REFLABPHARM LLC Tel:
Armenia, Yerevan 0019,

RS LA B Silikyan district, 2" street
25/1

+37411554055
Email: info@reflab.am

Website: www.reflab.am

CERTIFICATE OF ANALYSIS

Reference Standard

Product Name: Clopidogrel Bisulfate
Methyl (2S)-(2-chlorophenyl)[6,7-dihydrothieno[3,2-c]pyridin-5(4H)-

Chemical Name: yllacetate sulfate

Product information:

Product code: RLP-004

Lot No.: 170823-00401

Mol. Form: C16H16CINO,S. H,S0,
Mol. Wt.: 419.9g/mol

CAS Number: [120202-66-6]

QC Release Date: 04.01.2023

Recertified On: -

Retest due On: 03.01.2026

Long Term Storage:
Shipping Condition:

Analytical Information

Chemical structure:

Store at 2-8 °C. Protect from moisture and light.
This product is stable to be shipped at ambient temperature.

Characteristics Test Results
Description White powder
Melting Range 179.4-181.9°C
IR Complies
Mass Spectroscopy m/z 322.7 [M-H2S04]*Complies
TH NMR Complies
3C NMR Complies
Residual solvents by NMR 0.14% of Acetone
Water content by KF 0.20%
Purity by HPLC 99.81%
Total Impurities (HPLC) 0.19%
Assay / Potency (as is) 99.5%

* The assay/potency (as is) is equivalent to the assay based of the not anhydrous and not dried substance

respectively.

REFLABPHARM LLC

Chief Scientific Officer
Product Release


mailto:info@reflab.am

RS/ LAB

System Information:

Sample ID:

System Status: Good

BLR-WS-

File Location:
27T11-59-38.a2r
PC/WolBk.statlon ETIR-PC

Software Version:

FW Version: 1.96.00.0

Reporting Information:

Report Template:
Report Generated By:

Report Generation Date:

Report Generation GMT Date:

1227/2022 12:00:06 PM

033400-2202

0133\SQLEXPRESS|VAIMDB_Public(000)|Public
Result\2022\Dec-2022\033400-2202_2022-12-

MicroLab PC(21CFR11): 5.3.1748.0

Spectrum.docx
Group1\Project1\qc

2022-12-27711:59:38.026+05:30
12-27-2022 6:30:05 AM

Data Information:

Method Name: Analytical
User: Group1\Project1\qc
Date/Time: 11-27-2022 11:59:38 AM

Instrumental Model: Carry 630

Instrument S/N: MY16402006
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Injection Volume
Data File Name
Data Acquired
Data Processed

Column

~:Puritas Eximius C18 ,150x 4.6 mm 51

10 uL

: 033400-2202.Icd
0 1213172022 15:08
1 1/2/2023 09:34

Mobile phase A : Mix 5 vol. of Methanol and 95 vol. of a 0.96 g/L solution of
sodium pentane sulfonate monohydrate adjusted to pH 2.5
with phosphoric acid.

Mobile phase B : Methanol, Acetonitrile(5:95v/v)

Pump mode  : Gradient
TIME MP-A
0-3 min 89.5
3-48 min 89.5-31.5
48-68 min 31.5
68-70 min 31.5-895
70-75 min 89.5
Flow rate 1.0 mi/min

Sample conc. : 1.0 mg/m.
: Acetonitrile,water(70:30v/v)

Diluent
Column Temp.: Ambient.

MP-B
10.5
10.5-68.5
68.5
68.5-10.5
10.5

@C:\LabSolutions\Data\2022\31122022\033400-2202.Icd

mv ———eeee—— e ——— - —— s
750~ 3 Det.A Ch1
500-
250 ‘
; 8 g
0— _ ‘.],N R ;],FD ILLV - s -
T T L I A PR L A W S B B P I e e S LI e
0 10 20 30 40 50 60 70
min
1Det. A Ch1/220nm
Detector A Chl 220nm , e
__Peak#l . Ret. Time | Area | Areaa% |
! 20.36| 11298 007
| 2 3968 9940/ 0.07
A 30 4135 15163933 = 99.81
| 4 4248] 6975 0.5
Total ,i 15192146)  100.00|
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