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KRKA d.d., Novo mesta

Kog Ne: 7C5388 YIMPABNEHUE
MpoaykT: Mapdoniokcun TabneTtku, 5 mr Ne10 KAYECTBOM
MapTia Ne: SF4243 Smarjeska cesta &
fara npoussoactea: 10.2019 8501 Novo mesto
Hata uctevexus Slovenia
CpoOKa rojgHocTu: 10.2022 Tel: ++386 7 3312 111
Merog aHanuaa: KPKA Fax: ++386 7 3211 537
Ynakoska: 1 x 10 Ta6n. CEPTMCDVIKAT
AHANU3A
fata: 16.12.2019
Crpanuyz : 1/ 1
Tect Crieuvduxayug Pesynbrarsl
Onucanue Kpyrawie ABOSKOBLINYKALIE MpamopHbie Tabnerku Cooveercrayer
6neaHaro kopuureso-wenTore useTa ¢ chackon y
C BOIMONHBLIMU TEMHBIMU U Benbimu BKpanneHusmu,
© puckod Ha oA Huii cTopoHe.
QOaHopogrocTs Maccsl PaspeneHHLIx nononam Tabnerok Macca He Bonee OAHOM 13 30 TaBneTox MoxeT CooTaETcrayeT “1
BBIXOAUTE 3a Npegen 85-115% ot cpeaHeit Maccel,
¥ Macca Hit ogHoR TaBneTiv He BbixoauT 33
npegen 75-125% ot cpeg el maccs
QAHCcpogHOCTS eAnHUY AC3UPOBEHUA-CAHOPOAHOCT, COfEepXaHus MokasaTens npuemnemoctu {AV):He Gonee 4.7
MapbodnokcayuHa 15,0
MognuaHocTs mapbodnokealytia {B3HX) KonuuecraenHoe onpejeneHue sansertcs Coorsercrayer
OAHOBPEMEHHO OnpeseNerueM NOgNUHHOCTY
MNopnuHHoCTL mapbodnokayuHa - TCX CooTsetcrayer TpeBoBaHnam, NpejsyCcMOTPeHHbIM Cootaercrayer *1
HANUTUHECKOR METOAUKOM B OTHOWEHUY vCnsITaHus
PogcTeennsie npumecy - e uHUIHBIe He Gonee 1,0 % <=0,30
PojcTeaHsbIe NpuMecy - CymMmMa He Bonee 2,5 % <=0,30
Konuyecrasernoe onperenerue mapbopriokcauuna 85 - 105 % ot sasanenHoro Konudecrsa 101
Pacreopetue mapbotbnokcayuHa He menee 80%(Q) ot 22aABAEHHAro 96 -98
Konuyecrea vepes 30 MUHYT
MuxpoBuonoruveckan yuerora - OKAM He Bonee 1000 KOE/r 0 1
MukpoSuonorudeckas yucrora - oKanr He Gonee 100 KOE/ o} 1
MuxpoBronorusackas yucroTa - Egcherichia coli Oteyrersyers 1 Cooraercrayer *1

"1 TecTvpomaHue ne NpoBoANTCA 13 K2XA0W napTuu (Nporpamma MOHUTODUHra NpesycMaTpueaeT TECTUPOBAHWE KaK MUHUMYM

OAHOH NapTUY & rog).
Hacroawum 28paHTUpyem, YTe AaHHaR napTus COOTBETCTBYET BCeM TpeGOoRaHUAM,

DaHHeii npenapar BhilYCKaeTca B cooTaeTcTaUY C TeKyWumMY TpeGosaruamu GMP.
KPKA, 4.5. Hoso MECTO rapaHTupyeT cooTeeTCTBME Ka4ecTea npenapata no scem OCTaneHeLIM NoKasaTensm, BKNIOYeHHBIM B H,

YMPABNEHUE KAYECTEOM
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Move Mot

fata esinycia Ha PBIHOK;
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Danseld ceprudpukat na Cepuio uMeer SNEKTPOHHYIO NOANUCH.
Ceptudiukar CO3A2H aBTOMaTUYeCKY BanugupoBatHo KOMMbIQTEPHOR CUCTEMON.



