(TaKRKN

PazpemeHie Ha BLINYCK I BBOJ B pakIaHcKuii 060pot
IM-4927670322 /2020

HanMCHOBAHHE JIEKANCTBEHHO0 IPCIADATA /s MEIHIHHCKOT'0 NPITMEHCHHS:
Centonere® Totan (Ben3uaamMitE + LleTimupuanHus XI0pHil),
TaGneTKn Mis paccacsiBanus (MMMOH 1 Oy3nHa), 3 MT + 1mr
(6mrcrep) 8 x 2 (mayka KapTOHHas)
Cepns: [onen go: Prraok: KoangecTBO YIAKOBOK!
1.93357 04,2023 RU 81.669 mrT.

Ha ocHoBaHHM HHGOPMALHH NPEJOCTABNEHHOW WHOCTPaHHLIM MPOM3BOMMTENEM, MOATBEPIKAAIOIIEH, YTO
cepusi IEKAPCTBEHHOro Ipenapara Oblia NpPOM3BEICHA U NPOBEPEHA B COOTBETCTBMM C TMLEH3HEeH Ha
[IPOM3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB, TPEOOBAHMAMY PETACTPALIMOHHOTO JI0CHE, tpeboBanusMu I1pasui
HajUtexamell Tpou3BOACTBEHHON MPAKTHKH (YTBEPHKACHDI [Tpukaszom MHHHCTEPCTBA NPOMBILIICHHOCTH H
toproau P® ot 14 mions 2013 r. Ne916), a taioke HHBIMA TpeDOBAHKSIMHA, YCTAHOBICHHBIMUA HOPMATHBHBIMH
npaBoBBIMU akTaM¥ Poccuiickol Qenepallul ¥ CTPAHLl HKMIOPTEPA.

HopmaTusHas JOKYMEHTALHA: JITI-002981-051219

IMacnopTt Ne: L93357 ot 25.05.2020 r.

17.06.2020 ‘ X
Tpoayxkuus paspemieHa K BLINYCKY H BBOAY B
rpazkiaHckuii odbopor Tara SiA e

OTBETCTBEHHOC JTHIO 2718 AOKYMEHTOR

KAYECTBA

ONA HAKNALMBIX W
AOKYMEHTOB




L4 [KRKA

KRKA, d. d., Novo mesto

Kog Ne: 7D5159 YIPABINEHWE
MpoaykT: CenTtonetre® Totan (beH3upnamuH + KAYECTBOM
LeTtunnupmanHus xnopu% Taﬁnemw nnsi Smarjeska cesta 6
paccacbiBaHUA JIMMOH U y:mua Mr + 1 8501 Novo mesto
Mr Slovenia
; - Tel: ++386 7 3312 111
gkl Lasas7 Fax; ++386 7 3211 537
[ara npoussoactea; 04.2020
[lata ncreueHus CEPTUDUKAT
cpoka rofHocTu: 04.2023 AHAIMU3A

Ynakogka: (6nuctep) 8 x 2 (nayka KapToHHan) ,
& ara: 05.06.2020
XpaHeHue: Mpu Temneparype He Bbile 25 °C, B OpUrHHaNbLHOW ynakoBke gT i £
(6nucTep B nauke). TeoRrne
Tect Cneundukanus Pesynbrathk! MNp.*
Onucanue Kpyrribie TaGneTki CO CKOWEHHBIMEA Kpaamu ¢ Kpyrnoie TabneTku CO CKOWEHHbLIMU Kpasmu © ]

LEPOXOBATON NOBERXHOCTLIO 0T Benorc-aeneHoro 4o
zenenoro usera. [lonyckasrca Bensiid Haner
HEPABHOMEPHOCTD OKPALLUMBAHNA, HAMUYUE NY3bIPLKOE
808/4yXa B KAPAMENLHOR MACCE U HE3HAYUTENbHAA
HEPOBHOCTHL KPaEs.

WEPOXOBATOR NOBEPXHOCTLIO OT Benore-3eneHoro Ao
senedoro ureta. [onyckaerca Genvih HaneT
HEPABHOMERHOCTE OKPaLIMBAHNA, HANNHUE NY3LIPLKOB
BO3AYXA B KAPAMENLHON MECCe U HEIHAUUTENbHARA
HEPOBHOCTL KPAEs.

MoanuHHOCTL - Bexaugamut - | Bpems yaepxuBanua niuka BeHsugamMuna Ha CooreeTcTRYET -
B3MX ¥POMATOTPAMME UCNBITYSMOra PACTBOPA AOIDKHO

COOTHETCTROBATL BPEMEHU YACPKUBAHUA NKUKA

HEHAULAMUHA HA XPOMAaTOrpaMMe CTAHLapTHOM

pacTEOpa.
MoanukHoCTs ~ Bpems YAEPKUBEHUA NUKA UETUNINUDUANHUA Ha CooTeercrayer
Uetunnupuaunni - BAMX XKPOMATOrpaMMe UCNbITYEMOro PACTBOPE AOMKHO

COOTBETCTBOBATH BPEMEHU YAEPKUBAHUA MUKE

LUETUNTTMPUAVHAS HA XPOMATOIPAMME CTAHABPTHOrO

pacTBOpa.
OAHOPOAHOCTL loaupoBanua- | [lokazatens npuemnemoctu (AV) - ve Gonne 150 %. |55 % -
GeH3KAaMUHE TAPOXNoPUA
QAHOPOAHOCTL Ao3uposanus- | [loxasatens npuemnemoctu (AV) - we Gonne 150 %. |51 % -
LeTUNAVPUAKHIA XNOpUa
POJCTBEHHLIE NPUMECH « He Gonee 0.5 % 02% -
BeHanjaMuHa ruaApoxnopuy -
IMpumecs B
POACTBEHHRIE NpUMECH - He 6onee 0.2 % <=0,10% -
BeH3ugaMuHa rugpoxnopuy -
Toban apyras ejuHuyHeas
NpUMECs
PoacTBEHHBIE NPUMECH - He Bonee 2,0 % 0,2% -
BeH3uaaMuHa rugpoxnopus -
Cymma npumeceih
PoacreexHbie npuMecs - He Bonee 0,5 % 0.2% -
Uerunnupuaunua xnopug -
ThioBan equHUYHAR NPUMECH
POACTBEHHBIE NPUMECH - He Sonee 2,0 % 0,2% -

LeTunnupuanHus xnopug -
CymMma npumecen

KonuwuecraeHHoe He wenee 80 % u He Donee 110 % GeHanpavmuna 100 % OT 3aABNEHHOro KONUYecTea -
onpegenchue - BexauaaMiHa | TRADOXIOPUAE OT 38ABNEHHOr0 KONUUECTEa.
TMAPOXAOpUA

LarHblil CepTUUKET Ha COPUI0 UMERT INEKTPOHHYIO NOANUCH,
CepruchuraT CO3AaH ARTOMATUHRLKY BANWANPOBAHHONW KOMNLIOTEPHOR CUCTEMOR




Koa Me:
Mpoaykr:

Cepus:
Hata npouwasogcTtea:

[arta ncrederus
CpOKa rogHOCTH:

7D5159

Cenrtonere® Toran (BeHsupamuu +
LleTunnupuanHua xnopwu
paccacbiBaHUS JIMMOH U
Mr

193357
04.2020

04,2023

TabneTku ans
y3uHa, 3 mr + 1

(T4 KRKN

KRKA, d. d., Novo mesto

YNMPABNEHUE
KAYECTBOM
Smarjeska cesta 6
8501 Novo mesto
Slovenia

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

CEPTUDUKAT
AHAITU3A

Ynakoeka: (Brnucrep) 8 x 2 (nayka KapTOHHasH)
5 - [Hara: 05,08.2020

XpaneHue: Mpu remneparype He Bbiwe 25 °C, B OPUrHHANbLHON YNaKoBKe i e

{(6nvcrep B nayke). Pariua:
Tecr Cneyudukayms Peaynsrarsl Np*
KonuuecrsenHoe He menee 90 % u ve Gonee 110 % uerunnupuannus 102 % oT 3aABNEHHOro KonuyecTea -
onpegenenne - XIOPUAA OT JBABAEHHOND KONUYeCTsa,
LleTunnupuausng xnopug
MukpoGuonoruseckan Obujee vucno aapobHbIX MUKDOOPraHNIMOsB - He <{10KOE B 1r(Mn) *1
NMCTOTA Gonee 10° KOE 8 1 1 (Mn)
MukpoGuonoruseckan Ofee YMCNC APOXOKEBLIX ¥ NNECHEBLIX rpubos - ve | < 10 KOE B 11 (Mn) "1
HUCTOTA Bonee 10° KOE B 1 r (mn)
Mukpobuonoruueckas Orcyrcraue Escherichia colis 1 r (mn) QOrcyrcrayer 8 1 r (Mn) *1
4uCTOTa

{Ip.* = MNpumedanue

"1 TectuposaHue He NPOBOAUTCA HA KAWACH NEPTUM (NPOrpaMMa MOHWTOPUHIE NPEAYCMATPUBAET TECTUPOBAHUE KAK MAHUMYM OAHOR NAPTIM & roA).
Hacroswum rapasTupyem, YTo AaHHan NapTus COOTRETCTRYET BCeM TpefoBanuam.

Tect Crneundruxaims

PesynsTars

Ynakoska

Mo & rafineTok B Bnucrepe ua KoMBUHUPOBAHHO™®
smarepuana NBX/nonustunenalMBAX - donbru
anoMUHUEBOR

Mo 1, 2, 3 unu 4 Gnuctepa NOMELIAIOT B Nauky
KAPTOHHYIC BMECTE C UHCTPYKUWER N0 NPUMEHEHUIO.

Mo 8 rabnerok 8 GnucTtepe U3 KOMEGUHUPOBAHHOG
matepuana MNBX/nonuatunexa/NBAX - chonsru

anoMUHUEBCH.

o 2 Gnucrepa noMeweHo B NaUKy KapTOHHYID
BMECTE C UHCTRYKLMEA NO NPUMEHEHUIO.

Mapkuposka

Ha nepausnol ynakoake (Bnucrepe) Ha pycekom
ALIKE YKA3BIBAIOT,

TOProBOe HaUMEHOBAHUE Npenapara ¢
npeaynpesuTentHoR Mapkuposkod © Ha kupunnaue
1 HE NATURULE, TPYNNUPOBOMHOE HaUMEHOBaHUE,
NeKAPCTREHHYIO hopMy, AO3UPOBKY, TORADHLIA 3HaK
(Ha naTUHALE) DUPMbLI-NPOUSBOLUTENA, HOMED
CepUn, AaTy NPOUIBOACTBA, CROK FOAHOCTH,

Ha sroprunoit ynakoske (nauxke KapToOHHOR) Ha
PYCCKOM R3bIKE YKa3biBanT:

TOProBOE HAUMEHOBAHUE Npenapara ¢
MREAYNPEAATENbHON MapKkUpoBKoR @ Ha kupunnnye
¥ Ha NaTuHALe, rpynnMpoBoYHOe HAKMEHOBAHVE.
NEeRapCTREHHYIO (POPMY, L03UPOBKY, KONUYECTBO
TabNeTok B yNakoske, Ha3BaHWe AeRCTBYIOWNX
BeUeCTE U uxX konudecrso B 1 taBnerie, gna
TabneTck 418 PACCACLIBAHUA IBKANUNT
«BenomoraTensHbie BelulecTsa: cykpanosa (E955),
usomansT (un M} (E953) u Apyrve, ykaaanHeie 8
UHCTRYKLAY NO NPUMEHEHAIO», ANA TabneTok ans
PACCackIBaHUA NUMOH U med u Tabnerok gns
paccacuiBaHus nMuMon u BysuHa: «BenomoratensHsle
BelecTsa; uaomansT (Tun M) (E953), cykpanosa

Ha nepsuuroi ynakoske (Gnucrepe) Ha pycckom

AJbiKe YRa3aHo!

TOProBoe HavMeHoBaHue npenapara ¢
npeaynpesuTeEnsHOR Mapkupoekor ® Ha kupunnuue
¥ Ha3 natuHuLe, rpynnupoBoYHOE HAMMEHOBAHUE,
nexkapcreeHHan opma, Lo3MPOBKAE, TOBAPHLIN 3HAK
(Ha natuHuue) OUPMEI-NPOUIBOAUTENS, HOMED
Cepuu, AaTa NPOW3BO/ACTBA, CPOK rOAHOCTH.

Ha sTopuvHoi ynakoeke (naqke kapToHHoi) Ha
PYCCKOM A3LIKE YKA3aHO!

TORTOBOE HAUMEHOBaHKe Npenaparta c
ApeAynpeAuTENbHON MapKUPOBKoR ® Ha kupunnuye
¥ Ha NaTUHUUE, rPYNNUPOBOYHOE HAUMEHOBAHUE,
nexapcreeHHas opMa, 403MpoBKa, KONUHECTBO
Talnerok B ynakoske, Ha3aBaHue LENCTBYILLIUX
BELecTs ¥ ux xonuyecTso 8 1 tabnerxe,
«BcnomoratensHbie BelyecTea: MaoMansT (Tun M)
(E953), cykpanosa (E955) u Apyrue, ykasasHsie

8 MHCTPYKLUA NO NPUMEHEHWK», cnocof
NPUMEHEHWA U 403kl NOKAZAHUA K NPUMEHEHWIO,
YCOBUA OTNYCKA, YCNOBUS XPAHEHUA, «ANs
NOAOCTY PTa U rOpNa», «aHanbreTUks,
«NPOTUBOBOCNANUTENLHOE CPEACTROY,

HanHblil cCepTUMKaT Ha Cepuio umeeT SNEKTPROHHYIO NOANKCH,
Cepruburar cosfiaH anTOMATUYECKU BANUAUPOBAHHON! KOMMEIOTEPHOR CECTEMON.



Kon Ne:
MpoayxkT:

Cepus:

[lara nponssoacrea:

Hara ucreuexus
cpoka rofiHocTu:

(T4 KRKA

KRKA, d. d., Novo mesto

7D5159 YNPABNEHWE
CenTtonere® Ttotan (beHaungamuu + KAYECTBOM
Llerunnupuanuusa xnopug) rabnetku ans Smarjeska cesta 6
paccacbiBaHUA NUMOH U Oy3uHa, 3 Mr + 1 8501 Novo mesto
Mr Slovenia

Tel: ++386 7 3312 111
193357 Fax: ++386 7 3211 537
04.2020

CEPTUOUKAT
04.2023 AHAIMN3A

Ynakoska: {Bnucrep) 8 x 2 (nayka kapToHHan)
i o " Hara: 05.06.2020
XpaHesue: Mpu Temnepartype He Bolwe 25 °C, B OpUruHaNbLHON YNakoBKe & a4
(BrnucTep B nauke). L
Tecr Cneundrkayus Peaynsrarh
(ESEHE) u ppyrve, yKkasaHHbie B UHCTPYKLUMM No waHTucenTuks, «JIMMOH K BY3WHA»,
npaMeReHos, cnocod NpUMEeHeHUs U 403k, NPEAYNPEANTENbHBIE HAANWCK: «XPaHUTL B
NOKS3EHWA K NDUMEHEHUIO, YCNOBUA OTIYCKA, HEAOCTYNHOM Ana AeTeir mecTen, «[lepey
YEMOBUA XPAHEHWRA, «ANR NONOCTY PTa U ropnay, NPUMEHEHUEM BHUMAETENLHO NpoYUTaiiTe
«@HANLIETUKD, «NPOTUBOBOCNANUTENLHOE NPUNOKEHHYIO MHCTPYKUMIO», TOBAPHBLIA 3HaK (Ha
CREACTRO», «anThcenTuky, ans Tabnetok Ans narukuLe), HaasaHue u aapec GupMsi-
paccackiBanus askanunt: « IBKAJIUNT», ans NPOU3BOAUTENSA, HA3BAHWE U ARPEC (hUPMbIL,
TalNeToK 419 paccachiBaHua NMMoH 1 GyauHa: OCYLHeCTHNAOUIEH BbINYCKAOLWKWA KOHTPONb KauecTea,
«fIAMOH A BY3WHA», ana Tabnetox ans HOMEP Cepui, AaTa NPOUIBOACTBA, CPOK
paccacuBaHus NMuMod u mea: «JTMMOH U ME», rOAHOCTH, PEMMCTPALMOHHBIR HOMED, WTPUX-KOA,
npesynpenTEeNbHLIE HAANWCK: «XPaHUTL B NPOUIBOACTBEHHbIW KO YNAaKoBOYHOTO Marepuana.
HEAOCTYNHOM ANA geTel mecTey, «(lepes Ha nadky KapTOHHYI0 HAHECEH KOHTPONLHLIMA
NPUMEHEHIAEM BHUMATENLHO NpoYuTaiTe {vaeHTUUKaLUMOHHBIR) 3Hak (KN3).
APUNOKEHAYIO MHCTRYKUMIO? , TOBAPHbHA 3HAK (Ha
NATUHULE), HAIBAHKE U aAPeC hupMbI-
APOUIBOAVTENS, HAIBAHKE W afpec DUpMbl,
OCYWECTBNRIOLIENR BLINYCKAIOWWA KOHTPONEL Ka4ecTsa,
HOMED CEPUYA, AaTY NPOU3BOACTRE, CPOK
FOAHOCTH, PEUCTPELNOHHBIR HOMEP, WTPUX-KOA,
NPONIBOACTBEHHEIM KOA YNAKOBOYHOr MaTepuana,
IlonyckaeTsa HAHECRHWE HA NadKy KapPTOHRYK
KOKTPONBHOrO (WAEHTUUKALUOHHOrO) 3Haka (KU3)
C NONHLIM WK NACTUGHBIM AYBNUPOBAHUEM
uHDOPMALIMK, COepXalleRcs B HeM B Buge
YNTEEMOro NeYAETHONO TEKCTAa C Uensi
MORUTOPUHTE JIBUKEHUA NIEKAPCTBEHHOMO Npenapara
OT NIPOU3BOAUTENA A0 KOHEYHOro noTpebuTens.
Cpok rogHocTy 3 ropa. 3 roaa.

HacTposilunm yAoCTOBEPAID, YTO NPMBEAEHHAA Bhille MHOPMALIMA NOANUKHHAS U ToYHas. Cepua NeXapCTEEHHOrO NPEnapara G5ina NpouIBeaEHa U
NPOBEPEHA B COOTBETCTEMM C TPEDOBAHUAMU PETMCTPALIMOHHOTO Jocke, TpebosaHuamu MpaBun Hagnexal el npousBoACTBEHHON NPaKTHKK
(yrsepigiens Npukazom MUHUCTEPRCTEE NPOMBILINEHHOCTY U TOProBNM PO o1 14 wiona 2013 r. Ne916), a Tak we TpebonaHuaAMKU PelepanbHoro 3aKkoHa
“O6 ofipailesuy nexapeTeenHbix cpeacts” or 12 anpena 2010 1. N 61-03 U uHbiMu TpeGoBaHUAMY, YCTAHOBNEHHLIMU HOPMATUBHO-RPABOBLIMMU

BKTAMUW CTPAHLI-AXCNOPTA.

Kasecreo npoaykTa CoOTSBTCTBYET HOPMATUBHOR AOKYMEHTAUMW:

Nn-002981-051219

HAanHbIA CepTUdrLar Ha CepuIo UMEEST BNEKTPORHYIO NOANUCH.
CeoprudukaTt co3AaH AaBTOMATUNECKH BANUANDOBAHHOR KOMILIOTERHOR CUCTEMO,



(T4 KRKN

KRKA, d. d., Novo mesto

Kog Ne: 7D5159 YTMNPABNEHWUE
MponykT: Cenrtonere® rotan (beH3uaamMuH + KAYECTBOM
Ll.e'runnupu,um-l A Xnopu TabneTku ans Smarjeska cesta 6
paccacbiBaHUA NMUMOH U Oy3uHa, 3 Mr + 1 8501 Novo mesto
Mr Slovenia
. Tel: ++386 7 3312 111
R leshand Fax: ++386 7 3211 537
[ara npouaeopcrea: 04.2020
[ata ncrevenus CEPTUOQUKAT
CpOKa rogHocTy: 04.2023 AHAJITU3A
¥naxoeka: (6nucrtep) 8 x 2 (nauka KapTOHHAaA)
. ¢ “ fara: 05.06.2020
XpaHeHue; MNpu Temnepatype He Bbiwe 25 °C, B OPUrMHanNsHOM ynakoBke v, 44l

(Bbnuctep B nauke).

HacrpoawnM noaTEEPKAAI0, YTO BhILLEYKA3aHHaR CEPUA Pa3peLLeHa K peanuaauuu. YNPABJIEHUE KAYECTBOM
[laTa BbiNycka Ha phiHOK: DamMunua 1 AOMKHOCTb (3Banue) nuua,
25.05.2020 BbIAABLLEr0 pPa3peLleHne Ha BLINYCK cepuu
‘ | 7/ napu4
Mm apm. Hayk
KRKA, .

tOVOHT 70

KPKA dAPMA o)

C\ A8 HAKNAZHEIX 1 |
=\ AOXYMEHTOR ‘

HanHblit CepTutbukat Ha Cepuio UMEET INEKTPOHHYIO NOANKCD.
CepTuchukaT coapaH aBTOMaTUYECKI BanNuAUPOBAHHOR KOMNLIOTEPHOI CUCTEMO,




