Kopa Ne:

MpogyxT:
Maprua Neo:

ara npouasofcrsa:

JlaTa UCTeYEHUA
CpOKa FOAHOCTU:

7C7200

RAunanca® (Uenexokcub) kancynbl, 100 mr
SF7800

01.2020

01.2022

(T4 KRKA

YNPABNEHUE
HAYECTBOM

Smarjeska cesta 6
8501 Novo mesto
Slovenia

Tel: ++3867 3312 111
Fax: ++386 7 3211 537

YnakoBKa: (6nucrep) 10 x 1 (na4Ka KapTOM Han)
XpaHeHue: Mpu remne e 1 9
pi p patype He svuue 25 °C, 8 CEPTU®UKAT
OPHIrMHANbHOMN YNaKoBKe. AHANNZA
[Dara: 07.04.2020
Tecr CneuruuxaLna Pe3ynuTarhbl
OnucaHue TeepAbI@ MENaTNHOBLIG KANGYb Ne3 | Teepasie senaruHossie kancynsl Ne 3
Genoro UBeTa (KOPNYE W KpbilLEuKa). Benoro LEeTa (KOpnys W KpeiLLey«a).
Copepxmoe Kancyrn - CopepHeiMose Kancyn -
PaHynpoBaHHeA NOPOLLOK Senoro rpaHyNUpOREHHBIA NopoLLok Benaro
wnv nowT Genoro LseTa. unu no~TH Genoro useTa.
OAHOPOAXOCTE AC3UPOBEHUA fokasaTens NpramnamMocTi (AV) He 58
Gonee 15,0 %.
TIOANKHKOCTE BIKX Bpema yAepsnaaHna OCHOBHOrD NUKa CooTReTcTBYST
H& XPOMATOrDAMME NCBITYEMOMD
PacTBOpa AOSHKHO COOTBETCTBOBATL
BPEMEHU YASPHUBAHKRA MUK
uenexoxcuba H3 XpoMaTorpaMMe
CTaHgapTHoro pacTsopa.
PoACTEEHHbIE NpuMecy - TTioGan ne Gonee 0,2 % <=0,10
8MRUHHAR NDKWMBCH
PoacraeHHsie npumeci - Cymma e Gonee 1,0 % <= 0,10
npuMeced
KonvvecTeeHHoe Onpeaenesie He menee 95 % v He bonee 106 % 99
yenexokcuba OT @ABNSHHOMD
KONUUECTBA.
PacreopeHud He menee 75 % (Q) uenekokeuba 95-98

yaped 20 muH.

MurpoBronornieckan YUCTaTa

ObLee yucno aapobHbix
MIKpOOpraHismos — He Gones 10°
KQOE 8 1 r (Mn)

O6wyee Yucno ApoiokeBeIX U
AnEcHeBbix SPUG0B — He Bonee 10°
KOE 8 1r{mn)

Orcyrereve Escherichia colis 1 r (mn)
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“1 TeCTUpoBaHWE HE NPOBOAKT
MUHUMYM OAHO NAPTHK B rOA).

TA Ha KaXACR NAPTUH (NPOrPaMMa M
HacToRwpM rapaHTUpYeM, YTO ASH

OPWTOPMHIa NPEAYCMATPURABT TECTUPOBAHNE KaK
HAA NAPTUA COOTBETCTRYET BOAM ebopannam.

CTpanvua: 1/3




Kog Ne:
NpoaykT:
MapTtua Ne:

Dara npoussoAcTBa:
Jata UcTeueHun
CpOKa rogHOCTH:

(T4 KRKA

7C7200 YMNPABAEHMKUE
Annaxca® {ienexoxcn) kancyaby, 100 me KA4ECTEOM
SF7800 Smarjeska cesta 6
01.2020 8501 Novo mesto
01.2022 Slovenia

Tel: +4386 7 3312111
Fax; ++386 7 3211 837

YnakosHa: {6nucrep) 10 x 1 {nauka KapTOHHaA)
XpaHenue: Npu Temnepa He Bbiwe 25 °
’ O:HTHH&J‘II::O;V ssaxo::e e CEPTUOUKAT
’ AHAJTU3A
Oara; 07.04.2020

Tect Cneunduraunn Pe3ynbTathi

Ynakorka Mo 10 kancyn B GnucTep 3 NBX 1 GoRLMK Mo 10 kancyn 8 GnvcTep wa TBX w chonsru
BMIOMUHRNEBOMH, anIoMUHNEBORA,
1,2,3,4,5,6 9nm10 Gnucrepes aBMacTe € 1 6nucrep BmecTe G WHCTpyKUne# no
WHGTPYKUNEI MO NPAMBHEHUIO NOMOLLRIOT B NaqKY MPUMEHEHMIO NOMELLAIOT B NBYKY KAPTOHKYIK,
KAPTOHHYO.

Mapkuposka Ha nepevusoA ynakoske (Sancrepe) Ha pycerom Ha nepandro ynaxoake (6nncrepe) Ha
AabiKe YKE3bIBAIOT: PYCCKOM A3bIKE YX3IHBAKT.
TOProBOe HAKMEHOBAHWE npenapaTa c TOpropoOe HAaWMEHDBAHWE Npenapata ¢
fnpeAyNpeARTENLHON MARKHDOBKOA ®, npeAynpeAnTeNbHOR mapxupoBkoi @,
MEXAYHaPOAHOE HENATEKTOBAHHOE MeWAYHIPOAHOE HENBTEHTOBaHHDE
HanMeHoBaHWe, NeXapCTREHHYIO QOpMY, HAYMEHORAHNe, NEKAPETREHHYIO 1OPMY,
AOIMPOBKY, TOBAPHLIA 3HaK (na narunwue) AD3MpCBKY, TOBAPHEIA 3HAK (Ha naruHule)
UPMbI-NPOUIBOAVTENA, HOMBD CepuiA, AATY APMBI—NPONIBOAMTENA, HOMED CRpUL, AaTy
NpOM3BOACTBA, CROK MOAHOCTH. Npou3A0ACTEa, CPOK FOAHOCTH. Ha sTOpruHOB
Ha sropuunoi ynaxoske (nauxe KAPTOHHOK) Ha ynaxkaeke (nauke KapTOHHONA) Ha PYCCKOM
PYCCKOM RILIKE YKA3LMBBIOT: AILIKE YKAILIBAOT:
TOProBoe HaWMeHoBaHWE Npenapara ¢ TOProBOS HAMMBHOBEHYE npenapara ¢
npeaynpeauTensHON MapkvpoBKkOR ®, npeaynpeauTensHaR mapknposkoi &,
MEeXAYHaPOAHOR HONATEHTOBAHHOR MEX1YHaPOAHOE HENATEHTOBAHNOE
HaWMENOBEHVE, NEXAPCTEEHHYID $OPMY, HaWMEHOBaNe, TekapcTBenyio dIopMY,
AQINPOBKY, KONMMECTBO Kancyn B ynakoske, AO3VPOBKY, KONNYECTBO KANCYN B yNakaBke,
HA3B8HME ASACTEYIOLLErO BEWeCTsd 1 €rQ HAIBAHNE A8HCTBYIOIEIO BEWSCTDE U €r0
xonuuecTeo B 1 kancyne, «BCnomoraTenbse KOMHYecTso 8 1 kancyne, «BenomoraTenbHele
BeLiecTRa; NAKTOIL! MOHOTMAPAT ¥ APYTHE, BELLECTEA: NAKTO3b! MOHOMAAPAT W NPYTHE,
yKAIAHHBIE B MHCTPYKLAN MO NDUMEHEHAIOS, yKa3aHHble B ANCTPYKUMK N0 NPUMEHEHMIOD,
cnocoS npumenenna: “[ins npuema BHYTPR", cnocof npumenenns: "inA npHema
yCNOBMA XPAHEHNA, YCNOBUA BTMYCKE, BHYTPL”, YCNOBUS XPAHEHNA, YCOBUA
NPEAYNPEAVTENBHYIO HAANUCH: «XpanuTe 8 OTNYCKRA, NPEAYNPRANTENBHYR HARMHCL:
HELOCTYRHOM ANA AETEd MecTen, ToBapHBIR 3HAK «XparuTh B HEAOCTYNHOM ANA Aeteil mecTes,
{Ha Natunvue}, Ha3BAHNE K AADEC thpMbl- TOBAPHBIA 3HaK (H8 RATMHWLE), HAIBEHKE U
NPOKIBOAUTENR, PerncTpPaLMOHHLIA HOMEP, HOMED anpec GUpMbI-NPOUIBOAUTENA,
cepuu, AATY NPOM3BOACTAA, CPOK TOAMOCTH, peracTpauv OHHBLI HOMEP, HOMED
NPOWSSOACTBEHHbIA XOA YNaXDBOUHOM cepw, AaTy NPON3IBOACTEA, CPOK FOAHOCTH,
MaTepuana, WTPKX~KoA. [lonyCKAETEA HBHECeHNE NPOYABOACTBEHNKIR KO/ YNZKOBOYHATD
Ha NayKy kapTOHHYIO KOHTPOMBHONO marepvana, LWTpWX-KoA.
{MABHTUD MHEMOHHOTD) IHAK (KW3) ¢ nonHBIM Ha nauxy KapTOHHYI0 HARECEH KOHTPORbHBIA
WAW YacTAJHLIM AYBNUPOBAHVEM HH(OPMALWK, (naenTurauroHHbIR) JHAK (KV3).
CONEPMALLBHCA B HEM B BUAE YWTAEMOrD
NEYaTHOTO TEKCTa © LBNBIO MOMATOPUNIE
AoVXEHIHs NeXapcTBEHNOrG npenapaTa ot
fipOU3BOANTRNA 40 KOHEUHOTO notpebuTansa.

Cpok roqHocTH 2 ropa. 2rona.

Crpanuua: 2/3
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(T4 KRKN

Kog Ne: 7C7200 YNPABNEHME
MpoaykT: [Annaxca® (Lienekoxen6) kancyabi, 100 mr KAYECTBOM
Naptuna Ne: SF7800 Smarjeska cesta 6
Data npousgoacTea:  01.2020 8501 Novo mesto
Jata ucteuenmna 01.2022 Slovenia

¢poOKa FOAHOCTH! Tel: ++386 7 3312 111
ynakoexa: (6auctep) 10 x 1 (nauka kapToKHasn) Fil: £6300 7. 2241.637
XpaneHue: Mpw Temnepartype He sbiwe 25°C, 8 CEPTUOUKAT

OpPUIrMHAALHOMA YNaKoBKe. AHANU3A

Dara: 07.04.2020

[AanHslif NPOAYKT BLIMYCKAGTCA B COOTRETCTSUY CTEKYLLIAMN peBosanusmun GMP.

Cepva NEKAPCTBEHHOTO CPEACTBA NPOUIBEAGHA, NPOKOHTPCNKUPOBANA K 0A06pEHa B CODTBETCTBYN C HOPMATKBHON
AoxymexTauved: NN-002552-010818

E;B?’. Bzh[')nzy;m Ha PbIHOK. YMPABNEHUE KAYECTBOM
Rt GamMunua ¥ AOMKHOCTL (3BaHUe) Nuua,
BbIAABLIErD PA3PELLEHNE HA BuINYCK COpUn
Mapns Buany

xanpKAST MPapm. HayK

(O KRIN

KCI;QKA. d
varng zdravll, d.d.,
e I i, o0
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(LAKRKN

Pa3pemieHue HR BHINYCK H BBO B IPAXIaHCKHI oGopor
1M-4927166256 / 2020

HaumenoBanue JeKAPCTBEHAOT0 PENapaTa A1 MeAHIHACKOrQ OpUMEHeHs:

Tanaxca® (Ilenexokcu6) kancynsl, 100 mr
(6mrcTep) 10 x | (mauxa KapTOBHAA)

Cepus: I'ozeH mo:

Prinok:

KouecTBO YIAKOBOK:

SF7800 01.2022

RU

29.956 mr.

Ha ocHoBAREH MEGbOPMAURY IPEAOCTABICHHON MHOCTPAHHEIM NDOH3BOUTEICM, COATBEPAIAIOMEH, YTO
cepus NIEKAPCTBEHHOrO Ipemapara (blta MpousBeNeHa K NPOBEPCHA B COOTBETCTBHA © muuen3uefl Ha

NpOU3BOACTBO JIEKapCTBCHHBIX CPCACTB, TPEGOBEHHSIMH PerHCTpallHORHOT0 JOCHE,

tpebosanrsmy Ilpasui

HAZUIEKAIEH TPOM3BOACTBEHHON MPAKTUKA (YTBCPKICHE IIpuxazoM MHEHCTEPCTBA NPOMKIIUICHHOCTH H
topropmi P® ot 14 mous 2013 r, Ne916), a Taxxe HHHMU TpeGORaBHAMH, YCTAHORICHHBIME HOPMATHRHEIMH
npasoBsME akTaMi Poccniickoit denepannn ¥ CTpaHEl AMIIOPTEPA.

HopmaTHBHAR NOKYMEHTANAAL JIT1-002552-010818

Macoopr Ne:  SF7800 ot 19.03.2020 r.

OTBeTCTBCAHOE IHIO WavecraTOR < I‘Io;nncb

09.04.2020 X
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