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Certificate of Analysis
Product name MINOXIDIL EP/USP
Manufacturing date  03/12/2020

Product Code 17150 Re-test date 03/04/2024
Batch Number 2020003287 5, £ Certificate Nr. 850000007276
Batch Size 430,000 KG ¥
Test References Specifiention M.U. Result
Appearance EP White or almost white cry Almost white crystalline powder

stalline powder
Identification (IR) EP (2.2.24)/USP <197 IR spectrum conforms to § Complies

tandard

M=
Identification (HPLC) use Complies Complies
Loss on drying EP 2232 <=0,5 % 0,16
Residue on ignition EP2.4.14 USP < 281 <=0,1 5o 0,07
>

Appearance of solution EP(2.2.1)/(2.2.2) Clear and not more colour Clear and not more ¢oloured than
Y6

ed than Y6
Reluted substances (HPLC): EP 2.2.29 <=0,10 % < LOD (0,004)

2,4-diamine-6-chloropyrimidine
(Impurity B) + 24-diamino-5,6-

dichloropyrimidine-3-oxide

Related substances (HPLC): EP2.2.29 <=(),2 % < LOD (0.007)
2,4-Diamine-6-Piperidinpyrimidine

(impurity E or deoxyminoxidil)

Related substunces (HPLC): Ep 2229 <=0,10 Y < LOQ (0,020)
unspecified impurities

Related substances (HPLC): EP2.2.29 <=(,3 G 0,012
total impurities by EP

Organic impurities (HPLC): use <=0,2 % <005
Pyrimidine oxide analog

Organic impurities (FPLC): use <=02 % < 0,05
Pyrimidine analog

Organic impurities (HPLC): usp <=0,2 % 0,18
Deoxyminoxidil

Organic impurities (HPLC): usp <=0,1 % 0,09
Any individual unspecified impurity

Organic impurities (HPLC): usp <=0,3 % 0,28
Totul impurities by USP

Assiy (HPLCH . N usp 97041030 - % gl

Angelo Cavicchioli l Donatella Magani

QC Manager ! Qualified Person

Approved April 22, 2021 ‘ Approved April 22, 2021 J
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26837 Mulazzano (LO) Tel. Plant: +39 02 9888921 20053 Rodano (M)
Certificate of Analysis
Product name MINOXIDIL EP/USP
Manufacturing date  03/12/2020
Product Code 17150 Re-test date 03/04/2024
Batch Number 2020003287 Certificate Nr, 890000007276
Batch Size 430,000 KG
Test References Speclfication M.U, Result

(on dried busis)

Assay (HCIO4) EP (2.2.20) 99,0~ 101,0 % 100,7

(on dried basis)

Residual solvents (GC): Internal Method <= 1000 ppm < LOQ (50)

acetone

Residual solvents (GC): Internal Method <=2000 ppm < LOQ(100)
Isoprapyl Alcohol

Purticle size Internal Method On customer request On customer request

This batch was manufactured,packaged and tested in compliance with ICH Q7 and EU GMP Guldeline Volume 4 Part Il.
Manufacturing site of the Active Pharmaceutical Ingredient: Olon spa Mulazzano Plant.

Not to be used in sterile parenteral and sterile non-parenteral products,

Angelo Cavicchioli Donatella Magani
QC Manager Quualified Person
Approved April 22, 2021 Approved April 22, 2021
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