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Certificate of analysis

Product |MINOXIDIL EP/USP (CURRENT EDITIONS)  |code N° [17150 Batch N¢[1720001434

Manufacturing date IJUN 2017 IRetest date (where applicable) ’APR 2022 I
Analysis Number IR1PF060802 l Bulletin |1P1789689 I
Test References | Result ' M.U. [Limits
Description White crystalline powder s \White {o off-white crystalline powder
IR EP (2.2.24) | Conform to standard = Conform to standard
uspP
<197M>
uv Complies - Complies
Loss on drying 0,12 % < 0,5
Sulphated Ash EP (2.4.14) | 0,02 % < 0,1
, USP <281>

Heavy metals EP (2.4.8) | <20 ~ lppm [220

Method H |

USP <231>

Method Il

Appearance of solution EP (2.2.1) | Clear, not more coloured -~ Clear, not more coloured than Y6

and (2.2.2) | than Y6
2,4-Diamino-6- EP (2.2.29) | <0,05 % < 0,15
ChloroPyrimidine (lrnputily B)
2,4-Diamino-6- EP (2.2.29) | <0,05 %% < 0,2

Piperidinpyirimtdine (Impurity E
or deoxyminoxIdil)

Each unknown impurity EP (2.2.29) | <0,05 % < 0,10

Total impurities EP (2.2.29) | <0,05 % <0,3

Total impurities USP <621>| <0,05 % <0,3

Assay (HPLC) USP 99,1 % 97,0 103,0

Assay (HCIO4) EP (2.2.20) | 100,2 % 99,0 101,0

|sopropyl alcohol <100 ppm |s 2000

Acetone <50 ppm [< 1000

Particle size Internal For information For Information
method

TR 1 Milano, Cod. Fise, e I IVA T 08101100157 - 1212 A Milano N. 1201640
ta Capegruppa PL& R S.0.A.

Capilale Sociale © 40,000,000 1V
CF.ePl 00651030181

Socetd del Gruppo P.& R S p A soggelia all'allivita di direzione ¢ cocrdinamento della Sacle
Strada Rivollana km 67 ~ 20090 Rodano (1) - ITALY capilate saciale ¢ 12 000 000,00 Lv.-



[ | Certificate of ahalysis

Product |MINOXIDIL EP/USP (CURRENT EDITIONS) lcode N° 17150

Manufacturing date IJUN 2017 JReles’t date (where applicable) 'APR 2022

Analysis Number |R1PF060802 | Bulletin [1P1789689 |
Test v References | Result M.U. |Limits
Analysis Date - QC manager .f‘_\‘\\ ~
’ ™, s\
06/26/2017 /r(quX,q Q%qu@ IS

Reviewed by Qualified Person

[\‘ P
\ Voo
Notes: ) ‘ At (l 4 9 i |
This bateh has been manufactured, packaged and lested in accordance with EU GMP Guldelline Volume 4 Part I (ICH Q7) uoONIIRASAL]
Manufacturing site of the Active Phatmaceufical Ingredient: Stabilimento di Mulazzano )

Capitale Scziale € 40.000.000 Lv. - R.I. Milano, Cod. Flsc. e P. IVA n. 081 01100157 - R.E.A. Milano n. 1201640
Soclets del Gruppo P. & R.S.p.A.  Scqgaito all'atliviis di drezlone e coain@Monto della Socielh Capogruppo P. &R.Sp.A.
Slrada Rlivoltana kmn 8/7 - 20080 [odno (M) - ITALY capilale sucipie € 12 15).000,00 Lv.- C.F.e P.l. 00851030181
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Result Analysis Report
| | ,
Sample Name: SOP Name: ) Measured:
Minoxidil - Average Minoxidil T giovedi 22 giugno 2017 15.05 59
Sample Source & type: Meaguf‘ed‘by: g : Analysed: (s iJ . i
Factory = Mulazzano | . jfaccenda | I, | ;flove('li 22glugno 2017 1506.00 y 1 4
isamp’lé bulk lot ref: i I Result’Sonrce' il : ;f ol ! i r { 1 L j
171501/?0001434 | [ /\v g i H ‘ EABR Bl E g
i . RiinN it 11t | ] Mr il
LI ] T 7, i it [N
:;"IP' tlcl? Nmm } v i l , }Acl: S8 or} Namq | {; f , %n.slysls mode{ i it f ]‘ ;f Bet smvily! ! } '
.‘fij 'ljcun“ﬂe[ IS [ 1 Hyélro 00pMU" (/}) A y} C Genarai puff;osc'» { 1} e ”Z—Inl aqccd ] | % 1
i,{;‘; “;-,d ticle Rl P "," ’ AbSOr tioh: : | ; }n N iz rahge: “ J ‘ dlg ' Ohscumlfom l
1[19-000] AT HEAR AR 04”' R NI 020+ (g .oopdov um | 13280 % |
;1 B persa t(*iame~ J ‘{‘ i ;f ? ngn antRIl:, | | B ’[ : eighted Resféual f i Result Emulation:
1 !‘s n,% gL i O? | 5 Lllii ] 9480 % | 1o off
m ! o ,. e R |l R il : f i { ) |
1 T3 I i - ! i i T . : i
jg\ C okgﬁ m" tion: ! 0| ! ; i[Sp_mfn : : , { ’ Pl Uniformity: Resuilt units:
i '_t;cis'j I %4vol " lgs gl 0.529 Volume
I § " H N 5 ]
,';3! ’_SP 'c,)fgc Sfurhce Area: Suiface Welghted Me}m Di3.25: Vol. Weighted Mean D[4 3]:
~J’:|Q.3E9!;’ | mig 19.438°  um i 63.953  um
M i
s 2
L, d1): 17374 um d08): | S8.207  um d(0.9): 118.003 um
Particle § i . Distribution
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i ii‘} 11 = Minoxidil «'Aver‘age, glovedl 22 glugno 2017 15
ity { e U] S| Ve U] (S Vo U 5| [Shotuml | Va U] [Srs | Vo Ui
§ ,' 1t [Tems 00 12 170 CEC] e 3505 B 2600 wm
’ ¢ oo L oo 1415 | 7008| 995 4.774 3% 224,40 10000
I Sl emd| | oo 159 161 702 1002 50238 4% 61783 10000
. 0252 00 1783 20 ag 1032 6.8 .97 2w | | 10000
' 0283 000 2000 213 930 1044 63245 504 318,670 1000
0317 0.00 2244 22 0500 1116 70953 @33 25650 {100.00 v
035 0.00 2618 234 10,000 11.30 75,000, w64 peapm| 1000 i
0399 002 zms| 1 2 10024 ‘e meaf o gesy ool | Acco il
aus 009 al | 2 247 '(1144 L] s | {1000 i
0.502 003 argr| | ! 2 12613 20000 ;1188 \ i
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