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o1 Cefoperazone ............. mg and Sulbactam ............ mg for injection
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1. Jumsenusiaannide dum

2. Usznausigdign Cefoperazone sodium Faauyanu Cefoperazone ... mg Lag
Sulbactam sodium Baauyanu Sulbactam ........c..c..... mg
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1. Identification m?f\w\immmﬁﬁzﬂu finished product specification
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2. USunaumigdney

o

90.0n- 120.0 % labeled amount of Cefoperazone
90:0.- 120.0 % labeled amount of Sulbactam

3. pH 3.5-7.0

4. Bacterial endotoxins maﬁ]ﬁhummﬁszﬂu finished product specification

5. Pyrogen test G}i'ﬁls\imm’mﬁszﬂu finished product specification

6. Particulate matter - 9u7A = 10 tm adifiu 6,000 aun1A/container
-9 = 25 Um liiAu 600 8yn1A/container

7. Water Laivfiv 4.0%

8. Constituted solution maf\]mummﬁizﬂu finished product specification

9. Uniformity of dosage units maﬁ]ﬁhummﬁizﬂu finished product specification

10. Sterility test ATIVU
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1.1 Tuddymstunsideusm3uen (8.2 ve.3 ve.d udausnsdl)
1.1.1 lunsaiiduindaluussmelne anefs ve.2)
1.1.2 lunsalidugminduilen1sutsussy mneds ne.3)
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ﬂmmwuaqwﬁmﬁmeﬁmmﬁﬁwmﬁauﬁ (finished product specification) ﬂiiﬁﬁagjiz‘lﬂj’]ﬂﬂ’ﬁ
Wasuwasdlufinfuagdesuuuionasiednuninaionisveudluiwdey finished
product specification
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MENLNAUTIBNSARLUNSHAREUDINTENTHES1TUEY (GMP) Tumsiameniliauene
Tunsalidugnindraniaszma grdndosdidumnnmaenisdesusesnnsgiunis
NAAEANLMENINANTBNSTIRLUNSNAREYBIUSHINALNER W38 Certificate of

pharmaceutical products
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3.1 HANSATITIATIEAN WHER S UTUEINES (Certification of analysis) Tugngudi
duudeogng
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6.1 lunsaltuneifonennunnniy 2 3 avdesfidnunmeenanising Long term
stability aufidudindnlunedeusunuand
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