#11C

TLC PHARMACHEM

Date: January 30, 2012

Certificate of Analysis

Certificate No.: 20120130C

Retest date: January 2015

Compound Name:

Mirtazapine Impurity E

Molecular Weight:

267.38

Molecular Formula:

CI17H21IN3

Source:

TLC PharmaChem., Inc.

Source Lot No.:

Storage Conditions:

Store at 0-5 °C,

Test Description Specifications Results
Visual Description White to off-white solid Conforms
Identification
MS Conforms to structure Conforms
'H NMR Conforms to structure Conforms
Purity (HPLC) Not less than 98.0% 99.1%
Recommendation: Released. The compound contains 0.6% dichloromethane and 0.6%
n-hexane according to its proton NMR.
Name Department Signature Date
Reviewed and approved by: | Analytical Services -

Approved by:

Quality Assurance

Attachments: HPLC, MS and NMR spectra.

www.tlcpharmachem.com
research@tlcpharmachem.com

2-70 Villarboit Crescent
Vaughan, Ontario L4K 4C7 Canada

phone:(905)-760-1098
fax:(905)-760-2098



Data File E:
Sample Name:

Acq. Operator ¢ SYSTEM
Acg. Instrument : LC1260 Location : Vial 1
Injection Date : 1/29/2012 1:55:26 PM

Inj Volume : 4.000 pl
Acqg. Method : C:\CHEM32\1\METHODS\1.M
Last changed : 1/29/2012 1:54:42 PM by SYSTEM
(modified after loading)
Analysis Method : C:\CHEM32\1\METHODS\1.M

Last changed : 1/29/2012 2:39:02 PM by SYSTEM
(modified after loading)
Sample Info : Plus-C18(4.6*250 mm,5 um); F=1 ml/min, T:30degree

CH30H/10mmol/LCH3COONH4+0.03%TEA=73/27

Additional Info : Peak(s) manually integrated
VWD1 A, Wavelength=284 nm (E\DATE\2012-01-28\S1G10045.D)
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Sorted By § Signal
Multiplier $ 1.0000
Dilution : 1.0000
Do not use Multiplier & Dilution Factor with ISTDs

Signal 1: VWDl A, Wavelength=294 nm REVlEWED AND

PPROVED
Peak RetTime Type Width Area Height Area
# [min]

[min) [mAU*s] [mAU] % .

1 3.167 MM R 0.1871 4.79536 4.27112e-1 0.1386
2 3.894 MM R 0.1732 11.07180 1.06546 0.3200
3 4.271 MM R 0.1861 14.17035 1.26883 0.4095
4 7.139 BB 0.1566 3430.27539 340.34500 99.1319

Totals : 3460.31300 343.10641

**¥% End of Report *w»

LC1260 1/29/2012 2:39:07 PM SYSTEM Page 1l ofl



Print of window 80: MS Spectrum

MS Spectrum

*MSD1 SPC, time=0.372 of C:\CHEM32\1\DATAWMS_LC 2012-01-30 10-34-08\1302-055A1+.D ES-API, Scan, Frag: 70
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