Stabilimento di Mutazzano PEC: olen@pec.olonspa.il Olon 8.p.A.

Via della vittoria, 69 Tel, 02 9888921 Sede Legale

Mutazzana Fax 02889585 Slrada Rivellana km 8/7
Rodano (hl)

Certificate of analysis
Product |MINOXIDIL EP/USP (CURRENT EDITIONS) v/ |code Nojmsoz * |Bateh N1520002654 /" |

Manufacturing date [OCT 2015 JRetest date {(where applicahle) AUG 2020 V//

Ana[ysisNumber{P1PF102601 I Bulletin  {1P1585394 }

M.U. [Limits
Store in tightly closed contalners

References | Result
Slore in Highily closed -
contalners

White crystalline powder

Test
Packaging and storage
White to off-white crystalline powder

Description
IR EP (2.2.24) | Conform to standard - Conform {o standard
UspP
<197M>
uv Complies - Complies
Loss on drying 0,1 % 50,6
Sulphated Ash EP(24.14)| <0,05 % <01
USP <281>
Heavy metals EP (2.4.8) | <20 ppm (<20
Method H |
USP <231>
Method 1}

EP (2.2.1) | Clear, not more coloured - Clear, not more coloured than Y6

Appearance of solution
and (2.2.2) | than Y6

2,4-Diamino-6- EP (2.2.29) <0,05 % 20,15
ChloroPyrimidine (Impurily B) Ly i
2,4-Diamino-6- EP (2.2.29) | <0,05 % 502 gfgsgjg,_,g L
Piperidinpylrimidine (Impurity E gfgug?;gggﬁ
or deoxyminoxidil) 532 gigg__ggg
Each unknown Impurity EP (2.2.29)| <0,05 % 120,10 gg : 355?355
Total impurities EP (2.2.29) | <0,05 ' % <0,3 - 'igg; 3
Total impurilies USP <621>| <0,05 % <03
Assay (HPLC) usp 99,3 % 87,0 - 103,0
Assay (HCIO4) EP (2.2.20) 100,6 % 99,0 - 101,0 ggg
Isopropyl alcohol 36 ppro < 2000 % %
Acetone 10 ppm s 1000
Particle slze Internal | For nformation For Information o
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Certtflcate of analySIS _ﬂ

Product |MINOXIDIL EP/USP (CURRENT EDITIONS) j(;ode Nolmso ]Batch N°]1520002654 ]

Manufacturing date lOCT 2015 ]Retest date (where applicabie) AUG 2020 l
Analysis Number{pwm 02601 ] Bulletin  [1P1585384 | ]
Test Roferences | Result .U, {Limits

Analysis Date QC Manager
112712015 At »0.0r / M/&/e/\
T viewed by Quallfied Person

}} A { QK) ‘5.-({ iJ ’Lfl/

Notas:
THs batch has bean manufaclured, packaged and lasted in accordanca with EU GMP Guidsline Volume 4 Pari It ICH Q7)
tanufaciiring site of the Active Phannacetical tngredient: Stablimento di Mulazzano
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Secjelt dslGruppa P& R BpA.  sopgella EEN atwu & draziens 6 coordnemento de¥a Soclell Ceplgupp ppOP. & R SpA.
Strada Rivotana km 6/7 - 20050 Roddf\u(m ITALY ¢3pale sceizfs € 12.000.600.00 Lv- C. F.e Pl 00651020181




MASTERSIZER

Result Analysis Report

Sample Name: SOP Nams: Measured:
Minoxidil - Average Minoxidil gioved! 26 novembre 2015 8.66.58
Sample Sotirca & type: Measured by: Analysed:
Factory = Mulazzano righini glovedi 26 novembre 2015 8.56.59
Sample buik lot ref: Rosult Sourco:
17180 1520002654 Averaged
Particle Name: Accessory Nanie: Analysis model: Sensitivity:
Fraunhofer Hydro 2000MU (A) General purpose Enhanced
Particle Rt: Ahsorption: Slze range: Chscuration:
0.000 0 0.020 to 2000.000  um 14.80 %
Dispersant Name: Dispersant Rl: Welghted Residual: Rosult Emulation:
e58n0 1.000 0.471 % Off
Concentratiom Span: Uniformity: éesult units;
0,063t “%Vol 1.664 0.514 Volume
Specifle Surface Area: Surface Welighted Moan D[3,2]: Vol. Welghtad Mean D[4,3]:
0.257 milg 23.347 um 66.201 um
d{0.4): 20.393 um d(0.5):  60.184 um d{0.8):  120.568 um
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Operator notes: \:
| 76-4\5
Mélvern Instruments Ltd. 2;6 A iS Q Mastersizer 2000 Ver, 5.60 File name! 17150
Malvern, UK Seral Humiter 3 34355-65 Recond Humber: 494
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