PAUEBIOTESH PAARMA ikDit 4T LT0

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

CERTIFICATE OF FINISHED PRODUCT ANALYSIS

Product Name:

| Vecanium I_nje_c-tion (V_ecuronium Bromide Injection 4mg)

" 25LVGO15A

' Batch No. 'AR. No. ' PV250813
' Batch Size 17100 Vials Sample Quantity | 60 Nos _i
Mfg. Date 07/2025 Date of Testing 03/08/2025 ]
' Exp. Date 06/2027 Date of Release | 20/08/2025 ]
' Reference Batch No | 25LVG015 MFG. Lic. No. N-MB-2023/263 J
sr. | . | i . o
N | Test Specification Observation
0. |
-1 Description A white to offmv;r;ge Lyophilized A white Lyophilized mass
S - | _
In the Related substances, the |
principal peak in the chromatogram |
2. e obtained with the test solution . !
Identification corresponds  to  that in  the Complies
| ‘ chromatogram  obtained  with
‘ , reference solution
| (O : — = =
3. pH 3.5t04.5 3.52
T . Water Content Not more than 3.0% | 2.4%
S b = — — "
; ’a) The solid dissolves completely,
| | leaving no visible residue
| undissolved matter.
5 Clarity of solution ‘ b) The constituted injection is not | Complies
) ' ' 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.
) | — .
i 6. Uniformity of Content As per IP to be complies Complies
R o | ' | o
Constitute the injection as directed
Particulate Matter on the label; the solution is
7. (Visible Particles) essentially free from particles of Complies
' foreign matter that can be seen on
| visual inspection |
—t - ] - n  seEm
8. ‘ Light Absorption NMT 0.1 Less than 0.1
9. Bacterial Endotoxins

PBP-QC009-F03-00

NMT 50.0 EU/mg of Vecuronium |

Less than 50.0 EU/mg
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PRCERIOTETH PHATIMA IRDA! 85T L0

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

CERTIFICATE OF FINISHED PRODUCT ANALYSIS

Product Name:

Vecanium Injection (VéEuron'iilm Bromide Injection 4mg)

| A.R. No.

Batch No. I 25LVGO15A
Batch Size 17100 Vials
Mfg. Date ' 07/2025

Exp. Date 06/2007

' Sample Quantity

| Date of Testing

 Date of Release

‘ Reference Batch No | 25LVG015

10. | sterility

o ! MFG. Lic. No.

| PV250813
60 Nos
03/08/2025
20/08/2025

' N-MB-2023/263

Should be complies

Complies

Related Substance
Vecuronium bromide mono
impurity and diol impurity

| | o
|
1. |

| Total Impurities

! Assay:
' Each Vial contains
12. | Vecuronium Bromide IP

NMT 1.0 %

NMT 2.0 %

90.0% To 110.0%
36mg To44mg

Complies

98.53 %
(3.941 mq)

Remark: The sample is complies as per IP /BP/ USP/IH specification.

Checked B
L IR

| ' Prepared By
Sign/Date | _"gf/_ ) o
10\081 2

' Name " Prayash

Manisha Thakur

\ Approved By I

T LR e

Bhupinder Navet

{ Designation Officer QC

PBP-QC009-F03-00

Executive-QC

Head-QC
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