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®. AUABINTT 81 Clindamycin boo me/e mL solution for injection/infusion, & mL vial
MUY @o,000 vials (GPU : &&meloe)
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&.e Finished product specification: Clindamycin injection, USP e

U9 Test items Specifications
&e.e | ldentification Meet the requirement
&elo | Assay 0.0 - ®@w0.0% of the labeled amount of Clindamycin
&e.,m | pH &d&- oo
&o.@ | Bacterial endotoxins Not more than o.&= USP EU/mg of Clindamycin
&.e.¢ | Particulate matter

- Size 2 @0 kM

- Size 2 b& bm

- Not more than booo particles/container

- Not more than boo particles/container
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<.lo Drug substance specification: Clindamycin phosphate USPax

49 Test items Specifications
&b.e | ldentification Meet the requirement
&blo | Assay Clindamycin phosphate contains the equivalent not
less than & mcg/mg of Clindamycin calculated
on the anhydrous basis
&lo.m | Crystallinity Meet the requirement
&l.@ | pH (in a solution @o mg/ml) nd - @&
&o.¢ | Water Determination (Method 1) | Not more than o.0%
&b.o | Sterility test Sterile
&lo.ev | Bacterial endotoxins Not more than o.&= USP EU/mg of Clindamycin
(The label states that it is sterile or must be
subjected to further processing during the
preparation of injectable dosage forms)
&b.s | Organic Impurities
- Lincomycin phosphate - Not more than @.0%
- Lincomycin - Not more than 0.&¢%
- Clindamycin B phosphate - Not more than .&%
- e-Epiclindamycin phosphate - Not more than 0.&%
- Clindamycin e-phosphate - Not more than o.an%
- Clindamycin - Not more than 0.¢%
- Any individual unspecified - Not more than ©.0%
impurities
- Total impurities - Not more than &.0%
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