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Via Mitang, 188 Tal 02 8944221 Sede Lagale

20024 Garbagnate Mitanese (M1) Fax 0352.812006 Strada Rivoltana km 8/7
Rodano (MI)
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Produet [MINOXIDIL-USP/EP current edition | Code N© 2610290 Batch N°[1410000150 |

Manufacturing date [APR 14 | Retest date (where applicable)
Analysis Number]04PFOM 702 | Bulletin |4P1452166 |

Test Referonces| Resuit I M., ILimits
Description White crystalline powder & 10 Of-White crystalline powder

IR Complies to standard db [Complles to standsard

UV and VISIBLE absorption Complies - Gomplles
Weight loss 0.1 0,5
Sulphated Ash 0,1 % 50,1
Heavy metals <20 ppm s 20

Appearance of solution Not more coloured than Y6 [% db {Not more coloured than Y&

Appearance of solution Clear — Clear

Assay (HCLO4) 99,3 db (99,0 + 101,0

HPLC: Assay 100,0 % 97,0 +103,0

dried
< 0,05 % db = 0,15
2,4-Diamino-8-ChloroPyrimigt
ne {Impurity B)
<0,01{LOQ | < 0,05 % s 0,2
2.4-Diamino-6-Piperidinpyirimi )i
1{dine (Impurity E or :

deoxyminoxidil)

Largest unknown impurity < 0,05 % s 0,10

Total impurities by EP < 0,05 db =03 .

Total impurities by USP 0.1 % db [ p,a

OVI (USP): Not used Not tested % db [Not tested

ICH Class 1 solvents ; Not Not tested - Not tested
used

ICH Class 2 solvents : Not Not tested = ot tested
used
" ICH Class 3 solvents Complies - KComplies
; 2-Propanol 832 ppm S 2000

Acetone 36 ppm s 1000 i
Packaging and storage Preserve well-closed - Preserve well-Closed container
container
Caphtale Scciale € 40,000,000 1.v, « R.I, Miano, God, Fiso, 8 B, VA . 08101100157 - R.E.A, Milano n, 12016840

Socley aal Gruppa P. & R. Sp.A.  soggells altedivii di dieziono o conrdinemento dells Sociatd Capogruppo P, B R. 8.p.A.
Sirada Rivallana km /7 . 20080 Rodano (M1} - ITALY cepilie socele € 12,000,000001v.- C.F.8 P 00651030181



H Certificate of analysis
Product |MINOXIDIL-USPIEP current edition ] Code Ne Batch N{1410000150 |

Manufacturing date ]APR 14 ___1 Retest date (where appiicable) |APR 2019

Analysis Number[O4PF041702 | Bulletin  4P1462166 |

Test eferences| Result M.U. Limits
Analysis Date QC Man
05/08/2014 -
0 6 WAG. 2014

Reviewsad by Quallfled Person

Noles: O 66‘9 {’( U,
This beich has beon manufactured, packegad snd testad In accordance with EU GMP Guldeline Volums 4 Peri 1§ (ICH Q7A). {
Manufacturing alte of the Active Pharmacautical Ingradiant: Stabillmento di Garbagnate

Capltale Sociale € 40,000,000 Lv. - R.1 Milano, God. Fiac, @ P, IVA n, 08101100157 - R.E.A. Milana n. 1201640
Soclet dei Gruppo P &R, 8.0.A.  sogpatle alleilivils of dirazions o conrdinemento detin Boolold Capogruppo P, & R. 8.0A
Birada Rivollena km &7 « 20080 Rodana (M)} - ITALY capiiale sociale € 12,000,000,00 i,v.- C.F.a P.I. 00851030181



