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CERTIFICATE OF ANALYSIS
Product Name Pregabalin IP (Micronized)
Mfg By Paragon Organics
Batch No. PRG/PR/2411048
Date of Mfg. Nov-2024
Date of Expiry Oct-2029
Batch Qty. 212.80Kg
Sr. No. TEST SPECIFICATION RESULT
1. Description A white or almost white powder. White powder
Identification test by
C th t ith th
a) Infrared absorption orerare . o pee rurrll with that
el obtained with pregabalin IP RS or C il
S e with the reference spectrum of SRR
5 pregabalin.
The principal peak in the
b) HP
) - chromatogram obtained with the test
solution corresponds to the peak in Complies
chromatogram obtained with the
reference solution (a).
3. | Solubility Sparingly soluble in water Complies
4. Loss on Drying Not more than 0.50 % w/w 0.23 % wiw
5. Sulphated Ash Not more than 0.10 % w/w 0.011 % wiw
6. Heavy Metals Not more than 20 ppm Less than 20 ppm
Enantiomeric purity by HPLC
7.
Pregabalin impurity - B Not more than 0.15 % 0.098 %
; 5 Not less than 98.0 % and not more .
8. Assay by HPLC (On dried basis) than 102.0 % w/w 99.84 % w/w

Remark :- In the opinion of undersigned the material of the standard Quality as per IP

Prepared By Checked By Approved By
(pdet Lo V2
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PARAGON

sorganics

CERTIFICATE OF ANALYSIS

Product Name Pregabalin IP (Micronized)
Mfg By Paragon Organics
Batch No. PRG/PR/2411048
Date of Mfg. Nov-2024
Date of Expiry Oct-2029
Batch Qty. 212.80Kg
Sr. No. TEST SPECIFICATION RESULT
Related substances by HPLC
a) Test -A for polar impurities
i) Pregabalin impurity - C Not more than 0.10 % ND
ii)  Single max. impurity Not more than 0.10 % 0.010 %
9. |b) Test-B for Nonpolar
impurities
i) Pregabalin impurity - A Not more than 0.15 % 0.053 %
ii)  Pregabalin impurity - D Not more than 0.15 % ND
iii)  Single max. impurity Not more than 0.10 % ND
Total impurities test-A & test-B Not more than 0.50 % 0.069 %
10. Additional Test
10.1 Eia;:;c}e Size by Malvern Master For Information 90 % below 30 micron
Residual Solvent by GC-HSS
a) Methanol Not more than 3000 ppm Not Detected
102 | p) Isopropyl Alcohol Not more than 5000 ppm 136 ppm
c) Toluene Not more than 890 ppm Not Detected
d) Chloroform Not more than 60 ppm Not Detected

Remark :- In the opinion of undersigned the material of the standard Quality as per IP

Prepared By Checked By Approved By
y Rt b
%2‘1 07) 19/ 224 olieleoztt
—
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CERTIFICATE OF ANALYSIS

Product Name Pregabalin USP
Mfg By Paragon Organics
Batch No. PRG/PR/2406034
Date of Mfg. Jun-2024
Date of Expiry May-2029
Batch Qty. 213.20Kg
Sr. No. TEST SPECIFICATION RESULT
1. Description - -A white to off white powder White powder

Identification test by

The infrared spectrum of the sample

| a)__Infrared absorption should be concordant with the
: . : Concordant
: ! spectrophotgmetry spectrum of Pregabalin working
2. standard.
The retention time of the major peak
of the sample solution corresponds to
b) A by HP i
) Assay by HPLC that of standard solution, as obtained S
in the Assay.
3. Residue on Ignition Not more than 0.1 % w/w 0.010 % w/w

The turbidity produced in the sample
4, Chlorides solution is NMT that produced in the | Complies
standard solution (0.1 %)

The turbidity produced in the sample
5. Sulphate solution is NMT that produced in the | Complies
standard solution (0.1 %)

6. Loss on drying Not more than 0.5 % w/w 0.24 % wiw

Enantiomeric purity by HPLC

Pregabalin related compound-A | Not more than 0.15 % 0.069 %

Remark :- In the opinion of undersigned the material of the standard Quality as per USP

Prepared By Checked By Approved By
3 W N2 A)
g Rt b
A 18] 06/ 202 156612024
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PARAGON

sorganics

CERTIFICATE OF ANALYSIS

Product Name Pregabalin USP
Mfg By Paragon Organics
Batch No. PRG/PR/2406034
Date of Mfg. Jun-2024
Date of Expiry May-2029
Batch Qty. 213.20Kg
Related substance by HPLC
a) Mandalic acid Not more than 0.10 % Not Detected
b) Isobutylglutaric acid Not more than 0.15 % Not Detected
8. c) Isobutylglutarmonoamide Not more than 0.15 % Not Detected
¢) Pregabalin pelated Not more than 0.15 % Not Detected
compound-C
€) Any unspecified impurity Not more than 0.10 % 0.054 %
f) Total impurities Not more than 0.8 % 0.091 %
g, |2 by HNLE Between 98.0 % to 102.0 % w/w 99.92 % w/w
(On dried basis)
Additional Test
Residual Solvent
' a) Isopropyl Alcohol Not more than 5000 ppm 310 ppm
b) Methanol Not more than 3000 ppm 130 ppm
¢) Chloroform Not more than 60 ppm Not Detected

Remark :- In the opinion of undersigned the material of the standard Quality as per USP

Prepared By Checked By Approved By
W, Rusur ek
Qe 9] 0] 2024 g oeloor
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organics

CERTIFICATE OF ANALYSIS

Product Name Pregabalin BP /EP
Mfg By Paragon Organics
Batch No. PRG/PR/2212059
Date of Mfg. Dec-2022
Date of Expiry Nov-2027
Batch Qty. 210.20 Kg
Sr. No. TEST SPECIFICATION RESULT
1. Description A white or almost white powder. White powder
Skl Sparingly soluble in water, very
2. s slightly soluble in methanol, Complies
practically insoluble in heptanes.
Identification test by
The infrared spectrum of the sample
a) Infrared absorption should be concordant_ with -the it et
spectrophotometry spectrum of Pregabalin working
3 standard.
’ The principal peak in the
chromatogram obtained with the test
b) Enantiomeric purity solution is similar in retention time to )
. : Complies
(HPLC) the principal peak in the
chromatogram obtained with the
reference solution.
4. Water content by KF Not more than 0.5 % 0.11 %
5. Sulphated Ash Not more than 0.1 % 0.03 %
Enantiomeric purity by HPLC
6.
Impurity — B Not more than 0.15% 0.10 %

Remark :- In the opinion of undersigned the material of the standard Quality as per BP

Prepared By Checked By Approved By
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CERTIFICATE OF ANALYSIS

Product Name Pregabalin BP /EP
Mfg By Paragon Organics

Batch No. PRG/PR/2212059

Date of Mfg. Dec-2022

Date of Expiry Nov-2027

Batch Qty. 210.20Kg

Related substance by HPLC

a) Test -A for polar impurities

i) Impurity -C Not more than 0.15 % 0.02 %
" Sinel .
v SIGCMEI | e G004 0.03 %
impurities
iii) Total impurities Not more than 0.5 % 0.06 %
p
b) Test -B for Non-polar
impurities
i) Impurity -A Not more than 0.15 % 0.03 %
o Sigeaingg, Not more than 0.10 % 0.03 %
impurities
iii)  Total impurities Not more than 0.5 % 0.06 %
g, | Assay by HPLC (On anhydrous | oo o/ 101020 % wiw 100.54 % wiw

basis)

Remark :- In the opinion of undersigned the material of the standard Quality as per BP

Prepared By Checked By Approved By
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