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Cisatracurium besylate injection 10 mg/5 ml
1. #ow Cisatracurium besylate injection 10 mg/5 ml
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2.2 dmlsznau  Uszneuse Cisatracurium besylate 2 mg/ml Tuu3uans 5 ml

23 mouzussy  UITRluAurUITRendauTeanide Yestuuas

24 aan - seyfiesn duvszneumeddyuazanunss Suwde i’u?;umq WnaTinGn
waziavnziyusmivenlisgnadaauuuussiue
- yumwuzUTIEIegWiudesEyTaswiateniinisd duusenaunay
TPNAANLITIVDIEN 1nTinEn Tudueny
- fformuuduieulidnifunniianmall 2 - 8 ssmwaiFua vanidenTs

WG wavivgnatsenseTanauld
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3.1 Finished product specification : - USP 38

49 | Test items Specifications
1 | Identification m’nﬁwhum'mﬁ'izu‘lu Finished product specification
2 | Gnssnddgy 90.0 - 110.0% of labeled amount of Cisatracurium besylate
3 | pH 30-38
| 4 | VStentlty Sterllty
5 Bacterlal Endotoxm - iNot more than 8 17 EU/mg of C|satracunum besylate
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Test items Specifications
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7 6‘ ” M'l'iotai‘Réléted Substance < 14.40% w/w
- 7 | Particular rwnﬂatter
-Size 2 10 um Not more than 6,000 particles/container
- Size 2 25 ym Not more than 600 particles/container
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4.2.1. nstlomdnluusemalng guandesdionansiusennnsgrunsudngimunaninue
wagdsnasfialunisuanea PIC/S (Pharmaceutical Inspection Co-operation
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