(T4 KRIKA

KRKA, d. d., Novo mesto

Koa Ne: 7E0062 YNPABNEHUE
MpoaykT: Centonerte® Toran (BeHaugamuH + KAYECTBOM
LUeTunnupununus xnopua) Tabnetku gns Smarjeska cesta 6
paccacbiBaHuUA aBKanunT, 3 Mr + 1 mr 8501 Novo mesto
Cepus: sy 'ts'lfveni;&ﬁ 73312 11
el ++ 1
Rara nponssoacrea: 07.2021 Fink 4386 7 3211 537
[ata uctevenun
CpoKa rofHoCTH: 07.2024 CEPTUDUKAT

AHANU3A

Ynakogka: (6riucTep) 8 x 2 (nauka KapToHHasn)
XpaHeHue: lpu Temnepatype He Bbiwe 25 °C, B OPUIrMHANLHOKW YyNaKoBKe Hanka: 34.08.2021
arta: Jag,
{6nucTep B nauke). 1
Crpanuua: 1/4
Tect Cneundprkaumnsn PesynsTaTh! Mp.*
Onucaxune Kpyrnele TabneTky co ckoweHHLIMMU Kpasmu c Kpyrnble TabneTtkun co ckolweHHbIMU Kpasmu ¢ -

LIEPOXOBATC MOBEPXHOCTBIO OT CBETNG-rony50ro 40
ronyBoro useTa. [lonyckaeTcsa Genbiit Haner,
HEPABHOMEPHOCTL OKPALUMBAHUA, HANWHUE NY3bIPLKOB
BO3AyXa B KapaMensHoU Macce u HesHauyuTenbHas
HEPOBHOCThL Kpaes.

LIEpOX0BATON NOBEPXHOCTLI OT ceerno-ronyboro o
rony6oro useta. Jonyckaetcs Genblit HanerT,
HepaBHOMEPHOCTh OKpawwuBaHusa, Hanuyue ny3blpbLKOB
BO3AYXa B KAPaMENbHOM MacCe ¥ HE3HAYUTENbHAR
HEPOBHOCThL Kpaes.,

| - UeTnnnupugukuna xnopug

MoanurHocTs BeHanaaMuH - Bpems yaepmusanus nuka BeHanagamuHa Coorsercrayer -
B3MXX Ha XpOMaTorpamMme MCnbITYEMOro pacTeopa AOMKHO

COOTBETCTBOBATL BPEMEHU YASPKUBAHUA NUKa

GeHaupamuna Ha xpomaTorpaMme CTaHAapTHOro

pacreopa.
MoanuHKocTs Bpemsa yaepxuBanus nuka LeTUNNUpUgUHUA Ha Cooteercrayer -
LleTunnupuaunui - BOMX XpomaTorpamMme UCnbITYEMOro pacTeopa A0MKHO

COOTEETCTBOBATL BREMEHW YAEDKABAHWUA NUKa

LUETUNNUPUAUHUA Ha XPOMATOrpaMmMe CTaHA2pTHOrO

pacreopa.
PoacTeeHHbIe npuMecu He Bonee 0,5 % 0,2 % -
BenauaamMuHa ruapoxnopug -
| Mpumecs B
PoacTeenHbie npumecu He Gonee 0,2 % <=0,10 % -
BeHsuaamuna ruapoxnopug -
Toban apyras eauHuynan
npuvmMecs
PoacreeHHsle npumecn He Gonee 2.0 % 0,2 % -
Bersuaamuna ruapoxnopug, -
Cymma npumecei
PoacteeHHbIe npumecn He Gonee 0,5 % 0.1 % -
LleTunnupuaunus xnopug -
foGan eanHraHan npumecs
PoacreetHbie npumecu He Bonee 2,0 % 0,1% -
UeTtunnupuaunus xnopua -
Cymma npumecei
OpHOpoAHOCTL fAoanpoBanus | MokasaTens npuemnemoctu (AV) — He Bonee 150 %. [4,5% -
- BeHauaamuHa ruapoxnopus
OaHopoAHOCTs AO3UpoBaHUA | TokasaTens NpUeMneMocTy (AV) — He Conee 15,0 %. (4,0 % -

KonuyecTteeHHoe
onpegenexue - beHangamuHa
ruapoxnopua

He meHee 90 % v He Gonee 110 % BeHauaamuHa
rTMAPOXNOPUAA OT 38ABNEHHOIO KONWYECTBA.

99 % oT 3asBNeHHOro KonuyecTea

KonuuecrsenHoe
onpeaenenue -
ETUNNUPUANHUA XNTOPUA

He menee 90 % u He Gonee 110 % UETUNNUPULUHUA
XNnopuaa oT 3aABNEHHOro KoNu4ecTea.

99 % OT 3aRBMEHHOro KoNuyecTsa

HanHblit ceprucbukat cepum umeeT ANEKTPOHHYIO NOANUCH.
CepTuchukaTt coagaH asTomaTUdeckuis BanuanpoBaHHOW KOMNLIOTEPHOH! Nporpammoit SAP,




Kog Ne:
MpogykT:

Cepus:

Hata npouasoacraa:

[aTa ucreveHus
CpOKa rogHocTu\.

TE0062

CenTtonerte® Totan (BeHanaamuH +
LleTunnupuanHus xnopua) Tabnetku ans
paccacbiBaHuA aBkanunt, 3 mr + 1 mr

L96213
07.2021

07.2024

(£Q KRKM

KRKA, d. d., Novo mesto

YNPABINEHWE
KAYECTBOM
Smarjeska cesta 6
8501 Novo mesto
Slovenia

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

CEPTUOUKAT
AHATU3A

Ynakoska: (6nucrep) 8 x 2 (nayka kapToHHasn)
XpaHeHue: Mpu Temnepartype He Boiwe 25 °C, B OPUIMHAaNbHOW YNaKoBKe )

(SJ"IMCTEP o naqu). HAata: 31.08.2021

Crpanuua: 2/4

Tecr Cneuudmkauua PesyneTarsi Mp.*
MukpoBuonorudeckas OBuwee Yueno aspobHbix MUKDOODraHU3IMOB - He - *
4yucroTa Gonee 10°KOEB 11
MukpoGuonoruyeckas OBliee YUTNO APOAOKEBbIX U NNECHEBbIX rpubos - He |- b |
wucToTa Gonee 10*KOEB 1 r
MukpoGuonoruyeckas Oreyrereue Escherichia colis 1 - =1
yucToTa

Mp.* = MNpumeyanve

*1 TecTuposaHue He NPOSOAUTCA Ha KaM40M napTuu (nporpamma

HacToswmm rapaHTupyem, 4o faHHan NapTvs COOTBETCTBYET BCEM TpeboBaHWAM,

MOHWTOPUHra NPeAYCMETPUBAET TECTUPOBAHNE KaK MWUHUMYM O4HOR NapTUK B roa).

Tect Cneuutbukauun PeaynbTarhl

Ynakoska Mo 8 Tabnerok B GnucTepe U3 KOMBUHRUPOBAHHOrO Mo 8 TabneTok B GnucTepe U3 kKoMBUHUPOBAHHOrD
matepuana NBxX/nonuatunexa/NBAX - thonsru matepuana NBX/nonuatunena/MNBAX - thonbru
antoMUHUEBON. anioMUHUeBoi.
Mo 1,2, 3 unu 4 6nucrepa nomewaioT B nauky Mo 2 6nucTepa nometLeHo B Nadky KAPTOHHYK
KEPTOHHYIO BMECTE C MHCTPYKLUER N0 NPUMEHEHMIO. BMECTE C UHCTPYKLUWUEN NO NPUMEHEHUI,

Mapxuposka Ha nepsuuHoi ynakoske (5nuctepe) Ha pycckom Ha nepsuyHoi ynakoske (Gnucrepe) Ha pycckom

AILIKE YKa3bIBAKT;
TOprosoe HauMeHoBaHUe npenapara ¢
npeaynpeauTensHod Mapkuposkoi ® Ha kupunnuue
W Ha natuHule, rpynnuposovHoe HauMeHoBaHue,
NeKapecTBeHHYIo dopMYy, AOIUPOBKY, TOBAPHbIF 3HAK
(Ha naTuHule) brupMel-npouasouTens, HOMeEp
Cepuu, naty NpOM3BOACTBA, CPOK FOAHOCTH.
[ononnurensHo Ha 6nucrepe Ans TabneTok AnA
paccaceiBanua NUMoH n By3uHa MOXeT BbiTh
HaHeceHa HaaNWUCh: «4NA aeTen»,

Ha sropuunoii ynakoske (nauke KapTOHHOWA) Ha
PYCCKOM R3bIKe yKaaklBawT;

TOprosoe HauMeHoBaHue npenapara ¢
NpeaynpeanTensHoR MapkupoBkoil ® Ha kupunnuLe
W Ha naTuHULe, rpynnupoBoYHCE HAaUMEHOBaHKE,
NEeKapcTBEHHYIO hOPMY, 1O3UPOBKY, KOMUYECTBO
TabneTok 8 ynakoske, Ha3saHue AENCTBYIOLIMX
BELLECTR u ux konuuectso B 1 TabneTke, Ans
TabneTok gns paccaceiBaHus askanunT:
«BcnoMorateneHsle BelecTsa: cykpanoaa (E955),
usomansT (tun M) (E953) u Apyrue, ykasaHHble &
VIHCTPYKUMW NC NpUMEHEHWIO. », Ans TabneTok onAa
paccackisaHus NuMoH u Men, TabreTok 4nA
paccacbiBaHus nUMoH U By3uHa: «BenomoraTenbHsle
BeluecTra: uaomanst (tun M) (E953), cykpanoaa
(E955) u aApyrue, ykasaHHsie 8 WHCTPYKUWY No

A3kLIKE YKa3aHo:
TOProeoe HauMeHoBaHue npenapara ¢
NpeaynpeAuTensHoil Mapkuposkon ® Ha kupunnuue
¥ Ha naTUHULe, rpynnupoBoyuHoe HauMeHoBaHue,
nekapcTeeHHan dopma, A03MPOBKA, TOBAPHBIA 3HaK
(Ha natuHuue) dupmei-npoussoquTens, HOMEp
Cepuu, faTa NPON3BOACTBEA, CROK rOAHOCTH,

Ha eTopuyHoii ynakoske (nauxe KapTOHHOMN) Ha
PYCCKOM A3biKE yKa3aHo:

TOprosoe HauMeHoBaHue npenapara ¢
NpeaynpeAuTenbHoN Mapkuposkoi ® Ha kupunnuye
W Ha naTuHuue, rpynnuposoYyHoe HauMeHoBaHue,
nexapcTBeHHan hopma, 403UpoBKa, KONWYecTso
TabneToK B yNakoBke, Ha3BaHWe 4efCTBYOLIUX
BELWECTB U UX Konu4ecTBo B 1 TabneTke,
«BcnomMoratensHeie BelLecTsa: cykpanoaa (E955),
u3omanet (tun M) (E953) u apyrue, ykasaHHbie B
UHCTPYKLUN NO NPUMEHEHUID.», CNOCOB NpuMEeHeHus
U A03bl, NOKA3AHUA K NPUMEHEHUIO, YENOBUSA
OTNycka, YCNoBUA XpaHeHus, «4NA NONocTv pra v
ropna», «aHanereTuk», «NPOTUBOBOCNANUTENLHOE
CPEACTBOY, «@HTUCENTUK», «OBKAMTy,
npeaynpegurencHele Haanueu: «XpaHuTh B
HEAOCTYNHOM Ans AeTel mecTe.», «lepea
ApUMEHeHUaM BHUMATENLHO npouuraﬁ'ra
NPUNOXKEHHYIO UHCTPYKLMIO. », TOBAPHIA 3HaK (Ha

AaHHbiii cepTudukaT cepuu umeeT 3NEKTPOHHYIO MOAMNUES,
CepTudhrkar cozaan asToMaTUYECKUi BanuAUpoBaHHON KOMMNbIOTEPHON Nporpammodi SAP.



(T4 KRKA

KRKA, d. d., Novo mesto

Kog Ne: 7E0062 YNPABJEHUE

MponykT: CenTtonete® Totan (BeH3uaamMuH + KAYECTBOM
UeTunnupuanHua xnopua TabneTku ana Smarjeska cesta
paccacbiBaHUA 3BKanunr, 3mMr+1mr 8501 Novo mesto

i Slovenia

el i Tel ++386 7 3312 111

[lata npou3soacTea: 07.2021 Fax ++386 7 3211 537

[ata uctedeHus

CcpoKa rofiHoCTy: 07.2024 CEPTUDUKAT

YnakoBka: (6nucTep) 8 x 2 (nauyka KapTOHHAA) AHA””3A

XpaHeHue: Mpu TemnepaType He Bhille 25 °C, B OpUrMHANbLHOM! yNaKoBKe

Nara; 31.08.2021

6nucTep B nNavke).
( P ) Crpanuua: 4/4

HacTpoAWMUM NOATBEPKAZKD, HTO BbileYKA3aHHARA Cepys papellena K peanuaauun. YNPABNEHUE KAYECTBOM
[lata 8einycka Ha PelHOK Damunug v AOMKHOCTb (3BaHWE) N1La,
26.08.2021 BbI42BLLET0 Pa3peLleHNe Ha BLINyCK CEpun

{ i@ {W Konapuy

oMOMEHHOS NUUe

?c,\\e'c}f;"aci yaravil, d.d.
Novo o asto

R SRR

{5
{

[lanHblil cCepTUcOUKaT cepumn UMEET SNEeKTPOHHYIC NOANNCH.
CepTudchukar cosaad ABTOMATUMECKWIA BANUAUPOBAHHOMN KOMNBIOTEPHOW nporpammoin SAP.



(LOKRKA

Paspemenne na BLINYCK H BBOJ B IPaKIaHCKHI 060poT

IM-4930383463 / 2021
HaumeHoBaHHe J1eKapCTBEHHOr0 NPENApaTa j1/isi MeAHIHHCKOr0 HPHMEHEHH:
Cenronere” Toran (bensumamun+Llernamupuaaus XJIOpHA) TabJIETKH U pacCachblBaHHs SBKATHIT, 3 MI
+1mr
(6mrctep) 8 x 2 (mauxa xaproHHAR)
Cepus: Togen no: Prinok: KoandecTBo ynaxopok:
1.96213 07.2024 RU 81.431 m.

Ha ocHoBanun MH(pOpMaIHH IIPeNOCTABIEHHON HHOCTPAHHEIM MPOM3BOMTENEM, TOATBEP)KIAOLIEH, UTO
CepHs JICKAPCTBEHHOTO mpemnapara ObLl1a IpOM3BENEeHA M IPOBEPEHA B COOTBETCTBHM C ITHICH3MEH Ha
IPOHM3BOJICTBO JTE€KAPCTBEHHBIX CPEJCTB, TPEOOBAHMAMH PETHCTPALIHOHHOIO A0Cke, TpeGoBanmsmu [Ipasun
HaJUIe)KAIICH TPOX3BOJICTBEHHOR NpakTHKY (YTBepKaeHs! [IpukazoM MHHHCTEPCTBA NPOMEINDIEHHOCTH H
Toproriu PO or 14 mions 2013 r. Ne916), a Taroke HHEIMH TpeOOBaHHSIMHE, YCTAHOBIEHHEIME HOPMATHBHEIMA
npaBoBBEIMH akTaMH Poccuiickolt @enepaniy B CTpaHbl HMIIOPTEPA.

Hopmarusnas noxymenrtamus: JITT-002981-051219, Ham. Nel (-060520)

Macmopr Ne: 196213 ot 26.08.2021 .
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