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Cisatracurium o me/ml injection, & ml ( GPU : eloemaa )

e. %aﬂ’l Cisatracurium b me/ml injection, & ml
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o dulssnay Usznausiefie Cisatracurium o mg/ml TuansazanouFunng ¢ ml
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o.@ Finished product specification:Cisatracurium injection (USP ce)

Jo Test items Specifications
@ | Ildentification Meet the requirements
b | Assay ~o.0-aa0.0% labeled amount of cisatracurium
& | Bacterial endotoxins Not more than ew.n% endotoxin units/ml of
cisatracurium besylate

& | pH M.0 — Mm@
& | Sterility test Meet the requirements
o | Uniformity of dosage units Meet the requirements
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) Test items Specifications

@ | Impurities

Organic impurities

- dis-Quaternary acid Not more than &.m%

- (Ry-Laudanosine Not more than &.0%

- cis-Quaternary alcohol Not more than &.o0%

- cis-Quaternary monoacrylate Not more than lo.&%

- Any individual unspecified Not more than o.&%

degradation product

- Total degradation products Not more than ed.o%
@ | Particulate matter in injection Meet the requirements

el Drug substance specification : Cisatracurium besylate (USP &a)

U8 Test items Specifications

® | ldentification Meets the requirements

o | Assay wo.o-@06.0% labeled amount of cisatracurium
Residue on ignition Not more than 0.@%
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) Test items Specifications
e | Organic impurities
- cis-quaternary acid Not more than o.lb%
- (R)-N-methyllaudanosine Not more than o.9%
- (R»-Laudanosine Not more than o.%%
- cis-quaternary methyl ester Not more than o.c%
- cis-guaternary alcohol Not more than o.&%
- R-trans-R-trans-atracurium Not more than c.lb%
-R-cis-R-trans-atracuriurm Not more than o.a%
- trans-monoquaternary compound Not more than o.&%
- trans-monoacrylate Not more than o.€%
- cis-monoqguaternary compound Not more than o.«%
- cis-cis-triester analog ‘ Not more than o.&¢%
- cis-monoacrylate Not more than &.0%
- Any individual unspecified impurity Not more than c.e%
- Total impurities Not more than an.0%
@ | Limit of methyl benzenesulfonate Not more than @o ppm
& | Optical rotation “po.0" to -&e.0’
o | Water determination Not more than €.0%
VUG |
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