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CERTIFICATE OF ANALYSIS

Product |MINOXIDIL-USP35/EP 7.4

_] Code N Batch N°

Retesting date Explration date
Manufacturlng date | Jan 2013 (whers amﬂlcable) Dec 2047 (whgw applicable)
Anslysis Number N4PFD11203 Limits
Tost Regsuls M.U, Min Max

Dasoription White, crystaliine powder White, crystalline powder Of-white
ldenfification

-1R Conforms to Standard Conforms to Standard

-V Conforma Conformy

Logs on drying 0,1 % 0,5
[Resldue on Ignition 0,05 % 0.1
Heavy metals <20 ppm 20
Appegrance of Solution Not more coloured than Y-6 Not more coloured than Y-8

Assay (perchiorle acid) ; 1001 Yedriad | 96,5 1010
Assay HPLC : 87,3 Yedried | 97,0 103,60
Related Substances HPLE :

- 2.4-Diamino-6-Chlaro-Pyrmidine < (0,05 % 0.2

- 2, 4-Digmino-B-Chlorp-Pyrimidine-3-Oxide | < 0,05 % 0.2

« 2 4-Digmino-B-Piperidinpyrimidine < 0,05 % 0,2

- Largest unknown impurity = 0,06 % 010

- Total lmpurities < (0,05 % 1,5
OVl (USP) : Not used Not tested

Residual Solvents (GC)

- ICH Clags 1 Solvents: Not used Not tested

- IGH Clagst Solvants : Not used Not tested

- ICH Class 3 Solvents:

~2-propeancl 487 ppm < 24 (LOQ) 2000

- Acetone 21 ppm = 12 (LOQ) 1060
Packaglng and Storage Preserve well-clossed container

Thia bateh has bsen manufactured, packaged and testad in accordance with EU GMP Guideling Volume 4 Part il { ICH Q7A ).
" Manufacturing site of the Active Pharmaceutical ingredient ; DLON 8.P.A. - GARBAGNATE MIL.se
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