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Test report
Object ot

Customor:

Subioct:

Melhod{s):

Anastrozole:

Numbor C 42299

Pharmacom Anastrazolos

Frank Dawson

NJK766

Anastrozole: Assay, ldentification

HPLC

M.lhod

1

22.O3.2016

HPLC
HPLC

N
N

complies
0.98 mg/tablet

Speclflcatlon

complies
1 mg/tablet

complle3

yesldentilication
Content

G=GMP A = accr€dital€d V - gen€lally validaled P = validated on product N = nol validated

The sample(s) mentioned above have been analysed as lhey have been sent to us by ihe client.
We have not controllod external processes like manufacturing, labelling, sampling, shipping,
storage. These resolts are for information only and do not compensate for correct quality control
by the manufacturer/distributor. Generally, pharmaceutical products have to be produced and
distributed under fullGMP/GDP regime, including Gl\rP-compliant analyses with validated

SiEnaturaa: controlled&.eloas€d:

methods.

ltt 0,t",*
l

Statt:
le{

31.05.2016
page 1 of 1

The €nclosed .esulls rei6r exclusiwly lo lh6 obj4l of examination described abow.
The moa6unng duray is avallable on .€qu€st Only handwnn€n signaurgs äre välid.
Wilholt witlsn p€ftnßsion, it is nor allowed ro publish sin9l6 parts ofrhis repon.
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Simec AG

Report steloid anälysls

Operator:
Chrom.-Beding.
Temperatur:
Säule
Detektion:

Pagelofl(tl)

HPLC:

Ana lysendatum:
08:38:36
Vial:
Probenidentifikation: C422994

Nr.5
27 .05.2016 19t02129

3

admin
siehe Dosie
RT
Nr, 56
l..JV 215nm

Druckdatum:

Injektvolumen i

30.05.2016

20

200

310 12 14

Time Area amount Area Percer

Channel A

IJV Results
Name
Anästrozol 4,680 t2750204 0,000 100,00

Totals
127SO2M 0,000 1

Daten File: C:\Ezchrom Elite\Enterprise\Projects\Simec\Data\2016\Mai
2016\27,05, 16\C42299+C42807\004-C42299 A-Rep1.dat

MAü;a ' cr\Ezchrom Elite\EGrprise\Projects\simec\Method\steroide\Anastrozol PhEur'met



SimecAG
Report sbrald analysis

HPLCi
Analysendatum:
08:38r,{0
Vial:
Probenidentifikation:
Operalor:
Chrom.-Beding.
Temperatur:
Säule
Detektion:

Pägeloft(12)

Nr.5
27.05.2016 19:28:03

3
c42299 A
admin
siehe Do6ie
RT
Nr. 56
W 215nm

Druckdatum:

Injekwolumen:

30.05.2015

20

12

Channel A

UV Results
]{am€ Tlfie Arnount Alta Parcer

Anastrozol
4,477
4,6fi

2520
12756743

0,000
0 000

0,02
99,98

Totäls
L2759263 0,000

Daten File: C:\EZChrom Elite\Enterprlse\Projects\Simec\Data\2016\Mal
20 16\27,05, 16\C42299+C42804004-C42299 A-Rep2.dat
Methode: c:\Ezchrom Elibe\Enterprise\Projects\simec\Method\steroide\Anastrozol PhEur,met



Simec AG

Report derold amlysb

HPLC:
Anatysendatum:
08:38:44
Vial:

Pagelof1(13)

Nr.5
27.05.2016 19:53:23

3

admin
slehe Dosle
RT
Nr. 56
UV 215nm

Drucldatum:

Injekwolumen:

30.0s.2016

20
Probenldentifikaüon: C42299A
Operatori
Chrom.-Beding,
Temperatur:
siiule
Detektion:

I

arl

400

o

Channel A

[,V R6ults
I{ame Amount Afta P€TCe.

Anastrozol
4,480
4,697

4790
12704653

0,000
0,000

0,03
99,96

Totals
127ß443 0,000 1

Daten Flh: C:\Ezorrom Elite\Enterprise\Proiects\Simec\Dab\2016\Mai
2016\27,0s,16\C42299+C42807\0ß_C42299 A-Rep3.dat
Methode: C:\EZChrom Eläe\Enterprise\Projects\Simec\Method\Steroideunastrozol PhEur.met



Simec AG

Report stercld analYsis

Pase I of 1(14)

Probenidentifikationr C422998

HPLC:
Analysendatum:
08:38:48
Vial:

Operator:
Chrom.-Beding.
Temperatur:
Säule
Detektion:

Nr.5
27.05.2016 20:18:50

4

admin
siehe Dosie
RT
Nr.56
uV 215nm

Druckdatum:

lnjektvolumen:

30.05.2016

20

Channel A

UV Results
Name

Amount Area PercelTime
4,683 ß3A7720 0,000 100,00

Anashozol

Totals
L33a7720 0,000 100

Daten File: C:\Ezchrom Elite\Enterprise\Proiects\simec\Data\2016\Mai
ZorO\Zz,os,rO\CrZzgg*C42807\OO5 -C42299 B-Repl dat

r'lätträäi-'- 
- ' 

c,\ezchrom Elile\Enterprise\Projecb\simec\Method\steroide\Anastrozol PhEur'met



Simec AG

Report steroid analysis

HPLC:

Analysendatum:
08:38r52
Vial:
Prob€nidentifikation: c422998
Operator: admin
Chrom.-B€ding. siehe Dosie

Temperätur: RT

säule Nr. 56

Detektioni UV 215nm

Nr.5
27 .05.20t6 20144i17

4

Pagelofl(15)

Druckdatum:

Injektvolumen:

30.05.2016

20

0

Channel A

uV Results
Name Area Amount ar€a PercerTime

4,417
4,693

23t6
13446832

0,000
0,000

0,01
99,98

Anastrozol

Totals
13449148 0,000 1

Daten File: c:\Ezchrom Elite\Enterprise\Proiects\simec\Data\2016\Mai
ioieizz,os,rotcq jzgg*c42807\oos-c42299 B-Rep2 dat

ll"iträlji-'- 
- ' c'lezchrom Elite\EnterpriseiProjects\simec\Method\steroide\Anastrozol PhEur'met



Simec AG

Report st€raid analYsis

Operator:
Chrom.-8eding.
Temperatur:
Säule
Detektion:

Pagelofl(16)

HPLC:
Analysendatum:
08:38:56
Vial:
Probenidentmkation: C422998

Nr,5
27.05.2016 21:09r39

4

admin
siehe Dosie
RT
Nr.56
W 215nm

Druckdatum:

Injektvolumen:

30.05.2016

20

631A12

Afiount Area Percer

Channel A

UV Results
Name

Anastrozol

4,480
4,690

5116
13474250

0,03
99,96

0,000
0,ooo

Totals
13483366 0,000 1

Daten File: C:\Ezchrom Elite\Enterprise\Projects\Simec\Data\2016\Mai
2016\27,05,16\C42299+C42807\005-C42299 B-Rep3.dat

Ilafröa,j, ' C:\EZChrom Elite\Erlterprise\Projects\Simec\Method\Steroide\Anastrozol PhEur'met


