] Chemeca

® pDrugs Private Limited
Issue date: 13-09-2024
CERTIFICATE OF ANALYSIS
PO No. Not Applicable PO Date Not Applicable
Product SERTRALINE HYDROCHLORIDE USP
CAS No. 79559-97-0 HSN Code 29214590
Batch No. SET401023CD-1 Batch Quantity 365.500K gs
A.R.No. AR/FP/230288 Date of Analysis 22-09-2023
Date of Mfg. 03-09-2023 Date of Retest-{Expity 02-09-2028
Ref.Spec& MOA SMA/FP/SET4V/01-02
Name of the Customer |Not Applicable Dispatch Quantity Not Applicable
S.No Test Specification Result
o 3 . . White Crystalline
1 Description White or off white crystalline powder. e
Sparingly soluble or slightly soluble in absolute
2 [Solubility alcohol, slightly soluble in water and in isopropanol Complies
and slightly or very slightly soluble in Acetone.
Identification
Infrared absorption The infrared absorption spectrum of the test sample Sample §pectrum
A ! . matched with Standard
spectrophotometry should match with that of the working standard. v
Spectrum
The retention time of the major peak of the sample
3 solution corresponds to that of Sertraline Sample Retention time
B |ByHPLC Hydrochloride from the system suitability solution, | matched with Standard
as obtained in the test for limit of (R,R) Sertraline Retention time
Hydrochloride.
Chloride Meets the requirement for the Silver nitrate White precipitate is
C i
precipitate test. V' formed
4 Assay by HPLC (On anhydrous Not less than 97.00% and 100.1%
basis) Not more than 102.00% w/w i
5 |Residue on ignition Not more than 0.30% w/w 0.05%
g - Anan(R N7 Jetiing Not more than 1.5% wiw +/ 0.09%
Hydrochloride
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Date of Mfg. 03-09-2023 Date of Retest (Expirys 02:09-2028
Ref.Spec&MOA SMA/FP/SET4V/01-02
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Organic impurities by GC
Sertraline compound A Not more than 0.2% v Not detected
3,4-Deschloro Sertraline Not more than 0.2% Not detected
Sertralone Not more than 0.2% Not detected
7 |3-Deschloro Sertraline and
9, v 0,
4-Deschloro Sertraline Not more than 0.8% 0.26%
fkny ".ldw‘dualn upkgerificd. 1Not more than 0.10% Not Detected
tmpurtty
Total impurities Not more than 1.5% 0.26%
8 Limit of Mandelic acid Not more than 0.2% w/w Not detected
9  |Water Determination Not more than 0.50%w/w 0.07%
Note : Additional test as per customer requirements. BDRL - Below disregarded Limit.
Prepared by Reviewed by Approved by
t G
%ﬁq {aoL™ 2 \oq ey %0‘7 2y
Ch.Vidyasagar G.S.V.V.Kanth S. Kondala Rao
Sr.Chemist - QCD Asst.Manager - QCD AGM - QCD
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