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(L4 KRKM

KRKA, d. d., Novo mesto

Kog Ne: 7E0062 YINPABNEHUE

Mpoayxr: CenTtonete® Ttotan (beHaugaMmuH + KAYECTBOM
LeTunnupuauHusa xnopug Tabnerku ans Smarjeska cesta 6
paccacbiBaHus aBkanunt, 3 Mr+ 1 mr 8501 Novo mesto

. Slovenia

CepMﬁ' ) L6530 Tel ++386 7 3312111

[lara npoussoncrea;  08.2021 Fax: +4+386 7 3211 537

[ara ucredenus

CPOKa FOAHOCTM: 09.2024 CEPTUOUKAT

AHATIU3A

Ynakosxa: {6nvcTep) 8 x 2 (Mayka KapToOHHan)
XpaHeHue: MNpu Temnepartype He Boiwe 25 °C, B OPUIMHANBHOW ynakoBke Dlave: 12.10.2021
(6nucTep B navke). e
Crpanuya: 1/4
Tect Creumnduralmnna Peaynbrarbi Np*
Onucanue Kpyrnsie Tabretki CO CKOLLIBHHBIMU KPaaMu C Kpyrnbie TabneTkyd co CKOLUEHHEIMI KRaAMK -

LIEPOXOBATOR NOBEPXHOCTLI0 OT coeTno-ronyfero Ao
rony6oro usera. [lonyckaerca Bensiii naneT,
HEDABHOMEPHOCTD OKDALUMBAHUA, HANVYNAE NYZLIPLKOB
BOAYXE B KAPAMENLHOW MACCE ¥ HEIHAUUTENBHAR
HEROBHOCTE KPaes,

LLIEPOXOBATOR NOBEPXHOCTLIO OT cBeTno-ronybora Ao
ronyGoro useTa. flonyckaerca fensiii Haner,
HEPaBHOMEPHOGTD OKPALLMBAHUA, HANUYKE NY3BIPEKOE
BO3AYXA B KAPAMENLHOU MACCE W HeJHauuTeNsHas
HEPOBHOCTL KDaes,

MoanustocTs Benauaamud - | BpeMs yaepkusanus nuka Genanpamuna CootBeTcTByeT -
B3MX Ha XPCMaTOrpaMMe MCNLITYEMOrc pacTsopa JOormKHO

COOTBETCTROBATL BPEMEHY YACPMUBAHUA NUKa

BeHauiaMuHa Ha XPOMaTOrpaMme CTasgapTHoro

pPacTBopa.
[oAnuHHOCTL Bpems yASPHUBAHUA NUKE UETVANUPUANHUA Ha CooreeTcrsyeT ~
LleTunnupugusni - BEMX XPOMATOrPAMME UCMLITYEMOrO PACTBOPE RONKHO

COOTBETCTAOBATL BPEMEHn YABDIKABEHUA TUKE

LETUANKPUAKHIA HE XPOMETOrPaMME CTEHAAPTHOTO

pacraopa.
PoACTEEHHLE NPUMECcH He Bonee 0.5 % 0.2 %
Bex3ujanusa rHapoxnopus -
Mpumeck B
POACTBEHHSIE NIPUMECH He Gonee 0,2 % <=0,10 % -
BOHIUAAMUAHA TUADOXNOPUA -
NinBas Apyras egusnuHan
np¥mMecs
PoacTBeHHbIe NPUMEecH He Gonee 20 % 0.2 % -
BexauamuHa ruapoxnopus, -
Cymma npumeceit
PoacTeeHHLIE TPUMecH He Bonee 0,5 % 0.1% -
LieTunanpuarsus xnopua -
JlioBag equnnyMan NpUMECcs
PoacTBeHHBIE NpUMECcH He Bonee 2,0 % 0.1 % -
LleTunnupagnHist Xnopug, -
Cynmma npumeced
ORHOPOAHOCTE A0ANPOBAHUR | [oKaaaTent NPUEMNeMocTy (AV) ~ ne Gonee 150%. |66 % -
- beHangaminHa ruiapoxnopus
OpHOPOAHOCTS Aoauposanus | MNoxasartens npuemnemocty (AV) — He Bonee 150%. |71 % -

- LleTrinupuiurmus Xnopua

KonuuecTeenHoe
onpejenenue - beHnaamuHa
TUADOXAOPULL

He menee 90 % u He Bonee 110 % BenaugamiHa
rUAPUXNOPWAE 0T 3aABNEHHOMO KOAUYECTBA,

101 % OT 3a8BNEHHOIe KOAUYeCTBa

KonuuecraenHoe
orpejengxue -
LieTUNNUPpUANHKS XT0RKUA

Fe mMetes 80 % u He Bonee 110 % ueTUnnUPUAKHUA
XNopUAE OT JEABNEHHONO KONUMEecTsa.

101 % OT 3a8BNEHHOrO KonwyecTsa

Nasnbii capTuhukaT cepuld UMeeT 3NEKTROHHYIC NOANKCE.
CEpTHUKAT COILAN ABTOMATUUECKA RANWAKPOBAHHONR KOMNBIOTEPHOH! NporpaMmMol SAP.



Kop Ne:
Mponykr:

Cepusi;

flara npoussogcrea:

fara ucreyeHus
CpoKa rofiHoCTH:

TE0062

Cenrtonere® Toran (BeH3auaamuH +
Ta6nerxu ans
Mr+ 1 mr

LletunnupuamnHus xnopupg
paccacbiBaHUsA 3BKanunr, 3

L.96580
09.2021

09.2024

(T4 KRKN

KRKA, d. d., Novo mesto

YNPABJIEHUE
KAYECTBOM
Smarjeska cesta §
8501 Novo mesto
Slovenia

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

CEPTUOUKAT
AHAJITU3A

Ynakoska: (6nucTep) 8 x 2 (nauka KApTOHHARA)
XpaHerive: Mpu TemnepaType He Bbiwe 25 °C, B OPUrMHANBLHON yNakoBKe Larh: 12.10.2021
ep B nauke). —
{ﬁHHCT P ake) Crpatuya: 2/4
Tecr Crieuuduxayus Peaynbrartsi Np.”

MukpoBuonoruueckas
UUCTOTA

Obuiee yueno aspebHbIX MUKDOOPTaHUIMOB - HE
Gonee 10°KOEB 1T

- L

Mukpobuonorsueckas OfLee Yncno APONOKEBBIX U NNECHEBLIX rPUb0B - He |- k|
queTOTA Bonee 10°KOEB 1T

MurpoBuonorudeckan Creyrersue Escherichia colis 1 ¢ - G
HACTOTA

Mp * = MNpumeuanue

*1 Tecrupodahue HE NPOBOANTCS HA KAXNGOR NapTUY (NPOrPAMME MOHUTOPUHTA NPesycMarpuBaeT TeCTUPOBAHUE KaK MUHUMYM O HOA NapTWMK B rog).
HACTOSLUM rapaHTUpyeM, STC AaHHER NAPTUA COOTBETCTBYET BCeM TpeBoBaHuam.

Tect Cneunudurayms Pesynbrarhl

Ynakosra {lo 8 raBnerox B finucrepe ¥3 KOMBUHUPOBAHHOID Mo 8 Tabinetok B 6nucTepe ua KOMBUHUPOBAHHOID
marepuana NBX/monuarunenaMBAX - honsru marepuana NBX/nonuatunena/MBAX - doneru
AMNOMUHUEBOR, ANMKHUEBON,
Mo 1, 2, 3 uaw 4 Gnuctepa NOMEWEINT B NaYKy Mo 2 Brvcrepa NOMELWEHO B NAYKY KADTOHHYIO
KSPTOHHYIO BMECTS ¢ UHCTPYKUMEHR NO NDUMEHEHUIO. BMECTE & MHCTPYKUMEH N0 NPUMEBHEHIKIO,

Mapruposka Ha nepauyHoit ynakoske (Gnucrepe) Ha pycckom Ha nepeunyHoll ynakoske (6RUCTepe) Ha pycckoM

ASBIKE YKASLIBAKT
TOProRsoe HAUMEHOBAHME NPENapaTa ¢
npeaynpejsuTensHoi mapkuposkoi ® Ha kupunnuue
U HA NATUHWLE, TDYNNUPOBOYHOE HAUMEHOBEHKES,
NEKApCTBEEHHYIO hOPMY, AC3UPOBKY, TOBAPHLIK 3HAK
(Ha naTuiule) HUPMbI-NPOUIBOAUTENS, HOMEP
Cepuy, 1aTy NPOU3BOACTEA, CPOK IGAHOCTH,
HeononuurensHo Ha Bnivucrepe Ans TabneTok gna
paccaceiBaHus NumoH U BysuHa MmoxeT Buime
HAHECEHA HALNMUCL: «ANA AETEU»

Ha BTOPUHHOR YNAKOBKE (MaUKe KaPTOHHON) Ha
PYCCKOM R3bIKE YKAILIBAOT.

TOProBCE HAUMEHOBAHUE Npenapara ¢
NPeAYNPEeARTENLHOR Mapkuposko# ® Ha kupunnuue
M HE NETUHALE, IPYANUPOBOMHOE HAUMEHOBaHKE,
NeKapCTEEHHYIO (POPMY, JO3MPOBKY, KONKYECTEO
TabneToK B YNakoske, HaIBaHUe ASUCTBYIOWNX
BELBCTS U WX KonuuecTso 8 1 TabneTxke, ana
TalneToK A5 PACCACLIBAHNAR IBKANUNT:
«BenouorartensHsle BewecTsa: cykpanoaa (E955),
vaomansT (tun M) (ES53} u gpyree, ykazanHee B
UHCTRYKLMY NC NPUMEHEHII0. Y, ANs TabneTok Ans
paccackiBaHua numon ¥ meg, tTabnerox ana
paccacuBaHKUR NUMOoH ¥ BysuHa: «BcnomorarensHsle
BewjecTea: uaomaneT (tun M) (E953), cykpanoaa
(ES55) u pgpyrue, yKasaHHbIe B MHCTDYKLUN Mo

AILIKE YKAZEHO!

TCProsoe HaUMEHOBaHKe npenapara ¢
NpeayNPeanTensHoi MapkupoBkoi ® Ha kupunnuue
U Ha NaTuHKLe, rPYNNUPOBOMHOE HAUMEHOBEHUE,
nekapcraernHas opMa, A03MpoBKa, TOBaPHbIR JHak
(Ha naTuHuUe) OUPMBI-NPOU3IBOAUTENA, HOMER
CEpUN, 4aTa NPOUIBOACTEA, CPOK NOAHOCTH,

Ha BTopudHOR ynaxoske {nayke KapToHHON) Ha
PYCCKOM A3bIKE YKA3AHD!

TOProsoe HAUMEHOBAHUE NPENapaTa ¢
npegynpegurensHol Mapkuposkoi ® Ha kupunnuue
¥ HE NatUHULe, rpynNUpoBOYHOE HauMeHoBaHKE,
nekapcreenHas iopma, A03UPOBKE, KOMUMECTRO
TafineTrok 8 ynakoBKe, HA3BaHUE AeHCTaYIoWM
BELBCTS U UX KonudecTso 8 1 rabnerke,
«BcnomoraTensHeie BewecTsa: cykpanosa (E955),
w3omansT (tun M) (E953) u apyrue, ykazaussie 8
UHCTPYKUMK N0 NpUMeHeruto.», cnocob npusenanus
¥ A03bl, NOKAJAHUA K NDUMEHEHUIO, YCNoBUs
OTRYCKa, YCNOBUA XPaHeHWUs, «4NA NONOCTY PTa U
ropnan, «aHanbreTiis, «NPOTUBOBOCNANUTENBHOE
CPEACTBO», «aHTUCENTUK», « SBKANWMT»,
NPEAYNPeAUTENbHLIC HAAMUCH: «XPaHUTh B
HEZOCTYNHOM ANS feTeit mecre.», «[lepeg
NPUMEHEHUEM BHUMATENBHO NpouuTaiTe
NPUNOKEHHYK UHCTPYKUMIO. », TOBAPHLIA 3HakK (Ha

AanHbiil CepTuhUKaT Cepun UMEET BNEKTPOHHYIO NOANKCE.
CepTudukar coafan asToMaTHYECKUA BANUAUPORAHHON KOMNEIOTEPHON fiporpammoit SAP.




Kon Ne: TEQ062

MpoaykT: Centonete® Toran (BeHaupgamuu +

LetunnupuauHus xnopun) TabneTku ans

paccacbiBaHUA 3BKanunTt, 3 mr + 1 mr

Cepusi: L96580
Hara npoussogcrea: 09.2021
Lata vcTeqeHus

cpoka rogHocTy: 09.2024
Ynakoeka: {Gnucrep) 8 x 2 (nauka kaproHHas)
ApaHeHue: Mpu remnepartype He Boie 25 °C, B OpUrMHanLHOW ynakoBke

(6niucTep B nauke).

(T4 KRKA

KRKA, d. d., Novo mesto

YMNPABNEHUE
KAYECTBOM
Smarjeska cesta 8
B501 Novo mesto
Slovenia

Tel ++386 73312 111
Fax: ++386 7 3211 537

CEPTUDUKAT
AHAIU3A

Hara: 12.10.2021
Crpanuua: 3/4

Tecr Crieuuduranmna

Peaynerarthl

PUMEHEHUIC. », CNOCOD NPUMEHEHUA 1 40361,
NOKS3aHUA K NDAMEHENWIO, YCNOBKUA CTnycKa,
YCNOBUA XPAHSHUA, «ANS NONOCTY PTA U ropnas,
«AHAMLIETUEY, «POTUBOBOCNANUTENLHOE
CpeaCTROY, «aHTucenTuy, Ans Tabnetox Ans
paccachipanug askanunT: «3BKANTUNT», gna
TabnerTok AnA paccaceisanns numon 1 Byanna:
<JIMMOM U BY3UBHAY, gns TaineTok Ans
PacCacLIBAHUA NUMOH 1 Meg: «JTUMOH U MEs,
NPesyNpesnTENbHEIE HaRNUeK: «XPaHuTh B
HEROCTYNHOM ANs AeTel mecTe.», «[epeg
NPUMEHEHUEM BHUMBTENBHO NPOYKTANT
NPWAOMEHHYIO MHCTRYKLWIO. », TOBADHBbIA 3HaK (Ha
NAaTUHULE), Ha3RaHue u agpec bupMel-
fIPOWIBOAKUTENSA, HA3BAHWUE U aAPEC DUPMBE,

HOMEDR CepuM, AATY NPOU3BOACTBAE, CPOK

TOAHOCTY, PEMCTPALMOKHBIE HOMEP, WIPUX-KOZ,
NPOWIBOACTBEHHBINA KOA YNAKOBOYHOIG MaTepuana,
KOHTDONBHBIR (MAeHTUdUKALNOHHbIN) 3Hak (KIN3)

C TIOSTHBIM WK YACTUYHBIM AyBnuposanem
urhOpMaLUK, COABDKAWENHCA B HEM B BUgE
YUTEEMOIo NeuaTHoro TeKCTa ¢ Uensio
MOHUTOPWHIA ARIKEHUR NEKAPCTEEHKOrY npenapara
OT NPOUIBOAKTENS A0 KOHeuHoro nortpefurens.
HononHurentHo Ha nadky KapToxHy Ans TabneTok
A7 PACCACHLIBAHUA NUMOH 1 By3uxa MoryT Bbith
HaHeCeHbl HAANUCH. «Ana aeTel®s, «*aAns gerei

or 6 ner, 6es caxapay,

OCYLUBCTBAAIOUEN BEINYCKAKOW{A KOHTPONb KaYecTse,

NaTUHULE), HA3BAHWE W anpec (PUPMbl-
NPOU3BOAUTENA, HAZBAHUE U BAPeC HUPMS!,
OCYLLECTBNRIOWS R BBINYCKAKILMIA KOHTPON: KayecTsa,
HOMEP CepuH, AaTa NPON3BOACTEE, CDOK

FOAHOCTU, PETMCTPALMOHHBIR HOMED, LUTPUX-KOZ,
NPOU3BOACTRERHBIA KO YNAKOBOUHOIC MaTEpUANa.
Ha nasdky KapTOHHYIO HAHECEH KOHTPGbHbIR
{(ugeHTuukaunoHHbIR) aHak (KU3).

Cpox rogHocrw 2ropa.

3Jroga.

HACTOALIMM YAOCTOBEPAID, HT0 NPUBEAEHHAR BbILIE UHDOPMaUNRA NOANUHHER U TouHas. Cepus NeKapCTBEHHOO Npenaparta Bhina NpousseqeHa 8
COOTBETCTEMY ¢ TpeBoBaHuAMM perncTpaumMonHoro Aocke, Tpefosanunmi Mpasun Hagnexaweil NPOY3BOACTBEHHOMR NPAKTUKK (YTEEPHIEHE
Mpurasom MUKUCTEPCTEE NPOMBILLNEHHOCTA ¥ Topronu PO or 14 wioks 2013 r. Ne918), a Tak xe TpeBosanusmn PegepansHore sakoHa «O6
oBpatervu nexkapcTBentslx cpegerss or 12 anpens 2010 1. N 61-03 1 urbimu rpeGosanuamu, YCTAHOBIEHHbBIMY HOPMATUBHO-NPABOBLIMY BKTAMY

CTPaHBI-MMNOPTa,

KauecTan npoAy«Ta COOTEATCTRYET HOPMATUBHOR AOKYMEHTALMN
1r-002681-0512189, Uam. Ne1 (-060520)

FlanHsii CepTUhbUKaT CEpUr UMBET 3AEKTPOHHYIO NOANUCH.

CepradukaT CO3AaH ABTOMATUIBCKUA BENUAUPOBAHHON KOMILIOTEPHEH Nporpammol SAP.



Kon Ne: TEG062
MpoaykT: Centonere® Totan (beHanaamMuH +

LleTunnupuauHusa xnopua) TabneTku ans
paccackiBaHuA aBkanunt, 3 Mr + 1 mMr

Cepusi: L96580
[arta npousecacrea. 09.2021
[arta ucredenus

CcpoKa rogqHoCTH: 09.2024
Ynakoska: {6nucTep) 8 x 2 (NayKka KApPTOHHAA)
XpaHeHue: Mpu Temnepatype He Bbiwe 25 °C, B OpUrMHanbHOW ynakoBKe

(6nucTep B navke).

(T4 KRKM

KRKA, d. d., Novo mesto

YNPABINEHUWE
KAYECTBOM
Smarjeska cesta 6
8501 Novo mesto
Siovenia

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

CEPTUDUKAT
AHAJTU3A

Rara: 12.10.2021
Crpanuua: 4/4

HacTposLLUM NOATBEPKAAND, HTO BLILIEYKE3AHHAA CEPUA PA3PeLUeHa K peanuaayuy. YMPABNEHUE KAYHECTBOM
[lara BeinyCKa Ha PbIHOK: Damunus 1 ROMKHOCTL (3BAHUE) NUUAE,
07.10.2021 BbiAABLUEr0 paspellieHe Ha BLINYCK cepuu

Taua [ipHOBILIEK
8 %

c%{wa,)_ HOE NULD

wia rok

]

,’!;_xz‘;é)cj,(§4

[anHbill cepTUchUkaT CepUin KMEET INEKTPOHHYIO NOANUCSH.
CepTUdhuKaT Co3/iaH aETOMATUHECKVT BaNUAUPOBAHHOR KOMNBIOTEPHO NPOrPamMmMon SAP.



([AKRKM

PaspeuieHue Ha BBINYCK U BBO/L B rpaxaaHcKuii 000poT
IM-4930681541 / 2021

HanveHoBaHHE JEKAPCTBEHHOI0 NPENapaTa IS MeAHIHHCKOTO npHMEHEHHA:
Centonere® totan (bensuaaMuH+L[eTHITHPHIHHIA XJIOpHJT) TAOJIETKH JIsl paccachIBaHus SBKAUIIT, 3 wmr

+ 1 wmr
(6mcTep) 8 x 2 (mauka KapToHHas)
Cepus: I'onen 10: PBIHOK: KougecTBO YNAKOBOK!
196580 09.2024 1 RU 83.860 mit.

Ha ocHoBaHHH HHGOPMAIMH IPEIOCTABICHHOH MHOCTPAHHBIM IIPOU3BOIAMTEIIEM, NOATBEPKAIOIIEH, 9TO
cepHsl JIKapCTBEHHOTO Tpenapara Gpula TPOM3BEJEHA M NPOBEPEHA B COOTBETCTBHH ¢ NHIIeH3Hed Ha
TIPOM3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB, TpeGOBAHMAMHI PETUCTPAIIAHOHHOTO JI0CHE, tpeGosanusmu [IpaBui
HazTexarel MpOH3BOICTBEHHOH NPAaKTHKH (yrBepaxaensl [IpukasoM MHHHCTEPCTBA POMBILITIEHHOCTH Y
toprosia P® ot 14 uions 2013 1. Ne916), a Taxske HHEIMH TPEOOBAHUIMH, yCTAaHOBJIEHHBIME HOPMATHBHBEIMH
[IpaBOBBLIMM aKTaMu POCCHHACKOH denepanyn ¥ CTpAHBI UMIIOPTEPA.

HopmaTHBHAA JOKYMCEHTALIH: JIT1-002981-051219, Ham. Nel (-060520)

Iacmopr Ne:  L96580 ot 07.10.2021 r.

& 19.10.2021 X D
POYKIIHS pa3peliena K BBIMYCKY i BBOLY B
rpakaaHcKuil 060poT Tlata A HET
OTBeTCTBEHHOE JTHHO e Z e __Anv /LH.
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