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“ Certificate of analysis
Product |MINOXIDIL EP/USP (CURRENT EDITIONS)  |code N°[17150 Batch N[1720001433

Manufacturing date [JUN 2017

lRetest date (where applicable)

IWI

Analysis Number |R1PF060702 l Bulletin [1P1789682 ]
Test References | Result M.U. |Limits
Description White crystalline powder - White to off-white crystalline powder
IR EP (2.2.24) | Conform to standard . Conform to standard
UsP
<197M>
uv Complies - Complies
Loss on drying 0,17 % <05
Sulphated Ash EP (2.4.14) | 0,02 % <01
USP <281>
Heavy metals EP (2.4.8) | <20 ppm {=20
Method H |
USP <231>
Method Il
Appearance of solution EP (2.2.1) | Clear, not more coloured - Clear, not more coloured than Y6
and (2.2.2) | than Y6
2,4-Diamino-6- EP (2.2.29) | <0,06 % =0,15
ChloroPyrimidine (Impurity B)
2,4-Diamino-6- EP (2.2.29) | <0,056 % 20,2
Piperidinpyirimidine (Impurity E
or deoxyminoxidil)
Each unknown impurity EP (2.2.29) | <0,05 %o <0,10
Total impurities EP (2.2.29) | <0,05 % <03
Total impurities USP <621>| <0,05 % 20,3
Assay (HPLC) USP 97,7 % a7,0-103,0
Assay (HCIO4) EP (2.2.20) | 100,7 % 99,0 - 101,0
Isopropyl alcohol <100 ppm |s 2000
Acetone <50 ppm |< 1000
Particle size Internal For information For information
method B
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QC Manager

Analysis Date
?
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6/26/20 . (u,{,@ng

#

Reviewed by Qualified Person

[.\\ \,.-" .
Notes: \\ U ‘S'! BLTET i,
This biatch has been manufactured, packaged and tested In accordance with EU GMP Guideline Volume 4 Part Il (ICH Q7). RAAD VUL
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