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KRKA.d.d., Nove mesto

Kon Ne: 7D2508 YTMNPABIEHUE
MpoaykT: CenadyopT, pacTBOp ANA HapyXHOTo KAYECTBOWM
NpuMeHeHus, 60 mr/imn (gosupoBka 1 x Smarjeska cesta 6
19Mm r10,25Mn) 8501 Nova mesto
MapTus Ne: £88273 Siovenia
Oata npoussopcTsa: 09.2020 Tel: ++386 7 3312 111
[arta ucrevenus Fax: ++386 7 3211 537
CPOKa roqHOCTHU: 08.2022
MeTopm aHanuaa: KPKA CEPTUDU KAT
Ynaxkoska: 1x0,25mn AHA“M3A
Dara: 07.10.2020
Crparuya: 1/ 1
Tect Crneuundukauus PesyneTatsl
Onucanue Mpospaytsiit pacTsop oT BecuseTHoOro 40 XenToro CooTeercrayer
unu ot GecUBeTHOro 40 KOPUNHEBOro UAK OT
BeCUBETHOrO 40 KODUMHERO-KENTOIO WY OT
fecuseTHoro go seneHo-xenToro yeeTa.
po3payHoCTL 1 cTeneHb ONanecUeHUNY KUZKOCTER PacTeop pomxer GbiTb NPO3payHLIM. CooTsercrayeT
CreneHb okpacku XuakocTen UicnbiTyemstit pacTeop oxpalueH He Gonee CootsercreyeT
UHTEHCUBHO, YeM CTaHAapTHbIR pacTeop Y2 unv
BS5 unu BY4 unu GY2,
MnoTHoCTs Ot 0,790 r/mn go 0,860 rimn 0,825
OAHOPOAHOCTL J03UPOBAHNA — OTKNOHEHME CENaMeKTUHa N0 Macce Mokasatens npuemnemocTu (AV): He Gonee 41
15,0 %
MoanuHrocTe cenamexTuHa - BEXX KonuuecrsenHoe onpesenerve senseTes CooTeercrayer
OAHOBPEMEHHO ONpPEeAEneHuem NOAIMHHOCTY.
MognunrocTs ByTunrugpokcutonyona KenuyecteerHoe onpegenerve ssnsercs CooTteeTcTBYET
OfHOBPEMEHHO ONpeAeneHuem NogIUHHOCTY,
PoACTBERHbIE NPUMECKH CENamMeKTUHA - NpuMech A He Bonee 2,0 % 0.4
PoacTseHHsie npumecy cenamexTuna - npuMecs 8 He Gonee 2,0 % <=0,30
PoacTseHHbie NpUMEcK CENaMexTrHa - npumecs C He Bonee 1,5 % <=0,30
PoRCTBEHHbIE NPUMECK CeNamMeKTIHE - npuMecs D He Gonee 1,5 % <=0,30
PoscTseHHbIE NpUMEcH cenamekTuHa - nioban APYraa eguHudYHan He Bonee 1.0 % 0.5
PoacTseHHbIe NPUMECH CENaMEKTUHAE - CYMME He Gonee 4,0 % 0.8
KonuyecrserHoe onpegenekue ByTunruapokcuTonyona O160 % a0 110 % oT 3asBNEHHOro KonuYecTaa 100
KonudecTeeHHoe onpegenerue cenamexTuHa (3ansnexKoe 14,2 mr/nuneTxa — 15,8 mr/nunertka 15,2
Konuyecteo cocrasnser 15 mr/nunerka)
Mukpobuonoriieckasn wiecroTa - OKAM He Bonee 100 KOE/mn <10
MukpoBuonorudeckas uucrora - QKM He Bonee 10 KOE/mn <10
MukpoBuonoruieckas uucToTa - Pseudomanas Aeruginosa QOrcyrerBue B 1 mn CootseTcrayer

Mukpobuonoriudeckas wucroTa - Staphylococcus aureus

Otcyrcraue 8 1 Mn

HAaHrsiil npenapar esinycKaeTcs 8 COOTRETCTSUN ¢ Texywumu TpebosaHusmu GMP.
KPKA, 5.4. Hoso mecto FapanTUpyeT COOTBETCTBUE KaYeCTBa NPenapaTa Mo BCEM GCTAMbHbLIM MOKa3aTensaM, B
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LarHeii cepTudukat Ha cepuio nveeT 3NEKTPOHHYK NOANUCS.

Ceprudhukar CosaaH asToMaTudecku BaANULUPOBAKHON KOMMNLKTEPHOR CUCTEMOI.




