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IUBIDYARMANYMZIANIZET Cefazolin 1 g for injection

97U2U 120,000 vials %38 12,000 navy nassag 10 vials

Tsanenunavauuniu
doe1 Cefazolin 1 g for injection
AuFNUANY
& o ° v o @ o o o 1%} & °
2.1 §‘ULL°U‘U NIYIUTIFANTDAVI  dUTUNENAUAYINAZA1LINDRALI e DRALEaDARNN

22. @wlszney w1 vial Usgneuse Cefazolin Sodium fiauyafiu Cefazolin 1 g
YV a, a &‘
2.3 MIULUITY  MrUzLMUAaUun UsiAnee
§ 1 e ° L U a U A’l d a
2.4 aa1n - svy¥enn diudsznaumiendAguavanunse Junde Tudueny weiindn
waztaunzilowiSuelisgnsdnauuuussyiue
- VUMYurUsIeneatpesatsrylesvisetevnin1sin duuseneuunay
a a v Ay v o
PINAMULTIVRIE 1vTinds Juduey 1idaiou
AuaNUANIaAia

(4

wamima'ﬁLﬂswmmmmﬂu‘lﬂmu finished product specification wa¢ drug substance
specification  #isnsBsnnndshiuatudienty  dsldeameidousodtiniunmenssunsesuasen
NSENTNAGITUEY ﬁ"'ﬁmé’wﬁ%'umﬁﬁwﬁqﬁmLﬂuaﬁ’UﬁLﬁaUwi'm%a'lmin'jwmmg'ml,né‘ﬁuﬁﬁ'uﬁ
Usene

3.1 Finished product specification: Cefazolin for injection USP 41

¥

U Test items Specifications

1. | Identification Meet the requirement

2. | YsuawsendnAgy 90.0 - 115.0 % L.A. of Cefazolin

3. | Uniformity of dosage unit* Meet the requirement

4. | Constituted solution Meet the requirement

5. | Specific rotation between -10° and -24°

6. | Bacterial endotoxins NMT 0.15 USP Endotoxin Unit per mg of cefazolin
7. | Sterility test Meet the requirement

8. | pH 4.0 -6.0

9. | Water NMT 6.0%
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4o Test items Specifications

10. | Particulate matter - YuABYNIA = 10 um Hlifiu 6,000/ Container

- yuABYNIA = 25 um Hlifiu 600/ Container

3.2 Drug substance specification : Cefazolin sodium USP 41

D) Test items Specifications
1. | Identification Meet the requirement
2. | YSunausaendadyy 89.1 - 110.1 % of Cefazolin sodium (anhydrous
basis)
3. | Organic impurities
- Tetrazolylacetic acid - NMT 1.0%
- Tetrazolylacetamide acetal - NMT 1.0%
- Cefazolin open-ring lactone or - NMT 0.5%
cefazolin 3-hydroxymethyl
- Methylthiadiazole thiol - NMT 1.0%
- T-Aminocephalo-sporanic acid - NMT 1.0%
- Cefazolin 3-methyl analog - NMT 1.0%
- Cefazolin lactone - NMT 1.0%
- Cefazolin acetoxy analog - NMT 1.0%
- Cefazoloic deacylated - NMT 1.0%
- Cefazoloic acid isomers - NMT 1.0%
- Cefazolin epimer - NMT 1.0%
- Cefazolin pivaloyl - NMT 1.0%
- Any individual unspecified impurity | - NMT 1.0%
- Total impurities - NMT 3.5 %
4. | Optical rotation(Specific rotation) -10° to -24°
5 | pH 4.0 - 6.0
6. | Water NMT 6.0%
7. | Sterility test Meet the requirement
8. | Bacterial endotoxins NMT 0.15 USP Endotoxin Unit/mg of cefazolin
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3.3 Finished product specification: Cefazolin 1 gm for injection BP 2016

D) Test items Specifications
1. | Identification Meet the requirement
2. | YFunsaendeygy 90.0 - 105.0 % L.A. of Cefazolin
3 pH 4.0 - 6.0, in a solution containing 100 mg of
cefazolin per mL
4. | Clarity of solution The absorbance of the solution measured at 430
nm is not greater than 0.15
5. | Related substances
- Any impurity : for each impurity | NMT 1.0 %
- Total impurity NMT 3.5 %
- Disregard impurity NMT 0.05 %
6. | Water Not more than 6.0% w/w
7. | Bacterial endotoxins NMT 0.15 Endotoxin Unit per mg of cefazolin
8. | Uniformity of dosage units* Meet the requirement
9. | Particulate matter
>10 um NMT 6,000 particles/container
225 um NMT 600 particles/container
10. | Sterility Meet the requirement

3.4 Drug substance specification : Cefazolin sodium BP 2016

) Test items Specifications

1. | Identification Meet the requirement

2. | Ysuneushendrdgy 95.0 - 102.0 % of Cefazolin sodium (anhydrous
substance)

3. | Appearance of solution Solution S is clear and its absorbance at 430 nm
is not greater than 0.15

4. | pH Solution S 4.0 - 6.0 for solution S

5. | Specific optical rotation - 15° to - 24° ( anhydrous substance )

6. | Absorbance the specific absorbance at the maximum is 260 -
300 (anhydrous substance)
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Test items

Specifications

e Related substance

Any impurity : for each impurity, NMT 1.0 %
Total , NMT 3.5 %
Disregard limit , NMT 0.05 %

8. | N,N-Dimethyl aniline

Maximum 20 ppm

9. | water

Maximum 6 %

10. | Bacterial endotoxins

Less than 0.15 IU/mg
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