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Product Name  PROTACAN

P
| PROTAMINE SULPHATE INJECTION IP

Generic Name

Analysis | NUTANKUMAR GANDALAL PRAJAPATI

Specification No. DHPL/FP/SPEC/PROTA/01/0
1 ;

Mfg. Dt. 03/2026

Exp. Dt. 02/2028
Receipt Dt. 24/03/2026
Release Dt. 109/04/2026
Sample Size 375.00‘Q Ampoule
Mfg. Lic. No. . G/28/1862

AR. No. 'FP/26/0141

Manufactured By DERREN
Theoretical Yield/Batch Size 17,307.000 Ampoul

sr.b Test '- Limit

Result

Clear, colourless or Almost colourless
solution free from
Visible particles and fibers

1 | Description

2 gdractable-volum(: NLT 5.0 ml

3 |pH 251035

4 |identification

Identification A by Chemical test Red Color is Produced

|dentification B by chemical test A White Precipitated is Formed

5 | Specific optical rotation [ 0.68° To -0.52°

6 |Light absorption INMT 0.1 %

7 | Bacterial endotoxins NMT 7.0 EU/mg

8 |Particulate matter

By Visual inspection The solution should be free from particles
. that can be observed by inspection with the
unaided eye. o
Sub visible particle by LP
>10 microns=NMT 6000/Container
> 25 Microns=NMT 600/Container '

By light obscuration method

Pr:aparé'& By ;Ciheck'ed By @

| : ul
DHAVAL 'NUTAN PRAJAPATI -~ 59 \ 2%
acorricer @91 a% )26 QC HEAD

Clear, colourless solution free from
Visible particles and fibers

5.0 ml

3.3

Red Color is Produced

A White Precipitated is Formed
-0.6460°

Less thanT 0.1 %

Less than 7.0 EU/mg Protamine Sulphate

The solution free from particles that can be
observed by inspection with the unaided eye.

Sub visible particle by LPC
>10 microns=83.00 /Container
> 25 Microns= 4.67 /Container

Conclusion : In the &Jinidr?df undersigned theissmple referred to above is standard quality as per IP specification.

Approved By

KRUNAL GAJERA
QA HEAD

KISHAN 09/04/2026 04:00 PM ’
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Product Name  PROTACAN

Specification No. DHPL/FP/SPEC/PROTA/01/0
1 :

Generic Name  |PROTAMINE SULPHATE INJECTION IP

Batch No. /Lot No. CA26002

Mfg. Dt. 03/2026

Exp. Dt. 02/2028
Receipt Dt. 24/03/2026
Release Dt. 09/04/2026
Sample Size 35.000 Ampoule
Mfg. Lic. No. G/28/1862

A.R. No. FP/26/0141

Manufactured By DERREN

1 7As.sary 7
Assay Each ml Not less than 80 % IU/mg of the amount of
Contains:ProtamineSulphate Protamine sulphate injection

10.0mg/ml

o (O 2
DHAVAL 09| 01,)2; 'NUTAN PRAJAPATI L] l°“

0

Conclusion : In the opinion of Lindérsigned the sample referred to above is standard quality as per P specification.
Prepared By D Checked By Approved By

KRUNAL GAJER
QC OFFICER . |QC HEAD ' QA HEAD

Analysis ‘ NpTANKU’MAh GANDALAL PRAJAPATI Theoretical Yield/Batch Size 17,307.000 Ampoul
St S b mest ~ Limit Result
9 | sterility test Should be sterile Sterile
10 I\bndrr}ial ibxicity 7Compliés with the test for abnormal toxicity | Complies

131.3 IU/mg of the amount of Protamine

sulphate injection

KISHAN 09/04/2026 04:00 PM
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