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ANANBALIANIZYBEN
o . —
318N13 o Ceftazidime e g injection

= g g .
®. U2E1 Ceftazidime ® ¢ injection
. AuANUANILY
: L=l =t a ar =4 b P o
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wlo. dwUseney Usenausiemen ceftazidime pentahydrate %‘qaugaﬁ'v ceftazidime o ¢
wag sodium carbonate (138 arginine)
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Nan'|'smnﬁmsw:ﬁﬁmmmﬁulﬂmu finished product specification Wa¥ drug substance
specification ig1edsnnindusinduatuieniu Ssldamzilousedrinnuanassumsemsuazen
navnINANsINEY Tinduihiuilisdentvatuiifisurinielmininnasgundusiulasiu
Wil AIUTENMANTENTINANSTUYEY (389 TEYRIEN NAlbeDe a3TUTl b SunAl béoe (BsTMA
lusmATnuuneiuil ele QuATLS beble) LaziFetszyiue @IUT ) nAlecoe ariuil o
NINGIAL lodol (aws:mﬁ'lui'r-aﬁwmmnwﬁw?i oo NINGIAU dol)
a.e. Finished product specification: Ceftazidime for injection (USP&o)

U2 Test Specification
@ | Identification Meet the requirement
- «o.0 - @od.0% labeled amount of ceftazidime on the
o | Assay dried and sodium carbonate or arginine-free basis
- @o.0 - eo.o% labeled amount of ceftazidime
e | Bacterial endotoxins NMT o.e endotoxin unit/mg of ceftazidime
& | Sterility test Meet the requirement
& | pH do-ad
o | Uniformity of dosage unit Meet the requirement
- @m.&% w/w where it contains sodium carbonate
@ | Loss on drying ) ) o
- ale.d% w/w where it contains arginine
= | Particulate matter Meet the requirement
BT oo U3851unIIUNIS Lo ?\?»3.15.5 ............ NSIUMS adde . G?J(]‘“ N35UMT
(unaIBRIN awgn) (weanafsns wadlyodn) (wsammila Suniasng)
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Sodium carbonate (where present)

Meet the requirement

@o | Limit of pyridine

NMT o.€% where it contains sodium carbonate
NMT o.a% where it contains arginine

e® | Content of arginine

Meet the requirement

el | Constituted solution

Meet the requirement

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

99 Test Specification
® | Identification Meet the requirements
&&.0 - @o.0% labeled amount of ceftazidime (on dried
© | Assay )
basis)
e | Crystallinity Meet the requirements
& | Sterility Meet the requirements
¢ | pH m.0 — €0
o | Loss on drying om.o — ed.0%
¢ | Bacterial endotoxins NMT o.e EU/mg of ceftazidime

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

D) Test Specification

® | ldentification Meet the requirements

o | Assay
- Ceftazidime - ®0.0 - @®0.0% of the labeled amount of ceftazidime
- Anhydrous sodium carbonate - .0 - ®0.0% w/w

o | pH (acidity or alkalinity) &o-a.d&

@ | Clarity of solution Meet the requirements

& | Pyridine NMT o.6%

© | Related substances
- Impurities A, B, G (for each) NMT o.b%
- Unspecified impurities NMT o.e@%
- Total impurities NMT @.0%

e | Loss on drying NMT @m.&%

& | Bacterial endotoxins NMT @.0 IU per ml (solution @0 mg/ml)

& | Uniformity of dosage units Meet the requirements

@o | Particulate matter (§nil)
- Size > @0 pm NMT 5,000 particles/container
- Size > & pm NMT oo particles/container

ee | Sterility Meet the requirements
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.. Drug substance specification
(A) Ceftazidime pentahydrate (BPwoeb)

49 Test Specification
@ | Identification Meet the requirements
o | Assay «&.0 - molw.0% of ceftazidime (on the anhydrous substance)
o | pH 0.0 — €0
& | Related substances
- Impurities A, B, G (for each) NMT o.0%
- Unspecified impurities NMT o.@%
- Total impurities NMT @.0%
& | Impurity F NMT &oo ppm
o | Heavy metals Maximum lso ppm
o | Water om.o — ed.0%
@ | Bacterial endotoxins Less than o.@ IU/mg
(B) Ceftazidime pentahydrate with sodium carbonate for injection (BPwoe®b)
) Test Specification
® | Identification Meet the requirements
b | Assay - Ceftazidime : @m.0 — @od.0% of ceftazidime
pentahydrate (dried and carbonate-free substance)
- Sodium carbonate : g.0 — ®0.0%
o | pH &do-wd
&« | Related substances
- Impurities A, B, G (for each) NMT o.b%
- Unspecified impurities NMT o.e%
- Total impurities NMT &.0%
& | Impurity F NMT o.m%
o | Loss on drying Maximum en.¢%
o | Bacterial endotoxins Less than o.e IU/mg
NUULYA

- 298 uniformity of dosage unit TluUIBNaITUARITIWAZIB BANANIINTIVTATIERMINT LAUR 952
auBeaiidusiarlilulu Certificate of analysis (COA)
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- Drug substance specification W3131AINUTATIENVBIEHER drug substance M3BlUAATIEN drug
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59837 o Ceftriaxone @ g injection

Ceftriaxone & g powder for solution for injection

eEUTIANTedYREveenMaes

Usznaumausien ceftriaxone sodium ﬁauqaﬁu anhydrous
ceftriaxone o g
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nan13n53931As1eiAua I uluniu finished product specification way drug
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a.e@ Finished product specification: Ceftriaxone for injection (USP&o)

0} Test Specification
@ | Identification Meet the requirement
o | Assay 0.0 - ead.0% of L.A. of ceftriaxone
o | Uniformity of dosage units Meet the requirement
@ | Constituted solution Meet the requirement
& | Bacterial endotoxins NMT o.lwo USP EU/mg of ceftriaxone
o | Sterility Meet the requirement
e | Particulate matter
- Size > @o pym NMT b,000 particles/container
- Size = b& pm NMT boo particles/container
@ | Crystallinity Meet the requirement
& | pH 0.0 - @.0
@o | Water determination .0 — ©6.0%
@@ | Organic impurities

AWD ceoee Usgsunssums

(U9aBRIN awgn)

UWHUNNGT YT

omb

............. 3{%;»( AIIUNT aq"tiia RPN, .« LMD | o7 | €[4 b

ar

(WsaMAsns wavlaesn) (u19ama2dla Junsnine)

Wndunsi N wndunsufuRns



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

NMT o0.&%
NMT @.0%
NMT o.o%
NMT &.0%
NMT o.en%
NMT @&.0%
NMT o.lb%
NMT &.0%

oo Drug substance specification:

Ceftriaxone sodium (USP&o)

4o Test Specification

® | Identification Meet the requirement

o | Assay NLT edel¢ pg of ceftriaxone (anhydrous basis)
e | Crystallinity Meet the requirement

& | pH .0 - .0

& | Water (method 1) Meet the requirement

o | Sterility Meet the requirement

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

& | Organic impurities

- Deacetylcefotaxime lactone

- e-Aminocephalosporanic acid (if present)
- Ceftriaxone triazine analog

- Ceftriaxone benzothiazolyl oxime

- Deacyl ceftriaxone

- Ceftriaxone-m-ene isomer

Ceftriaxone E-isomer
- Any individual unspecified impurity

Total impurities

- NMT o.&%
- NMT o0.&%
- NMT &.0%
- NMT olo%
- NMT 0.0%
- NMT o.m%
- NMT 0.&%
- NMT oclo%
- NMT 0.&%

a.en Finished product specification: Ceftriaxone sodium for injection (BPeoee)

D) Test Specification
@ | Identification Meet the requirement
o | Assay .o — mow.0% of the L.A. of ceftriaxone
m | pH D.o-®o
& | Related substance
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- Any impurity NMT @.0%
- Total impurity NMT &.0%
& | Water NMT @@.0%
o | Bacterial endotoxins NMT o.@ IU/mL

s.@ Drug substance specification: Ceftriaxone sodium (BPeoeea)

D) Test Specification
@ | ldentification Meet the requirement
o | Assay .0 — @o.0% (anhydrous substance)
o | Specific rotation -ad&¢ to -elo (anhydrous substance)
& | Related substance
- Any impurity NMT @.0%
- Total impurities NMT &.0%
& | N,N-dimethylaniline Maximum lbo ppm
b | b-Ethylhexanoic acid Maximum o.<% (m/m)
o | Water .0 - @@.0%
@ | Bacterial endotoxins NMT o.@ IU/mg
RUBLNA

- e uniformity of dosage unit THWLULBNAITUAMIIIBALIBEANANTIATIVLATIZAINTILALTS
swazduaidusuavlilulu Certificate of analysis
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Clindamycin Yoo mg/& mL sterile solution for injection

. Fown Clindamycin ooo mg/& ml sterile solution for injection
AuANUAM LY
&
©.e. JULUY Wuansazangla Uneanniae

blo.dwlszneu  Useneumemen Clindamycin phosphate e¢o mg/ml lu & ml
oo MMUEUTS]  UTTTlumsuzdmivusIedausAsnge
b.c. a8
- yumeviienaenUsTy sryermiedemnansi dauuseneushendfiguas
ANAILTY aviikan Tudueng Liehedniau
- VUNEBILTTYEN Fesszydasvidetomantsf duusvneudiedify uavaau
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Nan't‘sm'i’:ﬁﬁms'wﬁqmmmﬂu"lﬂm'm finished product specification ua¥ drug substance
specification fis19dsnindrsivatuiendu dldamsidoudedninnuanznssunsemsuay
g7 NIENTNANTITUGY

a.e Finished product specification: Clindamycin injection (USP&o)

ih) Test items Specifications
@ | Identification Meet the requirement
b | Assay 0.0 — ewo.o% of labeled amount of Clindamycin
e | Bacterial endotoxins NMT o.&& EU/mg of clindamycin
€ |pH &€ -w.o
& | Particulate matter
- 2 @0 pm - NMT b,000 particles/container
-z lbd& pm - NMT boo particles/container
o | Sterility Meet the requirement
¢ | Volume in container Meet the requirement
AITD oot USEEIUNTIUAS 3900 o é%w-} ........... ATIUMIT A9TD o W” ................ NITUMS
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e Drug substance specification: Clindamycin phosphate (USP&o)

10} Test items Specifications
® | Identification Meet the requirement
o | Potency NLT e¥&= mcg of Clindamycin per mg (on the anhydrous
basis)
e | Crystallinity Meet the requirement
&€ |pH mé - €&
& | Water NMT ©.0%
o | Sterility Meet the reguirement
o | Bacterial endotoxins NMT o.&< EU/mg of clindamycin
@ | Organic impurities
- Lincomycin sulfate - NMT @.0%
- Lincomycin - NMT o.d%
- Clindamycin B phosphate - NMT 0.6%
- @-Epiclindamycin phosphate - NMT o.g%
- Clindamycin-e-phosphate - NMT o.m%
- Clindamycin - NMT o.&9%
- Any individual, unspecified impurity | - NMT &.0%
- Total impurities - NMT &.0%

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

D) Test items Specifications
@ | Identification Meet the requirement
o | Assay co.0 - @o.0% of labeled amount of Clindamycin
o | pH (acidity or alkalinity) &&-oo
& | Related substances
- The sum of the areas of any NMT @.0%

secondary peaks

& | Bacterial endotoxins NMT % IU of endotoxin/ml (solution @o mg/ml)
asde " ...... Uses1unssunig aste :B ""'/ NSNS D S‘”L ............... NFUMS
(UNaBRu awan) (W9an@ing wdlyedn) (unameila Junining)
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o | Sterility

Meet the requirement

@ | Particulate matter
- 2 ®@0 Um

- 2 lo& pm

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

@ | Extractable volume

Meet the requirement

a.« Drug substance specification: Clindamycin phosphate (BPooea)

) Test items Specifications

@ | Identification Meet the requirement

o | Assay «&&.0 — @olv.0% of Clindamycin (on the anhydrous
substance)

e | pH né - &

& | Specific optical rotation +e@e¢” to +emo’ (anhydrous substance)

& | Related substances
- Any impurity
- Total impurities

- NMT b.¢%
- NMT &.0%

o | Water

Maximum 5.c%

@ | Bacterial endotoxins

NMT o.o EU/mg

UUIBLUA

- Wada uniformity of dosage unit Wkuulenasuansseazideanan1snsalazimIndlauds
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swavideaiiliudauliluly Certificate of analysis
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5181159 & Cefazolin e g injection

®. Foen Cefazolin @ g powder for solution for injection
b, ANANUAN?IY
&
.0, JULUY Wumseusenidedem

blo.dulsenau  Uszneumaemen Cefazolin sodium %‘mugaﬁ’u anhydrous cefazolin & ¢
©.o. NMYUTUTTT ussyluneurdmsuussgedaunAnide
.. 881N
- vumauss sruleswietemenisén duuszneushsdfyuasaauuse tavi
wan Tuduey Ve ndaau
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Nam'im'i’.liﬁLﬂ'i’lzﬁﬂmn’ml.ﬁulﬂmu finished product specification wae drug substance
specification #ignadsnnindusiruatuifeatu Faldeanadouiedinnuanenssunisemsuazen
nSENTIABITAY TedndusFuiilEshBeieaduatiuilifisuimislminiunasgrundshiule
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a.@ Finished product specification: Cefazolin for injection (USP&o)

92 Test items Specifications

® | Identification Meet the requirement

o | Assay &0 - eeo.0% of labeled amount of Cefazolin

o | Constituted solution Meet the requirement

& | Optical rotation Between -@0° and -ba”®

& | Bacterial endotoxins NMT o.e& USP EU/mg of cefazolin

o | Sterility Meet the requirement

e | Uniformity of dosage units Meet the requirement
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pH &o-bo
« | Water (Method 1) NMT ©.0%
@o | Particulate matter Meet the requirement

a0 Drug substance specification: Cefazolin sodium (USP«o)

) Test items Specifications
@ | ldentification Meet the requirement

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

Oreanic impurities

- Tetrazolyacetic acid - NMT @.0%

- Tetrazolyl acetamide acetal - NMT @.0%

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

cefazolin e-hydroxymethyl

- Methylthiadiazole - NMT @.0%

- e-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.e%

- Total impurities - NMT en.&%

Water (Method 1) NMT ©.0%

a.en Finished product specification: Cefazolin sodium for injection (BPeoce®)

] Test items Specifications
@ | ldentification Meet the requirement
o | Assay &o.0 — @od.o% of labeled amount of Cefazolin
o | pH @.0 - D.o
Clarity of solution Meet the requirement
& | Related substances Meet the requirement
Water NMT ©.0%
& | Bacterial endotoxins o.€ IU/ml
o l]”b { o
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e.& Drug substance specification

: Cefazolin sodium (BPwoaeb)

L) Test items Specifications
@ | Identification Meet the requirement
o | Assay @& .0 - @o.0% of Cefazolin (anhydrous substance)
o | pH €0 - 9.0
& | Specific optical rotation Joa” to -e&” (anhydrous substance)
& | Related substances
- Any impurity - NMT @.0%
- Total impurities - NMT en.&%
N,N-Dimethylamiline Maximum o ppm
o | Water Maximum ©.0%
o | Bacterial endotoxins @.€ IlU/ml
NULHAR

- W21 uniformity of dosage unit TWkuULENATITUENITIBALIB BANANITATIILATIZYMING LA LI

swazduanluiavlilulu Certificate of analysis

- nydinamelsuuiinisiiu (waive) HanTRaaUIARERTIENTsin MBulansenasndnguieng 12

Iasvaydinene

- Drug substance specification #3130419NUATIEVVBIERER drug substance W3BlUTIATIYN drug
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a.e.Finished product specification: Meropenem for injection (USP&o)

i) Test Specification
® | Identification Meet the requirement
o | Assay 0.0 - 60.0% labeled amount of Meropenem
e | Bacterial endotoxins Not more than o.eed USP endotoxin unit/mg of Meropenem
& | Sterility test Meet the requirement
& | pH oo - com
o | Uniformity of dosage unit Meet the requirement
@ | Loss on drying .0 - @w.0% of its weight
@ | Particulate matter Meet the requirement
« | Constituted solution Meet the requirement
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®o | Content of sodium

@o.0 — ewo.0% labeled amount of sodium

@@ | Organic impurities
- Meropenem impurity |

- Meropenem impurity Il

- NMT o0.g%
- NMT o.5%

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

te Test Specification
@ | Identification Meet the requirements
o | Assay «x.0 — @om.0% labeled amount of Meropenem
o | Specific rotation Between -ew” and -be” measure at bo C°
& | Water determination ©6.€% - en.a%
& | Residue on ignition Not more than o.e@%
o | pH .0 - .0 in A solution (e in ®@oo)
o | Heavy metal Meet the requirements
& | Limit of acetone Not more than o.o&%
& | Chromatographic purity
- Any of two major impurities - Not more than o.m%
- Any other impurities - Not more than c.e@%
- Sum of all such other impurities - Not more than o.m%
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