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Certificate of analysis

Name: PENTOXIFYBLINE CODE: 6178039
BATCH; A12343L MANUFACTURING DATE: 03-2012
D. OF ANALAYSIS:  26-08-2012 RETEST DATE: 03-2017

Quality c%n!ro.\‘ resufts: /

Test g - Specifications Unit Resufts

DESCRIPTICN:

Characlers Practicaly white crystaline powder with sight charac odor. Complies
{DENTIFICATION:

tdetting poimt 104 - 106 °C 104 - 108
IR spacirum Conforms to standard Complag
OTHER TESTS:

Charity of solution Char Complas
Colar of sohition <=7 Compbes
Acklity (0.4 g} <=0.2mL NaQH 0.0% N Complies
Loss on diying =02 % 0.1
IMPURKTIES:

Chloride <= 50 ppm Comphes
Suphale <=100 opm Comples
Heavy metals <= 10 BpM Complies
Residue on ignition <=1 % <01
RELATED SUBSTANCES (HPLC):

Teobroming «=0.10 % <0.18
Theophyline <=0.10 % <010
Caffaing <=(,10 % <010
Impurity J <={.10 % <010
Any other impurity (HRLC) <= (0.4} % <0.10
Sum of impuriies {HPLC) <= 0,50 % <} 50
RESIDUAL SOLVENTS:

{sopropyi alcohot <= 500 ppm < 80p
Methylena Chiorida <= 500 ppm < 500
Dimethytacetamida <= 500 ppm < 500
ASSAY:

Potentiometric assay 99.0-101.0 % (driad subst) 100
PHYSICAL TESTS:

Tapped density 0.400 - 0.550 gimL 0.522

THIS PRODUCT MEETS SPECIFICATIONS Ph, Eur.

Status; APPROVED
Release date: 26/06/2012 09:52
Relaased by: Marc Roure
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