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578M1571 o : Ceftazidime o g powder for solution for injection
auusznATmdnguasvsnil

0. Fo8n Ceftazidime @ g powder for solution for injection
. AuawTAaly
b.o. JUkUY Duemeuseanidle Fumauianues dwiudadivaendens
blo. dwlsznau Usenaumefien ceftazidime pentahydrate %@ﬁu;&aﬁu ceftazidime @ ¢@
wag sodium carbonate (38 arginine)
lo.on. NYULUTTY Ussq‘lum‘ausmsqmﬁmﬂmﬂmm%pasuﬁmﬁ"a
. @8N
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\aviinde JuiindnauasTuvuaeng Tieehednuuuussyius
- UUALEUTIYEN SeyTieevietanninisfn dauUsEney YINARIINLSIYesE
iaviindn uvuneglitaau
o. AMENUANIuNALA
m.e. Finished product specification: Ceftazidime injection
o Test Specification (USPe@)
@ | Identification Meet the requirement
o | Assay - do.o - @o&.0% labeled amount of ceftazidime on the
dried and sodium carbonate or arginine-free basis
- @o.0 - elo.0% labeled amount of ceftazidime
m | Bacterial endotoxins NMT o.@ endotoxin unit/mg of ceftazidime
& | Sterility test Meet the requirement
& | pH &.0 - a.& (eoo mg of ceftazidime/ml)
o | Uniformity of dosage unit Meet the requirement
o | Loss on drying - em.&% w/w where Et corltafns soc_iilfm carbonate
- @.&% w/w where it contains arginine
@ | Particulate matter Meet the requirement
Sodium carbonate (where present) Meet the requirement
L P —— NMT o.€% where it contains sodium carbonate

NMT o.e% where it contains arginine
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m.la. Drug substance specification: Ceftazidime pentahydrate

D) Test Specification (USPa®)
e | ldentification Meet the requirements
&&.0 - @olb.o% labeled amount of ceftazidime (on dried
o | Assay ;
basis)
e | Crystallinity Meet the reguirements
& | Sterility Meet the requirements
& | pH m.o — &o (& mg/ml)
o | Loss on drying @m.o — e&.0% of its weight
¢ | Bacterial endotoxins NMT o.e EU/me of ceftazidime
a.an. Finished product specification: Ceftazidime for injection
h) Test Specification (BPeoab)

@ | Identification

Meet the requirements

v | Assay
- Ceftazidime
- Anhydrous sodium carbonate

- ¢lo.0 — @®0.0% of the labeled amount of ceftazidime
- 3.0 — ®@0.0% w/w

pH (acidity or alkalinity)

&.o - o.éd

an
& | Clarity of solution Meet the requirements
& | Pyridine NMT o.4%
o | Related substances
- Impurities A, B, G (for each) NMT o.lo%
- Unspecified impurities NMT o.e%
- Total impurities NMT @.0%
e | Loss on drying NMT @an.&%

@ | Bacterial endotoxins

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

& | Uniformity of dosage units

Meet the requirements

@0 | Particulate matter (61)
- Size 2 @0 UM
- Size > o& um

NMT o,000 particles/container
NMT oo particles/container

@@ | Sterility

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

i) Test Specification (BPaoa®)
@ | Identification Meet the requirements
o | Assay «®&.0 — @olw.o% of ceftazidime (on the anhydrous substance)
m | pH Mm.o — @0
@ | Related substances

- Impurities A, B, G (for each) NMT o.l8%

- Unspecified impurities NMT o.@%

- Total impurities NMT @.0%
& | Impurity F NMT &oo ppm
5 | Heavy metals Maximum o ppm
o | Water emn.o — a&.0%
@ | Bacterial endotoxins Less than o.e IU/mg

(B) Ceftazidime pentahydrate with sodium carbonate for injection

o) Test Specification (BPoa®b)

Identification Meet the requirements
lo | Assay - Ceftazidime: «m.o — @o&.0% of ceftazidime pentahydrate

(dried and carbonate-free substance)
- Sodium carbonate: .0 - ®0.0%

o | pH @0 - ead
& | Related substances

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

- Unspecified impurities NMT o.@%

- Total impurities NMT &.0%
& | Impurity F NMT o.en%

o | Loss on drying

Maximum em.&%

@ | Bacterial endotoxins

Less than o.e IU/mg
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318N o : Ceftriaxone o g powder for solution for injection
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o, AuduUANIUNAila

Ceftriaxone & g powder for solution for injection

NeeUTIANLTedIniEIeenmEes

UszneaumBeRaen ceftriaxone sodium ‘ﬁamalaﬁ'u anhydrous
ceftriaxone @ ¢
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a.a. Finished product specification: Ceftriaxone for injection

4o Test Specification (USP&a)
@ | Identification Meet the requirement
o | Assay wo0.0 — ee&.0% of L.A. of ceftriaxone
e | Uniformity of dosage units Meet the requirement
& | Constituted solution Meet the requirement
& | Bacterial endotoxins NMT oloc USP EU/mg of ceftriaxone
o | Sterility Meet the requirement
@ | Particulate matter
- Size 2 @o pm NMT b,000 particles/container
- Size = lo& um NMT boo particles/container
@ | Crystallinity Meet the requirement
« | pH 0.0 - ®.0
wo | Water determination ©.0 - @@.0%
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.6 Finished product specification: Ceftriaxone for injection (¢9)

[glo]

Organic impurities

- Deacetylcefotaxime lactone -
- Ceftriaxone triazine analog -
- Ceftriaxone benzothiazolyl oxime -
- Deacyl ceftriaxone -
- Ceftriaxone-en-ene isomer -
- Ceftriaxone E-isomer -
- Any individual unspecified impurity -

- Total impurities -

NMT o.¢%
NMT @.0%
NMT olv%
NMT &.0%
NMT o.m%
NMT @.0%
NMT o.le%
NMT &.0%

el Drug substance specification: Ceftriaxone sodium

) Test Specification (USP&a)
® | ldentification Meet the requirement
o | Assay NLT el pg of ceftriaxone/mg (anhydrous basis)
e | Crystallinity Meet the requirement
@ | pH .0 - @0
& | Water .0 — ®®.0%
o | Sterility Meet the requirement
o | Bacterial endotoxins NMT o.loo USP EU/mg of ceftriaxone
& | Organic impurities
- Deacetylcefotaxime lactone - NMT o.&¢%
- @-Aminocephalosporanic acid (if present) | - NMT o.¢%
- Ceftriaxone triazine analog - NMT @.0%
- Ceftriaxone benzothiazolyl oxime - NMT o.%
- Deacyl ceftriaxone - NMT @.0%
- Ceftriaxone-m-ene isomer - NMT o.m%
- Ceftriaxone E-isomer - NMT o0.&%
- Any individual unspecified impurity - NMT o.0%
- Total impurities - NMT o.&%
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a.mFinished product specification: Ceftriaxone sodium for injection

¥ Test Specification (BPwoam)
® | Identification Meet the requirement
v | Assay wlo.o — @mow.0% of the LA, of ceftriaxone
m | pH 0.0 - ®.0
& | Related substance
- Any impurity NMT @.0%
- Total impurity NMT &.0%
& | Water NMT @@.0%
o | Bacterial endotoxins NMT o.& IU/mL

a.eDrug substance specification: Ceftriaxone sodium

<

? Test Specification (BPwoam)
® | ldentification Meet the reguirement
o | Assay «H.0 — @ol.0% (anhydrous substance)
o | pH D.0 - ®.0
& | Specific rotation -a&¢ to -eso (anhydrous substance)
& | Related substance
- Any impurity NMT @.0%
- Total impurities NMT &.0%
o | N,N-dimethylaniline Maximum bo ppm
@ | lo-Ethylhexanoic acid Maximum o.&% (m/m)
@ | Water @.0 — ©©.0%
« | Bacterial endotoxins NMT o.oc IU/mg
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- Drug substance specification R2150419NMUAATILNVBERER drug substance M3BlUALATIZY drug
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Wnsimlunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1o
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5781157 o : Clindamycin boo mg/e ml sterile solution for injection
AuUsENIAI MR UATIYE

IoE Clindamycin oo mg/& ml sterile solution for injection
AnsutAnalU

'
©.0. JULUY Wuansavangla Usieminide

blo. dulsznay T e ml Usznaumesie Clindamycin phosphate aauyariumen
Clindamycin e&o mg ‘Luﬂuwmtﬁg @ ml
. MUUPUTI]  UTSlUMYuEdmIuUTIendnUsieeinide

.. 287N
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. Finished product specification: Clindamycin injection

da Test items Specifications (USP&a)

® | ldentification Meet the requirement

o | Assay @o.0 — elbo.o% of labeled amount of Clindamycin

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

« |pH &.&-w.o

& | Particulate matter

- 2 @0 Um NMT ®,000 particles/container
- 2 lbd& pm NMT boo particles/container
o | Sterility Meet the requirement
@ | Volume in container Meet the requirement
& /
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enla Drug substance specification: Clindamycin phosphate

8 Test items Specifications (USP&@)

@ | ldentification Meet the requirement

o | Potency NLT ei&e mcg of Clindamycin per me (on the anhydrous
basis)

e | Crystallinity Meet the requirement

& | pH g - ad

& | Water NMT .0%

b | Sterility Meet the requirement

@ | Bacterial endotoxins NMT o.€= EU/meg of clindamycin

@ | Organic impurities

- Lincomycin phosphate

Lincomycin

- Clindamycin B phosphate

- w-Epiclindamycin phosphate

- Clindamycin-m-phosphate

- Clindamycin

- Any individual, unspecified impurity
- Total impurities

NMT @.0%
NMT o.&%
NMT @.é%
NMT o.2%
NMT o.en%
NMT o.&%
NMT @.0%
NMT &.0%

em.en Finished product specification:

Clindamycin injection

(uaBfn enogn)

WBLAET IS

(WN9ENTINTS VaNS@Ld)

h) Test items Specifications (BPoeb)
® | ldentification Meet the requirement
b | Assay «o.0 — @o&.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 o U of endotoxin/ml (solution @o mg/ml)
o | Sterility Meet the requirement
Particulate matter
- = @0 UM NMT o,000 particles/container
- 2 lo& pm NMT boo particles/container
@ | Extractable volume Meet the requirement
_G 4
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m.c Drug substance specification: Clindamycin phosphate

D) Test items Specifications (BPwoab)
@ | ldentification Meet the requirement
b | Assay &¢&.o - e@olo.0% of Clindamycin (on the anhydrous
substance)
m | pH mné& - ad
Related substances
- Impurities B, L NMT @.0%
- Impurities E, F NMT o.&%
- Impurities G, I, J, K NMT o.b%
- Unspecified impurity NMT o.e%
- Total impurities NMT lo.0%
& | Water NMT é&.0%
o | Bacterial endotoxins NMT oo EU/mg
RGN
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