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1. Punsendsiaanide dumaudwniuia

2. Usznaumesiegn Ceftazidime pentahydrate s‘ﬁaamﬂaﬁ’u Ceftazidime ................ g Uay
Sodium carbonate (%58 Arginine)

3. Uiiaﬂum%usmiﬁ;&namﬂmﬂmm%a wazUoenuuas

q. ammw%am A1UUTENAUMENEIRYLAZAIULTY TUNES ?uéuma teuiinGdn wavias
neidou dfuenlisgannuuuussyiue ﬂimmmusiﬂwaamm amﬂuum%uvmﬁaama
uaEJmm'iumjammaa’mﬂiuﬂaumma’mmLLa AT ’auaumﬂ Lattaviinan

AuaNUANILNALlA

1. Identification m'ﬁ’;ﬁlﬁhummﬁizﬂu finished product
specification

2. Ysunaudnendegy 90:0-105.0% labeled amount of Ceftazidime on
the dried and sodium carbonate free basis (or
Arginine free basis) 8z 90.0-120.0% labeled
amount of Ceftazidime

3. Bacterial endotoxins 1aitAy 0.1 endotoxin unit/mg of Ceftazidime

4. Sterility test ATIINIU

5. pH 5.0-7.5

6. Uniformity of dosage units maﬁ]si’luwmﬁiwﬂu finished product
specification

7. Loss on drying < 13.5 % w/w lunsdififl Sodium carbonate
< 12.5 % w/w lunsdififl Arginine

8. Particulate matter - 9119 2= 10 Wm diAu 6,000 8yn1A/ container
- 9119 = 25 tm hiiAu 600 81n1A/ container

9. Limit of pyridine < 0.4% lunseifidl Sodium carbonate

< 0.3% Tunsdlfifl Arginine
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10. Constituted solution ansazanela

RFoulvdug
1 dunamdeenasnmslduoyyetungifousiiueniedmiglulsamdlng uasdung
(declare) UyaINGn
1.1 Tuddymstunsdeusm3uen (8.2 ve.3 ve.4 udausnsdl)
1.1.1 lunsaifidueindaluussmelne (anefs ve.2)
1.1.2 lunsalifugminduiten1sutsussy mneds ne.3)
1.1.3 lunsdidugnindnaindsUssmatmneds ve.d)

1.2 Tudvefungidousn ve. 1 ¥019auesIA1 WiouTUasdeAvTon13AIUAY
AN MYBINENS I UNTUNELTeULT (finished product specification) nsgifiogsyninans
WaguwUasnluiinifiuagfoduuuienasusodiuinmangn1svein lugmnsau finished

product specification

2. lunsdlflewanluussmelng grdndosdiunnmanondedoiusewnnsgiunsnansnm
vanNUeTIS SRR UNSNERE1YBINTENTIEITMEY (GMP) Tuvsneeniiiaueuie
Tunsaifdusninthanndnaszina guandesiidiunnnaendsdefusesnnsgiunis
NAREIAAmMAnIN eI NTiRluMIHaRe e slsstuefian vide Certificate of

pharmaceutical products

3. AN EelenansANANYELPYBgE lEUa 1A

3.1 HANINTITIATIZVREIAHAR S TIv0INER (Certification of analysis) Tugngufi
dududiogng

3.2 NaMIATARA TR W IRgAURaw material) vosiaed R AillunisnEne
Juildafuiedeisresianeuasinan ingau

4. $9Y71980
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4.1 FlEUeIIAABIEIRIBE 1NeRENTRY ........ PUILUTTUN U TUTUAINULARS
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5.nsUsERURMAMENdILaY
5.1 914909 MdNaUARIlItBENIT ... (fow/ U udiusinsdl) duanniudaey
5.2 gWnanefidaey gdesdnamagluiuseman1sngiriinsgieniuiidaey
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vosrAnuas TUlnsesiingiuvesiuaningpuilduanesuiidaey

5.3 lunsdliivihessmsvnsduineg vefiduweuiiledinsaadiaszsinanin e
swnszvihniiideosmeedise lnedueazdesdsonfindnauduiiniesvnsds
anvinneiuasiudSuiiaveudldirglunisasaliesziaunm lunsdfinuinenls
Hulumuandnuagany nihessmsveanudvslifuRinsansauenaedina1ies
fneuay/vieruantundasaly

5.4 fangazdosuidvusideslndnuneny viseidloiianisidonanmieufivun

6 LoNaTBuY

6.1 Tunsditunsidougnunnnndt 2 ¥ axdesildiunimenenanisine Long term
stability pufiudiudulunzdeueuuans

6.2 lunsdiifueiidosmaunould azdesdidiunmeienansinmanunsingsnis
ATANYUILERY
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