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(T4 KRKA

KRKA, d. d., Novo mesto

Kog Ne: 7C8121 YMNPABNEHUE
Mpoaykr: TopeHao® ( PucnepuaoH) tabnerku, KAYECTBOM
NOKPbLITbIE NSIEHOYHOU O OnoYykowu, 1 mr Smarjeska cesta 6
Cepwn: D87180 8501 Novo mesto
Slovenia
Tan : 2
Hara npoussoacrea: 12 2019 Tel: ++386 7 3312 111
Hata ncreveHus Fax: ++386 7 3211 537
CpOKa rogHocTw: 12.2024
Ynakoska: (6nucrep) 10 x 2 (navka KapToHHas) EER}I‘&%)K”O\T
XpaHeHue: Mpu Temneparype He Boiwe 25 °C, B opMruHansHom ynakoeke.
Hara: 12.05.2020
Ctpanuua: 1/3
Tect Cneumndbukaums Pesynbrarthl Mp.*
Onucanue OsanbHble, ABOAKOBbINYKNbIE TABNETKY, NOKPLITLIE OBarnkHble, ABOSKOBLINYKNbIe TabneTkn, nokpeiTeie -
nnexHo4Hon oGonoykoi Genoro nnu noytu Benoro NAEHOYHOIN 0BonoYKoi Benoro nnu NouTu Genoro
LIBETd, C PUCKOW Ha OHOM CTOPOHe. LBETa, C PUCKOW Ha 01HOW CTOPOHE.
Onucanue (Bug Ha n3nome) Benas wepoxosaTas macca ¢ nneHoYHow obonoukoin | Benas LiepoxosaTas Macca ¢ NNeHOYHOW 060M04YKoN -
6enoro unwm noyTty Genoro LBeTa. Genoro unum nouTv Genoro LBeTa
MoanuHHOCTL - BOMX Bpems yaepxueaHus ocHosHoro nuka Ha CooteeTtcTayeT -

Xpomarorpamme mcnbITyemoro pacTteopa (SaS)
AOIKHO COOTBETCTBOBATL BPEMEHU YAEPMMBAHUS
MWka pucnepuaoHa Ha xpomaTtorpamme cTaHaapTHoro
pacTtesopa (SS).

PoacTeeHHsle npumecy - He Bonee 0,5 % <=0,10 % =

Mpumecs C

PoacTeerHbie npumecy - He Gonee 0,2 % <=0,10 % =
Yraa equHu4Has NpUMecCh

PoacTeeHHble npumecy - He Gonee 1,2 % <=0,10% -

CyMMa npumecei

OnHopoaHocTs A03vpoBaHuA | MokasaTens npyemnemocTu (AV) He Bonee 15,0 %. 52 % -

KonuyecteenHoe He meHee 90.0 % v He Bonee 110.0 % pucnepuaoHa | 99,5 % oT 3asBNeHHOro KonUyecTsa -

onpeaenexue CaaH27FN.O: 0T 3asenenHoro Konuyecrsa.

PacTteopenuve He meHee 75 % (Q) CasHzrFNLO2 (pucnepuaona) 90 - 99 % oT 3aABNEHHOrO kKonMyecTea -

4epes 45 MuH.

MwukpoBuonornyeckas Obuwee yucno a3polHbIX MUKPOOPraHU3MOB - He - *1

YuCcTOTa Gonee 10°KOE B 1 r (mn)

MukpoBuonoruyeckas ObLuee YMCNO APOXOKEBBIX M NNECHERbIX rpuBoB - He |- *1

4ncToTa Gonee 102 KOE & 1 r (Mn)

MukpoBuonoruyeckas OrcyTeTBue Escherichia colis 1 r (mn) - “1

YncTOoTa

Mp.* = Mpumeyanue
*1 MNokasatens BeeaeH hUpMOi B COOTBETCTBUM ¢ TpeboBaHnAMM, NPUHATBIMK B PO k cTaHAapTU3aUmum aaHHoR NEKAPCTBEHHOW POPMbI, U MOXET
BbITe HE BKNIOYEH B CepTUMKAT aHan1aa bUpMbl Ha roToBbIN npoaykT. ®UpMa rapaHTUpyeT KaYecTso npenapara no aToMy nokasarento.

Tecr Cneuudmkauun Pesynbrartsi

YnakoBka MNepBuyHas ynakoska: MepeuyHas ynakoska:
no 10 TaGnetok B 6nucTep us KOMBUHWUpOBaHHOrO no 10 Tabnetok & GnucTep u3 KOMBWHWMpOBaHHOrO
matepuana NBX/M3/MBIX — aniomMuH1es o chonbru. Matepuana MNBX/M3/MBAX — anioMUuHueBoi onbru.
BropuyHas ynakoska: BropuyHas ynakoska:
ne 2, 3 unu 6 Gnuctepos Bmecte ¢ WHCTpYKUMeR no 2 6nu1ctepa BMecTe ¢ UHCTPYKUMER No
N0 NPUMEHEHMIO NOMELLaKT B Navky KapTOHHYHK. MPUMEHEHWUIC NOMELLIEHbI B NaYKy KAPTOHHY!IO.
¥Ynakoska «in-bulk»:
0T 250 Ao 1250 6nuctepos nomewawT B
TPaHCNOPTHLIN KOPOB.

Mapkuposka Ha nepeunynoi ynakoske (6nuctepe) Ha CCKOM Ha nepeuyHow ynakoske (BnucTepe) Ha pycckom

LaHHbii cepTucbukaT Ha CEPUI0 UMEET ANEKTPOHHYIO NOAMNUC.
Ceprudukat cosgaH asTomaTiyecku Baln4MpOBaHHOW KOMNEKTEPHOM CUCTEMOIA,
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KRKA, d. d., Novo mesto

Kog Ne: 7C8121 YNPABNEHUWE

MpoaykT: TopeHpo® (Pucnepu.qou Tabnerkn, KAYECTBOM
MOKPLITLIE NNEHOYHOU 060NoYKON, 1 Mr Smarjeska cesta 6

Cepus: D87180 8501 Novo mesto

lata npoussoacrea: 12.2019
Hata ncreyeHus

Slovenia

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

CpoKa rogHocTH; 12.2024
Ynakoska: (6nucrtep) 10 x 2 (nauka KapTOHHas) EEE]:IIC‘%)KIKAT
XpaHeHrue: Mpu Temneparype He BoIwe 25 °C, B OpUrMHanLHoM ynakoeke.
fara: 12.05.2020
Crpanuua: 2/3
Tect Cneuundmkauus PesynbTarhi

A3bIKE YKA3bIBAKOT:
TOPToBOE HauMeHOBaHWe npenapara ¢
NPeaynpeanTensbHon MapkupoBKon ®,
MEXAYHAPOAHOE HENATEHTOBAHHOE HaUMEHOBaHME,
AO3MPOBKY, NekapcTBeHHy hopmy, TOBapHbLIA 3HaK
(Ha natuHuue) upmbl-nponssoguTens, HoMep
CEpUKN, naTy NpOM3BOACTBA, CPOK FOAHOCTM.

Ha BTopuuHoi ynakoske (navke kapToHHOR) Ha
PYCCKOM #A3bIKE YKa3biBAIOT:

TOProsoe HauMeHoBaHWe npenapara ¢
NpeAynpeanTensHoON MapkUpoBkor ®,
MEXNYHAPOAHOE HENATEHTOBAHHOE HaUMEHOBaHUE,
NEKapCTBEHHYI0 DOPMY, 103UPOBKY, KONUYECTBO
TabneTok B ynakoske, HassaHue AeACTByKOLWErD
BELLIECTBaA 1 ero konuvecTso B 1 TabneTke,
«BcnomorarensHble sewecTsa: anbga-nakToasl
MOHOTMAPAT W ApYTWe, yKa3aHHLIE B UHCTPYKLMU

N0 NPUMEHEHUIO», TOBAPHBLIA 3HaK (Ha naTuHuue),
HasBaHue 1 aapec hUpMbI-NPOU3BOAMTENS, YCIOBUS
XPaHEHWA, YCNoBuUa oTnycka, NpeaynpeanTenbHble
HaanueK: «XpaHuTs 8 HEAOCTYNHOM ANA aeTen
mecTe», «MoxeT B HeGonbLIOA 1nn YMEpeHHo
CTENEHW 0Ka3blBATb BO3AENUCTBUE HA CNOCOBHOCTL
YNPaBnATe TPAHCNOPTHLIMI CPEACTBAMU W
MeXaHusmamu», cnocob npuMeneHus: «ns npuema
BHYTPb», HOMEp Cepuu, AaTy NPOU3BOACTBA, CPOK
FOAHOCTW, PErUCTPALMOHHLIN HOMEP, LITPUX-KOA,
NPOW3BOACTBEHHbLIN KOA YNakoBOYHOro MaTepnana.
HonyckaeTca HaHeceHWe Ha navky KapToHHyi0
KOHTPONBHOrO (MAEHTUHUKALMOHHOTO) 3Haka (Kn3)
€ NONHBIM UK H4aCTUYHEIM AYGNUpoBaHUEM
UHDOPMaLIMK, CoAepXKalLelcs B HEM B Buae
YATAeMOro NeYaTHoOro TeKCTa ¢ Uenbio
MOHWUTOPWHIA ABUKEHWA NekapcTREHHOro Npenapata
OT MPOU3BOAUTENSA A0 KOHEYHOTO NoTPeBUTENS.
[pu ynakoske «In-bulk» Ha aTukeTke Ha pycckom
A3bIKE YKa3bIBAIOT:

Wnchp npenapara, TOProsoe HauMeHoBaHue
Mpenapara c NpeAynpeauTensHON MapkupoBKoH ®,
AO3NPOBKY, NEKapCTBEHHYIO (hopMy,
MEXAYHapOAHOE HenaTeHTOBaHHOE HaMMeHOBaHue,
YNakoBKy, KONMYECTBO yNakoBOK, HOMEp cepuu,
AaTy Npou3BOACTBA, CPOK rOAHOCTU, yCroBUS
XPAHEHWSA, MaHUNYNALUMOHHBLIE 3HAKU, TOBAPHIA
3HaK (Ha naTuHWLE), HassaHue W agpec dUpMBbI-
MPOVM3BOAWUTENS, LUTPWUX-KOA, NPON3BOACTBEHHBINA
K04 ynakosoyHoro matepuwana. [lonyckaeTcs

A3bIKE YKa3aHo:
TOproBoe HauMeHosaHWe npenapara ¢
NpeaynpeanTensHOM MapkupoBkon ®,
MEXAYHAPOAHOE HEMATEHTOBAHHOE HaWMEHOBaHMe,
AO3MpOBKa, NeKapcTBeHHan hopMa, ToBapHbIA 3HaK
(Ha natuHuue) PUpMbI-NpOMaBOAUTENS, HoMep
Cepuu, paTa NpOM3BOACTBA, CPOK FOAHOCTM.

Ha BTopuryHoi ynakoske (nadke KapToOHHOW) Ha
PYCCKOM A3LIKE yKa3aHo:

TOProBOe HaMeHoBaHWe Npenapara ¢
npeaynpeaAnTenLHon MapkupoBKkon ®,
MEXAYHAPOAHOE HENATEHTOBAHHOE HaUMEHOBAHME,
nekapcTeeHHas hopma, A03MPOBKE, KONWYECTBo
TabneTok B ynakoeke, HazsaHue AeAcTByOLLErO
BellecTsa v ero konu4ecTso B 1 TabneTke,
«BcnomoraTtensHeie BewecTea: anbda-nakTosbl
MOHOTMAPAT U APYrUe, YKa3aHHbIE B MHCTPYKLMU

N0 NPUMEHEHWIO», TOBAPHLIA 3HaK (Ha natuHule),
Ha3BaHue 1 anpec MUPMLI-NPOU3BOAMTENS, YCNOBMS
XpaHeHus, yCnoBus oTnycka, NpeaynpeanTensHble
HaaNUCK: «XpaHnTb B HEAOCTYNHOM ANs feTed
MecTe», «MoxeT B HeboMbLLIOR unu yMepeHHoN
CTENEHW OKa3blBaTb BO3AEMCTBME HA CNOCOBHOCTD
YNpasnstb TPAHCNOPTHLIMK CPEACTBAMU 1
MEXaHW3MamMny, cnocob NpumereHus: «ns npuema
BHYTpbY, HOMED Cepww, AaTa NPOU3BOACTRA, CPOK
FOAHOCTH, perncTpaunoHHbIN HOMEpP, WTPpUX-KoA,
MPOM3IBOACTBEHHbIN KOA YNAKOBOYHOrC MaTepuana.
Ha nauky kapToHHylo HaHeceH KOHTPONbHbINA
(MABHTVIUKELIMOHHBIA) 3HaK (KM3).

Oanusiin cepTucukat Ha Ceputo UMeeT INEKTPOHHYH NOANUCS.
Ceptudbukar cosaaH aBToMaTHIECKH BanWANPOBaHHOW KOMMNbKTEPHOW CUCTEMOIA.
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KRKA, d. d., Novo mesto

Kog Ne: 7C8121 YMNPABNEHWUE
MpoaykT: TopeHao® ( Pucnepupgon Tabnetkm, KAYECTBOM
NOKPbLITbIe NNeHOYHOU O OJTOYKOMm, 1 ™Mr Smarjeska cesta &
Cepmn' D87180 8501 Novo mesto
Nar ' . 12.2019 Slovenia
ara npoussoAacTsa: 12. Tel: ++386 7 3312 111
laTa ucreyenus Fax: ++386 7 3211 537
CpoOKa rogHocTu: 12.2024
Ynakoska: (6nuctep) 10 x 2 (nayka KapToOHHas) gEiLﬁ%KIKAT
XpaHeHue: Mpu Temneparype He Bbiwe 25 °C, B OpuruHansHoim ynakoBke.
fara: 12.05.2020
Crpanuua: 3/3
Tecrt Cneundukaums Pesynbrarhl
HaHeceHue 2D-koaa.
Cpok rogHocTi 5 ner. 5 nert.

dKkTamu CTpaHbI-3KkcnopTa.

KaecTeo npoaykTa cooTeeTCTBYET HOPMATUBHOM ACKYMEHTaLMK:
NC-002406-261217

HacTposiuum noaTeepxaar, 4to BbllleykasaHHas Cepus paspeLleHa K peanusaumu. YNPAB/IEHWE KAYECTBOM

[arta Beinycka Ha pbIHOK: DaMUIUA W AOMKHOCTS (3BaHWE) NuLa,

23.04.2020 BbIAABLUETO PA3peLLEHNE Ha BbINYCK Cepin
Osa Vewed

KaHAWAAT (bapM. HayK

AaHHbii cepTudmkat Ha cepuio umeeT 3NEKTPOHHYH NOANKCH.
CepTtuchukaT cosnaH aBToMaTUMECKN BanuavpOoBaHHOW KOMMbIOTEPHOW CUCTEMON,




(TOKRKA

Paspemenne na BBLIYCK H BBOA B I'paskIaHCKHii 060poT
IM-4927416563 / 2020

Hanmenosaune nexapersennoro HPeNnapaTa 1is MeIHIHHCKOTO npiuMenenns: ]
Topenao® (Prcriepunon) ra6nerxu, TIOKPBITBIE ILICHOUHOH 060/104KOMH, | Mr 3
(brctep ) 10 x 2 (mauka KapTOHHas)

m-bepun: i _Tonen no: | Poinok: B ‘ Koauuecrro YHNAKOBOK: |
_ D87180 | 12.2024 [ RU ] 17.222 wr,

Ha ocxopanun uudopmanmu TPEAOCTAB/ICHHOH MHOCTPAHHBIM [POH3BOIHTENEM, IOATBEPXK AAIOLICH, yTO
CEpHsi NICKApCTBEHHOTO Ipemnapara 6bila MPOM3BC/CHA M IIPOBEPEHA B COOTBETCTBHH C IJIMIEH3HEH Ha
NMPOH3BOJICTBO JIEKAPCTBEHHBIX CPEACTR, TpeGOBAHMSIME PETUCTPAIHOHHOrO nocke, Tpeboranusmu [Tpasui
HaJIeXKaleH POU3BOJICTBEHHON MIPAKTHKH (yreepxnens: ITpuxasom MunucreperBa npoMelIeHHOCTH U
Toproiiu PO ot 14 urons 2013 r. Ne916), a Tarxe unpMu TpeOOBAHHAMH, YCTAHOBNEHHBIMH HOPMAaTHRHEIMH
[TPaBOBLIMH axTamu Pocewuiickoii Geneparuu u CTPaHBI UMITIOPTEpA.

HopmaTtupuas noxymenTanus: JIC-002406-261217

Hacoopr Ne:  D87180 ot 23.04.2020 r-.

15.05.2020 X| [ ]
[lpoaykums paspemena BLINTYCKY H BBOJY B L ’
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/ ’

OTsercreennoe aumo

hY




