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muUszniAdsmdnguasiysiil

. Fawn Ceftazidime @ g powder for solution for injection
. AuauTANIlY
b.e. jULUY Huemsusimanide dvniuianng dviviadmeendond
blo. duuseney Usenaumesien ceftazidime pentahydrate %ﬂﬁuyaﬁu ceftazidime o g
WAz sodium carbonate (38 arginine)
oo MYULUTT]  USTTlUMBUE LTI dnuTandeviau
. A/N
- szyBesvFedovnemsd dulszneu suaraLsswesen wunsdouiiue
aviindn uiindnuas Sununeny Vosnednauuuussy s
- VUNTUEUIREN Srylesviedenamsdn diuliEnou TR weaEn
waiindn Juvuaeglidaay
. AudNUANIuATA
m.e. Finished product specification: Ceftazidime injection
o) Test Specification (USP&®)
@ | Identification Meet the requirement
Assay - @wo.o - @od.0% labeled amount of ceftazidime on the
dried and sodium carbonate or arginine-free basis
- @o.o - ebo.o% labeled amount of ceftazidime
o | Bacterial endotoxins NMT o.@ endotoxin unit/mg of ceftazidime
& | Sterility test Meet the requirement
& | pH &.0 - a.& (oo mg of ceftazidime/ml)
b | Uniformity of dosage unit Meet the requirement
T T— - @n.d&% w/w where ['t contafns SOC.iI'L‘Jm carbonate
- @lv.&% w/w where it contains arginine
@ | Particulate matter Meet the requirement
« | Sodium carbonate (where present) Meet the requirement
ao | Liit oF pyriie NMT o.a% where it conta?ns SOC:filem carbonate
NMT o.m% where it contains arginine
adde W/ Usysmunssums  asie égr nN3IUNS Asde :r/ ................ NSINMT
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a.lo. Drug substance specification: Ceftazidime pentahydrate

4o Test Specification (USPe’®)
@ | ldentification Meet the requirements
«é.o0 — @olb.o% labeled amount of ceftazidime (on dried
b | Assay :
basis)
m | Crystallinity Meet the requirements
@ | Sterility Meet the requirements
& | pH m.o — &o (& mg/ml)
© | Loss on drying @m.o — e@d.0% of its weight
@ | Bacterial endotoxins NMT o.e EU/mg of ceftazidime
m.en. Finished product specification: Ceftazidime for injection
ip) Test Specification (BPaoab)
@ | ldentification Meet the reguirements
b | Assay
- Ceftazidime - ®o.0 — e@o.0% of the labeled amount of ceftazidime
- Anhydrous sodium carbonate - 3.0 — ®0.0% W/w
m | pH (acidity or alkalinity) .o - a.&
@ | Clarity of solution Meet the requirements
& | Pyridine NMT o.€%
b | Related substances
- Impurities A, B, G (for each) NMT o.lo%
- Unspecified impurities NMT o.e%
- Total impurities NMT @.0%
o | Loss on drying NMT @en.é%
Bacterial endotoxins NMT @.0 IU per ml (solution @o mg/ml)
&« | Uniformity of dosage units Meet the requirements
@o | Particulate matter (§1)
- Size 2 @0 um NMT o,c00 particles/container
- Size 2 lo& pm NMT boo particles/container
e® | Sterility Meet the requirements
o Ly e
L [ USEOUNTIUNTS B0 oo, NTTUMS BGD eo ho NSNS
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a.e. Drug substance specification
(A) Ceftazidime pentahydrate

{o Test Specification (BPwoab)
® | Identification Meet the requirements
b | Assay a&.0 — @olw.0% of ceftazidime (on the anhydrous substance)
m | pH Mm.o — @0
@ | Related substances
- Impurities A, B, G (for each) NMT o.l0%
- Unspecified impurities NMT o.0%
- Total impurities NMT @.0%
& | Impurity F NMT &oo ppm
© | Heavy metals Maximum o ppm
o | Water am.o - ed.0%
© | Bacterial endotoxins Less than o.@ IU/mg
(B) Ceftazidime pentahydrate with sodium carbonate for injection
7o Test Specification (BPeosb)
@ | ldentification Meet the requirements
o | Assay - Ceftazidime: atn.o — @o&.0% of ceftazidime pentahydrate
(dried and carbonate-free substance)
- Sodium carbonate: .0 — @c.0%
m | pH &o—-ad
@ | Related substances
- Impurities A, B, G (for each) NMT o.0%
- Unspecified impurities NMT o.@%
- Total impurities NMT @.0%
& | Impurity F NMT o.en%
© | Loss on drying Maximum een.&9%
@ | Bacterial endotoxins Less than o.e IU/mg
‘Iﬁ&l'l&ll.‘i’]ﬂ
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- Namsmqmmﬁ%mmmw Lﬂuiﬂmw finished product specification Wa# drug substance
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) Test items Specifications (USPa@)
® | ldentification Meet the requirement
b | Assay «o.o0 — ewo.0% of labeled amount of Clindamycin
e | Bacterial endotoxins NMT o.d&= EU/mg of clindamycin
& | pH && - wo
& | Particulate matter
- 2 @0 Pm NMT 9,000 particles/container
-2 lo& pum NMT woo particles/container
o | Sterility Meet the requirement
e | Volume in container Meet the requirement
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en.lo Drug substance specification: Clindamycin phosphate

1] Test items Specifications (USPea)

@ | Identification Meet the requirerment

b | Potency NLT ei&= mcg of Clindamycin per mg (on the anhydrous
basis)

en | Crystallinity Meet the requirement

& | pH nd - &&

& | Water NMT b.0%

b | Sterility Meet the requirement

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

w | Organic impurities

- Lincomycin phosphate

Lincomycin

1

Clindamycin B phosphate

ei-Epiclindamycin phosphate
- Clindamycin-sn-phosphate
- Clindamycin

Any individual, unspecified impurity

- Total impurities

NMT @.0%
NMT o.¢%
NMT @&.&%
NMT o.<%
NMT o.en%
NMT o.€¢%
NMT @.0%
NMT «.0%

e.en Finished product specification:

Clindamycin injection
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i) Test items Specifications (BPeoab)
@ | ldentification Meet the requirement
b | Assay «o.0 — @o&.0% of labeled amount of Clindamycin
o | pH (acidity or alkalinity) &&-a.o
@ | Related substances
- The sum of the areas of any NMT @.0%
secondary peaks
Bacterial endotoxins NMT o IU of endotoxin/ml (solution o mg/ml)
5 | Sterility Meet the requirement
e | Particulate matter
- 2 @0 um NMT b,000 particles/container
- 2 lb& um NMT ooo particles/container
= | Extractable volume Meet the requirement
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m.« Drug substance specification: Clindamycin phosphate

L) Test items Specifications (BPeoab)
® | Identification Meet the requirement
b | Assay &&.0 — ®@0v.0% of Clindamycin (on the anhydrous substance)
o | pH né - ad
& | Related substances
- Impurities B, L NMT @.0%
- Impurities E, F NMT o.&%
- Impurities G, I, J, K NMT o.w%
- Unspecified impurity NMT o.@%
- Total impurities NMT lo.0%
& | Water NMT &.0%
b | Bacterial endotoxins NMT o.p EU/me
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