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Stabilimento di Gariragnate
Via Milano, 186
20024 Garbagnate Milanese (Ml)

PEC: olon@pec.ofonspa.it
Tel. 02 9944221
Fax 0382.812006

Oton S.p,A.
Sede Legale
Strada Rivoltana km 6/7

Rodano (Ml)

tertificate
Product MINOXIDIL-USPIEP current edition Code N"

,l 0290 Bateh §10001416

üt PF070402

crystallrne powder

0,5

0,1

2A

of more coloured than Y6

lear

,0 + 101,0

1000

reserve well-closed container

Conforns to standard

Conforms

0,1

0,1

<20

Not more coloured than Y6

Clear
gg,7

97,6

< 0,05

< 0,05

< 0,05
< 0,05
< 0,05

Not tested

Not tested

Not tested

Conforms

486

148

Preserye well-closed
contaíner

Manufacturíng date JUL 2016

Analysis Numbe

Test

IR

UV and VISIBLE absorption

Loss on drying

Residue on ignition

Heavy metals

Appearance of solution

Appearance of solution

Assay (HCLO4)

HPLC: Assay

2,4-Diamino-6-ChloroPyrimidi
ne (lmpurity B)

2,A-Diar tno-6 -Pi perid i n pyirimi
dine {lmpurity E or
deoxyminoxidil)

Largest unknown impurity

Total impurities by EP

Total inrpurities by USP

OVl iUSP): Not used

ICH Class 1 soivents : Not
used

ICH Cfass 2 solvents ; Not
used

ICH Class 3 solvents

2-Propanol

Acetone

Packaging and siorage

Retest date (where applicable) ru[¡9?rl

Bulletin m--_J_ _l



Fraduct flf INOXIDIL-USFIEP current edition Gode No h!l, Batch 1 61 000{41 6

Manufacturing date

&nalysis Nunn*er Ql PF070402 Bulletin §42800

JUL 2016 Retest date {where aPPlicahle)

Test ?eferences Result M.U. -imits

Analysis Date

Q8t29l2A16

rnis'áatch ¡as been manufactured, packáged ánd tested in accordance w¡th EU GMp Gúideline Volume 4 Part ll (lCH O7A)-

iláiufactríng s!t3 of the Active Phsrmáceut¡cal lnsredlent: Stabilimento d¡ GarbagnRte
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