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Certificate of Analysis
CEFALE(IN MONOHYDMTE
PUR]LEX @ COMPACTED Batcty'lot: 8426076 lBatcl'r/lot iize: 2750 KG
Manufacturing date: Jul 2013 *piration Date: Jun 2017 Release da:e:'l 9-JuF201 3

Tests Specifications Units Results

4ppearance
sdtuoitity
ldentification (lR)

Crystallinity
pH

Specific opl. rotation, anhydrous basis
Waler contenl by KF

Assay; anhydrous basisl

Related Substances: 7-ADCA

Relaled Substances: PHEi'.IYLGLYCINE

Related Substances: PG-AMIDE

'Whitealmost white powder with granules

Conforms with test
Conforms with test

Crystallihe
4.0 to 5.5
149 to 158
4.0 lo 8.0

97.0 to 102.0
< = 1.0
< = .i.0

< = u.b

deg

%wlw
%wlw
Yowlw
o/ow lw
Yowlw

%wlw
g/ml

g/ml
o/oY lw
o/ow lw

. Complies

Coinplies' 
Complies

eomplies

5,0'. 154

. 5.3'
99.9

. 0.05 .

< 0,02
< . 0.02

0.02
0..3 1

'0.67
o.88

Complies if lesled"
Complies if t€sled'"

Rel. Subst.: ANY OTHER UNKNOWN tMpURlTy < = 1.b
Related Substaflces: TOTAL IMPURITIES
Bulk 'Density

Tappeb Density

Sulphafed Ash

Residual Acetone :

<=3.0
> = 0.45
> . 0.75
<=Q.2
< 0.2

Pharmacopoeia quality: cbmplies with the current editions: ph.Eur, Bp, usB tp.
Manufactured according to ICH e7 GMp for Apls.
N,N-Dimethylaniline is iot used in tne manuticiuring process of this product or present in any of the raw materials.

DSM orde#: 41830
Customer order#: A-21 30363

ShiP.!O: SIEMSGLUSS IBERICA S.A
Horts (Barcelona) , ES

* * Checked at regular intervals

1 Release Specif lcation

Date of issue: Santa Perp6tua de Mogoda, July Zi, 2A.13
COA Approved with Digital Signature by Pepita
Dalmases, Quality Assurance Assistant, 12:57:01 ,

22.07.2013 .
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