AUENYUZIANIZYBLI Salmeterol+Fluticasone MDI bé/lad'o mcg/dose (alno dose)

ademn Salmeterol+Fluticasone MDI b&/w&o mcg/dose (ebo dose)
b.o JULUY Jugmiumeainguiwuu Mo

b.lo d1UsEnou Usenausiemien Salmeterol & mcg + Fluticasone proprionate lb&o mcg/dose
31U oo doses

lo.m AULUITY UITlUNTUE F9RRda Dose counter
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o.@ Finished product specification : Salmeterol+Fluticasone MDI b&/ls&o mcg/dose

a.ldentification NIIINIY MTIINIU

o.Assay ®=.0-a0.0% LA for each | ex.o-et.0% LA of Fluticasone

propionate

€. &-lo.€% LA of Salmeterol
en.Aerodynamic size distribution N3V -
@.Delivered-Dose uniformity NI AT
&.Impurities/Related substances ATIINTU- ATITNIU
v.Microbial Enumeration NTIU -
o.Foreign particulate matter AN -
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alo Drug substance specification : Fluticasone propionate

g
TR R IR Bk W

@.ldentification

VUSP &5

ATIINIY

MR o5

M5

v.Assay

*z.0-006.0% LA
(anhydrous)

®e.0%-e0w.0% LA (@anhydrous)

en.Optical rotation

+mb° to +mb°

+ane” to +and”

& Water determination NMT o.%- Maximum o.&¢%

&.0rganic Impurities/Related
substance
- Compound A NMT o.0% Impurities D,G each NMT o.:m%
- Compound B NMT o.e% Impurities A,B,C,E,F,H,| each NMT o.0%
- Compound C NMT o.@ % Any other impurities NMT o.0%
- Compound D NMT o.:n% Total NMT @.0%
- Compound E NMT o.:m%
- Any individual NMT o.e%
- Total NMT @.0%

o.Limit of Acetone

NMT @.0% (w/w)

NMT ®.0% (W/w)

en.en Drug substance specification : Salmeterol Xinafoate

a.ldentification

ATIINIY

MIINIY

o.Assay ®z.0-906.0% LA &), &%-@o.0% LA (anhydrous)
(anhydrous)

a.Residue on ignition NMT o.% -

&.Organic Impurities/Related
substance
- Compound A NMT o.0% Impurities D,G each NMT o.lo%
- Phenylethoxy NMT o.e% Unspecified impurities NMT o.@%
- Phenylproproxy NMT o.@% Total NMT o.¢%
- O-alkyl NMT o.:n%
- Compound B NMT o.%
- Deoxy NMT o.0%
- N-alkyl NMT o.0%
- Unspecified impurities NMT o.@0%
- Total NMT o.«%

& Water determination NMT o.lo&%- Maximum o.&%

o.Sulfated ash - Maximum o.e%
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wilowwsew Finished product specification Lag/%3e Raw material specification Tagvaudluneuiulsenie
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n1sNanEA PIC/S (Pharmaceutical inspection Co-operation Scheme) Tagviaesnu PIC/S participating
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&a.o HANIATIVTATIERUNIWKERSUsTEnduS9gUvoaHin (Certification of analysis of

finishesd product) 'Lumﬁ:uﬁd%ﬂuﬁ’mé’m

&alo HANMINTIAATVRUNWIngAUTEsIeddty (Certification of analysis of drug

substance) l#luniswanefuiidadusegreieesuaneuaznaningiu

&a.m HAMIANWIANMUAITIIUSEEZE19B981 (Long term stability) maamhamqwmmﬁﬁu
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AuENYMZIANIZYDLE Salmeterol+Fluticasone DP| ¢o/lado mcg/dose (bo dose)

_@j_a_m Salmeterol+Fluticasone DPI &o/le¢o mcg/dose (oo dose)
b.e JULUY ugmivgameuinefianeuia

oo dUsEnoy T o dose Usenausedien Salmeterol xinafoate fiauyaify Salmeterol &o
mcg+Fluticasone propionate bd&o mcg
0. NYULUTTY HeEUTITI foil blister strip $1uU o dose Seussqlurdosflofldgemiu
b.e 281N “uuvssyfsiseydenn duuszneumedidquasaniuuss Yundn Sufuony wuiindn
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indinsuilidsdemaiuetuiidieurivielniniunaspundwiiulamiunis asemansenss
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o.e Finished product speciﬁation : Enalapril maleate tablet USP

1

i

@ | Identification N5 AT

o | Assay «&.0-aoe.0% L.A. of wo.0-ea0.0% each for
Fluticasone propionate Fluticasone propionate and
®lo.&-eo.&% LA. of Salmeterol
Salmeterol

o | Uniformity of delivered dose NI NIV

(Delivered-Dose Uniformity)
& | Aerodynamic size distribution . NI
& | Related substances Eluticasone propionate -Salmeterol-N-alkyl : NMT o.bo%
(Organic Impurities) -Impurity D,G : NMT o.e0% -Salmeterol related compound H

~The area of any other : NMT o.«8%
secondary peak : NMT o.bo% -Any fluticasone propionate
-Sum of the areas of all related unspecified degradation
secondary peaks : NMT e.b0% product : NMT o.e0%
Salmeterol -Any salmeterol related
-The area of any other peak : unspecified degradation product
NMT ©.&% : NMT o0.0%
- The area of any other -Total degradation products :
secondary peak : NMT o.lwo% NMT @.;n0%
- Sum of the areas of any other
secondary peaks : NMT @.0%

avde f(lfLJ\{ (ol (AP plsgsunssunis ade S5 nswnm e o NISUATS

(WEAneE SranyIna) (WN9BUITTN LFDUNANN) (WIS Augeou)




b | Microbial enumeration tests ~ -Total aerobic microbial count :

and specified microorganisms NMT oo cfu/g
-Total aerobic yeasts and molds

count : NMT eo cfu/g

¢ | Foreign particulate matters -

-Size < @0 mcm -NMT oo particles/dose
-Size @o-@00 Mcm -NMT @oo particles/dose
-Size > @00 mcm -NMT @o particles/dose

-Total -NMT enoo particles/dose

e Drug substance specification :
a.b.e Fluticasone proplonate
T

est ltems

@ | Identification NI NI
o | Assay «0.&%-e0.0% LA, of oz.0%-e0e.0% LA, of
Fluticasone propionate Fluticasone propionate
(anhydrous substance) (anhydrous substance)
o | Appearance White or almost white powder u
& | Specific optical rotation +al to +eo (anhydrous +elo” to +eno° (anhydrous)
substance)
& | Related substance -Impurity D,G : for each impurity, | -Related compound A ; NMT
NMT o.;n0% 0.0%
-Impurity C : NMT o.lbo% -Related cpmpound B,C : for
-Unspecified impurities : for each impurity, NMT o.00%
each impurity, NMT o.e% -Related compound D,E : for
-Total : NMT 0.@0% each impurity, NMT o.o0m%
-Reporting threshold : NMT -Any individual unspecified
o.0&% (Reference solution (b)) | impurity : NMT o.@0%
-Total impurities : NMT .0%
(include all impurity peaks
greater than or equal to o.0&%)
o | Acetone NMT @.0% m/m NMT @.0%
o | Water NMT o.&% NMT o.9% (Method 1)

mlo Salmeterol xinafoate
R =il

AIIINIY

Identification AU

b | Assay «o.&-aow.0% of LA, of ®z.0-00.0% of LA, of
Salmeterol xinafoate (anhydrous | Salmeterol xinafoate (calculated
substance) on the water and solvent-free

basis)

o | Appearance White or almost white powder -

« | Optical rotation - -

& | Residue on ignition - NMT o.@0%

o
addle ’(lf W1 (et sesminssunis ale AL T2 NTTUNTS asdle VJﬁfﬂ NIUATS
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NE LI

-Salmeterol related compound A

NMTo.lbo% : NMT o.lb%
-Unspecified impuirities : for -Salmeterol-phenylethoxy : NMT
each impurity, NMT c.e@0% 0.@0%
-Total : NMT o.&o% -Salmeterol-phenylpropoxy :
-Reporting threshold : NMT NMT o.@0%
o.0&% Disregard the peak due | -Salmeterol-O-alkyl : NMT
to xinafoic acid o.en0%
-Salmeterol related compound B
: NMT o.00%

-Salmeterol-deoxy : NMT o.bo%
-Salmeterol-N-alkyl : NMT o.loo%
-Any unspecified impurity : NMT
o0.e0%

-Total impurities : NMT o.et0%

o | Water NMT o.&o% NMT o.od% (Method 1)

@ | Sulfated ash NMT o.00% -

vane -nsdifvanedouudanisiiu waive) manaasuiinsigideln iduenasvdngrudingnilldsu
ausiinaneideuay
-Drug substance specification #1519 NlUAATIZRvRERERN Drug substance w3 Tullas1ey Drug
substance vosnangrdisasy atulantunil Tnefinisnmatiesginsuynidedmua
&.N1INFIVFDUAUAIN
doulyd
.0 dunameeienasnisldsusygyntuneieuhiveniiosminelulssmalneuasuanunin
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AainweARSimuTiTunsiSenld (Finished product specification) wagdarvuagmuamassingiu (Raw
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whlvawsaw Finished product specification Way/%3e Raw material specification
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N1SWAREN PIC/S (Pharmaceutical inspection Co-operation Scheme) Iagviieanu PIC/S participating
authorities %30 fllonanssusemnsgrunHansmAvdnIneABNsiRunInERewesdthuAMENTIINS
0WNIUALEN NTENTNAsTIEY Termuniulnedianusenadesuariafisufundninasisnsfinlunmssdng
PIC/S lumneeniliausnny atuaganiusounisnsaseulneiinanissusesiiviulssnadssmasadidnnseing
nsdiifugnhdhoniesane fuiadesionasusonnmsgiunssdngmmamdninusiissnsi
Alumssdnenvesusemeaguin PIC/S(Pharmaceutical inspection Co-operation Scheme) Taevaganu PIC/S
participating authorities atfuaganiusounsnsvaeu tnefinanssusesdiviulsznausennsindidnnsedng
& AU mEBenaIALEN YT E YR AU T
&0 HENMIATIVNAT RN THNERSUsIvDIEER (Certification of analysis) Tunguitdaiy
Phlgk
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fothetesnaneuaznaninghiu
&.enen HAMIANYIAIUAITIlUTEEEE1IMEE1 (Long term stability) maentaseguee ity
nesdeuannndt o U videranisAnw Accelerated stability nsdifitungiSeugniosnit o

&« fvgeen
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b.lo duUsznau T e dose Usznausiadie Ipratropium Br bo mcg way Fenoterol HBr &o mcg

.o NYULUITY  UTTRUNYULEIGANY (Pressurized container) Aadinets Metering valve WiBaU35q
Propellant %fln non-CFC $1uaubitipunin woo dose
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neideusiiuen Tiegadmauuuussgsiost
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. Finished product specification :

) e

& | ldentification test mswc\humuﬁisﬁlu finished product specification
b | Assay w&.0-ead.0% L.A. of Ipratropium Br
B&.0-ead.0% L.A. of Fenoterol HBr

e | Uniformity of delivered dose m’m&humuﬁszﬁlu finished product specification
(or metered dose)

& | Uniformity of content(or mass)/Fine M‘S’Jﬁlmumuﬁ‘wﬂu finished product specification
particle dose

& | Number of deliveries per container | litfosndn oo Ass

b | Leakage test aIaRum ISzl finished product specification

o | Sterility/Microbial limits* m?%mumuﬁsaﬁq‘lu finished product specification
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N1sHAnY1 PIC/S (Pharmaceutical inspection Co-operation Scheme) Taevuaeetu PIC/S participating
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mj_a_ﬂ:l Meropenem @ g powder for solution for injection, & g/vial
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b.lo d1uUT¥NAY Usenaumiesiel Meropenem trihydrate 38 anhydrous Meropenem %aaugaﬁ’u
Meropenem o g k¢ Sodium carbonate 1u @ Mﬂ’JEJUiW‘ﬁmVT
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e Finished product specification :

® | Identification test mwm‘umuﬁisq‘tu finished product specification
o | Assay ®o.0-ewo.0% L.A. of Meropenem
o | Content of Sodium ®o.0-0wo.0% LA of Sodium
& | Uniformity of dosage units mswmumuﬁ‘wq‘lu finished product specification
& | Chromatographic purity

-Meropenem impurity | (Specified) : NMT 0.c8%

Relative retention time about o.e&

-Meropenem impurity Il (Unspecified NMT 0.9%

impurities) : Relative retention time

about .o
> | Bacterial endotoxins NMT o.e@w& USP EU/mg of Meropenem
o | Constituted solution mi’mﬂi’lumuﬁisﬁlu finished product specification
w | Loss on drying ®.0-0b.0%
« | Particulate matters m?ﬁ]mumuﬁiaﬁﬂu finished product specification
@0 | pH (e:bo) ol.on-=.m
o | Sterility mwvﬁumuﬁiz‘u_‘lu finished product specification
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Mawdng1 PIC/S (Pharmaceutical inspection Co-operation Scheme) Tngviuigau PIC/S participating
authorities w3 flenansiusewnnsgiumsnaneudninaeiIsnsfrlunsanevesdiinauangnssuns
DIMNIUAYEN NTINTIENSNINNEY Farimundulneiimmaenadosasiniienfundninasiinsialunswanen
PIC/S lumnaeniliausniy atudganusounansaaeulnsiiiamsiusesisiulssmeadssmasandidnmsotind
nsdifiduenthidhanseyssme §rdnfesionanssuremnsgunskinsnumdninasiissnsi
Alunsninerveadsznegudn PIC/S(Pharmaceutical inspection Co-operation Scheme) Tnemiaesnu PIC/S
participating authorities atuaganuseun1InsIsdey nelnanmsiusesdviulseniaussninsadidnnsedngd
&a N MENBIENASAUENYAIIOME TR TlauDTIAN
&.an.o HAMINTIAATIAUAWHERTusTvaaHEn (Certification of analysis) lugnguftdndy
#7989
.o HANTIATITIAT AN M INGAU (Raw material) vasfenddyililunsndnenuitdandu
fetaiavasguineuaindningiu
&.m.o KaNSANIANAITUSEELE1I98981 (Long term stability) maam‘zmmqmaamﬁ*ﬁu
neillunnndn o U viewanisfinun Accelerated stability nsdiffiumeidauentiaenit o ¥
& UERINANSANSIAMUAWIINEINITAYATY (Reconstitution) wasAendsni1sideans (Dilution)
Fsansuhingas suftseluenanstiven lunsalldueniFemanreuld
&.« fog13en
&0 fauenan (Jue) fosduieduenetielion e misussydus fudufunuuanseazden
Iepsudumuiisvualusdonuaudviludiey
&.¢& Msvserugu e Tidaey
¢.¢.0 ogvseniidweudesdiongldldlitesnit » U duaniudwey
&dlo mwnnmﬁdmmmvrﬁ’aadaa’mmnwm'wa’[u%usmwamsmﬂﬁmsn Mmqumamwamwam
& neciimiserushin ﬁaumamw'maﬂua‘uLwaaamammwvmmmw wieauaiwlde
fowvofatee lneflauesian (§une) ssdesdseiudnadnuiimhsnudmssiinswiuas
ugSunveurlddelumsnsinlinsieiaanmuazansuinsgiu (Reference standard) tunselil
wu ol dulununudnuarians mhenuveanudni “l,uiuwmimmnauaiwmmnmwaqw
waueTIAN (Ue) uag / Msawwam'l,uﬂsqmalﬂ
..« fpsilianansuanauariusosi fauesia () Sudsuslenlndvuney viieileuia
mnﬁauamwé’wﬂs“mi‘lmq Aeufuunlaglififouly
& fuieBureuivrlimbenudeviafeatuilnievdmunniseyni Fudtyriuguneaiduvieduy
yedudenau
.o fureBugeniinsliondndyynounsutmun lunsdselud
&.o namsfENVIATsisdnnsinemansmaundliduluausnasgu

WSl

p :
B0 ’n)»!r( fO (AT Usysunssuns ale Al Il ATIUNS asde ATNNTS
(WeAined Smamesga) (UNIEUITIR LADUNAN) (MR fiugeu)



¢l WAnSosedadgnidsniiviuantomanlasdinnuamgnssunsomsuazetlutasam
vesdtygnardorvuney
&oa wullgmaanmannandosifiorsdmwasoftaeldsue nanisinwilivssqlimine vie
Winomslifisuszasdannislden Taedudnguudunnumddidunednuaidnus
¢.amhsnuveanudvsliiuinsamdndsiodiius gnFenfuiilpedinnuamgnssuns
awnsuage lussesom o U dewfuussmadsyniasimBidnvsetind

WIS
ade rnl Wil felld {14 Uszs1unssunTs atde 9?’./ & N394N1S avde 1 AINAT

(Weqiine Sminesga) (UNIBUITIRU LFlBUNEN) (st Audou)



_@_.ﬂ_am Piperacillin & g + Tazobactam &oo mg injection

b.e JULUY \Humendrnfaviesseu Unmande dmsudn
olo dUUTENBYU Usznausiame Piperacillin sodium ﬁaaugaﬁ‘u Piperacillin @ gm waz Tazobactam
sodium ﬁauuaﬁ‘u Tazobactam &oo mg
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a.e Finished product specification : Piperacillin and Tazobactam for Injection (USP&en-NFanes)

; o . ' o
A9RURNNTEYLu finished product specification

Ident|f‘ catlon

b | Assay «0.0-0#90.0% L.A. of Piperacillin
®o.0-0®0.0% L.A. of Tazobactam
e | Uniformity of dosage units mwwﬁumuﬁisﬁlu finished product specification
& | Organic impurities m‘s’mﬁi’lumuﬁisu‘lu finished product specification
& | Bacterial endotoxins NMT o.o= USP Endotoxin Units in a portion equivalent to

@ mg of a mixture of Piperacillin and Tazobactam (o.ce

and o.e@ Mg, respectively)

b | Sterility tests m’mhumuﬁisu'lu finished product specification
o | Particulate matters m’mmummﬁ‘sw‘lu finished product specification
& | pH &.o-¢.0

« | Water determination NMT b.&%

@o | Constituted solution mswﬁwumuﬁssq‘lu finished product specification
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en.lo Drug substance specification :

e Piperacillin 1donfia1sands mlo.e 3o mlo.lo folatanils

m.lo.e Piperacillin viunefa Piperacillin monohydrate (USPea-NFae)

e NS

® | Identification m’aﬂmumuﬁizu‘lu finished product specification
© | Assay (on the anhydrous basis) &oe-a,0067 mMcg/mg of Piperacillin

e | Impurities mi’aﬁlmumuﬁiaﬁﬁlu finished product specification
@ | pH &E-0.&

& | Water determination NMT ®.0%

o | Bacterial endotoxins NMT o.oed USP Endotoxin Units/mg of Piperacillin
o | Sterility tests mswmumuﬁimﬂu finished product specification

Identification

m..lo Piperacillin sodium (USPam-NFne)

1 . d - r—
nsyarumunszylu finished product specification

Assay (on the anhydrous basis)

&po-a,0mo mcg/mg of Piperacillin

Impurities

| = . : .
nsaN1unusEylU finished product specification

v.0-&.0%

Optical rotation

+@dfcd'.‘° to +©<n!c&.’°

Bacterial endotoxins

NMT o.0ey USP Endotoxin Units/mg of Piperacillin

[©]
5]
on
& | Water determination
&
]
o

Sterility tests

' < : . .
n52HUMLTSEYL finished product specification

Identification

a.o.en Tazobactam (USP&en-NFen)

Snecifications

' = . — . N N
A5 unLAsEY finished product specification

Assay (on the anhydrous basis)

®®.0-e@0.0% of Tazobactam

Residue on ignition

NMT o.e%

nsaruANsEyly finished product specification

Bacterial endotoxins

NMT o.o& USP Endotoxin Units/mg of Tazobactam

Optical rotation

+000° 10 +owa’ (t=lvo")

@
®
m
& | Organic impurities
&
D
o

Microbial enumeration tests and tests
for specified microorganisms

' = " f .
asraEunansEylU finished product specification

&L

pH

6.5 b.c

Water determination

a

) N , . .
m’mmumumsu‘lu finished product specification

a.en Elemental impurity %30l Risk assessment report (Handianasusenau)
o ol v Y . a ) wa Y] o | e vo
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aiRn1saanedeuse

-Drug substance specification in1snnanluiiasgsivesnan Drug substance n3e Tudias1esi Drug
substance vosfrAnendiasy atulaatunds Inefinisnsdsesiasuynindefiimue
-n3diEanTagAu (Supplien deimpAunluguvesnisnansewing Piperacillin sodium was
Tazobactam sodium L4311 Raw material ﬁL‘T‘Juquauﬁé’ﬂajU‘i’lngaﬂu official pharmacopoeia
ﬁﬂﬁaﬂmwﬁ]mﬁnwmzmmwm active pharmacopoeia ingredient ﬁLi‘Jumqmswaumn in-house

specification
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Freasthivangay mutseluenansfiuen lunsdfidueiidewaunould

&.« feg1en
¢.<.o Hauenen (ue) dosdshogeetieey o mheussadue fadufununaniseanden
I¢nsuthumuitmuslusiienmuaudimldey

&.& MIuseAugnmETideoy
¢.¢.0 0yvoaniidumeudedoglildlitesnin o U fusniudwey
&&lo ﬂmnmmﬁdquauwéfaqﬁqz’hLmnwwa’w‘lu%’usmwamsmsaaﬁLﬂiwﬁmiuﬁdauawm@ém
¢ &a n3diimhsnuinsduitegeiidwsuitedmmiinseiguain mhenuagimiide
Fosasotaen Tnefflauesian (fune) ssfesdseiudnmuduauivihonudimsalinnsiuay
DudSuiinveurldrelunsnnadinneiaunmuazansunmnsgiu (Reference standard) lunsdiil
wui elddulunumadnunsiems wismumeanuavs lifufinsannsauenamdendrivess
iaueen (u1e) uay / vdedudnlunsadely
¢.¢.« fodllenansuanauaziusesin flauesim () Sudsudoslnduunoy viieideiin
msvdeuanmieusenslag deurwuslaglifideuls

&0 fueBuseniinslimbsmideviviafetuilnendmmnssyniudyaiufnemediedue

edudenau

.o funeBugositerlisnidndyanreuasurmun lunsdselui]
.00 HAMIFURTRIATETdnnsineemannsuwnd i dulumasnsgu
¢ollo HAnTseinignFeniiuiuandemaalasdiinnuangnssunsomsuazetlutasam

&
NG AT PG RO TRIR

T3NS

adde | AL Jol (1Wd1] 4 Usesrunssums ads =15 ZF NFIUNTT avde Q"(fj‘h

(Welines Smmsna) (WNBWITIN (ABUND) (WS Aiudow)



& wullymamnmanuntasiftorsdemasedfieillézue nansinulivisqivne vie
\Anomsliflavszasdarnnisldn Tnefivdnguudunnumdibuaednualdngs
&z mhenureanuavs lisuRnsandnsusieiifussgndeniuiulaedinaunnenssuns
owsuazen luszeznm o U newluuszniauszmnsaididnusednd

aede P(lfw\( 7l 11 (fasesmunssuns ade B GL AF3NATT adle W’(ﬁ‘h AIUNT

(Weqinee Smnna) (WNBUITIOU LFlBUNaT) (NN Fudeu)



adoen

AUANBULIAWIZUBIYT Ceftazidime o g sterile powder for injection

faitly

b.e JULUY WWunsgnduniavdesdeu Unannide dmsudn

wlo druvsvnay Tu o heussyiue Ussnaudieien Ceftazidime uay Sodium carbonate w3e
Arginine ﬁaugaﬁ’u Ceftazidime @ gm
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Ceftazidime @ gm sterile powder for injection
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en.e Finishe ftazidime for injection
Identification m’mmumuﬁisﬂu finished product specification
Assay xo.0-eko.0% L.A. of Ceftazidime and
wo.0-mod.0% L.A. of Ceftazidime on the dried and
Sodium carbonate-free (or Arginine-free) basis
e | Bacterial endotoxins NMT o.@ USP endotoxin units/mg of Ceftazidime
& | Sterility msww’mmuﬁwu‘lu finished product specification
& | pH &.0-0.& (moo mg of Ceftazidime/ml)
b | Loss on drying NMT @n.&% w/w (n56i7E Sodium carbonate)
NMT elo.&% w/w (N36I73 Arginine)
o | Uniformity of dosage units m’mhumuﬁsaﬁu‘lu finished product specification
& | Particulate matters ms’sﬁlw"lumuﬁiw'lu finished product specification
« | Content of Arginine or Sodium mi’mi’mmuﬁixq‘lu finished product specification
carbonate
@o | Limit of pyridine NMT o.6% w/w (N3l Sodium carbonate Tug$u)
NMT o.m% w/w (56t Arginine Tushdu)
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on, b Drug substance specrfcation Cefta2|d|me pentahydrate

® Ident|F cation mww'mmuﬁssq‘lu finished product specification

® | Assay & .0-a0.0% of Ceftazidime (on the dried basis)

o | Crystallinity mswmumuﬁwﬂu finished product specification

« | Sterility nearumuiiseyly finished product specification

& | pH m.o-a.o (& mg/ml)

» | Loss on drying It loses between am.o-ad.0% of its weight

¢ | Bacterial endotoxins NMT o.e USP endotoxin unit/mg of Ceftazidime
waneig nadlingiuiliduasiefiuves Mixture of Ceftazidime pentahydrate with sodium carbonate for
injection 14 Drug substance specification tanus151e12 0GR U Finished product
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-Drug substance specification fRasananludiasizsivaeuiin Drug substance w¥e TullasIgH Drug
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uhluwiew Finished product specification Wag/#3e Raw material specification
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NsHANET PIC/S (Pharmaceutical inspection Co-operation Scheme) Tngnuaeau PIC/S participating
authorities 30 HonasusesmnnspuMInaREImENINNeIEMsRluNSHAngTesE TN ARENTTINS
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participating authorities aduaganuseunsasiasey Taeflnanissuseddiviulszmavszninmandiinnseding
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&mlo Namsmmf‘;t,ﬂﬂ“ﬁﬂmmwﬁ'mﬁu (Raw material) vasaenddyfililunswanenjuitdadu
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nzidouannndt o U vianansAinen Accelerated stability nsdifuvsdeuetiosnii b 9
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