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Finished product specification: CEFIXIME 100 MG

3.1. Identification test ATIVNY

3.2. Assay 90.0 - 110.0% LA of Cefixime

3.3. Uniformity of dosage unit Meet the requirements

3.4. Dissolution test Not Less than 75% (Q) in 45 minutes
3.5. Water content Not More than 10.0%

ANIEATIUNSMVUAAANYULIANY

/-2- AANYIANIZYRILT Fosfomicin



-2-
A ANWEUZANIZURI8T FOSFOMYCIN STERILE PWDR 4 GM.

1. #9871 FOSFOMYCIN STERILE PWDR 4 GM.
2. AuguUEnalY

2.1. guuy Dursesrnidedam lugUuuu Crystalline powder

2.2. duUsznau Usgnauniesign Fosfomycin Sodium %aamyjaﬁ’u Fosfomycin 4 gm.
wagdl Sterile Anhydrous Citric Acid

2.3 NYULUTY. UsSgluMTUEUTTEEaU AT

2.4. 2870 - szyfienn dhudsznauiionddnuaraiunse Yundn fuduony o

wan uazeweidowinuen Tegradnauuuussdu
- vuMTuzUTTnesoefassyTosvedemenisdn dwuszneuuar
PR ALY aTinGe Tudueny Tidniay
3.anauUANIIMALA  Finished product specification:
wamimaﬁmmzﬁﬂmmwLﬁuIUm:u finished product specification Wa¢ drug substance
Specification fgredsnnundussuatuiiientu Jaldaamedoudodtinauanenssunsemsuay
61 NsENTIIEmIUEY Teknduiuiliddaeaduatuiiiisuinvielminimasgiundusiu
Tosnsunils muusenansevTsasITgn Fossryine ne. 2561 astuil 6 $unneu wa. 2561
(aeusznalusRanyuniud 12 nuatwus 2562)

3.1. Identification Meet the requirements

3.2. Assay 90.0%-110.0% of the L.a. of fosfomycin
3.3. Uniformity of dosage units ATIVNY

3.4. pH 6.5-85

3.5. Insoluble Particulate Matter Meet the requirements

3.6. Water NMT 4.0%

3.7. Bacterial endotoxins Less than 0.025 EU/mg (potency)

3.8. Foreign insoluble matters Meet the requirements

3.9. Sterility Test Meet the requirements
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