TLC PHARMACHEM

Date: September 10, 2014

Certificate of Analysis
Certificate No.: 20140910B

| OFFICIAL QA COPY

Retest date: September 2017

Compound Name:

Itopride-d6 HCI

CAS Number 122892-31-3 D
Molecular Weight: 364.48 36.46 oA,
Molecular Formula: C20H20N204D6. HCI o §v©/ | °
D D
Source: TLC PharmaChem., Inc.
Source Lot No.: 1732-035A4 B,
Storage Conditions: Store at 2-8 °C. e,
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% 98.7%
Isotopic Enrichment Not less than 98.0% 99.6%
Recommendation: Released. The compound contains 0.1% isopropanol according to its
proton NMR.
Name Department Signature Date

. w P M

Reviewed and approved by: | Analytical Services OF/R2/20(%

Approved by:

Quality Assurance

Tz (7S

Attachments: HPLC, MS and NMR spectra.

www . tepharmachem.com
research@ticgharmachem.com

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

phone: (905)-760-1098
fax:(805)-760-2098



Data File E:\DATA\2014-09-05\5335.D

Sample Name: 1732-033A4

Acg. Operator

Sample Operator :

Acg. Instrument

Injection Date

Acqg. Methed
Last changed

SYSTEM

SYSTEM

HPLC

9/5/2014 4:43:47 PM
Inj Volume

C:\CHEM32\1\METHODS\DEF_LC.M

9/5/2014 5:17:00 PM by SYSTEM

Location :

Vial 81

1.200 pl

(modified after loading)

C:\CHEM32\1\METHODS\DEF_LC1.M

9/5/2014 5:22:33 PM by SYSTEM

(modified after loading)

ZORBAX Eclipse Plus-C18(4.6*100 mm,3.5 um), F=1,0ml/min;T=30degree
CH30H/10mmol/L CH3COONH4+0.03%TEA=45/55 (0-5min) ; 45/55-70/30 (5-30min)

Analysis Method :
Last changed

Sample Info

Additional Info Peak(s) manually integrated

DAD1 A, Sig=222,4 Ref=off (E:\DATA\2014-09-05\5335.D)
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Area Percent Report
Sorted By Signal
Multiplier 1.0000
Dilution 1.0000

Do not use Multiplier & Dilution Factor with ISTDs

Signal 1: DADl A, Sig=222,4 Ref=off
Peak RetTime Type Width Area Height Area
bt Siv i R ' REVIEWED AND |
e | = e R | s | ===~ |
1 1.598 MF R 0.0803  3.66681.7.61413e-1  0.0562 dfék?”?’?%i)%f§§j _
2 1.764 FM R 0.0827  13.09771  2.63908  0.2009 Mzg;;F?z, 7734?4?//f‘f 5
3 2,344 FM R 0.1216  8.52551  1.16847 0.1308
4  6.282 MM R 0.2916 6436.27783 519.71460 98.7118
5 7.168 MM R° 0.2272  42,37515  3.10806  0.6499
6 14.748 MM R 0.3003  4.53943 2.89435e-1  0.0696
7 21.135 MM R 0.2547  7.86475 5.14603e-1  0.1206
8 33.202 MM R 0.2617  3.92228 2.49800e-1  0.0602
Totals 6520.26947 528.44546

HPLC 9/5/2014 5:22:36 PM SYSTEM Page 1 of 1



Print of window 8Q0: MS Spectrum

M§ Spectrum

*MSD2 8PC, time=0.716 of D:\DATA\2014-09-09\DEF_LC 2014-09-09 13-44-23\45-D ES-API, Neg; Scan, Frag: 70, "Neg ES"
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