
Add Pace To Health
Pace Biotech

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

Title | : Certificate of Analvsis Finished Product

Product Name Paracan 150 Injection A.R. No. NL/FP/25l096
Generic Name Paracetamol Iniection 2ml Sampled qty. 45 Ampoules
Batch No. tA.25058A Sampled by Rakesh
Batch Size 98,200 Ampoules Sampled on 17/06/202s
Mfe. Date 0st2025 Date of Testing t710612025

Exp. Date 0412027 Date of Release 02t07t2025

mple
qualify as The Drug & Cosmetic Act 1940 and the rules made there under. Complie
perIPBP/UffiHjy'

,f thg-sdandard
sl6ot complies as

ig

S. No. Tests Specifications 0bservations
I Description A clear colourless, oily solution.filled

in anber glass ampoule.
A clear colourless, oily solution
filled in amber glass ampoule.

2. Identification
(By HPLC)

The retention time and sizes of the
principal peaks in the chromatogram
obtained with the test solution are
similar to those of the principal peaks
in the chromatogram obtained with
reference solution.

Complies

3. Nominal fillvolume NLT 2 ml 2.0 ml

4. Extractable Volume NLT Nominal volume or NMT II0%
of Nominal volume.

2.1ml

5. pH 6.0 to7.0 6.53
6. Particulate Matter

NMT 6000/Ampoule
NMT 600/Ampoule
The solution should essentially free
from particles of foreign matter that
can be observed on visual inspection.

33/Ampoule
1/Ampoule
Complies

(a.) Sub-Visible
particle count
(1.) Particles >1Opm
(2.) Particles )25pm
(b.) Visual '

Sterility No microtial growth should be
observed.

Complies

8. Bacterial Endotoxins NMT 2.0 EU/ml of Paracetamol. Less than 2.0 EU/ml of
Paracetamol.

9. Assay:
Each ml contains:

Insredients Labeled Claim Found % of labeled
amount

Limits % of labeled
amount

Paracetamol IP 150 mg 146.02 mg 97.35% 90.0% to 110.0%

Remarks: In the opinion of the undersigned the sample referred to above is/ irffi-t o

Analysis nv (Y
NAME: SANDHYA bn'il

Checked by{^$
NAME: SUFIYAN ANSARI

rso

Pa-se I of I


