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CERTIFICATE OF-ANALYSIS

. —_— —_—
Product | i AIDI-USPIER current 1 40 N (2610200 | Batch N° [ 1340851

——

Jui 2013 Retesting date Jun 2018 Explration date

r .
Manufacturing date (whera applicable) {where applicable)

Analysis Number N4PFO70801 Limits

Tast Results M.U. Min Max
Description While, crystalline powder White, crystatline powder Off-whita
Identlfieation T
-iR Conforme to Standard Conforms to Standard
- UV Conforms Conforms
Loss on drying 0.1 % 0.5
Resldue on Ignition 00 % 01
Heavy metals % 20 ppm 20
Appsarance of Sojution Not more colourgd than Y-8 Not more colourad then Y-6
Asgay {perchioric ecld) : 98,5 Yedrled | 98,5 101,0
Assay HPLC ; - 99,2 Yedried | 97,0 . 103.0
Related Substances HPLC :
- 2 .4-Diamino-8-Chloro-Pyrimidine < (3,05 Ya 0.2
- 2,4-Diamino-3-Chloro-Pyrimidine-3-Oxide | < 0,08 % 0,2
=~ 24-Dlamino-6-Fiperldinpyrimidine <{),06 % 0.2
- Largest unknown Impurity <) 05 % 0,10
- Total Impurllios 0,1 Yo A 1.5
OVI {USE} : Not used Not tested
Res/dual Solvents (GC) :
- ICH Class 1 Solvents: Not used Not tested
- |CH Class1 Solvents : Not used Not 1ested
- 1CH Class 3 Solvents: N
-2-propanol 508 pom =24 (LOQ) 2000
- Acatone <12 ppm_ (<12 (LOGY T 1000
Packaglng and Storage Preserve well-closed container

This bateh has been manufactured, packaged and tosted In accordanse with EU GMP Guidaline Volume 4 Part |] (ISHQ7A),
Manufscturing site of the Active Phennaceutical ingredient : OLON 5.P,A, - GARBAGNATE MiL.we

Date -~ R ﬁanuger {Raberto Quagha)
G LT3
July 18,2013 Reviewed by Qualified Person
T (o]

!

Capltala Soclala € 40,000,000 Lv. ~ R.), Milano, Cod. Flsc. E R, [VA 11, 08101100457 ~ R.E.A, Milano n, 1201640
Sociata dul Gruppo AR, 8.p.A. soggetia all'ativazions di direzione e coardinamento della Soclatd Capogruppe Gruppo P.&R. S.p.4
Swede Rivollane km 87 — 20060 Rodano (M) ~ ITALY capltais socials € 1£.000.600,00 Lv, ~ G.F, o P.1. 00851030181




