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Test report ttumer C 42301

Oblect of
anatysls:

Pharmacom Provironos

Frank Dawson

cBBl 14

'1

22.O3.2016

sublect: Mesterolone: Assay, ldentif ication

Melhod(s): HPLC

Method Status

Mesterolone:

ldentification
Content

HPLC
HPLC

N
N

complies
49.7 mg^ablet

sp€ciflcätlon

comPlies
50 mg^ablet

yes

O=Cl,,Ie .q = accreOitated V = generally validaled P = validated on product N = not validaled

lhe samole(st menlioned above nave been aralysed as lhey have been senl Lo us by lhe c{iert'
wär,-r"ä'".i ioürräiiÄoäxteinat processes tite manufactunrg labellrng samplrng shipprng

"inirä.. 
iiräse resutts are for intörmalion o'rly and do nol co-pensate lor cortect quality conltol

iu*tÄEä.nr-äturerläi.irrouior. Generally. ph'armaceulical products have to be produced and

äLtii6"i.d ,ilolir"ii o vP/cDP tegime. iniluding GN,4P'corirp'iant analvses wdh validated

l'lil
Slsnatures: controlled&rel6ased:

4i'u"'
staff:

The snclosed rcsults reler exclusilelvto the object ol €xaminauon d€scibed above
iüÄ Ä".i,iing;u'aiv i. availabio-on ,equesi onlv handw nen sisnatlres are valid

Withoul winJ pemission, ä is not allowed lo publish single pans oithis repon
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Simec AG

Report sterold analysls

Operator:
Chrom.-Beding.
Säule
Deteldion:

Pagelofl(2)

Analysendatum:
Vial:
Probenidentmkation: Blank

06.04.2016 17:06:05
1

Druckdatum:
Injekwolumen:
Probeneinwaage:

13.04.2016 09:46:15
10
1

admin
ACN/H2o/MeoH 20/40/60
Nr,105
uV 200 nm

channel A

UV Results
I{eme Tlme Area Amount Area Percent

0.000 BDLMesterolone

Totals

Daten File: C:\EZChrom Elite\Enterprise\Proiects\Simec\Datä\2016\April 2016\C39981 +

C42301\06.04. 16\001-Blank-Rep2.dat
M;tfu;' c;\Ezahrom Eliü\Enterprise\Projects\simec\Method\steroide\Mesterolone met



Simec AG

Repod steroid analysis

Analysendatum:
Vial:
Probenidentifikation: STDMesterolone

06.04.2016 17:52r18
2

admin
AcN/H2o/MeOH 20/40/60
Nr.105
uV 200 nm

Pagelofl(3)

Druckdatum:
Injektvolumen :

Probeneinwaage:

13.04.2016 09:46:17
10
1

Operator:
Chrom.-Bedin9.
Säule
Detektion:

channel A

UV Results
Name 'l'ime Amount Area Percent

Mesterolone 23.607 18381688 0.000 100.000

Totäls
18381688 0.000 100.000

Daten File: C:\EZChrom Elite\Enterprise\Proiects\Simec\Data\2016\April 2016\C39981 +

C42301\06.04.16\002-STD MesteroloneRepl.dat
lYethode: C:\Ezchrom Elite\Enterprise\Proiects\simec\Method\steroide\Mesterolone met



Simec AG

R€port steroid analysis

Analysendatum:
Vial:
Probenidentifikation: STDMesterolone

Pagelofl(4)

06.04.2016 18:38:28
2

Druckdatum:
Injektvolumen:
Probeneinwaage:

13.04.2016 09:46:19
10
1

Operator:
chrom.-Beding.
Säule
Detektion:

admin
ACN/H2O/MeOH 20/40/60
Nr.105
uV 200 nm

Channel A

UV Results
Name Time Amount Area Percent

Mesterolone 23.450 18307708 0.000 100.000

t ot: s
18307708 0.000 100.000

Daten Filei c:\Ezchrom Elite\Enterprise\Proiects\Simec\Data\2016\April 2016\C39981 +

C42301\06.04.r6\002-STD Mederolone-Rep2 dat
l4ethode: C:\EZChrom Elit4Enterprise\Projects\Simec\Method\Steroide\I'lesterolone met



SimecAG

Report sterold analy3is

Anatys€ndatum: 06.04.2015 19:24:39
Vial: 2
Probenldentifikation: STDMesterolone
Operator:
Chrom,-Beding.
Säule
Detektion:

admin
ACN/H2O/MeOH 20/40/60
Nr.105
W 200 nm

Pag€1of1(5)

Druckdatum:
Injektvolumen:
Probeneinwaage:

13.04.2016 09:,16:21
10
1

I
t
i

t
t

r
175
i
i-
t
L

r.u
t

75

!
960

o

channel A

UV Results
I{am€ Amosnt tu€a P€rcent
Mesterolone 23,373 18r'.22272 100.000

Totals
ß422272 0.0d) 100.u00

Daten Fih: Cr\EZChrom Elite\Enterprise\Projeds\Simec\Dab\2016\Aprll 2015\C39981 +
C42301\06.0,{,16\002_SrD 14esterolone-Rep3.dat
Methode: C:\EZChrom Elite\Enterpdse\Projects\Simec\Method\Steroide\Mesterolone.met



Simec AG

Report steroid analYsis

Analysendatum:
Vial:

operator:
chrom.-Beding.
Säule
Deteltion:

Pagetofl(6)

Probenidentifikation: STDMesterolone

06.04.2016 20:10:52
2

admin
AcN/H2O/MeoH 20/40/60
Nr.105
uv 200 nm

Druckdatum:
Injektvolumen:
Probeneinwaage:

13.04.2016 09'.46i24
10
1

Channel A

uV Results
Name Time Area Amount Area Percent

Mesterolone 23.383 18414355 0.000 100.000

18414355

Daten File: c:\Ezchrom Elite\Enterprise\Projects\simec\Data\2016\April 2015\c39981 +

C42301\05.04. 16\OO2-STD Mesterolone-Rep4.dat

lr"if'oO,i' c;\Ezahrom Elite\Enterprise\Projects\simec\Method\steroide\lvlesterolone met



SimecAG

Report sterold analysls

Analysendatum: 06.04.2015 20:57:08
Vial: 2
Probenldentifikatlon: STDMesterolone

Pag€1of1(7)

Drucldatum:
Injektvolumenl
Probeneinwaage:

13.04.2016 09:46:26
10
1

Operator:
Chrom.-Beding.
s:iule
Detek on:

admin
AcN/H2o/MeoH 20/40/60
Nr.105
W 200 nm

i t'tamc
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I

I
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tt:
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Channel A

UV Results
Neme Time Afiount Alea Percent
Mesterolone 23.417 18417504 0.000 100.000

Totals
18417504 0.000 100.000

Daten File: Cr\EZChrom Elite\Enterprise\Projecb\Simec\Data\2016\April 2016\C39981 +
C42301\06.04. 16\002_STD lYesterolone-Rep5.dat
Methode: C:\EZChrom ElitAEnterprise\Projects\Sirnec\Method\Steroide\Mesterolone.met



SimecAG

Report steroid analysls

Analysendatum:
Vial:

Pagelofl(8)

Probenidentifikation: STDMesterolone

06.04.2016 21143t24
2

admin
ACN/H2O/MeOH 20/40/60
Nr.105
UV 200 nm

Druckdatumr
Injekwolumen:
Probeneinwaage:

13.04.2016 09:46:28
10
1

Operator:
Chrom.-B€ding.
Säule
Detektion:

Channel A

UV Results
Name Time Amount Areä Percent

Mesterolone 23.440 18433679 0.000 100.000

Totals
18433679 0.000 100.000

Daten File: C:\Ezchrom Elite\Enterprise\Projects\Simec\Data\2016\April 2016\C39981 +

C42301\06.04.16\002-STD lvesterolone-Rep6.dat
Methode: C:\EZChrom Elite\Enterprise\Projects\Simec\Method\Steroide\llesterolone met



SimecAG

Report steroid analysis

Analysendatum:
Vial:
Probenidentifikation: Blank
Operator:
Chrom.-Beding.
Säule
Detektion:

Channel A

UV Results
Name

Pagelofl(9)

6.04.2016 22129i41
1

admin
ACN/H2o/MeOH 20/40/60
Nr.105
UV 200 nm

Druckdatum:
Injektvolumen:
Probeneinwäage:

13.04.2016 09:'16:30
10
1

.9
9

2

nme Ar€ä Amount Area Percent

lvlesterolone 0.000 BDL

Daten File: C:\Ezchrom Elite\Enterprise\Projects\Simec\Data\2016\April 2016\C39981 +

C42301\06.04. 16\003-8lank.dat
Methode: Cr\Ezahrom Elite\Enterprise\Projects\Simec\Method\Steroide\Nlesterolone met



SimecAG

Report steroid analysis

Operator:
chrom.-Beding.
Säule
DeteKion:

Pagelofl(17)

Analysendatum:
Vial:
Probenidentifikation; C423014

07.04.2016 04:39:34
s

admin
ACN/H2o/MeOH 20/40/60
Nr.105
UV 200 nm

Druckdatum:
Injektvolumen:
Prcbeneinwaage:

13.04.2016 09:'16:48
10
1

il

Channel A

uV Results
Name Tlme Area Amount area Percent

Mesterolone 23.700
26.920

15685992
90944

0.000
0.000

99.424
o.576

t ot; s
1s776936 0.000 100.000

Daten File: C:\EZChrom Elite\Enterprise\Proiects\Simec\Data\2016\April 2016\C39981 |
C42301\06.04.16\007-C42301 A-Rep1.dat
Nlethoder C:\Ftchrom Elite\Enterprise\ProjecG\Simec\llethod\Steroide\Mesterolone met



Simec AG

Repod steroid analysls

Op€rator:
chrom.-B€ding.
Säule
Detektion:

Pagelofl(1a)

Analysendatum:
Vial:
Probenidentifikation: c423014

07.04.2016 05:25:51
5

admin
AcN/H2o/MeoH 20/40/60
Nr.105
uV 200 nm

Druckdatum:
Iniekwolumen:
Probeneinwaage:

13.04.2016 09:'16:50
10
1

Channel A

UV Results
Name Tlme Amount Area Percent

Mesterolone 23.7s3
26.990

157441sO
92015

0.000
0.000

99.419
0.581

Totals
15836165 0.000 100.000

Daten File: C:\Ezchrom Elite\Enterprise\Projects\Simec\Data\2016\April 2016\C39981 +

C42301\06.04.16\007-C42301 A-Rep2 dat
r,,lJnoai, c;\Ezahrom Elite\E;terprise\Projects\simec\Method\steroide\Mesterolone met



Simec AG

Report steroid analysis

Analysendatum:
Vial:

Page1of1(19)

Probenidentifikation: C423014

07,04.2016 06:12:01 Druckdatum:
Injekwolumen:
Probeneinwaage:

13.04.2016 09:46:52
10
I

Operator:
Chrom.-Beding.
Säule
Cletektion:

admin
ACN/H2O/MeOH 20/,10/60
Nr.105
W 200 nm

Channel A

UV Results
Näfie Tlme Amount Area Percent

Mesterolone 23.790
26.970

1s805345
95994

0.000
0.000

99.396
0.604

15901339 0.000 100.000

Daten File: C:\EZChrom Elite\Enterprise\Projects\Simec\Data\2016\April 2016\C39981 't
C42301\06.04.16\007-C42301 A-Rep3.dat
tVethode: C:\Ezahrom Etite\Enterprise\Proiects\Simec\l4ethod\Steroide\Mesterolone met



Simec AG

Report st€roid analysis

Operator:
Chrom,-Beding.
Säule
Detektion:

Pagelofl(20)

Analysendatum:
Viäl:
Probenidentifikation: C423018

07.04.2016 05:58:13
6

admin
ACN/H2o/MeOH 20/'10160
Nr.105
W 200 nm

Druckdatum:
Injektvolumen:
Probeneinwaage:

13.fi.2016 09r46:54
10
I

Channel A

UV Results
Name 'llme Area Amount Area Percent

Ivlesterolone 23.8r7
26.990

16299039
9r470

0.000
0.000

99j42
0.558

Totals
16390509 0.000 100.000

Daten File: C:\Ezchrom EliG\Enterprise\Projects\simec\Data\2016\April 2016\C39981 +

C42301\06.04.15\008-C42301 B-Repl.dat
l,l"tfroai, C;\Ezahrom Elite\Enterprise\Proiects\Simec\Nlethod\Steroide\Mesterolone met



Simec AG

Report steroid analysls

Pag€1of1(21)

Analysendatum:
Vial:
Probenidentmkation: C4230LB

07.04.2016 07t44124
6

admin
AcN/H2o/l4eOH 20/40/60
Nr.105
UV 200 nm

Druckdatum:
Injektvolumen:
Probeneinwaage:

t3.04.2016 09t46"57
10
1

Operator:
chrom.-Beding,
Saule
Lleteldion:

-i
."j

,"]

Channel A

UV Results
Name Amount ar€a PercentTime
Mesterolone 23.837

27.073
16323338

97408
0.000
0.000

99.407
0.593

Totals
16420746 0.000 100.000

Daten File: C:\EZChrom Elite\Enterprise\Projects\Simec\Data\2016\April 2016\C39981 +

C42301\06.04.16\008-C42301 B-Rep2.dat

r.r"$rJii, 
- -ciiiiahrom 

Elite\E;terprise\Projects\simec\Method\steroide\lvlesterolone met



Simec AG

Repolt steroid analysis

Analysendatum:
Viäl:

Pagelofl(22)

Probenidentifikation: C42301B

07.04.2016 08:30:39
6

admin
ACN/H2o/MeoH 20140/60
Nr.105
UV 200 nm

Druckdatum:
Iniektvolumen:
Probeneinwaaqe:

13.04.2016 09:46:59
10
1

Op€rator:
chrom.-B€ding.
Säule
Detektion:

Channel A

UV Results
l{ame Time Amount Area Percent

Ivlesterolone 23.933
27.100

16299457
91829

0.000
0.000

99.440
0.550

15391286 0.000 100.000

Daben File: C:\Ezchrom Elite\Enterprise\Projects\Simec\Data\2016\April 2016\C39981 +

C42301\06.04.16\008 C42301 B-Rep3.dat
Methode: Cr\EZChrom Elite\Enterprise\Projects\Simec\Method\Steroide\lYesterolone met


