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764389 Cisatracurium 10 mg/5 mL solution for injection/infusion, 5 mL ampoule %30
1157325 cisatracurium 10 mg/5 mL solution for injection/infusion, 5 mL vial
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1.5. Mavnaasunniantanily (General chapter)
1.5.1. auanURveq Injection fiMsuanana/n15ns39 Universal test dasinluil

Test Acceptance criteria
Description/Appearance Complied to finished product specification
2 | Assay Complied to finished product specification
(Shelf-life COA only)
3 | pH Complied to finished product specification
4 | Volume in container Complied to finished product specification
5 | Particulate matter Complied to finished product specification
6 | Related substance Complied to finished product specification
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2.1 Finished product specification (shelf life)
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¥8 | Specification of finished Acceptance criteria Acceptance criteria
product (USP 2024) (In house)
1 | Identification
A IR absorption Meets the requirements
B. HPLC The retention time: The retention time:
corresponds to standard | corresponds to standard
Assay 90.0% - 110.0 % 90.0% - 110..0 %
Assay of Benzyl alcohol 90.0% - 110.0 % of the
content (if present) labeled amount of benzyl
alcohol
4 | Impurities or Related
substance
~cis-Quaternary acid »3® R- NMT 4.3% NMT 6.5%
cis-PAMQ
(R)-Laudanosine NMT4.0% NMT 2.0%
cis-Quaternary alcohol NMT 5.0% NMT 7.0%
(Monoester of Cis_ ATRC)
- cis-Monoacrylate NMT 2.5% NMT 5.0%
(Acrylate of cis-ATRC)
-Any individual unspecified NMT 0.2% NMT 0.2%
degradation product
Total degradation products NMT 14.4% NMT 17.5%
5 | pH 3.0-3.8 3.0-3.8
Particulate contamination:
Sub - visible particles
Particulate matter = 10 um < 6000/amp
Particulate matter > 25 pm < 600/amp
7 | Bacterial Endotoxins Test
EU per mg NMT 8.17 NMT 8.33
EU per ml NMT 16.66
8 | Sterility Tests Meets the requirements Complies to the
standard
9 | Other requirements Meet the requirement for Complied to the
injections and implanted standard
drug products
9 | Packaging and storage Preserve in single-dose or
multiple-dose containers,
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92

Specification of finished
product

Acceptance criteria
(USP 2024)

Acceptance criteria
(In house)

preferably of Type | glass.

protected from freezing

Store in a cool place,

and light.

2.2 Specification of Active pharmaceutical ingredient (API)

99 | Specification of API Acceptance criteria Acceptance criteria
USP 2024 In house
1 | Identification (USP)
A. IR absorption IR spectrum: compiled to | IR spectrum: compiled to
standard standard
B. HPLC The retention time : The retention time :
corresponds to standard | corresponds to standard
2 | Assay (on the anhydrous and 97.0% to 102.0 % 97.0% to 102.0 %
solvent-free basis)
3 | Impurities (USP)
-Residue on Ignition | NMTO.1% NMT 0.1 %
-Organic Impurities
® cis-Quaternary acid® or NMT 0.2% NMT 0.5%
R-cis-PAMQ
®(R)-N-Methyllaudanosine® NMT 0.2%
®(R)-Laudanosine? NMT 0.6% NMT 1.0%
®cis-Quaternary methylester® NMT 0.4%
®cis-Quaternary alcoholf or NMT 0.5% NMT 0.7%
Monoester of cisATRO) |
®R-trans-R’-trans-Atracurium?® NMT 0.2%
® R-cis-R’-trans-Atracurium® NMT 0.8% NMT 0.5%
or Cis_trans-ATRC. ............................................................. TS R PP Uv—
®trans-Monoquaternary NMT 0.5%
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98 | Specification of API Acceptance criteria Acceptance criteria
USP 2024 In house
®trans-Monoacrylate’ NMT 0.5%
® cis-Monoquaternary NMT 0.7%
compound. e L
®cis-cis-Triester analog' NMT 0.4%
®cis-Monoacrylate™ or NMT 1.0% NMT 1.0%
acrylate of cis-ATRC ESTETe N ez
®Any other unknown impurity NMT 0.1% NMT 0.1%
®Total impurities NMT 3.0% NMT 2.0%
4 | Limitof Meyhyl Benzenesulfonate NMT 10 pPpm
(USP)
5 | optical Rotation (USP) -60.0° to -54.0° at 20°,
calculated on the
anhydrous and solvent-
free basis
Water Determination (USP) NMT 5.0% NMT 5.0%
Bacterial endotoxin NMT 8.33 EU/mg
Padaging and stiage Preserve in tight, light- | Complied to the standard

resistant containers,

Store cold, desiccated

wuewmg  NMT = not more than
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3. A5UszLiuAIUsLaNS A Weas1A1 (Price Performance)
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