(TAKRKA

Paspeluenne Ha BLINYCK H BBOI B rpaxaaHcKui 000poT
1M-4927123227 / 2020

HauvenoBaHue J1eKAPCTBEHHOI0 npenapara A MEAHITHHCKOrO NPHMEHEHHAL
Cenronere® Totan (ben3unamus + LleTHIIMpHIHEAS XJIOpHJ),
TaBIeTKH [UIS paccachiBaHks, 3 MI + 1 Mr
(6muctep) 8 x 2 (mayka KapTOHHAA)
Cepust: I T'oneH 10: PrIHOK: Koan4ecTBO YNAKOBOK:
| 1.92720 | 02.2022 RU 31.904 wr.

Ha ocuoBaHdH HHQOpMALHH [IpeOCTABIEHHOH MHOCTPaHHLM IPOHU3BOTUTENEM, [1OITBEPKIAOIIEH, YTO
cepus JIeKApCTBEHHOro Ipernapatd fpula MpOM3BENEHA H MPOBCPCHA B COOTBETCTBHY C JIMIEH3HCH Ha
[IPOM3BOJICTBO JIEKAPCTBEHHBIX CPENCTB, TpeGOoBAHAAME PETHCTPAIHOHHOIO nocke, Tpeboparuamu [1paBan
HazuTexalell MpoX3BOICTBEHHOH MPaKTHKH (yrBepik/IeHBI [IpHKasoM MuHHECTEPCTBA MPOMBIIIIEHHOCTH H
toprosiu PO ot 14 MroHs 2013 r. Ne916), a TakKe HHBIMH TPEOOBAHMIMH, yCTaHOBEHHEIMH HOPMATABHLIMA
IpaBOBLIMH aKTaMH Poccutickoit defepallii H CTPAHBI MMIIOPTEPA.

HopmaTHBHAS A0KYMEHTAIAS: JIT1-002981-131117, m3m. Ne 1 (-310118), 3m. Ne 2 (-120718)

Tacnopt Ne: 192720 ot 05.03.2020 r.

- 03.04.2020 r| X l
POAYKUHS pa3pemena K BLIMTYCKY 4 BBOJY B
rpamIaHCKHH 000poT " Jlata A HET

OTBeTCTBECHHOE JIHILO




Cenronere® roran (BedamgamnH +

Uetuanupugunua xnopun), Tabnertku ans
paccacoiBanma, 3 mr+ 1 mr

Kog Ne: 7C9880
Mpoaykr:

MNaprus Ne: 192720
[Lara nponssogerea: 02,2020
Oata ncrevenun 02.2022

(74 KRKN

YNPABNEHUE
KAYECTBOM

Smarjeska cesta 6
8501 Novo mesto
Slovenia

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

CPOKa rofHoCTHU: CEPTUGUKAT
YnakoBka: (6nuctep) & x 2 (NauKa KapTOHHARA) AHAITU3A
XpaHenue: MNpy remneparype we sbuue 25 °C, 8
OpUTUHANBHON YNaKoBKe.
[Nara:16.3.2020
Tecr CneunduKauma Pesynbrarhi
Onucanue Kpyrnblie TabneTki O CROWSHHBIMV Kpyrnble TabneTios O CKOLWEHHbIMY
KPESMU C LLISPOXOBATON NOBEPXHOCTLIO Kpasmil C LIepoXoBsaToi
ot ceeTno-ronyBore a0 ronyboro upeta, NOBEPXHOCTBIO OT cBETNC-ToNyBoro
LonyckaeTtca Genbiit HaneT, no ronyBore useTa.
HEPABHOMEBPHOCTE OKPELLUBAHWA, [onyckaeTcs Oenbiii HaneT,
HaMAYUe NY3bIPLKOB BO3AYXA B HEPaBHOMEPHOCTE OKPaLUMBAHNS,

KapaMmerntHOo! Macce 1 HegHauuTenbHan
HEPOBHOCTL KPASs.

Hanuuue MysbiPbKOB BO3AYXE B
KepamensHol Macce ¥
HE3HaUMTENLHANA HEPOBHOCTD KPaes.

Noanurrocts Benannamana - BEMX

Bpems yaepxueanus ruka Serangamuna
H& XPOMATOIPaMME MCTILITYEeMOro
PaCTEORa ACGIKHO COOTRETCTBORATL
BPEMEHYU YAEDNKUBEHWUS NUKE

CooTtsercrByeT

GeHannamuHa Ha xpomaTorpamme
CTaHABPTHOND PACTBOPA.
MegnurHocTe UetunnupranHng - Bpems yASpRUBSHIS NUKa CoorsaTcTByET
BaMX LETUINUPWAYHNA HE XPOMaTOrpammMe
MCMITYEMOrO PECTEOPE AOIDKHO
COOTBETCTEOBATL BREMEHN YASPKNBAHAR
NWKE LeTUINUPUAKHAA Ha
XPOMETOIDEMME CTaHABPTHOM PacTecpa.
PoacreeHHbie npumeck BeHangamuna He Gonee 0,5 % 02
_ruppoxnopua - Mpumecs B
PoacTeeHHble npumecy BeHangamuHa He bonee 0,2 % <=(0,10
ruapoxnopus - Mioban apyras
eAWHUYHER NDUMECH
PogcTeeHHbie npymecy BerandamuHa He Gonee 20 % 0,2
mapoxnopus - Cymma npumeceit
PopcraeHHblie npumecy He Bonee 0.5 % 0.1
LieTunnupuauHis xnopug — MicGas
SOVHWYHER NDUMECH
POACTBEHHBIE NPUMECH He Gonee 2,0 % 0.1
Lerunnupuannms xnopug - Cynmma
NPUMEcain
OAHOPOAHOCTE RO3UPOBAHWUA - Nokazatens npuemMnemMocTy (AV) — He 51
BeH3uaaMIUHa NapoXIopua Bonee 15.0 %.
QpHOPOAHCCTD AO3MPOBAHUA - MokasaTens npuemnemocTy (AV) ~ He 4.8
LisTiunnupuaukis Xropia Geonee 15.0 %.
KonudecTaeHHoe onpaaensHune - He meHee 90 % v He Gonge 110 % 100
BeHaugaMuHa rapoxnopus BeHsuaaMmuHa rmapoXnopuaa or
3898NEHHOO KONWYeCTsa.
KonwyecTaeHHOE ONPedeneHue - He menee S0 % v ve Gonee 110 % 101

LieTunnupuauHing Xnopua

LETUNNUPUAMHIMA XNOPUILE OT
3EABNEHHOTD KONUMECTea.

MuxpoGuonorsieckan “KueToTa

OBluee umcno aapobHeix
MMKPOOPraHuamos — He Gonee 10° KOE
1r{mm)

OBuUes NUCMO APOHOKEBLIX U NNECHEBBIX
rpubos - He Gonee 10° KOE B 1 1 {mn)

*1

*1

Crpanuua: 1/3




KRKA

Kop Ne: 7C9880 YNPABJIEHME
MpoaykT: Centonere® votan {beHsuaammH + KAYECTEOM
Lietuanupuaunus xnopna), Tabnetku ana Smarjeska cesta 6
paccacbiBauus, 3 mr+ 1 mr 8501 Novo mesto
MapTtua Ne: 192720 Slovenia
[lata npoussoactea:  02.2020 Tel 443907 3312 111
[lata ucredeHus 02.2022 Fax ++386 7 3211 537
CDOKA roQHOCTY: CEPTUOUKAT
YnakoBKa: (6nmcrep) 8 x 2 (nauKa KapToHHan) AHAJIU3A
XpaHeHue: Mpwu remneparype He eoiwe 25°C, 8
OpUrMHanbHoW ynakoske.
[lara:16.3.2020
! Tecr - Crneunduraumn PesynbTaTsl
e Ovroyreraue Escherichia coli B 1 1 (Mn) G

i
*1 TeCTUpPOBAHWE HE NPOBOAWTCA Ha XaXLOR NapTY
OAHOM NapT¥y B ros). HacToAWMM rapanTUpyeM, YTo JaHHas NapTUA cooT

(NPOTPaMMa MOHUTOPVHTE NPEAYCMATPUBAET TECTUPOBAHHE KaK MUHAMYM
BOTCTBYET BCeM TpeJoBaHKAM,

Tecr Crneunduralna PesynbTathl

Ynakosxa Tio B Tabnerok & Bnuctepe ua kombuHupoeartoro | Flo 8 Tabnetok e Gnucrepe ua
marepuana NBX/nonuarunexa/NBOX — donsri koMBUHMPOBEHHOIG MaTepuana
armoMUHUEBOR. MBX/nonuatunenaMBOX ~ goner
o 1, 2, 3 unwu 4 Bnucrepa NoMeLLaIoT B NaUKy anoMuHueBof.
KapPTOHHYK) BMECTE C WHCTDYKUMel no Mo 2 BrucTepa NOMELLBIT B Navky
NPUMEHEHWIO, KAPTOHHYIO BMECTE C UHCTPYKUME#R No

NPUMEHEHWIO.
Mapkuposka Ha nepsuuHoil ynaxoeke (Gnucrepe) Ha pycckom Ha nepeuuroi ynakoexe (Bnucrepe) Ha

R3BIKE YKA3LIBAKT

TOPrOBOE HAWMEHOBaHKE npenaparta ¢
npeaynpeanTEnsHok mapkuposkol & Ha
KAPUNNMUE ¥ HA NATARKLE, TPYNNUPOBOYHOE
HAWMEHOBAHUE, NEKAPCTERHHYID (OPMY,
L03UPGBKY, TOBAPHDIN SHaK (Ha naTHUUE)
bUpMBI-NPOW3BOAUTENA, HOMED CEDPUM, AaTY
NPOV3BOACTEA, CPOK FOAHOCTH,

Ha BTOpU4HOR ynakoske (nadke KapToHHOH) Ha
PYCCKOM R3bIKE yKa3biBaKT!

TOProBOE HAaWMBHOBAMWE NpenapaTa ¢
npeaynpeauTensHoR Mapimposkoi ® na
KAPWINMLE W HA NaTUHKLE, TPYNNNPOBOYHOE
HAUMEHORAHUE, NeKapcTeeHHY0 Gopmy,
L03UPOBKY, KONUUECTBO TAONETOK B yNaxoeke,
HazgaHne 4efcTBYIoWUX BeLLeCTs 1 uX
konwuecTso B 1 Tabnerke, ana Tabnevox Ana
paccaceipatiun; «BCNOMOraTenbHbLIe BellecTsa:
cykpanoasa (E955), usomanet (Tun M) (E953) »
APYIYE, YRasaHHbIe B UHCTDYKUMA NO
NpUMEHEHWIoN, GNA TabNeTOK A/1A PACCACKIBEHNA
[nuMoH i Mea] n anr TabneTok AnA
paccacuisaHun [nuMon n Byaumal:
«BenomoraTenbHeie BelecTea: naomanst (tun M)
(E983), cykpanosa (E955) n gpyrye, ykasakHbie B
MHCTPYKLMM IO NPVMEHEHIIOR, CriocoB
MPUMEHEHWA ¥ 403bl, NOKAIAHAR K NDUMEHSHWIO,
YCMOBUA OTMYCKA, YCNOBUA XPAHEHUS, «4na
ROROCTY PTa ¥ ropnan, «aHanbreTiie,
«NPOTHBOSOCNANUTENLHOE CPEACTBOY,
KGHTUCENTUKY, ANA TaBNeTOK An% PaccacbiBaHus
[numon 1 Byanxal: «TMOH W BY3UHA», ana
TaBNeToK ANA DACCACHLIBAKUA [NTAMOH W Maa]:

DYCCKOM A3biKE YKAILIBAIOT:

TOProBoe HaWMEeHOBAHWE NpenapaTtac
npeAYNPeAUTENbHON MapkupoBKoil ® Ha
KAPWANKLE ¥ HA NATWHKLE, TPYNNUPOBOYHOR
HEMMEHOBEHWE, NBKApCTBEHHYIO QopMY,
A03NPOBKY, TOBAPHBIA IHAK (Ha naTuKuLEe)
GUPMBI-NPOVIBOAUTENRA, HOMED Cepun, Aaty
NpPOV3BOACTEA, CPOK FOAHOCTH.

Ha sTopuuHo# ynakoske (nadqxke KapTOHHO)
Ha PYCCKOM R3blKe YKa3biBaIoT!

TOProBoe HANMEHDBEHWE NPpenapaTa ¢
npeaAyNpeanTensHOR MapKUPOBKOH ® Ha
KMPWANMLUE W HE NaTHHWLE, rPYNNUpoBCYHOS
HaWMEeHOBaKUE, NEKADCTBEHHYIO hopay,
A03VPOBKY, KonudecTao TabneTox B YNakoBke,
HAIBAHWE JERCTBYIOUUX BELECTE U X
wonpuectes 8 1 Tabnertke, Ans TabneTok ANA
paccacbiBanng: «<BenomoratencHule
sewecrsa; cykpanosa (E955), naomansT (Tan
M) (E953) u apyrue, yKasaHHble B MHCTPYKUAK
10 APUMEHEHIIO?, CNOCOD NPUMEHEHUA 1
A03b!, NOKASAHWA K NPUMEHEHNIO, YCNOBUA
OTNYCKE, YCNOBWSA XPaHEHUR, «4NA NoNOCTH
pTa U ropnas, caHanbreTuis,
«NPOTMBOBOCNANUTENEHOE CREACTBO,
KAHTUCENTYK®, NPEAYNPEANTENbHBIE HAANKCK.
«XpaHWTh B HEAOCTYNHOM ANA getell mectes,
«lepes npUMeHeHUEM BHUMATENbHO
NPOMMTAATE NPUNOKEHRYIC UHCTRYKUMION,
TOBAPHLIA 3HAK (Ha NATUHWUE), Ha3BAHUE 1
anpec GUpMbl-NPOUIBOAUTENA, HEIBAHWE ¥
aapec hupMel, oCyLeCTENAIOLEH
SLINYCKAIOLLWA KOHTRONb KBYECTEE, HOMEP
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