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Batch No. ASAO458lSA Quantity 100,00 Kg
Manufacturing Date June-2024 Retest / Expiry Date May-2029
A.R.No. ALIY-FP-240236 LotNo. 400000775 1 8

Storage Condition Preserve in well closed, light-resistant containers, store at 25oC
(Excursions permitted between l5oC to 30'C)

Customer NameAlenderName SUAN FARMA TNC.

S.No. TESTPARAMETERS SPECIFICATIONS RESULTS
I Description White to practically white powder. White powder

2 Solubility Freely soluble in alcohol and in chloroform. Complies

) Identification by IR
The infrared absorption spectrum of sample is

concordant with spectrum obtained from
standard.

Complies

4 Identification by FIPLC

The retention time of major peak in the
chromatogram of the sample preparation should
correspond to that in the chromatogram ofthe
standard preparation obtained in the test for
assay.

Complies

5 ivleltfurrRdnge 136"C-|42"C 138.5"C-139.2e-'
6 Loss on dryine Not more than0.50%ow/w 0.18%ow/w
7 Residue on ignition Not more than 0.10% ilw 0.05% Ww
8 Phosohate Not more than 0.05% Less than 0.05%

9

Related Substances by HPLC
Praziquantel related compound-A
Praziquantel related compound-B
Praziquantel related compound-C
Unspecified impurity
Total impurities

Notmore than0.20%
Not more than0.20%
Not more than 0.10%
Not more than 0.10%

Not more than 0.50Yo

BQL(LoQ:0.020%)
0,07%
Not detected
0.06Yo

0,28%

10

Related compound by HPLC
(Procedure-II)
Any impurity \lot moro thanO,ll%o 0.05%

1I Assay on dried basis (by HPLC) 98.5%to 107.0% 99.0%
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ffiht-resistant containers, store at 25oC

rsions permitted between l5'C to 30'C)Storage Condition

SUAN FARMA INC.

Not more than 10Nickel content bY AAS

Not detected

Not detected

Not detected

more than 3000 PPm

more than 600 PPm
more than 890pPm

Not more than 2 PPm

Residual solvents bY GC

Methanol
Methylene chloride

Not more than 0.05%Butylated hydroxY tolueno bY

Solution not more intensely coloured than GY

reforence solution

BQL(LOQ:s9,5PPm)
Not more than 350

I lrm
2pm
6pm
I 1pm

For information
Not more than 8 Pm

For information
Not more than 100 Pm

Particle size by Malvern

D(10)
D(s0)
D(e0)
D(100)

: The above batch complies as per the Ph.Eur/usPflH.specifications.
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