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Certificate of Analysis
Certificate Number: 2699.A-01
Compound Name: 7-Hydroxy Risperidone

Molecular Formula: Cs:H>7FN.O4 Structure:
Molecular Weight: 426.48

N
=
Supplier: Synthése AptoChem Inc. /CL/ |
HO' N

Reference Standard Number: 2688 A

F
Lot Number: AC0301159 ° I
Appearance: Off-White Solid N~q

Storage Conditions: Room Temperature

Test Description Results Comments

'H- NMR (DMSO-d;) presence of dichloromethane

(1.5%, wiw)
COSY-NMR (DMSO-d;) none
'"H- NMR (DMSO-d; + D,0)

Mass Spectrum (MS, MS/MS

none

no presence of Risperidone

Chromatographic Purity (H none

Water Content (Karl Fischer) 0.9% none

Use As Potency 97.0% 1 mg of Ref. Std. # 2698.A
affords 970 pg of 7-Hydroxy
Risperidone

Date Tested: 10-Oct-2008 Date to be retested: before 10-Oct-2010

Issued by:

Name Title Signature Date

Robert Hambalek, Ph.D.  President and CEO /fs%;_f_";;jj‘__—’f&is_;_\ frgrT. 255 R

Approved by

Name Title Signature Date

Hadi Rezaei, Ph.D. CSO and Head of w -
] ; - L éc C
Quality Assurance // [?-ocT ¥

QA-PC\C:\Users\AptoChem\QA\SOPFORMS\300013000-01
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Chromatographic Purity by HPLC

Name: 7-Hydroxy Risperidone

Reference Standard Number: 2699.A

Lot Number: AC0301159
Instrument: HPLC 001

Method-Revision: LC2693-00

Date Acquired: 10/16/08 10:20:59 PM

Injection 1 of 2

Structure:

Auto-Scaled Chromatogra
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5.00 10.00 15.00 20.00 25.00 30.00 35.00 40.00 45.00 50.00 55.00 60.00
Minutes
— Processed Channel Descr. PDA 200.5 nm
Peak Results
Name RT % Height | Height Area % Area
1 2.439 0.71 8805 39006 0.09
2 9255 0.34 4287 75492 0.18
3 9.975 0.52 6442 | 112365 0.26
4 | 7-Hydroxy Risperidone | 11.415 98.43 | 1227863 | 42599414 | 9947
/(J_. _"“"'“"'_‘N /(McMW‘
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Chromatographic Purity by HPLC
Name: 7-Hydroxy Risperidone
Reference Standard Number: 2699 .A Structure:
Lot Number: AC0301159 N
Instrument: HPLC 001 HO/C"( | N
o F

Method-Revision: LC2699-00

N
~d

Date Acquired: 10/16/08 11:22:17 PM

Injection 2 of 2

Auto-Scaled Chromatogr
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5.00 10.00 15.00 20.00 23. UO 30. UU 35.00 40.00 45, OO 50.00 55.00 60.00
Minutes

— Processed Channel Descr. PDA 200.5 nm

FPeak Results

Name RT | % Height | Height Area % Area
1 2.435 0.71 8804 37760 0.09
2 9.281 0.44 5427 83123 020
3 9.994 . 0.59 7292 143636 0.34
4 | 7-Hydroxy Risperidone | 11.409 98.27 | 1223561 | 42171236 | 99.38
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