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Solara Active Pharma Sciences Limited
A1/B SIPCOT Industrial Complex,

Kudikadu Village,

Cuddalore - 607 005. Tamil Nadu, India

_ CERTIFICATE OF ANALYSIS

'8.1.3 Gabapentin related

I 1 -

Material Name Gabapentin(USP) E
‘Material Code 2600001038 ‘Inspection Lot No. 40000362489
‘Batch No CGBU260029 \BatchSize 500.000 KG
:Mfg; Date  |January/2026 ' Expiry Date December/Z@S?TTf'mﬁ )
Specification No. | SPEC-A2-QC-383/R2 Y o
Date of Analysis |31/01/2026 - . E
'SNo.  TESTS | SPECIFICATION ,’;%E‘SULTS -
1.0 Description White to off white crystalline powder White crystalline powder
2.0 :SOIllbility " Freely ~olublc in water and in alkaline and Comphes '

3 acidic solutions. & 8 %
3.0 ;Identiﬁcation ’ T % 2
3.1 ByIR IR Spectruin o the sample should match ‘;;r»Co'nforms

f with that of IR spcctrum of Gabapentin

Working Standard P

3.2 By HPLC The retention time of the nwé‘lj‘éﬁei&’ in lheECOnfo'rArRSwyww -

chromatogram of the sampl&gorreponds

to that of The standard gs Shigined in the

, assay. i
40 pH(1in50solutionin |Between65and?s .’ 726 ]

- water ) raa s ‘ x
5.0 | Water content NMT 0.30 % (w/w) 10.047 % (w/w)
6.0 | Residuconignition  |[NMTO.1 % (wiw)  0.05% (wiw)
70 | Assay by HPLC (on/ |98.5% = 101.5 % (wiw) T99.7 % (wiw)

|anhydrous basis) _— ,
8.0  Related compounds by HPLC
‘8.1  Early eluting organic impurities
'8.1.1 | Gabapentin related | NMT 0.10 % ND

compound I |
8.12 Gabapentin related | NMTO0.10% ~  BDL (LOD=0.0066 %)

compouig! A i |
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Solara Active Pharma Sciences Limited
A1/B SIPCOT Industrial Complex,

Kudikadu Village,

Cuddalore - 607 005. Tamil Nadu, India

Material Name

_CERTIFICATE OF ANALYSIS

Date of Analysis | 31/01/2026

Gabapentin(USP)
Material Code 2600001038 Inspection Lot No. 40000362489
Batch No. ' CGBU260029 |BatchSize 1500.000 KG _._
Mfg. Date  January/2026 Expiry Date  December/2028
Specification No.  SPEC-A2-QC-383/R2 % 4

S.No. |

compound B
8.1.4  Any other individual
impurity

'NMT 0.05%

SPECIFICATION

~_RESULTS

82  Late eluting organic impurities
8.2.1 Gabapentin related | NMT 0.10 % gND
compound D | ‘
8.22 Any other individual ~ NMT 0.05 % ’ i 10.0001 % T
impurity ‘ {
83 | Totl impurities (Late. |NMT 0.5% 0.08% ;
Eluting organic = j ‘
mmpurities + Early ‘
Fluting organic
| impurities) . . - i
ADDITIONAL TESTS ;
9.0 Chlorides ~INMT 001 %(wiw) | 10.002 % (w/w) N
[0.0 Particle size by Malvern .~
10.1 d(0.10) ‘F-er information only 37 pm o
|

bt e .., EE™ o R N— - e __i et
110.2 1d(0.50) _ | For information only ]122 um
[10.3 [d(0.90) | For information only !351 um
1 f i

Conclusion : The material conforms to the specifications

Note
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. _ CERTIFICATE OF ANALYSIS

Material Name Gabapentin(USP)

‘Material Code 2600001038 | Inspection Lot No. 40000362489 ‘
'Batch No. 'CGBU260029 o ~ |Batch Size ~1500.000 KG ..

‘Mfg. Date | January/2026 fExplry Date December/2028

Specification No | SPEC-A2-QC-383/R2

Date of Analysis |31/01/2026 %

‘The Product conforms to the USP FOR PT. QWINJAYA Specnﬁcatlon

Abbreviations :

NMT- Not more than ; LOD - Limit of detection ; BDL - Below disregard limit / Below detection limit ; LT - Less
than ; LOQ - Limit of quantitation ; BQL - Below qmmtitaﬁon limit ; NLT - Not Less than; NA - Not Applicable ; *
ND - Not detected
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