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Simec AG
Test report Number C 42806
Object of Geneza GP Letrozole
analysis:
Customer: — Samples: 1
Batch: GP729T, Exp. 02/2019 Receipt: 07.04.2016
Subject: Letrozole: Assay, Identification
Method(s): HPLC
Sample / Analysis: Method  Status Result Specification complies |
Letrozole:
Identification HPLC N complies complies yes
Content HPLC N | 2.29 mg/tablet 2.5 mg/tablet =

| Method-status: G =GMP A = accreditated V = generally validated P = validated on product N = not validated
E = external lab

Remarks: The sample(s) mentioned above have been analysed as they have been sent to us by the client.
We have not controlled external processes like manufacturing, labelling, sampling, shipping,
storage. These results 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 full GMP/GDP regime, including GMP-compliant analyses with validated

| methods. It is not allowed to use this analysis in the context of doping/sports/competitions or any
other illegal action, neither by the athlete nor by the tutor/rainer or any other person.
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The enclosed results refer exclusively to the object of examination described above. 03.08.2016
The measuring accuracy is available on request. Only handwritten signatures are valid. age 1 of 1
Without written permission, it is not allowed to publish single parts of this report. pag
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Report steroid analysis
HPLC: Nr. 6
Analysendatum: 03.08.2016 09:06:15 Druckdatum: 03.08.2016 14:11:05
Vial: 2 Injektvolumen: 20
Probenidentifikation: STD
Operator: admin
Chrom.-Beding. ACN / Wasser, gradient
Saule Nr. 113,
Detektion: UV 230nm
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Channel A
UV Results
Name Time Area Amount Area Percent
5.357 2314003 0.000 4.330
Letrozole 7.953 51128316 0.000 95.670
Totals
53442319 0.000 100.000

Daten File: C:\EZChrom Elite\Enterprise\Projects\Simec\Data\2016\August
2016\03-08-16\C42806\001_STD-Rep2.dat
Methode: C:\EZChrom Elite\Enterprise\Projects\Simec\Method\Steroide\Letrozole.met

Voits
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Report steroid analysis
HPLC: Nr. 6
Analysendatum: 03.08.2016 09:22:42 Druckdatum: 03.08.2016 14:11:08
Vial: 2 Injektvolumen: 20
Probenidentifikation: STD
Operator: admin
Chrom.-Beding. ACN / Wasser, gradient
Saule Nr. 113,
Detektion: UV 230nm
;\lame
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Minutes
Channel A
UV Results
Name Time Area Amount Area Percent
Letrozole 7.750 50330224 0.000 100.000
Totals
50330224 0.000 100.000

Daten File: C:\EZChrom Elite\Enterprise\Projects\Simec\Data\2016\August
2016\03-08-16\C42806\001_STD-Rep3.dat
Methode: C:\EZChrom Elite\Enterprise\Projects\Simec\Method\Steroide\Letrozole.met

Volts
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Report steroid analysis
HPLC: Nr. 6
Analysendatum: 03.08.2016 09:39:06 Druckdatum: 03.08.2016 14:11:10
Vial: 2 Injektvolumen: 20
Probenidentifikation: STD
Operator: admin
Chrom.-Beding. ACN / Wasser, gradient
Saule Nr. 113,
Detektion: UV 230nm
Name
| i |
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Minutes
Channel A
UV Results
Name Time Area Amount Area Percent
Letrozole 7.610 49928810 0.000 100.000
Totals
49928810 0.000 100.000

Daten File: C:\EZChrom Elite\Enterprise\Projects\Simec\Data\2016\August
2016\03-08-16\C42806\001_STD-Rep4.dat
Methode: C:\EZChrom Elite\Enterprise\Projects\Simec\Method\Steroide\Letrozole.met

Volts
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Report steroid analysis
HPLC: Nr. 6
Analysendatum: 03.08.2016 09:55:34 Druckdatum: 03.08.2016 14:11:12
Vial: 2 Injektvolumen: 20
Probenidentifikation: STD
Operator: admin
Chrom.-Beding. ACN / Wasser, gradient
Saule Nr. 113,
Detektion: UV 230nm
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Minutes
Channel A
UV Results
Name Time Area Amount Area Percent
7.430 49854838 0.000 100.000
Letrozole 0.000 BDL
Totals
49854838 0.000 100.000
Daten File: C:\EZChrom Elite\Enterprise\Projects\Simec\Data\2016\August

2016\03-08-16\C42806\001_STD-Rep5.dat

Methode:

C:\EZChrom Elite\Enterprise\Projects\Simec\Method\Steroide\Letrozole.met

Volts
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Report steroid analysis
HPLC: Nr. 6
Analysendatum: 03.08.2016 10:12:02 Druckdatum: 03.08.2016 14:11:14
Vial: 2 Injektvolumen: 20
Probenidentifikation: STD
Operator: admin
Chrom.-Beding. ACN / Wasser, gradient
Saule Nr. 113,
Detektion: UV 230nm
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Minutes
Channel A
UV Results
Name Time Area Amount Area Percent
7.267 49678949 0.000 100.000
Letrozole 0.000 BDL
Totals
49678949 0.000 100.000

Daten File: C:\EZChrom Elite\Enterprise\Projects\Simec\Data\2016\August

2016\03-08-16\C42806\001_STD-Rep6.dat
Methode: C:\EZChrom Elite\Enterprise\Projects\Simec\Method\Steroide\Letrozole.met

Volts
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Volts

Report steroid analysis
HPLC: Nr. 6
Analysendatum: 03.08.2016 10:44:45 Druckdatum: 03.08.2016 14:11:18
Vial: 3 Injektvolumen: 20
Probenidentifikation: C42806 A
Operator: admin
Chrom.-Beding. ACN / Wasser, gradient
Saule Nr. 113,
Detektion: UV 230nm
800 Name | 800
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Minutes
Channel A
UV Results
Name Time Area Amount Area Percent
6.953 61321216 0.000 100.000
Letrozole 0.000 BDL
Totals
61321216 0.000 100.000

Daten File: C:\EZChrom Elite\Enterprise\Projects\Simec\Data\2016\August 2016\03-08-16\C42806\003_C42806
A-Repl.dat
Methode: C:\EZChrom Elite\Enterprise\Projects\Simec\Method\Steroide\Letrozole.met
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Report steroid analysis
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HPLC:
Analysendatum: 03.08.2016 11:01:12 Druckdatum: 03.08.2016 14:11:20
Vial: Injektvolumen: 20
Probenidentifikation:
Operator:
Chrom.-Beding. ACN / Wasser, gradient
Saule
Detektion:
] Name :
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600 — — 600
§ 400 “ — 400
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Minutes
Channel A
UV Results
Name Time Area Amount Area Percent
6.753 62029323 0.000 100.000
Letrozole 0.000 BDL
Totals
62029323 0.000 100.000
Daten File: C:\EZChrom Elite\Enterprise\Projects\Simec\Data\2016\August 2016\03-08-16\C42806\003_C42806
A-Rep2.dat
Methode: C:\EZChrom Elite\Enterprise\Projects\Simec\Method\Steroide\Letrozole.met

Volts



Simec AG
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Report steroid analysis
HPLC: Nr. 6
Analysendatum: 03.08.2016 11:17:34 Druckdatum: 03.08.2016 14:11:22
Vial: 3 Injektvolumen: 20
Probenidentifikation: C42806 A
Operator: admin
Chrom.-Beding. ACN / Wasser, gradient
Saule Nr. 113,
Detektion: UV 230nm
Name ”
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eoo:i 600
S 40 - 400
5 3
200 - [ ~ 200
] S
1 3 :
— e e — o
07 - 2 - 4 e 1.0' o '1I2' N 14
Minutes
Channel A
UV Results
Name Time Area Amount Area Percent
6.580 62158936 0.000 100.000
Letrozole 0.000 BDL
Totals
62158936 0.000 100.000
Daten File: C:\EZChrom Elite\Enterprise\Projects\Simec\Data\2016\August 2016\03-08-16\C42806\003_C42806
A-Rep3.dat
Methode: C:\EZChrom Elite\Enterprise\Projects\Simec\Method\Steroide\Letrozole.met

Volts
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Report steroid analysis
HPLC: Nr. 6
Analysendatum: 03.08.2016 11:34:00 Druckdatum: 03.08.2016 14:11:25
Vial: 4 Injektvolumen: 20
Probenidentifikation: C42806 B
Operator: admin
Chrom.-Beding. ACN / Wasser, gradient
Saule Nr. 113,
Detektion: UV 230nm
ﬂ Name
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Minutes
Channel A
UV Results
Name Time Area Amount Area Percent
6.403 61249772 0.000 100.000
Letrozole 0.000 BDL
Totals
61249772 0.000 100.000

Daten File: C:\EZChrom Elite\Enterprise\Projects\Simec\Data\2016\August 2016\03-08-16\C42806\004_C42806
B-Repl.dat
Methode: C:\EZChrom Elite\Enterprise\Projects\Simec\Method\Steroide\Letrozole.met

Volts
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Report steroid analysis
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HPLC: Nr. 6
Analysendatum: 03.08.2016 11:50:18 Druckdatum: 03.08.2016 14:11:27
Vial: 4 Injektvolumen: 20
Probenidentifikation: C42806 B
Operator: admin
Chrom.-Beding. ACN / Wasser, gradient
Saule Nr. 113,
Detektion: UV 230nm
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Channel A
UV Results
Name Time Area Amount Area Percent
6.270 62352258 0.000 100.000
Letrozole 0.000 BDL
Totals
62352258 0.000 100.000
Daten File: C:\EZChrom Elite\Enterprise\Projects\Simec\Data\2016\August 2016\03-08-16\C42806\004_C42806
B-Rep2.dat
Methode: C:\EZChrom Elite\Enterprise\Projects\Simec\Method\Steroide\Letrozole.met

Volts
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Report steroid analysis
HPLC: Nr. 6
Analysendatum: 03.08.2016 12:06:44 Druckdatum: 03.08.2016 14:11:29
Vial: B Injektvolumen: 20
Probenidentifikation: C42806 B
Operator: admin
Chrom.-Beding. ACN / Wasser, gradient
Saule Nr. 113,
Detektion: UV 230nm
1000 Name » 1000
750 - 750
£ 500 ' 500
250 - 2 - 250
L .
0 — — e Dt N R - 4. .
0 7 2 - 4 — 8 1:) - 12 14
Minutes
Channel A
UV Results
Name Time Area Amount Area Percent
6.110 62450392 0.000 100.000
Letrozole 0.000 BDL
Totals
62450392 0.000 100.000
Daten File: C:\EZChrom Elite\Enterprise\Projects\Simec\Data\2016\August 2016\03-08-16\C42806\004 C42806
B-Rep3.dat
Methode: C:\EZChrom Elite\Enterprise\Projects\Simec\Method\Steroide\Letrozole.met

Volts
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