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CERTIFICATE OF ANALYSIS

Name of the Product; Praziquantel USP

Page No.1of3

'Batch No: MBAL23004A

Batch Quantity: 460.0 Kg

Manufacturing Date: APRIL 2023

between 15 to 30°C.
' Customer Name: Suanfarma

' Analytical Report No: 1101-FP-230216
I.Dispatch Quanti_ty: 30 Kg
\ | Retest /E—xp%ﬁ Date:

Storage Condition: Preserve in well-closed, light-resistant container. Store at 25°C, excursions permitted

MARCH 2026

TESTS

SL No.|

RESULTS

SPECIFICATIONS

1 Description

Practically white powder

White to practically white
powder

RS

Solubility

F'reely soluble in alcohol and in

chloroform

Freely soluble in alcohol and in

chloroform

3 [dentification by IR

The infrared absorption

spectrum  of  sample s

concordant  with  spectrum

obtained from standard.

infrared absorption
of

with

The

spectrum sample  is

concordant spectrum

obtained from standard.

The retention time of major-

that in the

4 ‘Identiﬁcation by HPLC Ihe retention tilm
| | peak in the chromatogram of ppeak in the chromatogram of
the sample preparation should [the sample preparation should
corresponds to that in the correspond to
| chromatogram of the standard chromatogram of the standard
‘ preparation obtained in the test |preparation obtained in the test
for assay. for assay.
5 Melting range "138’.9 °C to 140.8°C 136°C to 142°C |
6 Losson drying 0.172% Not more than 0.50% 7‘
7 ]'I{esidue on ignition 0.045% Not more than 0.10% |
3 ‘I’hosphate Less than 0.05% Not more than 0.05%
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'Name of the Product: Praziquantel USP Page No. 2 of 3
| Batch No: MBAL23004A Analytical Report No: 1101-FP-230216
'Batch Quantity: 460.0 Kg Dispatch Quantity: 30 Kg
T\/Iar_lufacturing Date: APRIL 2023 Retest /Ea_epﬁ—y Date: MARCH 2026

Storage Condition: Preserve in well-closed, light-resistant container. Store at 25°C, excursions permitted
between 15 to 30°C.

Customer Name: Suanfarma

SL No. TESTS | RESULTS ' SPECIFICATIONS
9 [Related compound by HPLC | !
P'raziquantel related compound A 10.03% Not more than 0.20%

(2-benzoyl-1,2,3,6,7,11b-
hexahydro-4H-pyrazino[2,1-a] ‘
isoquinolin-4-one)

Praziquantel related compound B
(2-(cyclohexylcarbonyl)-2,3,6,7-
tetrahydro-4H-pyrazino [2,1-a]
isoquinolin-4-one) :
Praziquantel related compound C  BDL Not more than 0.10% ‘

BQL Not more than 0.20%

(2-(N-formyl hexahydrohippuroyl)

-1,2,3,4-tetrahydroisoquinolin-1-
one) '
.l;-:nspeciﬁed impurity 0.043% Not more than 0.10%
 Total impurities 0.24% Not more than 0.5% |
10 |Assay on dried basis 100.0% Not less than 98.5% & not morj
(By HPL.C) than 101.0%
11 [Nickel content by AAS BDL Not more than 10 ppm '
12 Residual solvent ) _
Methylene chloride BDL - Not more than 600 ppm
~ Methanol BDL Not more than 3000 ppm
Toluene - BDL ‘Not more than 890 ppm :
Benzene BDL Not more than 2 ppm
13 Butylated hydroxytoluene by BDL Not more than 0.05%
HPLC
14 Particle Size by Malvern
i— Ed90 7.3 pum B Not more than 10 pm _
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Batch No: MBAL23004A

' Analytical Report No: 1101-FP-230216

'Batch Quantity: 460.0 Kg

' Manufac{uring Date: APRIL 2023

between 15 to 30°C.
Customer Name: Suanfarma

Related Compounds — L.LOD and LOQ Data

! Dispatch Quantity: 30 K_g
l Retest /Expiy Date: MARCH 2026
Storage Condition: Preserve in well-closed, light-resistant container. Store at 25°C, excursions permitted

Name of the Impurity LOD LOQ
_Praziquantel related compound A } 0.007% 0.020%
| Praziquantel related compound B ‘ 0.008% 0.022%
| Praziquantel related compound C : 0.008% 0.022"/; N
Residual solvents— LOD and LOQ Data
‘ Name of the Solvents LOD LOQ
Methylene chloride 62ppm 12.1ppm |
Methanol 30.1 ppm 60.2ppm |
rToluene B 8.9 ppm 17.8 ppm _.‘
Benzene 0.21 ppm 0.65 ppm i
BHT and Nickel- LOD and LOQ Data
| Name of the reagent LOD LOQ T
' BHT 0.00075% | 0.002%
‘"ﬁckel : 0.6 ppm : 2.0 ppm __

BQL - Below Quantifiable Limit, BDL — Below Detectable Limit.

LOD — Limit of Detection, LOQ — Limit of Quantification

REMARKS: The product complies as per USP specification.
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