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...... Clindamycin voo mg/& ml injection
MuUIENATMInguasysail

0. YoEn Clindamycin voo mg/& ml sterile solution for injection
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¥
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blo.dulsENay  Usznaudiedien Clindamycin phosphate e¢o mg/ml lu « ml
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o.e Finished product specification: Clindamycin injection (USP&o)

D) Test items Specifications
® | Identification Meet the requirement
© | Assay 0.0 - @lwo.o% of labeled amount of Clindamycin —,
e | Bacterial endotoxins NMT o.&= EU/mg of clindamycin
& |pH && - w.o
& | Particulate matter
- 2 ®0 Um - NMT v,000 particles/container
-2 & um - NMT voo particles/container
o | Sterility Meet the requirement
@ | Volume in container Meet the requirement
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e.lo Drug substance specification: Clindamycin phosphate (USPeo)

.

- Lincomycin sulfate

- Lincomycin

- Clindamycin B phosphate

- e-Epiclindamycin phosphate

- Clindamycin-e-phosphate

- Clindamycin

- Any individual, unspecified
impurity

- Total impurities

D) Test items Specifications

® | Identification Meet the requirement

© | Potency NLT e/&s mcg of Clindamycin per mg (on the anhydrous
basis)

o | Crystallinity Meet the requirement

& |pH nd - &

& | Water NMT 5.0%

o | Sterility Meet the requirement

¢ | Bacterial endotoxins NMT o.¢z EU/mg of clindamycin

@ | Organic impurities

- NMT @.0%
- NMT o.¢%
- NMT 0.¢%
- NMT o.c¢%
- NMT o.e%
- NMT o.¢%
- NMT @.0%
- NMT &.o%

a.e Finished product specification:

Clindamycin injection (BPwoee)

- The sum of the areas of any
secondary peaks

D) Test items Specifications

@ | Identification Meet the requirement

o | Assay 0.0 - @od.o% of labeled amount of Clindamycin
o | pH (acidity or alkalinity) &&-wm.o

& | Related substances

NMT <.0%

& | Bacterial endotoxins

NMT % IU of endotoxin/ml (solution &o mg/ml)

5 | Sterility

Meet the requirement

........ C>( (o UTEEUNTIUNIT 39T
(WEmAInII Aadl)
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@ | Particulate matter
- 2 @0 um NMT 5,000 particles/container
- 2 lb& um NMT oo particles/container
& | Extractable volume Meet the requirement 7

e.& Drug substance specification: Clindamycin phosphate (BPwoea)

D) Test items Specifications
® | Identification Meet the requirement
o | Assay «&.0 - @olb.0% of Clindamycin (on the anhydrous
substance)
o | pH ne - &
& | Specific optical rotation toed” to +emo® (anhydrous substance)
& | Related substances
- Any impurity - NMT lo.¢%
- Total impurities - NMT &.0%
| _© | Water Maximum .0%
& | Bacterial endotoxins NMT o.5 EU/mg
nanewe
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fildsueyiiche
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Lﬁ'uLamzcﬁaauumaﬂmsmwaufﬂ‘u (8.¢) 1oy finished product specification wag/
W38 drug substance specification ‘[ﬂwaurﬂwdaui’umzmﬂaauswmvﬁaﬂszmmﬁm
didnvsednd warliiu o U o TwsmeameumavieUszninsimaidanseting
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<o.o. Nsdumdnlulszinalneg ﬁwﬁmﬁaaﬁmnms%’usaammgwmswﬁmmmwﬁnmmﬁuaz
Bmsialunisuane PIC/S (Pharmaceutical Inspection Co-operation Scheme) lng
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