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311N 1 Cefoperazone 500 mg + Sulbactam 500 mg for injection

anlsrnadoninguasssii

1. #om1 Cefoperazone 500 mg + Sulbactam 500 mg for injection

2. amananaly

2.1 3wy Whwssnnennidaiun dmivie

2.2 swdsenay  Useneudle@awn Cefoperazone sodium ‘faaugaﬁu Cefoperazone 500 mg war Sulbactam
sodium Famayariy Sulbactam 500 mg lu 1 vial

2.3 MTULVITY msq’lum’nu:msgmﬁ@ﬂswﬂmm%a Lm:m'sgﬁmﬁﬁaaﬁuum

24 amnaty - szaﬁ'am §IUUTENAUAILIERPUAZAVLTI IUNEA fuéumq ufinde uazian

nadoudniuen uasitmafusnneiagetannuuussaiud

- UWMTUEUSIILN au’wdam‘feaszq%em P30T FINUTINBU WAZTMIRATNWTY
Yot Leufinda a”uﬁvumqvl'z"’ﬁ’mw

3. a_mam]ﬁmomnim

3.1 Finish product speciﬂcation‘”

1. ey 90.0 - 110.0% of the L.A. of Cefoperazone

90.0 - 110.0% of the L.A. of Sulbactam
2. Identification mﬂ;humuﬁ'::q’lu Finished product specification
3. Particulate matter ATIVAIY

- U@ 2 10 pm laifiu 6,000/container
- 9u1@ = 25 pm WilAu 600/container

4. Sterility I
5, Bacterial endotoxins m'mmumm?{s:q’lu Finished product specification
6. pH mwmumuﬁ‘?:qlu Finished product specification
7. Uniformity of dosage units ATIWM
8. Water content m')mi’mmu'ﬁ'?:qlu Finished product specification
9. Impurity / Related substance m’mw'mmuﬁsquu Finished product specification

3.2 Drug substance specification

3.2.1 Cefoperazone sodium®®
" qmsmfavaonefia | usP38 © BP2018 _
1. ﬂ?u"\mﬁ"mﬁﬁﬁ‘ty 870 ug - 1.015 pg of Cefoperazone/mg 95.0 - 102.0% of Cefoperazone sodium
(Calculated on the anhydrous basis) (anhydrous substance)
2. Identification ATV S RPELRIN

dsrsruatenIsunng

nITUNIT

o~ a o €,
(WEIn i) (WNEINDS  MYIRIaN)

”) Zwummsqnnszalzseo

(?Nﬁe ey nonu ofsbofrscsetonss :1‘ 1
WL MY L7V e ﬁ%ﬂ




3.2.1 Cefoperazone sodium™ (¢ia)
- quanianemaiia uSP 38 BP 2013
3. Appearance of solution - ATV
4. Crystallinity AT -
5. pH 45-6.5 45-65
6. Water NMT 5.0% NMT 5.0%
7. Sterility AT -
8. Bacteria! endotoxins NMT 0.2 USP Endotoxin U/mg NMT 0.2 tU/mg
9

. Related substances

- Any impurity : for each impurity, NMT 1.5%
- Total : NMT 4.5%

10. Acetone

NMT 2.0%

11. Heavy metals

NMT 5 ppm

3.2.2 Sulbactam sodium

(2).(3}

AusaNiAnmaa

usep 38

BP 2013

1. dhnadutdnnty

886 ug - 941 ug of sulbactam/mg

97.0 - 102.0% of sulbactam sodium (anhydrous

(Calculated on the anhydrous basis) substance)

2. Identification ATV AT

3. Appearance of solution - Clear

4. Absorbance - NMT 0.10 at 430 nm

5. pH - 45-72

6. Specific optical rotation - +219° to +233° (anhydrous substance)
Dissolve 0.5 g in water R and dilute to 50 ml
with the same solvent

7. Related substances - - Impurity A : NMT 0.5%
- Impurities B,D,F : for each impurity, NMT 0.1%
- Impurities C E : for each impurity, NMT 0.2%
- Unspecified impurities : for each impurity,
NMT 0.10%
- Total : NMT 1.0%

8. 2-Ethylhexanoic acid - NMT 0.5%

9. Heavy metals - NMT 20 ppm

10. Water NMT 1.0% NMT 1.0%

11. Bacterial endotoxins

NMT 0.17 USP EU/mg

Less than 0.17 IU/mg

12. Crystallinity

AN

13. Sterility

AN

ATIVNIN
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vanuwme 1. nidfsanadiowdinitu waive) mnressuiensiremsle 'lﬁuuammnmm:?npuﬂ”andwﬁ‘lﬁum‘tﬁﬁﬁw

2. Drug substance specification W3 INluAiATERIHEN drug substance wIaluTinTew drug substance 189
duingduiagy avulaatunite %aﬁmwﬂﬁmﬂ:ﬁmunnn"ﬁaﬁﬁ'mum

3nsdldianfuguuunan (Cefoperazone+sulbactan 1:1) Idugesiensns 1dun tansInranalinredgmaaniinig
madiaueaingduginuunan uazian&1ININII T NEquENAn1inaiinues Cefoperazone sodium WAz
Sulbactam @ude 3.2.1 ust 3.2.2 vouwnguiadngdu

4. nydinmuantmanaiinvsssmiedngfy dseBlwndrdium wimmmmaliensivesfisuenaliasiy
WndrdTUMUALIINeNUIaLEMA 1Eu 5’145«11é"mh%’ummjn'i'\ﬂs:mﬂns:mvommsmqw 09 Rl gealiy]
W.A. 2556 winddsaandrdrsuuanmilenniizmansznnsiugy wWeoldifansugatis lﬁﬁuﬁugnuﬁﬁa
PaInuEnIINNITUTENIO IR

Sonludn
1. ﬁ'ummwmmanmsms‘leﬁ’uagmﬁmifuﬂzuﬁmuﬁﬁumw"v‘aémmu‘luﬂszmﬂ‘lm waz& A (declare) unaINE®R
1.1 lwadymstunafioudsue mo.2 ne.3 nu.4 ududnid)
1.1.1 nsdifdunfindalutszinalng wanufle ne.2
1.1.2 ‘lunsrﬁﬁl.ﬂumdmﬁ‘uﬁammu’oussq wansie o3
1.1.3 unsdifiduontudrandretszina nunois ne.4
12 ludmatunafouen ne.1/e.1 sesfiauemm wiaanuauduawatamImuguaumMwaINRaT
muﬁfnn:tﬁuu (finished product specification) waeyi aﬁ’muﬂq mwwmaof@qﬁu (drug substance specification)
nsrﬁ'?'lagszwmmnﬂﬁvuuﬂmLm"'lm'?imﬁu rdsdunulanasduwmntronisveunly (8.5) vainsou
finished product specification Waz/%38 Drug substance specification lopautlanauiudssnmedsenianan
fidnnsefind uazlaiiin 2 9 o Tudsmedszmanadildnnsafing
2. 1aNAEIFLININIATFIRNIINAALN
21 nsdifigwaainszmalng pd”wﬁmm”aoﬁLanmﬁ”maommgmmmammmm\ﬁnmm‘ﬁuaz‘iﬁmsﬁéﬂu
MINRAE PIC/S (Pharmaceutical Inspection Co-operation Scheme) lawiuanu PIC/S participating authorities
wie fanassusennaspumskiacaunaninoiuas i nsnalunsniasesdninnuanenssans
DMNTURTYY NTENTNEDITGY 4 srmuadulanfinnuseandossasiafivuiunsninuefuasismfiaiu
nswdann PIC/S lunurapfiiauaany au"ushqmmmaumsmwaaufﬂuﬁuamss"maaﬁoi’uﬂi:mﬁ
drzmanmaildnnsafing
22 nsdifiduenindhemndrsyseana Hraadasfionaivsesnaspumandamaandninoiuas
ﬁfmsﬁﬁ'l%mwﬁmm GMP w38 GMP/PICs {Pharmaceutical Inspection Co-operation Science) Tapmiagam
PIC/S participating authorities aLUAF® ausaunIaTasaulasinanisiusasiviudszmeadszniasm
Biinnsaiind wisanyasaadw ududnd
3. tanmsqmmwmmmﬁtauaﬂm (Frmmnang)

3.1 HAMIATINAATIERQ LMWK AL writdniaguvasfda (Certification of analysis of Finished product) u
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3.2 wanan T unwiagiuvesdaundety (Certification of analysis of Drug substance) MAu

-

a

mmﬁmmjuﬁa‘uﬂueﬁamoﬁwaog’”u§@mua:c§u§mmqau
3.3 lenmanTanangubudunrusunuizniniunmninsasiagiveadrurdity (Drug substance)
78 3.2 nujummanvasniaimsisndniagy (Finished product) 7a 3.1
- . o . A
3.4 lwnid@dunzfousnuuinnia 2 9 azdesfiduunmweingnan1ifinsi Long term stability ATt
Wadnlunsidoueauaas ua:'lm”s”umsmmu%’usmLanmsmmjﬂéﬁmwaw‘%ﬁﬂ
J ] ' & =l . 1 Qs AA
3.5 lunsdidunsiiousunioonii 2 9 sxdasdidunnuiiousn1sdnsnanunidvastimunon
wadnlunsidougruunans ua:"l@”{umsaamu%’usaaLanmsmmgﬁé'\mwaou‘%ﬁ’ﬂ
o o o ' v [ I
3.6 Wasnnidusnfidasaraunould dBIutUBNAITULEAIATUAIAITAILIMURRIMITALAY UALIIBNN
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4. Aaatheen
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1 = General requirement 4a3LNd%@TU& W3 Finished product JULUY Injections
(Parenteral preparations)

2 = The United States Pharmacopoeia 38
3 = British Pharmacopoeia 2013
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