(T4 KRKA

KRKA, d. d., Novo mesto

Kog Ne: 7E00861 YNPABNEHWE
MpoayxT, Cenrtonere® totan (beHanpamut + KAYECTBOM
LleTMﬂrmpMﬁ,idH na xnopwuag Tabnertku ‘lu,.l'lﬂ Smarjeska cesta 6
paccacbiBaHUA JIMMOH U Me[l, 3mMr+1mr 8501 Novo mesta
Cepust: L96336 Sovenia
Tel: ++386 7 3312 111
Hara npoussogeraa: 08.2021 Fax: ++388 7 3211 537
Oara ucredenus
cpoKka ronHocTH: 08.2024 CEPTUDOUKAT

AHATIU3A

Ynaxoska: {6rucTep) 8 x 2 (nauka kapToHHas)
ApaHeHue, Mpu Temneparype He Bbiwe 25 °C, B OpUrHHanNbLHON ynakoske T
(6nucTep B nayke). % L
Crpanuuya:; 1/4
Tecr Crieyndurayun Pe3ynerarisl Mp.*
Onucanue Kpyrneie TabneTan CO CKOLWEHHLIMU KDAAMU C Kpyrnble TaBnertiin o CkoweHHbIMI Kpasmu ¢ -

LWEPOXOBATON NOBEPXHOCTLIO OT CBETNC-KENTOr 40
wenvore upera. [lonyckaerten Senwiik Haner,
HEPEBHOMEPHOCTEL OKPALLUMBAKKA, HAAKUYUE NYILIDLKOB
BOAAYXA B KAPEMENbHON MACCE U HEe3HAYUTENbHER
HEPOBHOCThL Kpaes.

wepoxoaamﬂs NOBEPXHOCTLIO OT CBETNO-XENTOro A0
xenroro useta. [lonyckaerca Benwiit Haner,
HEPEBHOMEPHOCTL OKPALLUBAHUA, HANUYUE NY3bIDbKOE
BO3AYXE B KEPAMENbHOR MACCe W He3HaYUTEeNbHAR
HEPOBHOCTL Kpaen.

MoanuHHocTs - benaugamuH - | Bpems yaiepuusanua nuka BeHangamuHa Ha CooTeercrayer a
BIWX XPOMATCIPaMME UCNBITYEMOrO PacTBOpa A0MMHD

COOTBETCTROBATL BPEMEHU YEEDKUBAHUA NKKS

feHaujaminHa Ha XpOMaTOrpamMmMe CTaHAaPTHOTo

pacrsopa,
INoanuHHOCTE - Bpems yAepHUBAHUA NUKA UETUNNHPUAKHWUA Ha Cooteercrayer -
LeTunnupuaunni - BONX XPOMATOIPAMME UCTIBITYEMOrO PACTROPA AOMKHO

COCTBRTCTROBATE BDEMEHY YABPMUBAHMEA nUKa

UETUINUPALMHUA HA XPOMATOIPAMME CTaHAapTHOro

pacraopa.
OpHopogHoeTs go3uposanus | [Noxasarens npuemnemocti (AV) ~ He Bonee 150 %. [3.6 % -
-~ bensuaamuna ruapoxiopua
QaxopogHoCTs Aosuposanus | [okazatens npuemnemocty (AV) — He Bonee 15,0 %, |3.3 % -
- LleTunnupuaunus xnopes
PoACTEEHHBIS NDUMECH - He Bonee 0.5 % 0.2 % -
BEHIMAAMUHA THADOXNOPUA -
[pumecs B
Poacreensbie npumecy - He Gonee 0,2 % <= 0,10 % -
Bexangamuba rupoxnopus -
Moban Apyras eqududHan
npUMecs -
PogCTBRHHEE NPUMECH - He Bonee 2.0 % 02% -
BeH3ugaMuHa ruspoxnopug -
Cymma npumecei
o[, CTBEHHBIE NPUMECH - He Scnes 0.5 % <=0,10 % -
HeTtunnupugunus xnopug -
o6an earHAHHAR NPUMESE
PoacreedHile npumeci - He Bonee 20 % <=010% -

LieTunnupuausus xnopug -
Cymma npumecen

Konuyecrsewnnoe
cnpegenenue - bensunamu-a
TUAPOXNOPUA

He merae 90 % u ve Bonee 110 % Bersugamuna
THAPOXIIOPUAR OT 3aRBNEHHOIC KOMWYECTRA.

101 % oT 3asBReHHoro KonuJyecTsa

KonuuecraenHoe
onpeAenenue -
LieTunnupuaukmns xnopua

He menee 90 % u e 6onee 110 % ueTUNRUPULUHIS
XAOPULA OT 38ARNEHHOTO KONWYBCTRA,

101 % OT 32aRBNEHHOrD KOAMYECTsa

HaHHbIA cepTUgURET CEPUM UMEET SNEKTPOHKYID NOANKCD.
CepTuhukar co3pan aETOMATUURCKUE BANKAUPOBAHHON KOMNBIOTEPHON nporpaMmon SAP,




(T4 KRKN

KRKA, d. d., Novo mesto

Koa Ne: 7TE0061 YIPABNEHUE
Mpoayxr: Cenrtonere® toran (BeHanaamuH + KAYECTBOM
Lertunnupuannusa xnopua) rabnetku ansi Smarjeska cesta 6
paccacbiBaHUA JIUMOH n Men, 3 mr + 1 mr 8501 Navo mesto
Capin; LRaIse iﬁi:}sa 73342 111
lata npouseoacTea: 08.2021 B AR AETE BEF

Hara ncredeHus

CPOKA FOAHOCTK: 08.2024 CEPTUDU KAT

Ynaxkosxa: (onmcTep) 8 x 2 (nauka KapToHHas) AHAINU3A

Xpanetine: Mpu Temnepatype He Bbiwe 25 °C, B OPMrMHaNbLHON yNakoBKe PO
Brnmcrep B navke). :13.00.
( i ) Crpanuia: 2/4

Tecr Cneunduranus Pesynbrarhl Mp.*
Mukpobuonoruueckan OBuige Yeno aapobHbix MIKPOOPraHU3MOB - HE - *1
qUCTOTA Bones 10°KOE R 1 ¢

MukpoBuonorsecsas O6uiee SUCND APOXKERLIX U NNECHERLIX MUBos - He |- *
yucToTa Gonee 1P KOE8 11

MurpaGuonoruieckan Oreyrorsue Escherichia colin 11 - *4
“qUcTOTA

fip." = MNpusevarue
"1 Tectvposanue He NPOBOAUTCA HA KEMLOH NAPTUY (NPOrpaMMa MOHATeRNKTE APEAYCMATPUBAET TECTUPOBAHUE KaK MUHUMYM OJHON NapTVu B rog).
HacTosULUM raparTERYEM, 4TO AaHHAER NENTUR COOTBETCTBYET BCaM TpeboBaHUaM

Tect Creyutprxaums Pesynerarst

ynakoska Fio 8 TabneTok 8 GnucTepe U3 KOMEUHUPOBAHHOTD [0 8 Tabnevok 8 Bnucrepe us komBuHuposaxHoro
mateprana MNBX/nonnatunenaMBAX - bonbru maTepuana MNBX/nonustunena/NBAX - honeru
SrHOMUHRERCH. ANIOMUHKEBON.
Mo 1, 2, 3 unu 4 BnucTepa NOMELLAIOT B Nauky flo 2 Bnucrepa noMewero B naqky KapTeHHy
KEETOHHYID BMECTE C MHCTDYKUMER ND IPUMEHEHUIO. BMECTE C MHCTPYKUMEN NG NPUMEHEHUID.

Mapkupoeka Ha nepauiroit ynaxoske (Bnucrepe) Ha pycckom Ha nepeuyroi ynakosxke (Bnuctepe) Ha pycokom
AJbIKE YKE3LIBAIOT! A3LIKe yKaaaﬂoz
TOProBOE HAMMEROBAHUE Npenapara ¢ TOProsoe HauMeHoBaKue npenapara ¢
NPEAYNPEeAUTENLHOR MapRUPOBKOR © Ha kupunnuye npeaynpesuTEnbHOW MapkupoBskol @ Ha kupunnuye
v HE NaTUHKLE, IPYNNUPOBOUHOE HaUMEHoBaHWe, ¥ Ha NaTUHWULE, TPYNNUPOBOYHOE HAUMEHOBAHUE,
NEKapCTBeHHYIO (DOPMY, A03UPORKY, TOBZPHLIA 3HAK NeKapcTBeHHan hopma, RO3VPOBKE, TOBAPHLIK JHAK
{Ha naTuruLe) PUPMbI-NPOUIBOAUTENS, HOMED (Ha naruHulye) GUpMbi-NIPOUIBOAUTENS, HOMED
CepUK, 4aTy NPOUIBOACTBEA, CPOK FOAHOCTY. Cepuu, 4aTa NPOU3IBOACTEA, CPOK FOAHOCTU.
Henenuurensuo Ha Gnuctepe Ans TabneTok ans Ha BTOpUYHOM ynakoBke (nauke KapToHHOR) Ha
PACcCACHIBAHUA NUMOH U By3nHa MOXET GhiTh PYCCKOM A3bIKe YKA3aHo:
HAHECHHA REANUCH, «ANA AeTely, TOPrOBOE HAUMEBHOBIHWE Npenaparsa ¢
Ha sropuuHo ynakopke (nayke KapToHHoi) Ha NPeAYNpeAUTENbHOU Mapkuposkolk ® Ha kupunnuye
PYCCKOM HIBIKE YKA3LIBAKOT U Ha naTtuHuUE, rynnupoBOYHOE HEUMEHOBEHUE,
TOProBoe HEMMEHDBAHUE Npenaparta ¢ nekapcTeeHnan popMa, JOUPOBKA, KONUYECTRO
NpeaynpeiuTenshon Mapkuposkoil @ Ha kpunniue TabneTox B yNakoBKe, HA3BAHKUE ABRCTBYIOWMX
U HE NATUHKLS, TRYNIUPOBOYHOR HAUMEHOBAHNE, BELLECTB 1 UX KoNWYecTso & 1 Tabnerke,
NEKAPCTBERHYIC (DOPMY, JO3UPOBKY, KOMUYECTBO «BenomorarensHbie BewecTsa: H3oMansT (Tun M)
TabneTox 8 ynaKoske, Ha3BaKHue AeRCTEYIOLMX (E953), cykpanosa (E955) u apyrue, yrasanHsie
BELIECTE ¥ uX konuwecTso B 1 Tabnertxe, ans B UHCTRYKLIUN N0 NPUMEHEHWIO. », cnocob
TabNeToK A8 PACCACHIBAHUA aBKANUNT: NPUMEHEHWUS U RO3kI, NOKA3EHWA K MPUMEHEHUIO,
«Beriomoratensusie pewectaa: cykpanoaa (E955), YCNOBUA OTNYCKA, YCNOBUR XpaHeHus, «ann
naomanst (run M) (E953) u apyrue, vkazanHole 8 NONOCTH pTa 1 ropna», «aHanbreéTuky,
WHCTDYKUMAK MO NPAMEHEHWIO.», ANA TabneTok 4ns «NPOTUBOBOCNANUTENLHOE CPEACTEOS,
paCCACHIBAHKA NUMOK U Mea, Tabnerok gna «antucenTuky, «JIMMOH WU MEL»,
paccacsBanug numMoH U Bysuna: «BenomoraTtensHole NPeAYNPEANTENbHBIE HEAMUCH: «XPaHUTL B
BewecTaa: usomanst (Tun M) (E953), cykpanosa HeAOCTYNHOM ANA geTel mecte.», «[lepeg
(E955) u apyrue, vkasaHHbe B UHCTPYRUMA NO NPUMEHEHUEM BHUMATENLHO NpouuTaiTe

[latineil cepTUUKAT Cepun UMBET SNEKTROHHYIO NOANNCE.
CepTuburkar co3faN AaBRTOMATUHECKNR BATIK UPOBAHHOR KOMNBIOTEPHOE nporpammoi SAP



Kog Ne:
Mpogyicr:

Cepus:

[lara npoussoacrea:

Hara nereverus
cpoKa rogHoCTH;

(T4 KRKN

KRKA, 4. d., Novo mesto

YHPABINEHUE
KAYECTBOM
Smarjeska cesta 6
8501 Novo mesto
Slovenia

7E0061
Cenronere® toran (BeHaupnamux +
UerunnupunauHus xnopua) rabnertku ans
paccacbiBaHUs NMMOH U Men, 3 Mr+ 1 Mr

1.96336

Tel: ++386 7 3312 111
08.2021 Fax: ++386 7 3211 537
08.2024 CEPTUDUKAT

Ynakoska:
XpaHeHue:

{6niucrep) 8 x 2 (nauka kapToHHas)

Mpu Temneparype He Boiwe 25 °C, B OPUIMHANBHON yNaKoBKe

{6rnucTep B navke).

AHAJTU3A

Mara: 13.09.2021
Crpanuya: 3/4

Tecr

Cneundukalun

Peaynbrarst

APUMEHEHUID. », CNocol NpUMEHEHNA 1 403k,
NOKE38HUA K NPUMEHEHNIO, YCNOBUA OTNYCKa,
YCNOBUS XPAHEHUNA, NA NONOCTY DTE U ropnay,
{aHanLreTuky, «NpOTUBCBOCNANUTENLHOE
CPEACTHOR, «AHTUCENTUK», Ans TabneTtok ans
paccackiBalug askanunt: « IBKANMAMT», ana
TabneTok ANA paccacsiBaHua NUMoH 1 Byauna:
«[MOH W BEY3UHA», ans Tabnertox 4ns
PACCACLIBAHWA TUMOH U Mej: «JIMMOH U ME[]»,
APEAYNPEAUTENLHBIE HAANUCK, «XPaHUTL B
HEAGCTYNHOM AN geTed mecte.», «[epey
ADEMEHEHWUEM BHUMATENLHO NpoduTaiTe
NOUADKEHHYIO WHETPYKLIMIC. », TOBAPHSIA 3HaK (Ha
NATHHULE), HA3BaHUE ¥ 8JPEC PUPMbI-
NPOU3BDAUTENS, HAIBAHUE ¥ BAPEC DUPMb,

OCYIECTENAIDLER BLINYCKAIOLLMA KOHTPONL KaYecTsa,

HOMED Cepuu, 4ATYy NPOUIBOACTEA, CPOK
FOAHOCTH, DETUCTRALMONHBIR HOMED, LITPUX-KO,
NPCUBBOLACTBEHHBIN KOA YNIZKOBOYKOrO MaTepuana,
KOHTRONBLHER (WASHTUDUKAUMOHHEIR) 3Hak (KIA3)

C NOTIHBIM WMlA YacTuUKEM 4yGnuposaHuem
urchopumaluu, cojepxalyeiics 8 HeMm B Buge
UUTEEMOID NBYHATHOrD TEKCTE ¢ UEeNb
MOHUTODUHIE ABVKEHUA NeRapCTBeHNOIC npenapara
OT NPOU3BOAUTENR [0 KOHEUHOro neTpebuTens.
HononHurensHo Ha NaUKy KapToHHYIO Ans TabneTox
Al DACCACHIBAHURA NTUMOH ¥ OY3UHa MOTYT BbiTh
HAHECEHB HAANUCK, «4N8 ReTeil™y, «"Ana aered

o7 € neT Bey caxapay»

NPUIACKEHHYIO UHCTPYRLKIO. », TOBAPHDLIR 3HAK (Ha
AATUHWLE), HAIBAHUKE U BAPEC DUPMbi-
NPOUIBCAUTENH, HA3BAHUE U aapec hupmMsl,
ACYLIECTBARIOLLER BLINYCKAOUIMA KOHTPONL KavesTsa,
HOMED Cepui, AaTa NPou3BOACTEA, CPOK

FOAHOCTH, PETUCTPALMOHHLIA HOMED, LUTPUX-KOY,,
NPOUIBOACTBEHHBIN KOA YNaKOBOMHOMO MaTepuana.
Ha navuky KapTOHHYH HEHECEH KOHTPONLHEI
(wAeHTUDUKAUMOHHBIAY Hak (K3).

Cpok roaHecTH

3roga.

3ropa.

HaCTOALMM YA0CTOREPAIC, YTO NPUBELEHHAR BoILLe UHIOPMALIE NOANMHHAR U TouHAR, Ce
COOTBETCTEUM C TPEOOBAHUAMYU PEIMCTPALMOHHOID 10Che, T)

Mpukasom MuHUCTEPCTBA NPOMBILLNEHHOGTY 1 Toprognu P® ot 14 wions 2013 r. Ne918), a Tax e Tpebosanusimu dbepepansHoro aakoHa «O6

obpaeHny NeKapcTBeHHBIX CpeacTES 0T 12 anpens 2010 r. N
CTPAHBI-MMAORTE.

KaYecTRO NPOAYKTa COOTBETCTBYET HOPMATUBHON JOKYMEHTALUM:
IN-002981-051219, Wam. Ne1 (-060520)

61-@3 1 uHsiMU TPEOOBAHNAMU, YCTAHOBNEHHBIMIK HOPMATHBHO-NDABOBLIMU AKTAMU

Hanteilh ceprudhurar cepuu nmeer SNEKTPOHHYIO NOANKCH
CepTuguiar coagar asToMariHeckui BETMAMPOBAKHON KOMNBIOTEPHOI nporpammoi SAP

PUA NEKApCTBEHHOrO npenapara Geina npoussegeHa s
pebopatuamu Npasun Haanexaleil NpousBoACTBEHHO NpakTURY (YTeepxaeHs



(L4 KRKM

KRKA, d. d., Nove mesto

Kon Ne: 7E0061 YMNPABNEHUE
Mponykr: CenTtonerte® Totan (BeHsupamux + KAYECTBOM
Ll.eTMnf'lMpMAHHHﬂ xnopua) TabneTku fl,nﬂ Smarjeska cesta §
paccacbiBaHUA NUMOH U Mmen, 3 Mr + 1 Mmr 8501 Novo mesto
Cepus: L96336 IS
. Tel: ++386 7 3312 111
flara npoussopcrea: 08.2021 Pais £3986 74014 857
Aata ucTeveHus
CPOKa FOgHOCTH: 08.2024 CEPTUOUKAT
Ynakosxa: (BnucTep) 8 x 2 (nauka KapToHHasn) AHAIN3A
XpaHeHue: Mpu Temnepatype He Bbiwe 25 °C, B OPUrMHANLHON YNakoBKe

Hata: 13.09.2021

NMNACTeP B Nauke).
(6nucrep ) Crpanuua: 4/4

HacTposwum NOATEEPXAAID, YTO BollUEYKa3aHHaA CEPUR PAPeLlEHa K PEanuaaLum. YNPABNEHWE KAYECTBOM
[laTa BhINYCKA HA PLIMOK: PamMunua U JONKHOCTL (IBAHUE) NKULaE,
08.09.2021 BbIA3BUWEr0 paspelieHue Ha BolNycK cepumn

?"-@ HA [pHoBLuek
e K%‘giﬁ;ommemce nuyo

KK
iy

N

LauHbii cepTuchukaT cepuu nmeer 3MEKTPOHHYIO NOANUCS,
Ceprudinkar cosaan asTomarudeckui BaNUAUPOBANHOW KOMNLIOTEPHON! Nparpammeil SAP.



(FAKRKA

Pazpemenne na Brimyck u BBOA B rpaxiaHCKuii 060poT
IM- 4930486299/ 2021

HaumenoBanue JERAPCTBCHHOI O Mpenapara JUist MeIHIHHCKOro HPHMCHEHHH:

Cenronere” Toran (bersunamun-+1leTHIMHPU IMHAS XTOPKU) TabIETKHA IS PACCACHIBAHUA TAMOH 1 Men, 3
Mr+ 1 Mr
(6nmctep) 8 x 2 (nauka kaprounas)
Cepus: I'oxen no: Preinok: Ko/iH49ecTBO YIakoBoK:
196336 08.2024 RU 80.318 mr.

Ha ocHoBaHuy HHGOPMaUHH TIPENOCTAB/ICHHOH MHOCTPAHHEIM IIPOM3BOMMTENEM, TIOATBEPIKIAIOMIEH, UTO
Cepusl JICKapCTBEHHOIO INpemnapara Obula NPOM3Be/JeHa H IIPOBEPEHA B COOTBETCTBHH C JIMIICH3HEH Ha
TIIPOM3BO/CTBO JICKAPCTBEHHBIX CPEJICTB, TPeOOBAHHWAMH PETHCTPAMOHHOTO 0Che, TpeboBanusamu [Ipasmn
HaJUIEXaIleH MPOU3BO/ICTBEHHON NPaKTHKH (yTBep)ieHb! IIpHkazoM MUHHCTEPCTBA MPOMBIIIICHHOCTH H
Toproenu PO ot 14 miowst 2013 r. Ne916), a Taxske HHBIMH TPeGOBaHUSIMHE, YCTAHOBIEHHBIMH HOPMAaTHBHEIMHE
NpaBOBBIMH aKkTaMu Poccuiickolt Denepaluu 1 cTpaHbl HMIIOPTEpA.

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

IMacnopr Ne:  1.96336 ot 08.09.2021 r.

22.09.2021 X
IIpoxykuusa paspemeHa K BHITYCKY H BBOAY B
rpasIaHCKHiA obopoT P “ Tlara A HET
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- Vims u pamumus
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OTBeTCcTBEHHOE JIHIO




