Olon Spa Slab. Mulazzano
Via della Vittoria 89
26837 Mulazzano (LO)

& olon

PEC: clon@pec.olonspa,it
Tel, HQ: +39 02 9523.1
Tel. Plant; +39 02 9888921

Certificate of Analysis

(ples Qo¥u2o

Olon S.p.A, - Sedo Legale
Strada Rivoltana Km 6/7
Rodano (Ml}

Product name MINOXIDIL EP/USP
Maaufacturing date  15/09/2020
Product Code 17150 Re-lest date 31/08/2025
Batch Number 2020002316 Certificare Nr, 100000012273
Order 1202368 Batch Size 924,000 KG
Quanlity 25,000 KG Ref, Order 2020 6796
Test References Speclfication MU, Result
Appearance EP White or slmost while cry White crystalline powder
stalline powder
Identification (IR} EP(22.24)/USP <197 IR spectrum conforms to s Complies
fandanl
M>
Less on drying EP2.2.32 <=0,5 % 0,15
Residue on Ignition EP 2.4.14 USP < 281 <=0,| % 0,03
>
Appearance of solution EP2.2,1)/222) Clear and not more colour Clear and not more colouted than
Y6
ed than Y6
Related substances (HPLC): EP22.29 <=0,10 % <0,00
2 4-diamine-6-chloropyrimidine
(Impurity D) + 24-diamino-5,6-
dichloropyrimidine-3-oxide
Related substances (HPLC): EP2229 <=0,2 G <0,01
2,4-Diamine-6-Piperidinpyrimidiae.
(impurity E or deoxyminoxidil)
Related substances (HPLC): EP2.229 <=0,10 % 002
unspecified impuritics \
Related substances (TIPLC): EP 2,229 <=03 % 004
total impurities by EP
Organic impurities: usp <=0,3 % 0,23
total impurities by USP
Assay (HPLC) usp 97.0-103,0 % 99.6
(on dried basis)
Assay (HCIO) EP(2.2.20) 99,0- 101,0 3 100,3
(on dried basis)
Residual solvents (GC): Tnternal Method <= 1000 ppm < LOQ (50)
acetone
Residual solvents (GC): Internal Method <=2000 ppm < LOQ (100)
Tsopropyl Alcohol
Particle size Internal Method O customer request On customer request
Angelo Cavicchioli D 1la Magani
QC Mannger Qualifted Person
Approved October 12, 2020 | Released October 12, 2020 s
"Bmision’ Dunadella Magani Qunlliﬁrd Person Oclober 20,2020
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Olon Spa Stab. Mulazzana PEC: olon@pec.olanspa.it Olon S.p.A. - Sede Legale

Via della Vittoria 89 Tel. HQ: +39029523.1 Strada Rivoltana Km 6/7
26837 Mulazzano (LO) Tel. Plant: +39 02 988892 Rodano (M)
Certificate of Analysis
Product name MINOXIDIL EP/USP
Manufacturing date  15/09/2020
Product Code 17150 Re-test date 31/08/2025
Batch Number 2020002316 Certificate Nr. 100000012273
Order 1202368 Batch Size 924,000 KG
Quantity 25,000 KG Ref. Order 2020 6796
Test References Specification MU Result
This batch was d,F d and tested in pli with ICH Q7 and EU GMP Guideline 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 Donaiella Magani

QC Manager Qualified Person

Approved Ocieber 12,2020 | Released October 12, 2020

'Emission’ Donatella Magani Qualified Person October 20, 2020
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Particle size distribution

OLON S.p.A.
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Measurement Details Measurement Details
Operator Name Righini Analysls Date Time 16/09/2020 11:03:57
Sample Name Average of 'MINOXIDIL' Measurement Date Time 16/09/2020 11:03:57
SOP File Name Minoxidil msop Result Source Averaged
Code 17150
Batch 2020002316
Analysis Result
Particle Name minoxidil Concentratlon 0.0294 %
Particle Refractlve Index 0.000 Span 1.886
Partlcle Absorption Index 0.000 Unifermity 0.584
Dispersant Name Hexane Specific Surface Area 376.8 mi/kg
Dispersant Refractive Index 1.000 D [3,2] 15167 ym
Scattering Model Fraunhofer D [4,3] 73.809 pm
Analysls Model General Purpose Dv (10) 15,130 pm
Welghted Resldual 1.03 % Dv (50) 67.307 pm
Laser Obscuration 1349 % Dv (90) 142053 pm
Volume [n Range (0,5) pm 3.90 %
Volume In Range (0,20) pm 13.65 %
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Particle size distribution OLON S.p.A. i

Signature
Record Number Sample Name Signature State Signatory Signature Date
355 Average of "MINCXIDIL' Unlocked DESKTOP-2NCOHTARighini  16/09/2020 11:05:39 +02:00
Locked DESKTOP-2NCOHTN\Cersosimo 16/09/2020 11:14:13 +02:00
A, 17150
Malvern
Malvern Instruments Ltd. Mastersizer - v3,72 Created: 19/12/2019
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