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ANJAN DRUG PRIVATE LIMITED

CIN: U24231 TN1990PTC019461

GPD Admin Block, Plot Nos.85- 88, 105 - 109, 112 - 116, SIPCOT Export Promotion Industrial Park (EPIP),
Gumrnidipoondi -601 201, Tiruvallur District, TamilNadu -India.
Ph. No.: +01-044-23745778, Fax No: +91-044-23748080, EMAIL: info@anjandrug.net, WEBSITE: www.anjandrug.net

CERTIFICATE OF ANALYSIS
Product Code: AD 011
Product Name: GABAPENTIN EP
Mifg. Date September 2025
Batch No. BGP2025111 Retest Date | August 2030
Yield(kg) 1073.35 A.R. No. RGP2025469
Mfg. Lic No. 734 Report Date | 06.10.25
S. No. Test 1;;1:;' Observation Limit
1. Description EP | A white crystalline powder. A Wh1t§ or almost white,
crystalline powder.
Solubility Sparingly soluble in water, | Sparingly soluble in water,
slightly soluble in ethanol (96%), | slightly soluble in ethanol (96%),
2 EP practically insoluble in | practically insoluble in
methylene chloride. It dissolves | methylene chloride. It dissolves
in dilute acids and dilute | in dilute acids and dilute
solutions of alkali hydroxides. solutions of alkali hydroxides.
3. Pl gmorphiss EP It shows polymorphism It shows polymorphism
4. Identification
Infrared absorption Infrared absorption spectrum of | Infrared absorption spectrum of
41 spectrophotometry EP the sample compares with the | the sample should compare with
' spectrum obtained with | the spectrum obtained with
Gabapentin working standard Gabapentin working standard.
s Appearance of EP The solution is clear and The solution is clear and
) solution colourless. colourless
pHat 25°C
6. (2%w/v solution) EP |71 6.5t07.5
T Water EP 0.1 % w/w NMT 0.3 % w/w
8. Sulphated Ash EP 0.03 % w/w NMT 0.1% w/w
9. Related Substances:
9.1 Liquid Chromatography A
9.1.1 Impurity A Below disregard limit NMT 0.15%
- EP
Individual . i s 5
9.1.2 T A Below disregard limit NMT 0.10%
9.2 Liquid Chromatography B
Individual ; . 0
9.2.1 Uilenorven Trpiity EP Below disregard limit NMT 0.05%
9.3 Total Impurities EP 0.06 % NMT 0.5%

Manufacturer: Anjan Drug Private Limited - Plot Nos: 109, 110, 115 & 116, SIDCO Pharmaceutical Industrial estate,
Old Mamallapuram Road, Alathur — 603 110, Chengalpattu District, Tamil Nadu, India
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ANJAN DRUG PRIVATE LIMITED

CIN: U24231 TN1990PTC019461

GPD Admin Block, Plot Nos.85- 88, 105 - 109, 112 - 116, SIPCOT Export Promotion Industrial Park (EPIP),
Gummidipoondi -601 201, Tiruvallur District, TamilNadu -India.
Ph. No.: +91-044-23745778, Fax No: +91-044-23748080, EMAIL: info@anjandrug.net, WEBSITE: www.anjandrug.net

CERTIFICATE OF ANALYSIS

Product Name: GABAPENTIN EP

Product Code: AD 011

Mfg. Date September 2025
Batch No. BGP2025111 Retest Date | August 2030
Yield(kg) 1073.35 A.R. No. RGP2025469
Mfg. Lic No. 734 Report Date | 06.10.25
S. No. Test I\Iget. Observation Limit
ef.

Assay
10 (On anhydrous EP | 99.6% 97.5%-102.0 %

basis)
11 Residual Solvents
11.1 Acetone H Quantitation limit NMT 1000 ppm
11.2 n-Propanol H 90 ppm NMT 1000 ppm
12. Chloride EP | 9ppm NMT 100 ppm

Complies with EP & Inhouse Specification and Standards

Storage: Preserve in well closed containers.

Prepared by Review and Approved by
Signature with Date .
& \Agrane S
0b\\0\0$/ D[j’,‘ io A B g
Name P. ARAVIND KUMAR K. JEEVANANDHAM

Designation & Department

Associate Manager - QC

Associate Manager - QA

Manufacturer: Anjan Drug Private Limited - Plot Nos: 109, 110, 115 & 116, SIDCO Pharmaceutical Industrial estate,
0Old Mamallapuram Road, Alathur — 603 1 10, Chengalpattu District, Tamil Nadu, India




