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Certificate of Analysis

Product Description

Mesalazine Fine Exlra

9155
Lot No.: 6109
Quanlity: 4318 KG

Test Description

Anprarance

Anpraraonce of solution
- Clanty of solution

- Absorbance at 440 nim
~ Absorbance a1t G0 nm
Identificanon

A IR spoectrum

11 Relenton lime
Assay

Redated subsiances

- Sulfaniic acid(Q)

- a-Antinophenol{A)

2.Aaminophaenal(C)

- 3 Aminasalicylic acid{F)

2,5 dihydroxy-benzoic acid (G)

Test Results

COIAPLIES

COMPLIES

COMPLIES
CONPLIER
COMPLIES
100,2
CONPLIES
<003

«30

=G0

<0.63

%0,03

Specification Limits

Almost white or ight gray or tight
pink powder or cryslals

Clear
NIAT 045

HMT 010

complics
complics

98,510 101.5 % (on dried basis)

NMT 0.1 %
HIAT 200 ppm
HIAT 200 ppm
NMT 0,1 %

NMT 0,05 %

Test Method

Visual Tesl

Ph Eur.f USP

Fh. Eur

Ph.Eur/ USP
In-house methad (HPLC)
Ph Eur

In-house methog (HPL.C)
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Certificate of Analysis

Product Description

tiesalazing Fine Extra

9155
Lot No.; G109
Quanlity; 431.8 KG

- Saheyhe acio()

- SATnasabcyie acid(E)

-3.5-Diarpmosahicy e acid (J)

-S-Arino-2-hydraxy-3-(4-sullophenyl)-ban

roic acd {P)

- a0y othat impunly

- Tetal mpunlies

- Ankine(K)

Heavy Felals
Chlendas

Sulphates

Sulphated ash
Hydiogen sulfidesSulfur draxi
Reducing substances
Loss on drying

pH

“Resdual solvents
Paticte size distibution

- K(59)

de

0.04

<0.03

0,04

COLIRLIES

0,07

COMPLIES

0,05

COMPLIES

COMPLIES

0.11

COWPLIES

COMPLIES

HMT 0,2 ¢

MIAT 3,05 %

HIAT 0.1 5%

AT 0,1 %%

MIAT 0,05 %

HET 0,5 3%

RNIAT 8 pom

NAT 10 ppm

MIT 200 ppm

NMT0,2%

comphias

complies

MNT 0,5 %

38t 45

coniplies

<10 pm

Ph Ewr

Pn. Eur.

Ph. Eur,

Ph. Eur.

Ph.Eurs USP

use

Ph. Eur,

UspP

usp

Ph. Eur. 5.4 /USP <ag7>

Ph. Eur. 2.8.31
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Certificate of Analysis

Proctuct Description

IMesatazine Fing Exlra

2155
Lot MNo. 56109
Quanlity: 431,8 KG
- X5 21 <30 pm
28 VT 50 pm

- X{©5)

e Dale  03.09.201916:17:51
Date 08.2022

This balch/lol complies with the requirements of correspanding PharmaZell
specification and Ph Eur jJUSF current version

This balch/lotis manulaclured in full compliance with cGRP

and corresponding registration files.

" Only Class 3 solvent Acelong is likely to be present, it shall be controlied by
LOD is less than 0,5 %%

Manager, Qually Assurance
CH.8 Srinivasa Raju

Report date; 06.09.19
Document generalad by computer and valid without signature
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