(L4 KRKA

KRKA, d. 6., Novo mests

Kop Ne: TE0062 YMPABNEHWUE

Mpoaykr: CenTonerte® Totan (BeHauaamMuu + KAYECTBOM
Lletunnupuaunus xnopua) Tabnertiu ans Smarjeska cesta 6
paccacbiBaHUs 3BKanunT, 3 Mr + 1 mr 8501 Novo mesto

) Slovenia

it LGS Tel: ++386 7 3312 111

Hara npousrogcrea: 10.2021 Fax: ++386 7 3211 537

[ara ucreverus

CPOKa rofHOCT: 10.2024 CEPTUOUKAT

AHANU3A

Ynakeska: {6nucrep) 8 x 2 (nauka KapTOHHan)
XpaHenue: Mpu Temneparype He Bbiwe 25 °C, B OpMIMHANBLHON yNakoBKe R
{6riucrep B nauxe), B
Crpanaua: 1/4
Tecr Crieyudukaumnn Pesynbrart Mp.*
Onucanue Kpyroisle TabneTkin Co CKOLLEHHBIMY Kpasmu ¢ Kpyrnele TabaeTku co crowwerHbiMu KRasMMU ¢ -

LWERUXOBATOW NOBEPXHOCTER OT ceeTno-ronyforo go
ranyBero ueeta. flonyckaeres Genwi Haner,
HEPABHOMEDHOCTL OKPALUMBAHUA, HaNWYne NyabIpEKoB
BO3AYXE B kAPaMenbHOR MAtoe U HeAHAYUTENbHER
HEPOBHOCTL Kpaes.

LUSPOXOBATON NOBEPXHOCTLIO O CBE Tno-ronyborg go
ronyGoro usera. fonyckaercs Benssit Haner,
HEPABHOMEPHOCTh OKPALLIMBAHUR, HanUue nysbipbkos
BO3AYXA B KAPAMENBHOR MACCE U HESHAUUTENLHAR
HEPOBHOCTh KP&ES.

- Hetunnupuaunusg Xnopua

MNoanuHHoCTs Benaugamun - Bpems ygepuupasus nixa SeHIugamuHa Coorsercrayer -
B3MX HE XDOMETOrpamMmMe UCNbITYEMOro PacTaopa A0MKHO
COOTBETCTROBATE BPEMEHU YASHHUBAHUS NuKa
SeHausaMuHa Ha XxpoMaTorpamme CTaHAAPTHOrO
pacreopa.
MoanuutocTs Bpeus yaepsusaHus niuka LBTANNUPKAKHUA Ha Coorsetcrayer -
Hetunnspugunuit - BOMX XPOMATOTDAMME UCILITYEMOTO PACTEOPA L ONMHO
COQTBETCTROBATL BPEMEHU YASPMUBAHWUA NUKa
HETUNNMUPUAUHUA HA XPOMATOIDAMME CTAHAAPTHOMD
pacreopa.
POACTBEH IS NpUMEcH He Bonee 0.5 % 0.1% -
Benauaamuna ruppoxnopug -
Mpumecy B
PoseTBedHbie npuMecy He Sonee 0,2 % <=0,10% -
beHsugamuHa rmapaxnopua -
Tholias gpyras equxudHan
NpUMecs
PeacTaenssie npumecu He Gonee 2,0 % 0,1 %
Bensugamuna ruapoxnopus -
Cymma npumecei
| PojGTBEHHbIE NpHMEcH He Boree 0.5 % 0,1 % "
LleTunmapuanuus xnopug -
NwBan cauHIuHaR NPUMECH
Pogcreesssie npumecy He 6onee 2,0 % 0,1% -
Uerunnupugusus xnopsy -
Cymma npumeced
OAHOPOAHOCTL Aosuposanus | Noxasatens fipuemnemoctit (AV) — ve Boree 150 %. |2.6 % -
- Bersupamuna THAPOXNOPUS
OaHopogHocTs fosuposatus | Moasarens NpUEMnemMocTu (AV) — e Bonee 15,0 %. |2,0% -

Konusecreennos He menee 90 % u we Gonee 110 % BensugamuHa 102 % oT 3asBneHHoro KonuYecTea -

ONpeAerneHue - BeHINASMUHE | TUAPOXNOPUAE OT 32RBNEHHOMO KOnU4ecTsa,

rUApoOXNopUs

Kenuvectaednoe He menee 90 % u He Gonee 110 % LETUNNMPUARHIS 102 % oT 3arBneHHOro Konu4ecTea B
| onpesenenue - XNOPUAS O 385BNEHHOIO KONUMECTBa.

HeTunnvpuasnna xnopug,

Hanssin ceprudukaT cepuit nmeer SNERTPOHKYIC NOANKCE.
Ceprudburar cosnan aBTOMATUUBCHIR BANUAUPOBAHKOW KOMNLIOTEPHOR Nporpammoi SAP




Kop Ne:
Mpoayxr:

Cepus:

[larta npoussBoACTBa!

[Jara ucreuenus
CpoKa rofHOCTA

(T4 KRKN

KRKA, d. d., Novo mesto

7E0062 YMPABMEHUE
Centonete® ToTtan (BeH3augamuH + KAYECTBOM
LleTMNnnupuanHus xnopua) TabreTku Ans Smarieska cesta 6
paccacblBaHWA 3BKanunT, 3mr+1mr 8501 Novo mesto

1.96853
10.2021

10.2024

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

CEPTUOUKAT
AHAJTU3A

Ynakosya: {6nucTep) 8 x 2 (nauka KapToHHasl)
: ® u BHOM yNaKoBKe
XpaHenue: Hﬁpuuzeunzp:gﬁz)ﬂe gbilie 25 °C, B OPUTMHANbLHOW YNAKo Java: 08.11.2021
b d Crpanuua: 2/4

TecT CreyuuKanms Peaynbrartkl fip."
MUKDOBUONOTUMECKER OfLee YHEno aspobHblX MAKDOORTEHUIMOE - HE - “1
yucToTa Sornee 10°KOEB 1T

Of e UHCNO APONOKEBLIX U NNECHEBLIX rpubos - He |- *1

Mukpobuonoruyeckas
wueToTa

Gonee 107 KOEs8 1 1

MukpoBuonoruieckan
YUCTOTA

Oreyrerane Escherichia colt 8 ir

{1p.* = [Npumevarne

*1 TecTupoBaHihe He NPOBOAUTCA HA KANA0 NAPTUIA (NPOrPAMMa MOHUTOPUKHME npeAycMaTpUBaET TECTUPOBAHNE KaK MUHUMYM OZHOR NapTWy B roa).
HaCTORLIM TApaHTUDYEM, HTO ABHHES NApTHA COOTBETCTRYET acem TpeBoRAHUAM.

Tect Creyuduraimna PesynbTarhl

Ynakoska [lo 8 TabneTok B BNUCTEPE U3 KOMOUHNPOBARHOTO Mo 8 TabneTox B GriucTepe U3 KOMOUHUPOBAHHOMD
marepuana ABX/nenusTunenaMNBLAX - donery marepuana nexX/nonustunena/lBOX - donery
AMOMUHUEROR anNIOMHUHUEBOR.
Mo 1.2, 3 uny 4 GNKCTEPE NOMELLAKT B Nasky Mo 2 BavcTepa NOMEWIEHO B NaYky KapTOHHYIO
KADTOHIYIC BMECTE € UHCTPYKUMER 110 MPUMEHEHIID, BMECTE C MHCTPYKLMER N0 NPUMEHEHUIO

Mapxuposka Ha nepavuHoi ynakoske (GnucTepe) Ha pycekoM Ha nepsuunol ynakoske (BrucTepe) Ha pycoKoM

AdniKe ykasbmaam“:

TOProBOE KaUMEHoBaHME Npenapara ¢
npegypesuTEnbHol mapkuporkoit B Ha Kupunnule
4 HE NATUHWLE, IPYNIUPOBOYHOE HEUMEHOBAHWE,
NeKapCTREHHYO (POPMY, A03UPOBKY TOBAPHEIN 3HAK
(Ha naTuHuLe) HUPMBI-NPOU3BOAUTENA, HOMEP
CEpWK, AaTY NPOUSBOACTEA, CPOK FOSHOCTH.
JononHUTebHO Ha Gnucrepe Ans Tatnertok Ana
pACCACKLIBANKA NUMOH ¥ GY3HHA MOXET 6GhITh
HAHBCEHA HAANUCK: CANA ASTEAS.

Ha BTOPULHOR ynaxkoBke (nadke KapTOHHOMK) Ha
PYCCHOM A3BIKE YKA3LIBAIOT

TOpFoBCE HAUMEHOBAHUE npenapara ¢
APEAYIPEAUTENBHOR MapkupoBkoi & Ka kupunnuue
W HA NATUHULE, IPYINUPOBOMHOE HAUMBHOBAHMUE,
nexapcTEeHHYo chopy, A0IUPOBKY, KONU4ECTEO
Talineyox B YNaKoBKke, HA3BaHWe AERCTEYIOUMX
BELWECTE 1 X KONUYECTEO B 1 TabneTke, ANA
TaBReToK ANR PaccacLiBaHUsA IBKANANT,
«BenoMoraTenbHBpIe BELecTaa: cykpanosa (E855),
yaomansT (riun M) (E953) v gpyrue, ykadaHHbie 8
WHCTPYKUMY NO NPUMEHEHUIO.», ANS TabneTok AnA
paccachlBaHws NMMCH 1 Mej, TabneTok 4NA
PACCACHIBAHUA NMMOH ¥ Byauna: «BCnomoraTentHsie
pelecTBa; naoMansT (Tun M) (E953), cykpanosa
(FH55) ¥ ADYrME, YKA3SHHBIE B UHCTDYKUMK N0

A3LIKE YKAZAHO!

TOProBoe HauMeHoBaHue npenapara ¢
fpeAynpenuTeNsHOR MapkupoBKoi ® Ha kupuinuue
@ Ha NaTUHKLE, IPYNMUPOBOYHOE HAUMEHOBAHWE,
nekapcTeeHHan opMa, A03UPOBKE, TOBAPHBLIA 3HAK
{Ha naTuHULE) (PUPMBI-IPOUIBOAUTENSA, HOMED
CepuM, AaTa NPoM3BOACTSA, CPOK FOAHOCTY.

Ha BTOpUYHOR ynakoBke (naqvke KapTOHHOR) Ha
PYCCKOM R3IBIKE YKAZAHO!

TORroBOE HAUMEHOBAHWE Npenapara ¢
npeaynpeauTansHoi MapkupoBko# ® Ha kMpunnuue
W Ha NATHHEWLE, FPYNNUPOBOMHOE HAUMEHOBAHNKE,
NexkapcTBEHHan hopMa, AO3UPOBKA, KONUIECTBO
TafineToK B YNAKOBKE, HasBaHME AefCTRYILMX
BEWECTS U Ux konuuecTso B 1 TabneTxe,
«BonomoraTtenbHbIe BeWecTsa: cykpanosa (E958),
waomansT (Tun M) (E953) v Apyrue, yKalanHeie 8
WHCTPYKLIAY MO NPUMEHEHWID. Y, criocol npUMeHeHUa
Vi 403bl, NOKASAHUA K NPUMEHEHKIO, YCNOBARA
OTAYCKA, YENOBUR XPAHEHUA, CANS NONOCTH prau
ropra», «aHansreTuk», «NPOTUBOBOCNANUTENBHOE
CPEACTBONM, «AHTUCENTWI, «IBKANUNT Y,
npesynpeauTENbHbIE HEAMMCH «XpaHuTe 8
HEJOCTYNHOM ANA LETER MECTE.», «lepen
NPUMEHEHUEM BHUMATENLHO npouuTanTe
NPUNOKEHHYIO MHCTPYKUMIO 3, TOBAPHbLIA 3HAK (Ha

Narnbiit cepTuuKaT cepun umeet ANEKTPOHHYID NOANKCH.

Ceprudukar Co3jaH ABETOMATUHECKUI BANUAKPOBAHHON K

SMNLIOTENHOMN Nporpammon SAP.




(T4 KRKN

KRKA, d. d., Novo mesto

Koa Ne: 7E0062 YIPABNEHUE
Mpoaykr: Cenrtonete® rortan (beH3upaMuH + KAYEGTBOM
LeTunnupuavHus Xnopua TabneTku ans Smarjeska cesta 6
paccacbiBaHWUsi 3BKanunT, Imr+1wMmr 8501 Novo mesto
Cepust. L96853 Slaovenia

[ara npoussoacTea. 10.2021

[lata ucredeHun
cpoKa rogHOCTH:

10.2024

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

CEPTUDUKAT
AHAJTU3A

Ynakoeka: (Bnuctep) 8 x 2 (nauxa KapTOHHasA)
Xpaxerue: Mpu TemnepaType He Bbie 25 °C, B OPMFMHANLHOMN YNakoBKe fara: 08.11.2021
Mo navyke). B
i del B Crpasruua: 3/4
Tect CreunpuKaums PeaynbTaTl

APUMEHEHIIO.», CNOCOE NPUMEHEHUA ¥ 403,
HOKA3AHKA K NDUMEHERWID, YCIIOBUS OTNYCKE,
YENOBUA XPAKEHAA, ¢ANA NONOCTY PTa ¥ ropnan»,
caHanbreTHKy. «NPOTHBOBOCNANUTENLHOE
CPEACTRON, KAHTUCENTUKS, ANA TadneTox Ans
PACCACLIBAHUA IBKANUNT «ABKANUMT», ana
TabreTox ANA paccackiBanus numon v Bysuna:
«HAMOMH 1 BY3WHAR, Ans TabneTok Ans
PAcCACHIBAHUR NUMOH K MEAT «JTAMOH U ME[»,
NPEAYNPEAUTENLHBIE HAAMUCKH: «XDaHUTD &
HELOCTYNHOM ARA AeTel MecTe.», «Mepea
ApUMEHEHUEM BHUMATENBHO npouuTanTe
NPRIOKEHHYIO MHCTPYRUMIO., TOBAPHBIA 3HAK (HA
NATUHRLE) HA3BaHKE U aApec bupmMel-
NPOUIBOAUTENS, HAIBAHWE U AAPEC (hVpPMbI,
ooyuecTENARWENR BLINYCKAOLA KOHTRONb Ka4eCcTaa,
HOMEP CEPUM, AaTy NPOUZBOACTEA, CROK

FOAHOCTY, PETUCTPALMORHBIG HOMED, LLITPUX-KOA,
NPOMIBOACTBEHHEIA KO YNAKOBOWHOrO MaTEpUana,
KOHTPONBHBIA (MAEHTNHUKAUMOHHBR) 3HAK (K3}

© TTONHBIM WK YACTUMHBIM AYBnupoBaHiemM
WHDOPMALINHE, COAEPXEILBRCH B HEM B BUAS
YUTEEMOrC EYATHOrO TEKCTA C LENbia
MOKUTORUHE ABWKEHUA NEKAPCTBEHHOrO Npenapara
0T NPOWABCAUTENS 40 KOHEUHOTO NeTpeGUTENA.
[lononsuTensHO Ha N3YKy KapTOHHYK ANA rafinetok
ANS PACCACHBAHUA NUMOH 1 By3uHa MOTYT BbiTo
HAHBCEHB! HAATMCK, KANA ABTEA™, «*ANR AeTei

o1 6 net, Bes caxapar,

NaTUHULE), HA3BAHUE U 3APEC (PUPMbL-
NPCU3BOAKTENA, HA3BAHUE ¥ aPes hupmMel,
OCYLLECTBNALIENR BEINYCKAIOWMIA KOHTPONL Ka4esTRa,
HoMep Cepuu, LaTa NPoUIBOACTBA, CPOK

FOAHGCTY, PETUCTPALMOHHBIA HOMED, LUTPUX-KOA,
NPOM3BOACTBEHHBIA KOA YNAKOBOYHOrO MaTepkana,
Ha nauky KapToOHHYIO HaHeCeH KOHTPOMBHBIA
(MAEHTUUKAUMOHHBIA) 3HAK (K3},

CpoK rofiHOCTU

3 ropa,

3roaa.

HacTORALMM YAOCTOBEPSI, YTO NPUABASHHER Bbillie uHthOpMAaLKA NOANKHHAA U TOUHERA. Cepwa NEKapcTBEHHOTD npenaparta Osina NPoU3BeAsHa B
COOTHETCTRAN © TPeBOBAHNAMY PErRCTPELUOHHOID A0CHE, rpetosanuamu MNpasen Hagnexawen NPOMABOACTBEHHOMR NpaKTuKu (yrRepHRAEHbl
Mpukasom MUHMCTERCTEA NPOMBILLNEHROCTY ¥ TOPIoBAK P or 14 wiona 2013 r, Ne916), & Tax xe TpebosarnaMu defepansHoro 3akoHa «O6
ofpalleHun NeKapCTBeHRLIX CPEACTEY OT 12 anpens 2010 ¢ N 61-03 v uxeiMu TpeBoBaHUAMM, YCTAHOBNEHHBIMU HOPMATUBHO-NIPDEBOBLIMU BKTAMU

CTPaHbI-UMITOPTE.

HauecTao NPOAYKTE COOTRETCTRYET HOPMaTUBHOR AOKYMEHTELAM

NIF-002981-051219, Wam. Ne1 (-060520)

TlanHsid cepTUUKAT CEPMM UMEET SNeKTPOHHYIO NOANKCS.

CepTudUKaT CO3ARH aBTOMATUMBCKI BANNAUPOBAHHOR KOMILIOTEPHON NP

orpammott SAP.




Kopn Ne: 7E0062
Mpoaykr: CenTtonete® Totan (BeHaugamuH +
LeTunnupuauHus xnopug Taﬁnerm ansa

paccacmaaﬂm 3BKanunr, 3Mr+1mr
Cepus: 1.96853
[arta npoussopcrea: 10.2021
fara ucreuenus

CpOKa roAHOCTHU: 10.2024
Ynakoska: {6nucrep) 8 x 2 (Navka KApPTOHHAA)
XpaHeHue: Mpu Temnepatype He Bbile 25 °C, B OPUrMHANLHOMR ynakorke

(6nucTtep B nauke).

(T4 KRKA

KRKA, d. d., Novo mesto

YMNPABNEHWE
KAYECTBOM
Smarjeska cesta 6
8501 Novo mesto
Slovenia

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

CEPTUDUKAT
AHAJIU3A

Hara: 08.11.2021
Crparuua: 4/4

HacTposwum noATBEPXAAI0, YTO BbILLEYKA3aHHEA CePUA PA3PELLEHE K Pean3auUmy, YMPABMEHUE KAYECTBOM
[lara sbinycka Ha peIHOK: Damunun ¥ AOMKHOCTD (3BaHKE) NuLa,
03.11.2021 Bbm&Bm&!‘O paspelueHre Ha Bhinyck cepuun
waga Aoxed
mk&uuoe nuue
KRICA,

OanHeii CepTURUKAT CEPUM UMEET 3NEKTPOHHYIO NOAMNC.
CepTudukar cospaH asTOMaTUYECKUA BANUAUPOBAHHON KOMMNBIOTEPHOA Nporpammoit SAP,



(TOKRKA

PaspenieHne HA BLITYCK H BBOJ B IPAXK/IAHCKHH obopoTt
IM- 4930886355 /2021

HaumeHoBaHHE JERAPCTBEHHOTO npernapara s MeJHUHHCKOro APUMCEHEHHA!

Cenronere® Toran (Benzugamun HLIeTHINHPUIMHAS XJIOPHI) TAOJIETKM [/ paccachblBaHys SBKaIMIT, 3Mr
+ 1 Mr
(6mctep) 8 x 2 (n1a4Ka KapTOHHAS)
Cepusi: % Toxen n0: } Popinok: KomuvecTBO yIIAKOBOK:
196853 \ 10.2024 | RU 78.834 mr.

Ha ocHopaHmy HHGOPMAIMH [IPENOCTABIEHHON MHOCTPAHHBM IIPOU3BOJUTEIIEM, IOJITBEP)KIAIOLIEH, 4TO
cepust JIEKApCTBEHHOTO IMperapara fplla NMpOM3BEJeHa W NPOBEPeHa B COOTBETCTBHH C JIHLEH3HeH Ha
TIPOU3BO/ICTBO JIEKAPCTBEHHBIX CPE/ICTB, TpeGOBaHUAMH PETHCTPAIMOHHOTO JIOChE, tpebopanuamu [1paBun
HAJIeXAIIEH TPOM3BOACTBCHHON MPAKTHKH (YTBEPIHKICHEI [IpuxazoM MuHHCTEPCTBA IPOMBIIIIECHHOCTH H
toprosnu PO or 14 uroHs 2013 r. Ne916), a Taxxe HHBIMH Tpe6GOBAHUSIMHU, YCTAHOB/ICHHEIMA HOPMATHEHBIMH
IIPAaBOBBIME aKTaMHi Poccuiickoi depepay ¥ CTPAHBI KMIIOPTEPA.

HopmaTHBHAs JOKYMEHTALHH: JITI-002981-051219, M3m. Nel (-060520)

Macmopr Ne:  L96853 ot 03.11.2021 1.

- 17.11.2021 l X ‘ 1 J
POXYKIHS pa3penieHa K BbIYCKY H BBOIY B
rpaxjiaHcKui obopor W— A HET

OTBEeTCTBEHHOE JIHIO




