TLC PHARMACEUTICAL STANDARDS

Date: December 24, 2021

Certificate of Analysis
Certificate No.: 20211224010

Retest date: December 16, 2024

Compound Name:

Bicyclo Risperidone Iodide

3-(4-fluoro-2-hydroxyphenyl)-1-(2-(2-methyl-4-0x0-6,7,8.9-tetrahydro-
4H-pyrido[1,2-a]pyrimidin-3-yl)ethyl)-1,2-diazabicyclo[2.2.2]oct-2-en-

Synonyms:

1-ium, iodide (1:1)
TLC Catalogue Number: R-0615
CAS Number: 2231638-02-9
Molecular Weight: 411.50 126.91

Molecular Formula;

Ca23H2sFN40s. |

Source:

TLC Pharmaceutical Standards

Source Lot No.:

4322-083A2

Storage Conditions:

Store at 2-8 °C

Solubility: Methanol, DMSO, Water
Test Description Specifications Results
Visual Description White to off-white solid Conforms
Identification
IR Conforms to structure Conforms
MS Conforms to structure Conforms
'"H NMR Conforms to structure Conforms
Elemental Analysis Conforms to structure Conforms
Purity (HPLC) Not less than 95.0% 99.9%
Impurity (HPLC) N/A
Water Content (KF) N/A 0.2%
Residual Solvents (NMR) 0.4% methanol and 0.3% acetone
Assay (%) Not less than 90.0% 99.0%
Recommendation: Release.

Name Department Signature Date

Reviewed and approved by:

Quality Control

- ol JSoZ [ Zzz

Approved by:

Quality Assurance } %I o103 [>022

Attachments: HPLC, IR, MS and NMR spectra.

www.tlcstandards.com
research@tlcstandards.com

130 Pony Drive

Phone: (905)-898-3645

Newmarket, Ontario L3Y 7B6 Canada Fax: (905)-898-0595



Data File E:\DATA\2021\2021-12-16\DEF_LC 2021-12-16 17-29-53\022-0401.D
Sample Name: 4322-083A2

Acg. Operator : Mei Zhang Seg. Line : 4
Acg. Instrument : LC-1260 3 Location : Vvial 22
Injection Date : 12/16/2021 6:37:11 PM Inj : 1
Inj Volume : 2.000 pl

Acq. Method 3 E:\DATA\2021\2021—12—16\DEF_LC 2021-12-16 17-29-53\4.M
Last changed : 12/16/2021 5:29:53 PM by Mei Zhang
Analysis Method : C:\CHEM32\1\METHODS\1.M
Last changed : 12/17/2021 9:57:25 AM by Mei Zhang

(modified after loading)
Sample Info : Poroshell HPH-C18 (4.6*100mm,2.7um); F=1.0mL/min; T=30 degree;

CH30H/10mmol/L NH4HCO3 (adjusted to pH 9.0 with NH3 +H20)=37/63 (0-6min), 37/63
-55/45(6-15min) , 55/45 (after 15min)
~l.4mg in 0.7mL CH30H

DAD1 A, Sig=226,4 Ref=off (E:\DATA\2021\2021-12-1 6\DEF_LC 2021-12-16 17-29-53\022-0401
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Multiplier i 1.0000
Dilution : 1.0000

Do not use Multiplier & Dilution Factor with ISTDs

Signal 1: DAD1 A, Sig=226,4 Ref=off

Peak RetTime Type Width Aresa Height Area
i [min] [min) [mAU*s] [mAU] %
] e e | =——mmmmm R R [
1  3.976 BBA  0.0946 1.52977 2.11032e-1  0.0236 5 ~ REVIEWED AND
2 8.693 BBA 0.1848 6484.13818 529.76404 99.59065 ( TLC APPROVED
3 10.889 BBA  0.1566 3.64105 3.20365e-1  0.0561 - -
4 11.566 BB 0.0929 8.94490e-1 1.25923e-1  0.0138 = 011G 222

&

Totals : 6490.20350 530.42136
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*** End of Report #***
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Collection time: Tue Dec 21 14:09:44 2021 (GMT+08:00)
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Print of window B0: MS Spectrum

MS Spectrum

*MSD1 SPC, time=0.458 of D:\DATA\2021\12-22-202T\TEST 2021-12-22 13-47-5722.0 ES-API, Pos, Scan, Frag: 100, "Pos ES
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