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Product name

MINOXIDIL EP/USP

Certificate of Analysis

Manufacturing date 06/04/2019

Product Code 17150 Re-test date 24/03/2024
Batch Number 1920000777 Certificate Nr. 100000002853
Order 1190441 Batch Size 974,000
Quantity 275,000 Ref. Order PO 2019-1/47
Test References Specilieation M.U. Result
EP White or almost white cry White crystalline powder

Appearance
Identification (IR)
Loss on drying
Residue on ignition

Heavy Metals

Appearance of solution
Y6

Related substances (HPLC):

2,4-Diamine-6-ChloroPyrimidine

(impurity B)
Related substances (HPLC):

2,4-Diamine-6-Piperidinpyrimidine

(impurity E or deoxyminoxidil)
Related substances (HPLC):
unspecified impurities

Related substances (HPLC):
total impurities by EP

Organic impurities:
total impurities by USP

Assay (HPLC)
(on the anhydrous basis)

Potentiometric assay (HCIO4)

Residual solvents (GC):
acetone

Residual solvents (GC):
Isopropyl Alcohol

Particle size

EP (2.2.24)/USP <197

M>

EP2.2.32

EP 2.4.14 USP <281
EP (2.4.8) Method H/
USP # Method 11
EP(2.2.1)/(2.2.2)

EP2.2.29

EP2.2.29

EP 2229
EP2.2.29
usp
usp

EP (2.2.20)
Internal Method

Internal Method

Internal Method

stalline powder
IR spectrum conforms to s
tandard

<=0,5
<=0,1
<=20 ppm

Clear and not more colour

ed than Y6
<=0,15

<=0,2

<=0,10
<=03
<=0,3
97,0 - 103,0

99,0-101,0
<= 1000

<=2000

On customer request
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ppm

Complies

0,13
0,01 >
<20 ppm

Clear and not more coloured th

<0,08

<0,05

<0,05
<0,05
<0,05
99,5

99,4
<LOQ (50)

<LOQ (100)

On customer request

This batch was manufactured,packaged and tested in compliance with ICH Q7 and EU GMP Guideline Volume 4 Part Il

Angelo Cavicchioli
QC Manager
Approved April 29,2019

Laura Berra
Qualified Person
Released April 30,2019

Emission April 30, 2019
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Certificate of Analysis

Olon S.p.A - Sede Legale
Sirada Rivollana Km 6/7
Rodano (iMI)

Product name MINOXIDIL EP/USP

Manufacturing date 06/04/2019
Product Code 17150 Re-test date 24/03/2024
Batch Number 1920000777 Certificate Nr. 100000002853
Order 1190441 Batch Size 974,000
Quantity 275,000 Ref. Order PO 2019-1/47
Test References Specification M.U. Result
Manufacturing site of the Active Pharmaceutical Ingredient: Olon spa Mulazzano Plant.
Not to be used in sterile parenteral and sterile non-parenteral products.

Laura Berra

Angelo Cavicchioli
QC Manager
Approved April 29, 2019

Qualified Person
Released April 30, 2019

Emission April 30,2019
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Sample Name:
iiinoxidit - Average

Sample Source & type:
Factory = Mulazzano

Sample bulk lot ref:

Resi

1

SOP Name:

Minoxicil

Measured by:

nghini

Result Source:

t Analvsis

Wieasurac:
marcaledi 17 apnla 2018 11 18 59

Analysed:

nercoledi 17 aple 1019 11 1900

17150 1920000777 Averaged
Particle Name: Accessory Name: Analysis model: Sensitivity:
Fraunhofer Hydro 2000MU (A) General purpose Enhanced
Particle RI: Absorption: Size range: Obscuration:
0.000 0 0 020 to 2000000 um 18 94 %
Dispersant Name: Dispersant RI: Weighted Residual: Result Emulation:
esano 1000 0.755 % Off
Concentration: Span : Uniformity: Res ult units:
00911 %Vol 2.003 0.615 Volume
Specific Surface Area: Surface Weighted Mean D[3,2]: Vol. Weighted Mean D{4,3]:
0196 m?g 30.557 um 116.450 um
d(0.1):  24.043 um d(0.5):  102.232 um d(0.9):  228.838 um
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Particle Size (um)
— Minoxidil - Average, mercoledi 17 aprile 2019 11,18.59
Size (um) | Vol Under % Size (um) | Vol Under % Size (m) | Vol Under % Size (um) | Vol Under % Size (pm) | Vol Under % Size (m) | Vol Under %
0200 000 1416 103 7.096 261 17 300 681 14774 ) 224 404 G ea
0224 000 1589 111 7962 289 17 400 686 50238 2266 250000 9385
0252 00a 1783 119 8934 323 17825 708 56 368 2582 251785 308
0283 000 2000 125 9300 3% 18000 714 63 246 2943 282 508 9598
0317 000 2244 1.32 9500 344 19000 761 7053 3356 315978 9303
0356 000 2518 139 10.000 363 19200 770 75 000 3573 355656 9528
0399 0.00 2825 1.46 10024 364 19300 775 79621 3821 399052 5988
0448 000 3170 1.54 11247 412 19400 780 59 337 4337 400000 5988
0502 001 35657 1.64 12619 460 20000 308 539%0 49.87 447 744 10000
0564 oo7 3991 175 14159 537 21000 855 100 237 4900 502377 10000
0632 0.17 4477 187 14.200 539 22 440 924 112 488 549¢ 563677 10000
0710 0.30 5000 2,01 14 300 543 25000 1045 126 191 8120 632 456 10000
07% 0.43 5024 202 14 400 548 25179 1054 141 589 67 48 709627 10000
0,893 0.67 5637 218 14 500 552 28251 1149 158 B66 7364 796 214 10000
1002 071 6.000 229 15000 575 31698 1362 178 250 7942 800 000 10000
1125 0.83 6.325 238 15 887 6.15 35 566 15.46 180 000 7989 893 3657 100¢0
1.262 0.84 6.400 2.40 17 000 6.67 39 905 1756 200 000 8470
Operator notes:
File name; ;72150
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Mastersizer 2000 Ver. 5.60
Sertal Humber : 34355-66
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