FIasBUARMANYAZIANE

81 Meropenem @ ¢ powder for solution for injection

@. ATNNGDINT 81 Meropenem @ g powder for solution for injection 31U7U e0,000 vial,
. ARl
b.6 JULUU : 818n
oo §UUTENIU : @ 1198 Usznauniusig) Meropenem o ¢
oL DIWURUTIY © BIUTITIUA LR LTI ERUTIM N aRsusslundas anunsatieaty
uadlsl vunwuzusIYdossEyBeialy mnuuss lavindn Suvunetgeiliagedaiay
b.e 2070 : szyfeewinly dudszneumendidyuazanunss devddueen dufeunis
den Fiivine wiinde wmzdouii3u SundouasTumeegeliogudaay
an. ARUFNUANIamALA
nan13n3193tasERamn B uluniy Finished product specification sldaangifousa
drlneuamznssunMseswaren nssnsisansisaa wasiliunduihfuiiieuivdelmintunsgiu
wndasdulad3unile muUsEnansEnsNasIngy $oessyisne welbdoe ariull b Suaiau wa.
b&ooe LaTADINILNNTNINITFILYNIITE

Drug substance specification (Reference USP&a)

a.@ Definition Colorless to white or light yellow crystals or
crystalline powder. Soluble in dimethylformamide
and in &% dibasic potassium phosphate solution;
sparingly soluble in water and in &% monobasic
potassium phosphate solution; practically insoluble
in alcohol, in acetone, in methylene chloride, and in

ether.
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sn.ed Chromatographic purity

Finished Product specification
an.@ Descriptions
ol Identification test
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a. Content of Sodium

an.& Uniformity of dosage units

oo Impurities

an.5.@ Organic impurities
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Relative Acceptance
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Name Time NMT (%)
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