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Product Name : Cefazolin Sod.ium EP (Srerile)

Batch No.

Retest Date : Jul 2015 Quantity : 200,00 kg

Storage Condition: Slore at r lenp€ratqre not exceeding 25oC, in a gterilized tamper evident aluminum container, protected

froB lisht. aad closed wilh r[erilized rubb€r ; finally sealeil wilh sterilizeil alurninum seal,

1. Descriptiotr
2. Soluhitity
3. Identificatloo

4. Appearance of solution

Absorbance a( 430um

5.pH
6. Specific opticsl rotstion

20
a

D
7. Absorbance

Specifi c absorbance * 272n.m

L Related subsfances @y HPLC)
EP Impurity A,

EP Impurity B

EP Impurity C

EP lmpurity D

EP Impurity E

EF Impurity G
EP Impurity H

. EP lmpurity I

EP Impurity L

Hi g}est unknown irnpurity

Toral impuriries

9. Water
10. St€rility
11. Bactenal endotorlos

12, Particulate matrer

Visuaf test

(>=10 pm)
(>=25 pm)

13. Assay

Additianaltesk :
14. Residual solventr (by GC-HS)

Acetone

Triethyl amine

15. Boron
16. Tapped density

This rmterial has in compliazce with EU GMP requhemcnts anil certtfrcate no, Rl-CEP 1998-101-Rev 01
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QUALI]IY ASSURANCE DEPARTMENT
CERTIFICATE OF ANALYSIS

A white or almmt white powder, very hygroscopic.

Fleely soluble in water.

IR spectrum oftesl should match with that of standard

Should give characteristic reaction for sodium

Solution S should be clear

The absorbance ofsolution S should be not more than

0.1s
Belween 4.0 and 6.0 (l0.lVo wlv aq. solution)

Between'15.0' and -24.0', on anhydrous basis

Thesolution should show maximum al272nm

Between 260 and 300, on anhydrous basis

Not more than 1,07o w/w, on as is basis

Not more than 1.0% w/w, on as is basis

Not more than !,lVo w/w, on as is basis

Not more than l.ATo wlw, on as is basis

Not more than 1,0% Mw, on as is basis

Not more lhan l.O% w/w, ou as is basis

Not more lhan 7.\Vo Ww, on as is basis

Nol mote than l,D% wlw, on as is basis

Not more than 1.07o w/w, oo as is basis

Not more than 0,107o w/w, on as is basis

Not more ftan 35% wlw, on as is basis

Not more lhan 6.07a Ww, by KF method

Should be sterile

l-ess than 0.15 IU/mg of Cofazolin

Should be essentially free from any type of visual

panicles

Not more lhen 1000/E

Nol more than 100/g

Between 95.OVo aldl02.0Vowlw, as Cefazolin

sodj u-8,- 
-on 

uI t J_{lglt_s_ !_T1nr-!.y. Yg!

Not more than 5000 ppm

Not [rote rhan 320 ppm

Not more lhao 5 PPm

As per customer requirments

White powder, very hygroscoprc

Freely soluble in water.

IR speclrum matches with that of standard

Gives characteristic rerction for sodium

Solution S is clear

0.015

5.0
-18.0'

Complies

296

Not detected

O.OZVo

Not detected

Not detected

0.25%
0.06vo

No! detected

0.73V0

0.01%

o.06To

0.53Vo

0.9 %

Sterile

< 0.010 EU/mg

Free ftom visual particle.s

53

16

97.9 7o

Rrimark: The proiluct comphcs as abovc EF
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