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KRN

KRKA, d. d., Novo mesto

Kog Ne: 7E8232 YMPABNEHWE
MpogykT: Centonete® ToTan (beHangamun + KAYECTBOM
LHetunnupuauHus xnopu%) Tabnertku ans Smarjeska cesta 6
paccacbiBaHUs IMMOH U Oy3uHa, 3 Mr + 1 8501 Novo mesto
Mr Slovenia
Cepus: L96162 Tel ++386 7 3312 111
larta npoussoacree: 07.2021 e ik
Hara ncreveHus CEPTUDUKAT
CpOKa roAHOCTI: 07.2024 AHAINMA3A

Ynakoska; (Brivcrep) 8 x 1 (nayka KaproHHas)
i ara: 17.08.2021
XpaHeHue: lpu Temneparype He sbiwe 25 °C, B OPUrMHANbLHON yNakoBKe ﬁ o
TpaHuua:
(Bnucrep B navke). .
Tect Crieynduxkayms Peaynkrars fp.*
Onucanue Kpyrneie TabneTkn CO CKOLUEHHBIMMU Kpasmu © Kpyrnuie TaBneTku o CKOLLEHHBIMU KPagMK C
LHEPOXOBATOR NOBEPXHOCTLIO 0T DNEfHO-38NEHOI0 40 | LUBPOXOBATON NOBEPXHOCTLI0 0T BNEAHO-JENEHOro A0
aeneHoro usera. Jonyckaercs Benwii Haner senetoro yeeta, [lonyckaetca Denvit Haner
HEDABHOMEPHOGTE OKPALUMBAHWR, HANWHUE NY3LIPEKOB | HEPABHOMEPHOCTL OKPELLNBAHUS, HANUYME NY3bIPhKOR
BO3AVXE B KADAMENBHON MACCE U HE3HAUUTENbHAR BO3AYXA B KAPAMENbHOW MACCe U He3HAYUTENbLHAS
HEDOBHOCTL Kpaes. HEPOBHOCTbL Kpaes.
MoanuHHCCTE - Berangamut - | Bpems yaepsusaHun nuka Sersugamuna va CoorsercrayeT -
BIMX XPOMETOIPAMME UCNLITYEMOrC PACTEOPA A0MKHO
COOTBETCTBOBATL BPEMEHU YASDMUBAHUS MUK
feHINAaMIUHE HA XPOMATOrPaMME CTAHABPTHOMD
pacrsopa.
MoanuHHOCT - Bpemn yAepHUBEHUA NUKE USTUNNUDUAKHUA Ha CooTsercreyer -
Lletunnupuaunni - BAOMX XPOMBTOIPAMME UCNLITYEMOro pacTsopa AOMKHC
COCTBETCTEOBATh BPEMEHU YAEPKUBAHUA NUKE
UETUNNUDUAKHUR HA XDOMATOIDAMME CTAHAAPTHOMO
pacTeopa.
OaHopogHocTe fo3npoBadun | Mokasatens npueMmaemoctu (AV) - e Bonee 150 %. |47 %
- BeH3ntaMuHa r’uApPoOXNopuE
OanopoaHocTs Josuposanus | Flokasatens npuemnemoctk (AV) - He Bonee 150%. |38 % -
- LleTunnupuaudus xnopua
PoacTeeHHbIe NPUMecH - He Bonee 0,5 % 01% -
BeHauaaMuHa raapoxnopus -
Tpumecs B
Pogcreertbie npuMecy - He Bonee 0,2 % <=0.10 % -
bexaugamuna rugpoxnopug -
IhoBan apyras ejuHdnuHas
npumecs
PoacTseHHBIE NPUMECH - He Gonee 2.0 % 01 % -
bexangamuHa rMapoxnopug -
CymMua npumecen
POACTBERHBIE NPUMECH - He Gornee 0,5 % <=0,10 % -
UerunnupuauHua xnopug ~
Tobas eauHueHan npUMecs
Pogcreentibie npumect - He Bonee 2.0 % <=0Q.10 %
LleTunnupuansus xnopug -
Cymma npumecei
Konuuecrsenroe He maree 90 % u He Bonee 110 % Gexaupamuna 100 % oT 3aRBNEHHOro KONWIeCTBa -
onpeaenenue - BEHINAAMUHA | TMAPOXNCPHUAA OT JaABNEHHOIO KONUMECTBA.
TMAPOXNOPUA

HAanHbii CopTUgUKaT CEpUA UMEET 3NEKTROHHYIO NOANNCE.
Cepruthukar o3 aH BBTOMATYHECKUA BANKAUPOBAHHON KOMALIOTEPHOM NporpaMmMoi SAP.
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8501 Novo mesto
Slovenia

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

CEPTUDUKAT
AHAJTIU3A

Ynakoska: {6riucTep) 8 x 1 (nayka KaproHHas)

. o - Hara: 17.08.2021
XpaHeHue: Mpu Ttemneparype He Bbiwe 25 °C, B OpUruHanLHom ynakoeke (R

(Brnucrep B nauke). o

Tecr Creundhukayun Peaynerarki Mp.*
KonuMdecrserHoe He mexee 90 % u ne Gonee 110 % UeTUANUPALUHUS | 98 % OT 3aRBNEHHOrD KGAUYECTBa -
ONpPEReNeHUS - XNOPUAA OT 3AABNEHHONG KonwyecTsa,
LieTunnupuaunus xnopua
MuxpoGuonoruueckan Ofwee 4ucno aspoliHbiX MUKPOOPIaHUIMOB - He - *1
MUCTOTA Gonee 10°KOE 81T
MukpoGuonoruyeckan Ofujee YuCno poxokeseIX ¥ nnecHesbx rpubos - He | - *1
“MCTOTA Gonee 10° KOEs 11
MukpoBuonoruueckas Oreyrerave Escherichiacolis 1 r - *3
HUCTOTS

[p.* = MNpumevanue

"1 TecTuposaxne He NPOBOAMUTCH Ha kAol napTum (nporpamma MOHUTOPUHTE NPEAYCMAETPUBAET TECTUPOBAHUE Kak MUHUMYM OAHOW NapTuu B rog)
HacTosIyuM rapanTupyes, YTo AaHHas NapTus COOTBETCTBYET BCeM TReBOoBaHUAM.

Tecrt Crieuudpukanms

Pesynbrari

Ynaxkopka

Mo 8 rabnerok 8 Bnucrepe na koMBUHUpOBaHHOrC
marepuana NBX/nonuarunena/lMBLX - cponsru
anomMusuesoi.

flo 1.2, 3 unu 4 BnucTepa nOMELAICT 8 navky
KAPTOMHYIC BMECTE C MHCTPYKUUENR 10 NpUMEHEHUID.

Mo 8 Tabnetok B BrucTepe U3 KOMBUHUPOBARHOMD
marepuana NBX/nonusrunena/lBAX - donsru
anioMUHUEBOR.

Mo 1 BrucTepy NOMBLIEHD B NEYKY KAPTOHHYIO.
BMECTE C MHCTPYKLIMER NO NPUMEHEHKIO,

Mapkuposka

Ha nepsuyHoi ynakoske (Bnucrepe) Ha pycckom
ASBIKE YKAILIBAIOT:

TOPrOBOE HAUMEHOB3HWE Npenapara ¢
NpeAynpeAUTENsHoR Mapruposkon € Ha kupuanuye
¥ Ha NaTUHULE, rpYNIMPOBOYHOE HAMMEHOBaNHYE,
NEKaPCTBEHHYIO (HOPMY, LO3UPOBKY, TOBAPHBLIR 3HAK
(Ha nartuhuLe) QUPMLI-NPOU3BOAUTENA, HoMep
CEpUY, AaTy NPOU3BOACTEA, CPOK FOAHOCTY.
Hononrurensro wa Gnuctepe gns TaBneTtox Ans
PACCAchIBAHURA NTUMOH 1 Byauna moxer Buith
HAHECAHA KaANUCh. «ANA JeTen,

Ha sTopuunon ynakoske (nauke KapToHHol) Ha
PYCCKOM RILIKE YKAZBIBAIOT:

TOProBOE HAMMEHOBAHWE Npenapara ¢
npeaynpesnTensHol Mapruposkoi ® Ha kupunnuue
¥ Ha NaTUHULE, rpynnupoBoqHOe HaUWMeHOBaHUe,
NEKaRCTBEHHYD (DOPMY, O3UPOBKY, KONWYECTBO
Tabnerok B ynakoBke, HasBaHue AeRCTBYIOLLINX
BELECTE U ux xonuvyecTso 8 1 TabneTxke, AnR
TABNEeTOK ANA PACCACHIBAHUA 3BKANUAT
«BenomorarensHble seulectsa: cykpanosa (E955),
uzomansT (run M) (E953) u gpyrue, vkasanHuie 8
UHCTPYKLWYA NTO NPUMEHEHWIO. » . AN8 TabneTox Ans

Ha nepeudnoi ynakoske (GnucTepe) Ha pycckoM
AJLIKE YKE3aHO:

TOProBOE HaAUMEHOBaHue Npenapara ¢
NPEAYNPEAUTENBHOW MapKUPOBKOK & Ha KupUNNULE
v Ha NaTuHuLe, rpynnuposoyHoe HauMEeHoBaHUe,
NeKkapcTEeHHAA (POPMa, J03UPOBKA, TOBAPHLIA dHAK
{Ha naTUHULE) UPMBI-NPON3BOAUTENS, HoMep
Cepuu, 4aTa NpOU3BOACTBA, CPOK MOAHOCTH,
HAANMUCH: «ANA AeTeln,

Ha sropuuHoi ynakoske (navke KapTOWHO®) Ha
PYCCKOM S13bIKe YKa3aHo!

TOProBoe HaumMeHOBAaHWe Npenapara ¢
npeAynpesuTensHOl Mapkuposxkod & Ha kupunnuue
¥ HE NaTnHAUe, rpynnupoBOYHOE HAUMEHOBAaHNE,
nekapcTaeHHana hopma, LO3UPOEKA, KONWYECTBO
TabNneTox B ynakoske, Ha3BaHue AeACTBYILLMX
BELWECTE W UX KonuyecTso 8 1 Tabnerke,
«Benomorarenbribie BEWECTA: M3OMAnkT (TUn M)
(E953), cykpanosa (ES55) u apyrue, ykazanHble

B UHCTPYKLIAK MO NPUMEHEHUID. », cnocob
NPUMEHEHWUA U A03bI, NOKA3AHUA K NTPUMEHEHUIO,
YCAOBUA OTNYCKA, YCIOBUA XPEHEHUR, «ANA
NonocTy pTa ¥ ropnay, «aHanbreTuky,

Hannbii cepTudbukaT cepun uMeeT ANEKTPOHHYIO NOANKUCH,
CepTUduKaT CosAaH aBTOMATUHECKUN BANUAKDOBAHHO KOMNLKITePHON nporpammoit SAP.



(28 KRKA

KRKA, d. d., Novo mesto

YNPABNEHUE
KAYECTBOM

Kog Na: 7E8232

NpoaykT: Centonete® Totan (BeH3ngamuH +
Uetunnupuamnnus xnopv:% Tabnertku ans Smarjeska cesta &
paccacbiBaHusi TUMOH U By3uHa, 3 mr + 1 8501 Novo mesto

MIr Slovenia
Cepusi: L96162 Tel: ++386 7 3312 111
' Fax: +4386 7 2211 537
[ara npoussoncrea: 07.2021 e
[arta ucteuenus CE PTUOUKAT

CpOKa rofHOCTH: 07.2024 AHAITU3A

Ynakoska: (6rnimcrep) 8 x 1 (nauka kapToHHas)
- arta: 17.08 2021
XpaHeHue: Mpu remniepaTtype He Bbiwe 25 °C, B OpUrMHanNbLHOM ynakoBKe g?  censs
(6nucrep B nauke). PR
Tecr Crieunduraums Peaynerars:

PACCACLIBAHUA NUMOK 1 meg, TaBneTok 4na
paccackiBaHua numoH u ByauHa: «BenomorarenbHsie
seuecTea. usomaneT (Tun M) (E953), cykpanosa
(E955) u Apyrue, yKasanHbie B UHCTPYKLUK No
NPUMEBHEHUIO. », CNOCOS NPUMEHEHKS I 403bI,
MOKa3aHUA K NDUMEHEHUD, YCNOBUA OTNYCKA,
YCAOBUA XPAHERWUA, «ANA NOMOCTH PTA K ropna,
«BHANBIETUKY | «NPOTUBOBOCNANWTENbHOR
CPEACTBOY, «BHTUCENTUK?, ANS TaBnerok gns
paccacwiBarna askanunt. «3BKANUNT», gna
TabneTok 4R paccaceliBatun NUMoH u Bysuxa:
«IAMOH W BY3MHAY, ana taBnetok gna
PACCACHIBAEHAR NUMoH U mea: «TMMOH 1 ME[]»,
NPEAYNPEeANTENBHBIE HAANMUCK, «XPaHUTL B
HEROCTYIHOM /115 aeTel mecre.», «[lepes
NPUMEHEHUEM BHUMATENRHO NpoMUTaiTe
NIPUNIOKEHHYIO MHCTPYKUWIO. », TOBADHLIA 3HaK (Ha
NaTuHLe), Ha3BaHue 1 aapec MUpMbI-
NPOU3BOAUTENS, HAIBAHVE U B4pec hupMsl,
OCYLLECTBARIOWEN BbINYCKEKIULMI KOHTPOML KayecTsa
HOMED cepuu, 4aTy NPOUIBOACTEA, CDOK

FORHOCTH, PEIUCTRAUMOHHBIN HOMED, WTPUX-KOA,
NPOUIBOACTEEHHLIA KOA YNAKOBOYHOIO Marepuana,
KOHTPOMBHEBIA (MAeHTUDUKALMORHBIR) aHak (KIN3)

C NONHBIM WKW HACTUMHBIM AyEnuposasuem
UHOEMaLIMY, COAEDKAUENCR B HEM B BUdE
YATAEMOTD NEYATHOO TEKCTE C Uenbo
MOHWTOPUHIA GBUKEHUA NEXapCTBEHHOrO npenapara
0T NPON3BOAUTENS B0 KOHEYHero noTpebuTens.
HononuuTensHo Ha naqky KapToHHYI Ana TabneTok
ANA PECCACLIBAHKA NUMOH U Byauda MoryT BuiTs
HBHECEHbl HAANUCK! «ANA AeTeR™, «*4na geTed

ot 6 net, Bea caxapay,

«NIPOTUBOBOCNANUTENBHOE CPEACTRON,
«antucentuky, «IMMOH W BY3UHAS,
npesynpeaAuTenbHbie HaANUCH: «XpaHuTs 8
HEeROCTYNHOM ANA feTten mecre.», «llepeg
NPUMEHEHUEM BHUMBTENLHO NPOMKUTAUTE
NPUNOKEHHYID UHCTPYKUMIO. », TOBEPHLIA 3HAK (Ha
nartvuHuue), Hassaxue 1 agpec hupMei-
NPOU3BOAUTENR, HA3BAHWE W aapec dupmbl,
OCYLECTBNAIOLIGH BLINYCKAIOWNA KOHTPONL KauyecTsa,
HOMED CepUu, AaTa NPpou3BOACTBA, CPOK
FOAHOCTY, PEMUCTPAUMOHHDBIA HOMED, LUTPUX-KOL,
NPOUSBOACTBEHHBIA KOA YNaKGBOMHOIO MaTepuana,
HaANUeu; «Ans AeTel™», «“ana getel or 6 ner,
Gea caxapan.

Ha nayky KapTORHYIKD HAHECEH KOHTROMNbHBINA
(MaeHTUpUKALMOHHBIA) 3HaK (KAS).

Cpok rogHocty

3roaa

Jroga.

HacTOALMM yA0CTOBEPAID, YTO NPUBSASHHAR BbILIE WHDOPMALMA NOANMHHAA 1 TONHAA. CEPUR NEKaPCTBEHHOMO NpenapaTa Gbina npousseseHa 8

COOTBETCTBUYN C TPEBOBAHUAMY PETUCTPAUMOHKOMD A0Cke, TpeBosaruamu MpaBun Hagnexaten NPOU3BOACTBEHHOW NPAKTUKK (YTBEMKASHE
Mpukazom MunucTepcTBa NPOMBILLAIEHHOCTI 1 Toproaru P® ot 14 wiona 2013 1. Neg18), a Tak xe TpefoBaHuamu DegepansHoro sakoHa «O6

0fpalleHuy NeKapcTBeHHLIX CPeacTey 0T 12 anpena 2010 r. N 61-03 u uHbiMy TPEBOBAHUAMU, YCTAHOBIEHHBIMU HOPMATUBHO-NPABOBBLIMK AKTAMA
CTDaHbI-MMﬂOpTa.

Ka4eCcTBo NPOAYKTE COOTEETCTRYET HOPMATUEHDI 4OKYMEHTALMA:
NN-002981-051219, Mam. Ne1 {-0BOS20)

Havrblil ceprudbukaTt CEPUA UMEET NEKTROHHYIO NOANKCS.
CepTudukar cosaan a8TOMaTUECKUA BaNARDOBARHON KOMMBKTEPHOR nparpammoi SAP.




Kon Ne:
MpoayuT:

Cepus:

[ara npoussogcTea:

[ara ucteuerun
CPOKAa FrOAHOCTU:

Ynakoeka:
XpaHeHue;

HacrposwmM nogTeepxaan, 4o BbillE€yKadaHHan CEPUA paspelucHa K peanuaayuu.

flata Bbinycka Ha PoiHOK:
29.07.2021

7E8232

Cenrtonere® Tortan (BeHsu
LeTunnupuauxus xnopu
paccacbiBaHUsl IMMOH U Oy3uHa, 3 mr + 1

Mr
L96162
07.2021

07.2024
(6nuctep) 8 x 1 (nayka KapToHHanA)

Mpu Temneparype He Bbiwe 25 °C, B OPUruHanNnLHOW yNakoBke

(BnucTep B nayke).

TabnerTku ans

KRKA, d. d., Nove mesto

YNPABINEHUE
KAYECTBOM
Smarjeska cesta 6
8501 Novo mesto
Slovenia

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

CEPTUOUKAT
AHAJIU3A

[arta: 17.08.2021
Crpanuya: 4/4

YAPABNEHUE KAYECTBOM
Damunua u A0MKHOCTL (3BaHME) NUua,

KPEA OAPMA 23

ON8 HAKNALHGIX
\ ¥ NOKYMEHTOB

3A

/g
fm

HanHbil cepTudnkaT cepuy UMEET SNEKTPOHHYIO NO4NUCH.

Ceprudbukar co3paH aBTOMaTUYECKUI BaNUAWPOBAHHOA KOMALIOTEPHO nporpamMmoin SAP.



(TOKRKA

Paspewmenue na BLINYCK H BBO/ B I'PAKIAHCKHI oGopor
IM-4930306039 / 2021

Haumenosanne JACKAPCTBEHHOr0 Npenapata ns MEANUHHCKOI0 IPHMEHEHHS ! ]
bl
Cenronere® torar (EeHan::aMHH+HeTmmenmimm XJIOPHI) TabNeTKH N1 paccachBanms JTHMOH U
OysuHa, 3 Mr + 1 Mr

(6smcrep) 8 x 1 (mauka KapTOHHas)
Cepus: Iopen qo: f PerHok: | Koanwecrro YHAKOBOK:
L96162 07.2024 } RU | 149.024 mr.

Toproeau PO or 14 urons 2013 r. Ne916), a Taxske unsmvu TpeboBRaHUAMY
IIPAaBOBBIMHU axTamu Poccuitckoii Qexeparun u cTpans HMIIOpTEpa.

Hopmarupnasn AOKYMEHTALHA: JITI-002981-051219, Ham. Nel (-060520)

Iacoopr Ne:  1.96162 ot 29.07.2021 r.

26.08.2021 L X] ’
Ipoxyxnus paspemena x BBIITYCKY H BBOJy B
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