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Compounding Chemicals You Can Trust

IOL CHEMICALS AND PHARMACEUTICALS LIMITED

CERTIFICATE OF ANALYSIS

Product Name : Gabapentin Ph.Eur./USP Batch No. :4310/1208/23/A-0013
Date of Mfg. : Apr.-2023 Date of Analysis :29/09/2023
Retest date : Mar.-2028 A.R No. : AR/FP/23/002642
Drug Lic No. : 1689-OSP Batch Qty. : 734.0 Kg
Dispatch Qty :50 Kg Packing :2X25Kg
Sr. TEST SPECIFICATIONS RESULTS
No
1. Appearance White or almost white, crystalline white crystalline powder.
powder.
2. Solubility Sprangily soluble in water, slightly Complies
soluble in ethanol(96%),practically
insoluble in methylene chloride.It
dissolves in dilute acids and dilute
solutions of alkali hydroxides.
3. Identification A)By IR: The infra-red absorbance Complies
spectrum obtained from the sample
should be concordant with spectrum
obtained from the working standard.
4. Appearance of solution | The solution is clear 2.2.1 and Complies
colorless 2.2.2
5. pH Between 6.5 to 7.5 7.02
6. Chlorides 100 ppm 64 ppm
7. Water (By KF) <0.3 % w/iw 0.07%
8. Sulphated ash <0.1 % wiw 0.06%
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Product Name

IOL CHEMICALS AND PHARMACEUTICALS LIMITED

CERTIFICATE OF ANALYSIS

: Gabapentin Ph.Eur./USP Batch No.

:4310/1208/23/A-0013

Date of Mfg. : Apr.-2023 Date of Analysis :29/09/2023
Retest date : Mar.-2028 A.R No. : AR/FP/23/002642
Drug Lic No. :1689-OSP Batch Qty. 1 734.0Kg
Dispatch Qty :50 Kg Packing :2X25Kg
il‘- TEST SPECIFICATIONS RESULTS
0
9. | Related Substance by HPLC
Test -A
i) Impurity A <0.15% Below disregard limit
ii) Unspecified Impurity <0.10% Not detected
Test-B
i) Unspecified Impurity <0.05 % Below disregard limit
ii)Total impurities ( Test-A + Test-B) | <0.5 % Below disregard limit
10. | Assay (By HPLC) Between 97.5 to 102.0 % w/w | 100.8%
(On anhydrous basis)
11. | Residual solvents (By GC)
Method- I
i)Methanol <3000 ppm Not detected
ii) Ethanol <5000 ppm Not detected
iii) Cyclohexane <3880 ppm Not detected
iv)Acetone <5000 ppm Not detected
v) Toluene <890 ppm Not detected
Method- II
i) Benzene® <2 ppm Not detected
ii)Carbon Tetrachloride# <4 ppm Not detected
iii) Chloroform <60 ppm Not detected

#Benzene & Carbon Tetrachloride are not used in manufacturing process.
The above material complies as per Ph.Eur. 10.0. & USP
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