynakoexa Mo 8 Ta6neTox B Gnuctepe ua kombuHupoaarHoro | Mo 8 Tabnertox 8 Gnuctepe w3
Matepvana NBX/nonuatuneraTBAX — donern kOMBUHUPORAHHOrO MaTepuana
ANOMHHWEBON. NBxX/nonwarunera/MBAX - gonery
Mo 1, 2, 3 unu 4 GnucTepa noMeEWAOT B NAYKY ANIOMUHWBBOA.
KAPTOHHYIO BMBCTE C UHCTPYkUued no Mo 2 BnucTepa NOMEOW 0T B NAKY
NPUMEHEHUIO. KBPTOHHYIO BMECTE C UHCTRYKUMER N0

NPUNSHEHWIO.
Mapxuposxa Ha nepanurod ynaxoexe (GnucTepe) HA pycekoM Ha nepauuxof ynaxosxe (Gnuctepe) na

AIbIKE YKAIWBAIOT:
TOPrOBOe HIUMEHOBBHWE NPenaparta ¢
npeaynpeauTensHol Mapkuposkoia ® na
KHDWNULE U HE NAaTHHUUE, MPYNNKPOBONHOE
HaUMEHOBAHWE, NeKaPCTBAaKHYIO GopMY,
AO3VPOBKY, TORAPHLIA InAK (Ha NaTHHHUS)
GUPMui-NPOWIBOAVTENA, HOMED CEDUW, AATY
NPOM3IBOACTEA, CPOK ML HOCTH.

Ha aTopWuHOA ynakoBxe (nNavxke KAPTOHHOR) H8
PYCCKOM AJbIKE YKRIBIBAWOT.

TOProBoe HAMNEHOBAHWE NpenapaTta c
npeaynpeauTensHod Mapkuposkod ® Ha
KHPHANKLS W HA NATUHULS, FPYNNUPOBOYHOE
HEKMEHOBAHWE, NEKAPCTBEHHYIO POpMY,
A03MPOAKY, KONMUECTBO TalnaToK B ynakoske,
HAIBAHWE AGHCTEYIOWMX BELLIGCTE U uX
xonuuectno 8 1 TabneTxe, gna Tabnetox ANA
paccacmeanua: «BenoMoratensHnie seLscTaa:
Cyxpanoia (E955), wzomansT (Tun M) (E953) u
ADYTWE, YXa2aHHbIG B UHCTRYKUMH NO
NPUMEHEHUIOR, ANA TAGNETOK ANA PACCACLIBAHUA
[numonH u mea] v AnR TaBneTok AN
paccacei8anva [MUMoH u GysuHal:
aBCNOMOraTenbHue BELLACTBA: KIOMANET (TUn M)
(EB53), cyxpancaa (EG55) w Apyrue, ykalanHuie &
VHCTDYKUMM NO NpUMEHEHWO», cnocab
NPUMBHERWA W 403i, NOKSIAHUA K NPUMEHEHWIO,
YENORWA OTNYCK, YCNOBUA XPAHEHUR, €4NA
NONOCTW PTR M ropnar, «aHaNeMeTHKD,
ANPOTHBOBOCNANUTENLHOE CPEACTEOD,
«BHTUCENTHKS, ANA TAGNATOK ANA PACCHCHAAHUA
[numor u Bysuna): <NMAMOH U BY3UHAR, Ann
1abneTok ANA PacCcacHLBaHUA [NUMoH n mey]:
«WMMOH Y ME[]», npesynpeauTenuHee

PYCCKOM R3bIKE YKBILIBAKOT:

TOProBoe HANMEHOBSHWE NDENAPATA C
npeaynpeAuTensHod mapmposkod ® Ha
KHPUANWUS ¥ HA NATUHKUE, MPYNNHPOBAYHOS
HEWUNEHOBAHWE, NEKAPCTRAHHYIO OpMY,
AOIMPOBKY, TOBBPHLIA IHEK (HB NATUHWUE)
DUPMBI-NTPOUIBOANTENA, HOMEP CBpUN, AaTY
NPOMIBOACTRA, CPOK MAAHOCTH,

Ha BTOpWHON yNaxoske (Na4Ke KAPTORHOA)
HA PYCCKOM A3bike YKBILIBAWT

TOProaoe HAUMEHOBAHWE NPENaparTa c
npaayNPEAUTENLHOR MaprUpoaKkoi ® wna
KUPUANKLS U HA NATUHULE, FPYNNUPOBONHOS
HENMEHOBEHWE, NEKAPCTBEHKHYIO DOpMY,
AO3uposky, konuyscTeo Talinerox 8 ynakoaxe,
H@3BaHWe AQHUCTRYIOLLUX BOLLISCTE U UX
xonwyecteo 8 1 rabneTe,
«BCNOMOraTENbHLIG BELECTBA. HIOMANLT
{Tun M) (E953), cyxpanoaa (ESSS) w apyrve,
YKEIBHHLIE B HHCTPYKUMH NO NPHMEHBHUI,
CNOCOB MNPUMEHEHUA U A03bl, NOKAIAHMA K
NPYMEHEHUIO, YCNOBUA OTNYCKA, YCNOBUR
XPEHEHWA, «ANA NONOCTA PTa W rOPNaX,
KAHANLIETUKS, «NPOTHROBOCNANNTENLHOS
CpeACTeO», «aHTHCANTUKs, «TAMOH U MEQ»,
NpeAYNPeAUTENtHbIE HAANUCH: «XPaHUTL B
HBAOCTYNHOM ANA AETER mecTes, «MNepea
NPAMEHEHWEM BHAMATENLHO NPOYNTaATE
NPRNOMEHHYIO MHCTPYKUMIOD, TOBApHIA 3KAK
(M8 NATWHWUUE), HASEAHKS W 8APEC DHUPMBI-
NPOMIBCAWTENA, HABAHWE W BAPEC DUPML!,
ocywecrenaiowen BbiNYCXIOWMA KOHTPONE
KAYECTBA, HOMED CepHU, ABTY NPOW3IBOACTES,

CPOK FOAHOCTH, pervcTpauvaHt e} HoMep ]
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Kop Ne:
Mpoay«kT:

Naptua Ne:

fara npouasoacrea:
AaTta ucreverHun
CPOKa roAHOCTH:

Ynakoska:
XpaHeHue:

7C9889
Cenronere® roran (Bensupammn +

UetuanupuanHua xnopua), Tabnerku ana
paccacbiBaHuA [AUMOH 1 meal, 3 mr + 1 mr

192359
01.2020
01.2022

(6naucTep) 8 x 2 (Nauxa KapToOHHaR)
Npu remneparype He Bbiwe 25 °C, 8

opurMHansHo# ynakosxe.

(T4 KRKN

YNPABNEHUE
KAYECTEOM

Smarjeska cesta 8
8501 Novo masto
Slovenia

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

CEPTUDOUKAT
AHAIU3A

AaTa:25.2.2020

Tecr

Cneungpurrauma

Peaynurathi

HBANKCH: «XDAHUTL B HBACCTYNHOM ANA AeTel
MecTen, «[lepes npuMEHEHHEM BHUMATENBHO
NPONUTARTE NPUNONMBMHYIO MHCTPYKLMIOS,
TOBAPHLIA INAK (HA NATHHMLUE), HAIBAHME W AAPeC
DrPMBI-NPOHIROAUTENA, HAIBAHKE M APEC
G¥pMel, OCYWECTBNAKLLIEA BLINYCKAOLWMA
KOHTPOMNE KAYBCTEE, HOMBD CaPMU, ARTY
NPOUIBOACTEA, CPOK NOAHOCTH, PErMCTPAYMOHHbIRA
HOME&P, LITPUX-KAS, NPOHABOACTBAHHLIN KOA
YNAKOBOYHOrO MaTepUana.

[oNycKaeTCR HAHECEHMUE HA NAHKY KBDTOHHYIO
KOHTPONBHOM (WABHTUUKALNOHHArG) IHAKR
(KW3) € noNHmm unu 4ecTuurmm AyGnupoBanueu
WHDOPMABLNK, COABPWALLBACA 8 HEM B BUAS
YHWTASMOro NEMaTHOrG TeKCTa C ueneo
MOHUTODWHIE ABUNEHWA NEXIPCTBEHHAro
NPENapaTa oT NPOHIBOAUTENA A0 KOHENHOro
noTpeBuTens.

WTPUX-KOA, NPOMIBOACTREHHBIR KO
YNakoEOuHOro MaTtepuana.

L Cpox ragnocTu

2rona,

2roga.

DarHelh NDOAYKT BaINYCKAETCA B COOTRETCTRUM CTeKyW MK TpaBoaaruamu GMP,

Cepun NeKapCTABHHOMO CPSACTEA NPOUIBAASHA, NPOKOHTPONUPOBAHA U 0A0BPEHA B COOTBETCTEUM C HOPMATUEHOR
AokymerTauued: NIN-002881-131117, Uas Ne1 (-310118), WMam, Ne2 (-120718)

HacToAwMA NAacnopT ABNAETCA MENPaBNeHHOH sepcuu nacnopta ot 22.01.2020 roqa. Vcnpasnexus He BAKAKT Ha

K@YECTEO NPOAYKLMM.

DNata sHeceHuR wameHeHUA:25 2 2020

AaTa eninycxa Ha PeiHOK

22.01,2020

i

YNPABNEHHUE CTBOM
SAMUITHA W ACIDIMOCTS (30 8HWE) Nuua,
Bbig ABLIETO PAIPELUEHUE HA BRINYCK COPUM
Avrena Konapuy
Kaxnauaar GapM. Hayx

(B KRIGA

o™~
%uﬁm zdravil, d.d.. @
o] P
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(FeKRKA

PaspeuteHre HAa BLINYCK W BBOA B FPAKIAAHCKHIT 060poT
IM-4926673535 /2020 - 2

HauMeHoBaHHE TeKAPCTREHHOT0 MPENAPATA A MEAHUHHCKOr0 MPHMEHEHHS !
Cenronere® toran (bensunamuH + LleTHNIHpHHHUA XOpHA),
TabneTku And paccachBaHud [TUMOH H Mea], 3 Mr + | Mr
(6nuctep) 8§ x 2 (mayxa KApTOHHAA)
Cepug: I'ogen go: PLIRoK: KonudecTBo yNaKOBOK!
1.92359 01.2022 RU 82.285 mr.

Ha ocHoBaruWH HHGOpMamMK NpenOCTABIEHHON MHOCTPaHHBIM NMPOU3BOAHTENEM, MOATBEpXKAAOMICH, ¥TO
CEpHA JICKApPCTBEHHOrO Mpenapara 6blLIa TIPOH3BENECHA H [POBEpEHAa B COOTBETCTBHH € NHUeH3HeH Ha
MPOH3BOACTBO EKaPCTBEHHBIX CPeACTB, TpeGOBaHMAMH PErMCTPALMOHHOr0 Aocke, TpeGosannamu [Tpasan
Hazexamed npousBoAcTBeHHOM npakTHKH (yTBepxaeHbl [TpHkazom MunucTepcTsa NPOMEUNNEHROCTH W
ToprosiH P® ot 14 urona 2013 r. Ne916), a Takke HHBIMY TPEOOBaHUAMH, YCTAHOBICHHEIMH HOPMATHRHBIMK
npaBOBBIMH akTamMH Poccuitckoit deneparu d cTpaHel HMIIOPTEDA.

HopmaTusuag goxymenTanus: JI1-002981-131117, uam. Ne 1 (-310118), mam. Ne 2 (-120718)

INacomopt Ne: L92359 ot 22.01.2020 r.
L92359 or 25.02.2020 r.

04.02.2020 X

Jata A HET

b

AN AOKYMEWTO
KANECTRA

H hamunas

Hacrosumee Paspeluende Ha BRITYCK ABIAETCA HCMpaBlieHHOR BepcHelt PaspeleHns Ha BLUNYCK, BELIAHHOTO
04.02.2020 r. UcnpaBneHus He BIHAIOT HA KAYECTBO MPOMYKLHH.

Jlata BHeceHHA HelpabaeHHa: 25.02.2020 r.




