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CERTIFICATE OF ANALYSIS

| Code N°

Manufacturing date F Jul 2()'22J Retesting date

H

{where applicable)

Expiration date 1
{where applicable) i

[Analysis Number M4PF073102 Limits

: Test Results | M.U. __Min
Descrintion Yaliow, crystall i0e powder Yeliow, crystalling powder
'E"(‘ilgnﬁ&mnon

S Corforms 1o Standarg

- UV

Conforms to Standard

Residue on (g
Heavy metals

0,03

Assay (TBAH) o
Related Substances HPLC:

| Residusl Soivents (GC) -
- ICH Class 1 solvents - Not use

- ICH Class 2 solvents -

. Chioroform
Metharol

dried |

4
—

- ICH Class 3 solvents -

| _Ethyl Acetate

| - (alitrans)-5.6-epoxy5,

- Largest unknown impurity

- Total impurities {apar from fsoire

 Clarity of solution 294

- in chloroform (NTUj

- inTHF

|
E_ Packaging and Storage

This batch has been manufactured, packayged snd tested in acoordance with EU GRP Guide
Manufacturing site of the Active Fharmaceuticy

i September 11 2012 ‘

SR |

Capttale Sociale ¢ 40.000,000 iy, -

Societd dei Gruppo P &R, & P& sngn
Strada Rivoltana km 877 - 2065

pelta ais

| Proserve in aitight containe

tinw Votime 4 Part 11 { 10H Q7a

ttngredient : DLON 8.2 4 . GARBAGNATE ML e

Reissued on

January 03,2013
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