: AMERICAN®
' PEMEDIES

American Remedie_smHeaIthcare Pvt. Ltd.

Surajpur, Nahan Road Paonta sahib Dist. Sirmour (H.P)

QUALITY CONTROL DEPARTMENT

CERTIFICATE OF FINISHED PRODUCT ANALYSIS

' Product Name: Glutacan 600mg Injection (Glutathione For Injection 600 mg)
Batch No. 26AR052 " A-R. No. AFP260066 ]
Batch Size 9500 Vials Sample Quantity |60 Nos
' Mfg. Date 04/2026 Date of Testing 22/05/2026 .
Exp. Date 03/2028 Date of Release 06/06/2026
Reference Batch No | 26AR052 MFG. Lic. No. HP-MB-LL-00235
Sr. . : o
| No. Test Specification Observation

1. | Description

A white to off white Lyophilized

[ cake.

A white Lyophilized cake.

2. 'pH

| Between 3.0t0 5.0

3.50

3. | Clarity of solution

The solid dissolves completely,
leaving no visible residue as
undissolved matter.

The constituted injection is not
significantly less clear than an
equal volume of the diluent or of

water for injections contained in a

' similar container and examined in

the same manner.

Complies

4. | Bacterial Endotoxins test

NMT 0.58 EU/mg

After reconstitute the injection with

water the solution is essentially free

Less Than 0.58 EU/mg

5. | Particulate Matter . _ Complies
from particles of foreign matter that
can be seen on visual inspection.
6. | Sterility Should be Sterile Sterile
Assay: ' )
; Each vial contains: 90.0% to 110.0% 99.78 %
Glutathione 600 mg 540.0mg to 660.0mg 598.72 mg
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Remark: The sample is complies as per IP /BP/ USP/IH specification.
Prepﬁ\red By/ y /Q{lecked By "*-.,\Abproved By ‘
Sign/Date o obletP"T (76 2675 eab\asth
Name Sanjana Negi Manisha Thakur Bhupinder Navet ‘
Designation | Officer QC | Executive-QC | Eadﬁ)— _—J
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