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0. Yow Ceftazidime & ¢ powder for solution for injection
. AnaURIY
v.e. JULUY Hugmsusmnnide Fumauiniwa dmiudadmasndens
b, dwUsznou Usenaumedie ceftazidime pentahydrate %;damdaﬁ'u ceftazidime @ g
wae sodium carbonate (#38 arginine)
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m.e. Finished product specification: Ceftazidime injection
D) Test Specification (USPe®)
® | Identification Meet the requirement
Assay - @o.0 - @od.0% labeled amount of ceftazidime on the
dried and sodium carbonate or areinine-free basis
- &o.0 - eo.0% labeled amount of ceftazidime
e | Bacterial endotoxins NMT o.e endotoxin unit/mg of ceftazidime
& | Sterility test Meet the requirement
& | pH &.o - o.& (oo mg of ceftazidime/ml)
o | Uniformity of dosage unit Meet the requirement
o | Gesson g - em.&% w/w where {‘t contafns soc_lit.}nm carbonate
- @b.&¢% w/w where it contains arginine
@ | Particulate matter Meet the requirement
« | Sodium carbonate (where present) Meet the requirement
oo | Limit of pyridine NMT o.e% where it contains sodium carbonate

NMT o.m% where it contains arginine
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a.lo. Drug substance specification: Ceftazidime pentahydrate

to Test Specification (USP&@)

@ | Identification Meet the requirements

& | say cx‘ci‘.f:: - @molo.0% labeled amount of ceftazidime (on dried
basis)

o | Crystallinity Meet the requirements

& | Sterility Meet the requirements

& | pH m.o - @o (& mg/ml)

b | Loss on drying em.o — e&.0% of its weight

@ | Bacterial endotoxins NMT o.e EU/me of ceftazidime

.. Finished product specification: Ceftazidime for injection

D) Test Specification (BPmoab)
® | Identification Meet the requirements
b | Assay
- Ceftazidime - @o.0 - @®0.0% of the labeled amount of ceftazidime
- Anhydrous sodium carbonate - 8.0 - ®0.0% w/w
o | pH (acidity or alkalinity) &o-od
& | Clarity of solution Meet the requirements
& | Pyridine NMT o.¢%
o | Related substances
- Impurities A, B, G (for each) NMT o.a%
- Unspecified impurities NMT o.e%
- Total impurities NMT @.0%
Loss on drying NMT @en.d%

Bacterial endotoxins

NMT @.0 IU per ml (solution @o mg/ml)

& | Uniformity of dosage units

Meet the requirements

@o | Particulate matter (i)
- Size = @0 pm
- Size = & um

NMT ,000 particles/container
NMT boo particles/container

@@ | Sterility

Meet the requirements
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m.«. Drug substance specification
(A) Ceftazidime pentahydrate

D) Test Specification (BPwoab)
@ | Identification Meet the requirements
o | Assay «&.0 - @ob.0% of ceftazidime (on the anhydrous substance)
o | pH Mm.0 - €0
& | Related substances

- Impurities A, B, G (for each) NMT c.lo%

- Unspecified impurities NMT o.e%

- Total impurities NMT @.0%
& | Impurity F NMT &oo ppm
o | Heavy metals Maximum lbo ppm
o | Water @m.o - ed.0%
@ | Bacterial endotoxins Less than o.a IU/mg

(B) Ceftazidime pentahydrate with sodium carbonate for injection
1) Test Specification (BPwoa'®)
@ | Identification Meet the requirements
o | Assay - Ceftazidime: «en.0 — @o&.0% of ceftazidime pentahydrate
(dried and carbonate-free substance)
- Sodium carbonate: g.0 - ®@0.0%

o | pH ¢o-ad

Related substances

- Impurities A, B, G (for each) NMT o.le%

- Unspecified impurities NMT o.@%

- Total impurities NMT &.0%
& | Impurity F NMT o.n%
o | Loss on drying Maximum een.&%
w | Bacterial endotoxins Less than o.e IU/mg
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i’lﬂm‘ﬁ"i o : Ceftriaxone @ ¢ powder for solution for injection
auUsenAdaninguasysiil

0. 0B Ceftriaxone @ g powder for solution for injection
o, AuaNTRNLY
.o JULUU g UTIAINTeAvRsEv e NIEe
blo @UlTzNay Usenaumieien ceftriaxone sodium ‘ﬁam;}aﬁ'u anhydrous
ceftriaxone @ ¢
. NNYULUTTY yssglunruruTIRedaUTIARINide
b.@ AN

- seylosviiedovinamsan dulsznay TuIRAULTIYeE lavelou
f3uen wavfindn Tuiindnuas Tumueanglidaeuuuussyia
- ULATUEUTTY SYYTaumMIeteniansi duuszneu TR
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a.e.Finished product specification: Ceftriaxone for injection

9o Test Specification (USP&a)
@ | Identification Meet the requirement
o | Assay @o.0 — ea&.0% of L.A. of ceftriaxone
e | Uniformity of dosage units Meet the requirement
@ | Constituted solution Meet the requirement
& | Bacterial endotoxins NMT o.oo USP EU/mg of ceftriaxone
o | Sterility Meet the requirement
@ | Particulate matter

- Size = @0 pm NMT b,000 particles/container

- Size 2 & um NMT boo particles/container
e | Crystallinity Meet the requirement

pH 0.0 - 8.0
@o | Water determination ©.0 — ®@.0%
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a.e Finished product specification: Ceftriaxone for injection (#®)

[Qlo]

Organic impurities
- Deacetylcefotaxime lactone

- Ceftriaxone triazine analog -
- Ceftriaxone benzothiazolyl oxime -
- Deacyl ceftriaxone -
- Ceftriaxone-m-ene isomer =
- Ceftriaxone E-isomer -
- Any individual unspecified impurity -
- Total impurities -

- NMT o.¢%

NMT @.0%
NMT o.le%
NMT @.0%
NMT o.n%
NMT &.0%
NMT o.l%
NMT &.0%

a.la Drug substance specification: Ceftriaxone sodium

e Test Specification (USP&a)
@ | ldentification Meet the requirement
o | Assay NLT edel¢ pg of ceftriaxone/mg (anhydrous basis)
e | Crystallinity Meet the requirement
& | pH 0.0 - @.0
& | Water .0 - ®.0%
© | Sterility Meet the requirement
@ | Bacterial endotoxins NMT o.loo USP EU/mg of ceftriaxone
@ | Organic impurities

- Deacetylcefotaxime lactone - NMT 0.&%

- @-Aminocephalosporanic acid (if present) | - NMT 0.&%

- Ceftriaxone triazine analog - NMT 0.0%

- Ceftriaxone benzothiazolyl oxime - NMT o.&%

- Deacyl ceftriaxone - NMT @.0%

- Ceftriaxone-m-ene isomer - NMT o.m%

- Ceftriaxone E-isomer - NMT o.¢%

- Any individual unspecified impurity - NMT o.w%

- Total impurities - NMT lo.¢%
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a.mFinished product specification: Ceftriaxone sodium for injection

) Test Specification (BPeoam)
@ | Identification Meet the requirement
b | Assay .o - mox.0% of the LA. of ceftriaxone
am | pH b.o - &0
@ | Related substance
- Any impurity NMT @.0%
- Total impurity NMT &.0%
& | Water NMT ee.0%
o | Bacterial endotoxins NMT o.@ IU/mL

a.e’Drug substance specification: Ceftriaxone sodium

D) Test Specification (BPaoam)
@ | ldentification Meet the requirement
b | Assay &’p.0 — @olw.0% (anhydrous substance)
m | pH D.0 - @.0
& | Specific rotation -eodd to -ewlo (anhydrous substance)
& | Related substance
- Any impurity NMT @.0%
- Total impurities NMT &.0%
o | N,N-dimethylaniline Maximum ko ppm
o | b-Ethylhexanoic acid Maximum o.z% (m/m)
w | Water @.0 - ©8.0%
« | Bacterial endotoxins NMT o.oa IU/mg
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FIUAZIDUAAMANYUSIANIZYDILT WUUTBIENENINTInYBI YA
vt 228/ oao
578050 @ : Clindamycin boo mg/a ml sterile solution for injection
AN IATININRUATIVSTT

e. WY Clindamycin oo mg/& ml sterile solution for injection
. ANENUAIIY
&
o.0. JULUY Wuansavanela Usiaainide

. dWUsEnoU U @ ml Usznaumiesien Clindamycin phosphate e‘ﬁaanyaﬁuﬁ”;m
Clindamycin e&o mg lurunussy « ml
.. NYULVTTY U'i‘s'iflum'nuzﬁw%'wi'i'qmﬁﬂﬂﬁ’mmm%a
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o, ANANUANIANALA
am.e@ Finished product specification: Clindamycin injection

4o Test items Specifications (USPa@)
@ | |dentification Meet the requirement
o | Assay 0.0 — ewo.0% of labeled amount of Clindamycin
e | Bacterial endotoxins NMT o.&= EU/mg of clindamycin
e | pH ¢.& - wo
& | Particulate matter
- 2 @O Pm NMT ©,000 particles/container
- 2 lod pm NMT oo particles/container
b | Sterility Meet the requirement
o | Volume in container Meet the requirement
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.o Drug substance specification: Clindamycin phosphate

10 Test items Specifications (USPa@)
Identification Meet the requirement
o | Potency NLT &z mcg of Clindamycin per mg (on the anhydrous
basis)
m | Crystallinity Meet the requirement
& |pH ad - a&
& | Water NMT ©.0%
b | Sterility Meet the requirement
o | Bacterial endotoxins NMT o.&¢= EU/mg of clindamycin
@ | Organic impurities

- Lincomycin phosphate

- Lincomycin

- Clindamycin B phosphate

- wm-Epiclindamycin phosphate

- Clindamycin-m-phosphate

- Clindamycin

- Any individual, unspecified impurity
- Total impurities

NMT @.0%
NMT o.&%
NMT @.&%
NMT o.z%
NMT o.m%
NMT o.¢%
NMT @.0%
NMT &.0%

a.en Finished product specification:

Clindamycin injection

D) Test items Specifications (BPwoab)
@ | ldentification Meet the requirement
o | Assay wo.o — mod.o% of labeled amount of Clindamycin
o | pH (acidity or alkalinity) &d& -wo
@ | Related substances
- The sum of the areas of any NMT .0%
secondary peaks
& | Bacterial endotoxins NMT % IU of endotoxin/ml (solution @o mg/ml)
o | Sterility Meet the requirement
@ | Particulate matter
- 2 @0 UM NMT o,000 particles/container
- 2 lo& pm NMT oo particles/container
@ | Extractable volume Meet the requirement
G !
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.« Drug substance specification: Clindamycin phosphate

D] Test items Specifications (BPwoeb)
@ | Identification Meet the requirement
| Assay «&.0 - @olw.o% of Clindamycin (on the anhydrous
substance)
m | pH nd - @&
Related substances
- Impurities B, L NMT @.0%
- Impurities E, F NMT o.&%
- Impurities G, |, J, K NMT o.8%
- Unspecified impurity NMT c.e%
- Total impurities NMT e.0%
& | Water NMT &.0%
o | Bacterial endotoxins NMT o.b EU/mg
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