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Yoadiunieen Cefoperazone Sodium 1 mg and Sulbactam Sodium 500 mg Injection
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1. gauauEnaly
1. Wugmedumunanndedmiulfaraeheiiodn
2. Usznaumenien Cefoperazone Sodium / Sulbactam Sodium (2:1) %ﬂﬂmgjaﬁ‘u Cefoperazone
1000 #adn3u uag Sulbactam 500 fadnu se 1 v3auia (Vial)
usstlumnuiiednusmanide Unatn wasiloanszyTureey uasieniinan Vedheinan
4. TRannseyiuiindn Fumuneny lviindn uaziawne Jeusiveliogadaauuunsuruss
5. Sunumenguasenitdsueudedlsitosndt 12 ou Tuantudweu sniuiionanstusulunsdifie

W 1 Junsedn uaziienansBugenianiudeusilenunonglusunisudntdu

2. puaNUANIINAln

Namim’aﬁﬁmﬁzﬁﬂmmwLﬁuiﬂmm Finished product specification ua¥ Specification of active
pharmaceutical (API)
ANENITUMTOMNTUALEN NTENTHATIIEY Tindasinfuiilddredadenfuatuiliousimielminiy

ingredient o198snnduiifuatuiieniu deldaanyideudedriinau

unsgrunduinfuladmsunis mudseniansensaasisuge $os seyiianen w2556 actud
11 wwgu w.A.2556 (aeusemelussfiannuneiui 10 dquiey 2556)
2.1 FINISHED PRODUCT SPECIFICATION

R Test Items Specifications
1 Identification test m’m&immmﬁsgﬂu Finished product specification
2. Label amount 95.0 - 105.0% of Cefoperazone
95.0 - 105.0% of Sulbactam

3. Water content TaiiAu 4.0%
4. Constituted solution Wnﬁlﬁ\immuﬁiaﬂ,u Finished product specification
=) Sterility test mﬁm\immmﬁisﬂu Finished product specification
6. Bacterial endotoxin 1aliAiu 0.116 Endotoxin unit/me
7. PH 4.5-6.5
8. Content uniformity m’;ﬂt\humuﬁizﬂu Finished product specification
9. Uniformity of dosage unit m’gﬁ]mummﬁizﬂu Finished product specification
10. Particles

-size > 10 micron TailAu 6000/Container

-size > 25 micron 14ilAu 600/Container
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2. DRUG SUBSTANCE SPECIFICATION
2.1 CEFOPERAZONE SODIUM

k) Test Items Specifications
1. Identification MTIINIUY
2. USunusendfgy 95.0-102.0% of L.A.
3. Water lalifin 5.0%
4. PH 4.5-6.5
4. Bacterial endotoxins 1ai1Ain 0.20 Endotoxin unit/mg
6. Heavy metals 14i1Au 5 Part per million
7. Sterility HTIINIY
8. Related substance
-Any impurity laiiAu 1.5%
-Total impurities TailAu 4.5%
9. Acetone TaitAu 2.0%
2.2 SULBACTAM SODIUM
h) Test Items Specifications
il identification AT
2. USunaudiendifgy 97.0-102.0% of LA,
< Water LaliAin 1.0%
4, PH 52—172
5 Bacterial endotoxins 14iiAu 0.17 Endotoxin unit/meg
6. Heavy metals 1ailAu 20 Part per million
7. Sterility AT
8. Related substance
- Impurity a TailAu 1.5%
- Impurity b Ay 4.5%
- Impurity ¢ iR 0.2%
- Impurity d TailAu 0.1%
- Impurity e TaiiAu 0.2%
- Impurity f TaliAiu 0.1%
- Unspecified impurities TalAu 0.1%
- - Total impurities A 1.0%
9. Specific optical rotation +219 to +2330
10. 2-ethylhexanoic acid (2-eha) TaitAy 0.5%
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B
VUYLV NMT = not more than
*9%9 Dissolution way Uniformity of dosage units TuuULeN@TLERIINEALLDEANANIS
5199051891 ndlldiudesvaziBendiluiianliluly COA enddmeglundu BCS class 2 Fosds
Dissolution test 8&813oY 3 batch N15HAR
- nadfeanzdeundainisiu (waive) nsasavaeulinsizdsienislaliduuansenans
vangussnanilaiuouliice
- Specification of Active pharmaceutical ingredient (API) #i913au13nluiiAsIevivessndn Active
pharmaceutical ingredient (API) wseluilAs1z9 Active pharmaceutical ingredient (API) %aﬂéwﬁmm
f13a3U atuleatunis Faimsnnvingiasunnideiidivun
3.mM5UseliuAUIEANSA AR I1AT (Price Performance)
MuazBeanuenans $es mavszdluAUsyansnmresia (Price Performance)
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4.1 dwnenansiiiuen nMwilve wag/vmienwdingy
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4.2 dunienansmsuansderuuuaaInUeITULUITY (WELaEnaesen) muildtunadeuly
4.3 dundvetunsousue Wy ne.l vie 8.1) ATUNNVTN WiauseariBunnmanYzIaNIY
vasednTaguuardormuaninsgIuvesisnisiiasesion (Finished Product  Specification and
Analytical Procedures) fitumsidenls Tnefeagnadainsusiiusenansensnanssnguiusesvidoll
nisgne
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0.4 duuluddymstunsJouifue (WU ne.2 w3 n1e.3 vie V8.4 vie 8.2 WiuAnsd)
4.4.1.nsdifeowdslulsznelng (me.2)
4.4.2 nsdifiemintuitensudsussgludszimdlng (ne.3)
4.4.3. nsdifenindraindsUssimg (ne.4)

waneng :  nsdfdnsvdsundasiilugSveygianasantuiindaliuuudiundiveuily

= o

Wasuwlassenmisiunzieudisuen (wuu v, 8.9) %se dnuisveudludsuwlassionisiy

nzidoudSus RN UNSUougIRLaL AN UANSS (WUU 8.4)
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4.5 duumilsiouTowmInIgIUNIINENEI MU NINANISN57R lUNSHAREY (Good Manufacturing
Practice (GMP)) Tummanfifgrdestiveniiiaue (atuaraamuseunisnsivaeulnedieglugianains

Juseq) lnanpaUsenausie
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4.5.1. dwmivdeiusennasgiunisndneimumdninasiisnisialunisuaningausen
&gy (Certificate of GMP Active Pharmaceutical Ingredient (API)

4.5.2. dnwmildesusew nsgiunisanemundnnasIs N AATuNSREARE RS aTie
#1593V (Certificate of GMP Finished Product)

4.6 Tunstldusmindranissena fudndedldnumisdoiusewandomt (Certificate of pharmaceutical
products , CPP) #5eniiadasusesnisawing (Certificate of free sales,CFS)luminneniiiausyiy atiu
anganuseunsnTvaeulneiinaiuses fefuussnieusenmagian

4.7 wnsguvesdeivuanuniningauiaend@dny (Active Pharmaceutical Ingredient Specification)

wazndndinie1d1593U (Finish Product)

4.7.1. duwnuasgruingiuiienddey (Active Pharmaceutical Ingredient) wasnanasi

g181593U (Finished Product Specification) 1n852U15181 (Pharmacopoeia) 7il4dne84

nylnszilaeinsgiuedniosfesdulunmudorimusuazanasgiuvesnisiaseily

fsrenlassenil PIUUTENIANTNITIET5150GU509 SEYTIEN

4.7.2. dwun drug monograph %adﬁ'ﬁﬁamﬁﬁﬁm (Active Pharmaceutical Ingredient

Specification) %30 wansigiend15a3U (Finished Product)

4.7.3. ﬂiiﬁﬁf&]qauﬁamﬁﬁﬁﬁy (Active Pharmaceutical Ingredient Specification) 38

wandueied1Sagy (Finished  product Specification)lsiusingludisien (Non-official

pharmacopoeia) fosuansvang uienflumsguvesmsiienegidulumudeanidelaselui
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4731,  ddeimuanazuinigiuvenisinssiluiinevesdsenaiiuauninves
The International Conference on Harmonization of the Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %38
4.7.3.2. forimuaLazIATIIUYEINTIAIIEAERER (In-house process) Tidonndasiu ICH
Guidelines %39
4.7.3.3. ferimunuarinnspruilusesmstinszsiiitmunlilusiser sisele e
wils AUUIENANTENTINEEITUFY 1309 SEyiTen ﬁﬂ%%JUEULLUUEJ’]ﬁ?w’] (General
requirement for dosage form)
ey  dofvuanuniningiudaend1fty (Active  Pharmaceutical  Ingredient
Specification) wagwindueiend15a3uU (Finished Product Specification) #ee81989a1n
dsufnafusazatuifivaiu snduwsinsdidseideruunuazinasgumemsinsed
wzingiuiediy vive nandurenduiagy
4.8 duunmilsdesusenan1siinedt (Certificate of Analysis (CoA)) TnagiasUsznougae
4.8.1. dnuviedesuseman1siaset (Certificate of Analysis of Active Pharmaceutical
Ingredient (AP))) lneisinsuUsznousie
IngAvsendfay(Supplier)

Y

4.8.1.2. dnumilsdesusewanisiinsisiingiiuiiend ey vesdnanfusiordsagy

4.8.1.1. L UMISEDSUTRINANTITIATIZI

(Manufacturer)
4.8.2 éﬁLumﬁfq%a%’maqmamﬁmwﬁwémﬁmsﬁmﬁ%%gﬂ (Certificate of Analysis of Finished
Product ) 9esgndnudnendniagy (Manufacturer)
4.8.3 enanstudumuduiudseningunisnanvesngauiendifey (drug substance) LaEIUNT
wAmveeNanfusid1SagU (Finished productfililunsnanefuiidwey
4.9 dunenasuaninaniIsfneInuAei (Stability data)
4.9.1 duenansuansansAnyIALATISEEEe (Long term stability data) S1unu 3 JUNIWEN
4.9.2 duenansuanvamsfnyruasluEnEss (Accelerated stability data) $1uau 3 JUMIHER
4.9.3 duunienansuanansAnuiuansiteasnsavinuUadnenldl YoV NUARUTEAVBNANT
$nwn (nsdlenwdin) (61
4.9.4 ﬂiﬂiuﬂumﬁéfmasmB/L?lama/wﬁqL@@Iﬁﬁuﬁaﬁwazmmm6‘] ASUMULAzADARABINULENANS AU
1 (In use stability data)
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4.10 duuwiisdeiusewdnsiamiend5a3uCertificate of Pharmaceutical Product) wizentidanly

Usvmelng
4.11 duumangiuanyauyavewdninmien (Bioequivalence) Wulumudoiinun ASEAN Guidelines
for the Conduct of Bioavailability and Bioequivalence Studies %38 filen1sAnw¥1useansna
uazTaauyavewaniusion nsensiasisugy lnsaaduvdeniisnufinundriauyadildsunis
Suseanndrinanuengnssumsemisuazen atulaqiu (nsdllalgensunuu)
4.12 nsallifldendunuudoaaninis@inwvmnenain (Clinical trall) vesenlulszmalngfiuanifowa
mapdtinvesenludmulsednianuazauvasasossuiisuiveduluunas Afuiluansaismig
NN
4.13 dnumilidesusewnassunisUfiRmamdninamiismsialuiesufiinng (Good Laboratory
Practices (GLP)) Tunsdlivihmsfnwidaauyafisneyseine
4.14 drumiidefusewnsgiunisiiusnwiuagnszneemamdninasisnsimtunsiusnyiuay
N3¥31881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))
4.15 flauesIdesdsiiegseegtos 3 wigussyiu
4.16 dumilsdesusewnnsgiutiosu§Ans ISO/EC 17025 lusiemseniiiaue (i)
4.17 duenansuanstayanslisunisussgiu Green book vadlve (E18)
4.18 dnunenansuansdoyamslasunisussglu Orange book w83 USFDA 3w European Medicines
Agency W3aUTuinnssy (613)
4.19 A199UTHAIYTTTUNUNNUAUYTENIAAULNTTUAT
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5. Fouludus
5.1 efedlongwdslidenndt 1 Y dunniuidmousn
5.2 gwniewmswaniidsouliuiandul adesddnumidotusemansiinse (Certificate of
Analysis (CoA))
5.3 fuwwdedluusensundsundlesilndvmoygviedonsnadesanmnout wunmasmnudse
5.4 wnandunulymemnimenwdafausiuazfenisdimsiaiiolinszigunim fimine
wansousiensluduinveudldelumsinseinanmen wardwnlusuiuiigngsiesesiau
IGRGRRINIE
5.5 flauesie ({une) Busenlvisnidndyneuasufmun il
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55.1  mninsduasiadnsienannsuineimansnisunndudinanisinsgildiduly
MNLINTFIY

552  nsdndndosewiatgnidonfuiunniemmelasdiinnuaaenssumsemsuazen

553 ndlldwulmennmannanfasifiensdwasieussavnauasaulaendesiodie
ilgisuen

554  nsdfinuznssunisindunssuuaznstidadnenesnandaien aaiduaesnian
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