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o. Audulinanaie
am.e Finished product specification: Cefazolin for injection (USP&o)

D) Test items Specifications
® | Identification Meet the requirement

o | Assay we.e - ®@0.6% of labeled amount of Cefazolin
o | Constituted solution Meet the requirement

& | Optical rotation Between -e0° and -oa”®

& | Bacterial endotoxins NMT o.e& USP EU/mg of cefazolin
o | Sterility Meet the requirement

@ | Uniformity of dosage units Meet the requirement

& | pH @0 - .o

« | Water (Method 1) NMT ©.0%

oo | Particulate matter Meet the requirement
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a.lo Drug substance specification:

Cefazolin sodium (USP&o)

98 Test items Specifications
® | Identification Meet the requirement

Assay «.do - mom.0% of cefazolin (on the anhydrous basis)

Organic impurities

- Tetrazolyacetic acid - NMT &.0%

- Tetrazolyl acetamide acetal - NMT @.0%

- Cefazolin open-ring lactone or - NMT o.&%

cefazolin e-hydroxymethyl

- Methylthiadiazole - NMT @.0%

- w-Aminocephalospoanic acid - NMT @.0%

- Cefazolin e-methyl analog - NMT @.0%

- Cefazolin lactone - NMT @.0%

- Cefazolin acetoxy analog - NMT @.0%

- Cefazolin deacylated - NMT @.0%

- Cefazolin acid isomer - NMT &.0%

- Cefazolin epimer - NMT @.0%

- Cefazolin pivaovy - NMT @.0%

- Any individual unspecified impurity - NMT o.@%

- Total impurities - NMT an.é%

Water (Method ) NMT b.0%

a.en Finished product specification:

Cefazolin sodium for injection (BPaoab)

D) Test items Specifications

® | Identification Meet the requirement

o | Assay wo.0 - mod.o% of labeled amount of Cefazolin
o | pH &0 — 9.0

& | Clarity of solution Meet the requirement

& | Related substances Meet the requirement

b | Water NMT ©.0%

o | Bacterial endotoxins e.& lU/ml

. Drug substance specification:

Cefazolin sodium (BPeoeb)

D) Test items Specifications
@ | Identification Meet the requirement
L _Gone
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o | Assay «&.o0 - @ol.o% of Cefazolin (anhydrous substance)
o | pH @0 - D.o
& | Specific optical rotation -loa” to -e&” (anhydrous substance)
& | Related substances
- Any impurity - NMT @.0%
- Total impurities - NMT en.&%
o | N,N-Dimethylamiline Maximum eo ppm
o | Water Maximum ©.0%
@ | Bacterial endotoxins e.& IU/ml
WUV
o. natinvaziioundinmsiiu (waive) wansiaaeviiaszinenisle Wuwanuenasvdngiusanan
leueyiFse

. Drug substance specification W138u19 VAT IEVEIEWER drug substance wialuiiAsey
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318075 \E’ ..... Ceftazidime @ g injection

AUUIENIATIMINgUAT1YSTl

0. o8N Ceftazidime & ¢ powder for solution for injection
. AuANTANIIY
©.o. JULUU Wusmeusminide Aumsufivwnun dwiudadvasaidend
blo. dwlsvnou Usenaumesie ceftazidime pentahydrate ﬁdaugaﬁu ceftazidime & g
way sodium carbonate (W39 arginine)
©.en. NYULUIIY 'U's'a'i;'lunwuwiiqa'ﬁﬂﬂi'lﬁmnL%E}'Uﬁﬂur’h
. 28N
- VUNABIVTTY TYYTREMITON1INIAN ALUTENBU TUIAANLLIIVENEN LAY
nudousiuen laviingn i’uﬁwﬁmuaz'ﬁ’wmmq
- UUTINUTIY SEYTREMIBTeNINITAN duUTENEU TUIAATINLTITBIET LATTIKER
Tununonglitaiau
o. AuENUANIanALia
a.@. Finished product specification: Ceftazidime for injection (USP&o)
D) Test Specification
® | Identification Meet the requirement
o | Assay - wo.0 - @od.o% labeled amount of ceftazidime on the
dried and sodium carbonate or arginine-free basis
- do.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 - a.d&
o | Uniformity of dosage unit Meet the requirement
- @n.&% w/w where it contains sodium carbonate
o | Loss on drying ; . -
- olo.&% w/w where it contains arginine
@ | Particulate matter Meet the requirement
& Sodium carbonate (where ME thi reuiaet
present)
L»/ /Qi;\n’
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@0

Limit of pyridine

NMT o.@% where it contains sodium carbonate
NMT o.:n% where it contains arginine

91O}

Content of arginine

Meet the requirement

eo®

Constituted solution

Meet the requirement

a.lo. Drug substance specification: Ceftazidime (USP&o)

LD Test Specification

® | Identification Meet the requirements

b | neeag «&.0 - @o.0% labeled amount of ceftazidime (on dried
basis)

e | Crystallinity Meet the requirements

« | Sterility Meet the requirements

& | pH m.o - &0

o | Loss on drying em.o — a&.0%

@ | Bacterial endotoxins NMT o.@ EU/mg of ceftazidime

a.en. Finished product specification: Ceftazidime for injection (BPwoe®)

) Test Specification
® | Identification Meet the requirements
lo | Assay
- Ceftazidime - @o.0 - ®®0.0% of the labeled amount of
- Anhydrous sodium carbonate ceftazidime
- .0 - ®0.0% w/wW
o | pH (acidity or alkalinity) &o-oa.d
& | Clarity of solution Meet the requirements
& | Pyridine NMT o.&%
b | Related substances
- Impurities A, B, G (for each) NMT o.0%
- Unspecified impurities NMT o.e%
- Total impurities NMT @.0%
o | Loss on drying NMT @en.d%
@ | Bacterial endotoxins NMT @.0 IU per ml (solution @o mg/ml)
) (X Z&/ ) . Yo
BI08 canaiminivimn USUEMNTIHMT 8T8 oo NTTHANT D e, NTIUANG
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& | Uniformity of dosage units Meet the requirements
@o | Particulate matter (£n3l)
- Size 2 @0 UM NMT b,000 particles/container
- Size 2 o& pm NMT oo particles/container
oo | Sterility Meet the requirements

a.«. Drug substance specification

(A) Ceftazidime pentahydrate (BPwoab)

D) Test Specification
® | ldentification Meet the requirements
o | Assay «d.o - mob.o% of ceftazidime (on the anhydrous substance)
o | pH Mm.0 — &0
& | Related substances

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

- Unspecified impurities NMT o.e%

- Total impurities NMT @.0%
& | Impurity F NMT &oo ppm
o | Heavy metals Maximum o ppm
o | Water ®m.o — ad.0%
« | Bacterial endotoxins Less than o.e 1U/mg

(B) Ceftazidime pentahydrate with sodium carbonate for injection (BPmoab)
D) Test Specification
® | ldentification Meet the requirements
lo | Assay - Ceftazidime: «m.o — eod&.0% of ceftazidime pentahydrate
(dried and carbonate-free substance)
- Sodium carbonate: @.o - @0.0%

e | 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%
o | Loss on drying Maximum een.&%
o | Bacterial endotoxins Less than o.e IU/mg
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leueyiase
. Drug substance specification #3133 0lUAATIwIvBEKNER drug substance wialuias1z9 drug
substance ¥a9ENERNTIFU atiulaatunis %idflm'imﬁﬂﬂatﬂiﬂ3ﬁﬂ$U?]ﬂﬁ?ﬁBﬁﬁ’MUﬂ

@ Qoulvdu q
fauesmdssdudiunmaneienans wienameiiedeiusenenasiagiisuns nuasduaded
<o lenamslssuaygetunsfeusiusitedmielulssvalng wavduns (declare) uvdanan
oo Wadymstuwndouhiue 1iud nele .o ne.c vie vl ududnsdl
<ol luAvetunulou ne.o vie 8.0 v0nfilaussia wiaussandoaidonisniuau
ﬂtummamﬁmﬁmﬁmuﬂ%umL'Euu (finished product specification) wagdariinue
AMNINYBIIANAU (drug substance specification) n‘stﬁﬁaq"szwham‘szﬂﬁauuﬂmufﬂﬂ
aAuafosuuuionananisvondly (v.¢) uwdeu finished product specification waz/
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Ceftriaxone @ g powder for solution for injection

HEUTIAIINEEAYIE AT I0 NN

Us¥nausaeiien ceftriaxone sodium fiauyariu anhydrous

ceftriaxone @ ¢
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a.e. Finished product specification: Ceftriaxone for injection (USP&o)
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b Test Specification
® | Identification Meet the requirement
o | Assay wo.o - @ed.0% of L.A. of ceftriaxone
e | Uniformity of dosage units Meet the requirement
« | Constituted solution Meet the requirement
& | Bacterial endotoxins NMT o.bo USP EU/mg of ceftriaxone
o | Sterility Meet the requirement
@ | Particulate matter
- Size 2 @0 um NMT b,000 particles/container
- Size 2 lo& pm NMT oo particles/container
@ | Crystallinity Meet the requirement
=3 pH b.o-&.0
@o | Water determination .0 — ©6.0%
@ | Organic impurities
- Deacetylcefotaxime lactone - NMT o.&%
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- Ceftriaxone triazine analog

- Ceftriaxone benzothiazolyl oxime
- Deacyl ceftriaxone

- Ceftriaxone-e-ene isomer
Ceftriaxone E-isomer

Any individual unspecified
impurity
Total impurities

NMT @.0%
NMT o.9%
NMT e.0%
NMT o.:n%
NMT @.0%
NMT o.0%
NMT &.0%

m.lo Drug substance specification: Ceftriaxone sodium (USP&o)

48 Test Specification

® | Identification Meet the requirement

o [ Assay NLT edetd g of ceftriaxone (anhydrous basis)
o | Crystallinity Meet the requirement

&« | pH 0.0 - @.0

& | Water (method ) Meet the requirement

o | Sterility Meet the requirement

¢ | Bacterial endotoxins NMT o.oo USP EU/mg of ceftriaxone

@ | Organic impurities

- Deacetylcefotaxime lactone

- e-Aminocephalosporanic acid (if
present)

- Ceftriaxone triazine analog

- Ceftriaxone benzothiazolyl oxime

- Deacyl ceftriaxone

- Ceftriaxone-e-ene isomer

- Ceftriaxone E-isomer

- Any individual unspecified impurity

- Total impurities

NMT o.¢%
NMT o.&¢%
NMT @.0%
NMT o.lo%
- NMT @.0%
- NMT o.en%
- NMT o.&9%
- NMT o.le%
- NMT lo.&%
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a.e Finished product specification: Ceftriaxone sodium for injection (BPmoee)

ie Test Specification
® | Identification Meet the requirement
o | Assay elv.o - @ow.0% of the L.A. of ceftriaxone
en | pH 0.0 - ®.0
@ | Related substance
- Any impurity NMT @.0%
- Total impurity NMT &.0%
& | Water NMT e.0%
o | Bacterial endotoxins NMT o.< IU/mL

a.&Drug substance specification: Ceftriaxone sodium (BPwoee)

D) Test Specification
® | Identification Meet the requirement
b | Assay 0.0 — @ol.0% (anhydrous substance)
o | Specific rotation -o&d& to -eelo (anhydrous substance)
@ | Related substance
- Any impurity NMT @.0%
- Total impurities NMT &.0%
& | N,N-dimethylaniline Maximum o ppm
o | b-Ethylhexanoic acid Maximum o.s% (m/m)
o | Water @.0 — ©6.0%
@ | Bacterial endotoxins NMT o.@ IU/mg
WUULR
o. nativemzloundaimaiu (waive) wansRaeviieTsiTiensla IWuuanuenansundngiu
fananiilsFueyiashe
b. Drug substance specification #3159 NUAATILARIHEN drug substance wiBluTiATIE
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it .. 1. / weoo
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NN .= Amoxicillin o mg and Clavulanic acid ele¢ mg tablet
AUTENIAIMINgUATIYSIL

Hown Amoxicillin @m& mg and Clavulanic acid ele& mg tablet
AuENUAN LY
.o, JULUU Hugndandouidu (film coated tablet) dm3uSuusznu

.lo. dUlszNaU  Useneumemien Amoxicillin trinydrate %mun&aﬁ’u Amoxicillin geo¢ mg uay
Potassium clavulanate %3 diluted potassium clavulanate "H}»‘lamalaﬁu
Clavulanic acid elo¢ mg Ty e Lin

oo, MYUBUTTY  UTIIULAA strip Dnartin Tastuuasuayarutiuls

lo.& 2870
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a.@ Finished product specification:
L) Test items USP o BP woaeb
® | Identification Meet the requirement Meet the requirement
o | Assay
- Amoxicillin ®0.0 - ®wo.0% of LA, ®0.0 — @od.0% of L.A.
- Clavulanic acid ®o.0 - ebo.o% of L.A. wo.0 — @od.0% of L.A.
o | Uniformity of dosage units | Meet the requirement Meet the requirement
Dissolution NLT elo%(Q) of the L.A. is dissolve in

Test @ or Test o (lunsdlfilailald test o Wiswy test Al#luluiuseswa | «& minutes
MTAATIEN)

Test @

- Amoxicillin NLT @&9%(Q) of the L.A. is dissolved in
mo minutes

- Clavulanic acid NLT @o%(Q) of the L.A. is dissolved in
mo minutes

C:ﬁn// l"‘/ 4 [AT—A,}Q
A0 e USESUNTINAS a9t 2/ AFTUNTT BIYD oo, NITUNT
(WnamAswssn Al (waidaen uames) (URaTINTINN anTm)
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Test v
- Amoxicillin NLT =&9(Q) of the L.A. is dissolved in
&& minutes
- Clavulanic acid NLT =o%(Q) of the L.A. is dissolved
in mo minutes
& | Water determination NMT ea% Meet the requirement
o | Microbial enumeration
tests and test for specified | - Total aerobic microbial count : -
microorganisms NMT @o" cfu/g
- Total combined molds and yeast
count : NMT @0° cfu/e
o | Clavulanate polymer and - NMT &% w/w
other fluorescent impurities
@ | Related substance 7 - The area of any peak of Amoxicillin
dimer: NMT %
- The area of any other secondary
peak: NMT &%
am.ln Drug substance specification: Amoxicillin trihydrate
L) Test items USP «a BP woeb
@ | ldentification Meet the requirement Meet the requirement
b | Assay @oo - @odo mcg of «¢.0 - ®@ow.0% of Amoxicillin
Amoxicillin per me (on the trihydrate (on the anhydrous
anhydrous basis) substance)
o | Crystallinity Meet the requirement -
& | pH and - D.o md - &&
& | Related substance Any impurity:
- Amoxicillin related compound A | NMT o.49% for each impurity: NMT %
- Amoxicillin related compound for each impurity: NMT @.0%
LD,GEMCJL
- Any unspecified individual NMT @.0%
impurity
- Total impurities NMT &.0%
b | N,N-Dimethylaniline Meet the requirement NMT o ppm
o | Water 00.6% - ec.d% ©6.6% - ac.&%
@ | Sulfated ash - NMT @.0%
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a.en Drug substance specification: Clavulanate potassium

) Test items USP @ BP moeb

@ | ldentification Meet the requirerment Meet the requirement

o | Assay oid.¢ — «lo.o% of clavulanic «o.¢ - @ow.c% of clavulanic acid

acid (on the anhydrous basis) | (on the anhydrous substance)

o | pH ¢&-c.o ¢d-wo

& | Water NMT &.&% NMT o.&%

& | Limit of clavam-le-carboxylate NMT o.0e% -

potassium

o | Limit of aliphatic amines NMT o.l0% NMT o.l0%

@ | Limit of l-ethylhexanoic acid NMT o.c% NMT o.<%

@ | Chromatographic purity Total impurity: NMT le% - Impurities E, G

for each impurity: NMT @.0%
- Any other impurity

for each impurity: NMT o.8%
- Total impurities: NMT lo.0%

« | Specific optical rotation - +d&m° to +om’ (anhydrous substance)

@o | Polymeric impurities and other - Absorbance not greater than o.eo
impurities

@@ | Bacterial endotoxins - Less than o.om IU/mg

@l | Sterility - Sterile

wanewme: nidiingAuidu diluted potassium clavulanate TWiinsizvinde m.«

a. Drug substance specification: Diluted Clavulanate potassium

J9 Test items BP boab

® | Identification Meet the requirement

o | Assay ®e.lo — mon.@% of the content of potassium clavulanate
stated on the label

o | pH @€a - @0

& | Polymeric impurities and other impurities Absorbance not greater than o.€o

& | Related substance - Impurities E, G: for each impurity: NMT @.0%

- Any other impurity: for each impurity: NMT o.le%
- Total impurities: NMT lo.0%

b | Water NMT b.&%

L, = K -\f'}U’

- 4
Uso1unssuns AN y AT, DB LGt N394N13

(uaIAsHs el ARl (uaian waames) (U9ANMTINTTU VanTad)

WEUWEEIUIYNS WndynIEIWIYNT WdYNIIILYNIT



NUBNA

®. ﬂitﬂﬁﬁmqﬁULfJua’liﬁldﬁ'ﬁﬂ semi-finished %38 intermediate product (Amoxicillin + Clavulanic
acid eoie) WuanueNaIINIINTITIATIIAMENTANIUmMATIATEY Amoxicillin - sodium  way
Clavulanic potassium m.lo Ua¥ m.o YBIUTEERERTRORY

0. n3difeaudsuudinmstiu (waive) msnsrvaeiisigiinenisle Tiiusanenaisudngrusendail
Insuayiwae

e. Drug substance specification #3159 nlUAATIEYREHER drug substance v3aluliAsedi drug
substance vesnanedaNSagU atulaatuni ddimsansiienesiesunnideditmun
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