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5100150 @ ....... Clindamycin boo mg/& ml injection
AU IENIAIMINUATIYET

. doen Clindamycin boo mg/a ml sterile solution for injection
AusUUAN LU
&
b.0. JUUUY \Wuasazanela Usmainide

blo. duUsznau  Usenaumesaegn Clindamycin phosphate edo me/ml Tu & ml

o.n. MMUULUITY  USSqluMuurdmiuusIindausmeinide wlinwnuin type | nenedeaiiugn
gedaaseidadilususesnanIBNATIUNEA UsTgaNTSI (en.) Wi
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am.@ Finished product specification: Clindamycin injection (USP«o)

D) Test items Specifications
@ | Identification Meet the requirement
o | Assay =o.o - elwo.o% of labeled amount of Clindamycin
o | Bacterial endotoxins NMT o.&= EU/mg of clindamycin
@ |pH && - o.o
& | Particulate matter
- 2 ®0 um - NMT ,000 particles/container
- 2 lod& pm - NMT boo particles/container
o | Sterility Meet the requirement
¢ | Volume in container Meet the requirement
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el Drug substance specification: Clindamycin phosphate (USP&o)

D) Test items Specifications
® | Identification Meet the requirement
o | Potency NLT ei&@ mcg of Clindamycin per mg (on the anhydrous
basis)
am | Crystallinity Meet the requirement
& |pH nd - &
& | Water NMT ©.0%
o | Sterility Meet the requirement
@ | Bacterial endotoxins NMT o.&= EU/mg of clindamycin
@ | Organic impurities
- Lincomycin sulfate - NMT @.0%
- Lincomycin - NMT o.¢%
- Clindamycin B phosphate - NMT &.&%
- ed-Epiclindamycin phosphate | - NMT o.&%
- Clindamycin-m-phosphate - NMT o.en%
- Clindamycin - NMT 0.¢%
- Any individual, unspecified - NMT @.0%
impurity - NMT &.o0%

- Total impurities

a.a Finished product specification: Clindamycin injection (BPmoea)

D) Test items Specifications

@ | Identification Meet the requirement

o | Assay wo.o - @od.0% of labeled amount of Clindamycin
o | pH (acidity or alkalinity) &.& - .o

& | Related substances

- The sum of the areas of any NMT .0%
secondary peaks

& | Bacterial endotoxins NMT % IU of endotoxin/ml (solution @c mg/ml)
o | Sterility Meet the requirement
\ / L/ - ‘—‘--&4"%\)’_
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o | Particulate matter
- 2 @0 Um NMT b,000 particles/container
- 2 lod pm NMT oo particles/container
@ | Extractable volume Meet the requirement

a.a’ Drug substance specification: Clindamycin phosphate (BPmoea)

b} Test items Specifications
® | Identification Meet the requirement
o | Assay «d&.o - @ow.o% of Clindamycin (on the anhydrous
substance)
o | pH n& - &
@ | Specific optical rotation +ead’ to +emo’ (anhydrous substance)
& | Related substances
- Any impurity - NMT lo.¢%
- Total impurities - NMT &.0%
b | Water Maximum ©.0%
o | Bacterial endotoxins NMT o.o EU/mg
VUELNR
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uAIzAeuuUIenaINTYBuAlY (8.¢) 1 wdex finished product specification wag/
30 drug substance specification lagveunlvnewulseniAaausIAIvMSaUsENMATIAN
Bldnmietindg warlitiu o U e Tulssmeaeusiavideuseninsimdidnnsedind
&b, ANAITUTBRINIFINNTTHARY

<lo.o. NIl WARluUTTINAlNY fudndoiionarsiusewnsgIuntsHanemuvdninusiuay
FBnnsfimlumss@ne PIC/S (Pharmaceutical Inspection Co-operation Scheme) lat
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