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Product Name nrvoxlCAN 60 Iniection A.R. No. NL/FP/23155s

ettoxaparin Sodium Injection IP

60mg/0.6m1
D12n24a

Sampled qtY. 45 Pre-Filled SYringe
Generic Name

Sampled bY Aakash
Batch No.

Batch Size

Mfg. Date

Exp. Date

(Aoo Dre-filled svrinse Sampled on 23111t2023

ty2023
r012025

Drlg-efTesq!g--
Date of Release

2311y2023

0ar2l20n

ObservationsSpecifications

A clear colourless solution
filled in Pre-Filled sYrin

fiG"t c"l""tless solution filled in

Pre-Fiiled sYri

A. Add 2 mt of water to the total

content of a single-dose contarner or

to 0.4 ml from a multiPle-dose

container, and 1 ml of 2 oh wlv

solution of protamine sulphate in a

glass test tube. And mix' A creamy

white precipitate is formed'

B. Transfer the total content of a

single dose container, or 0'4 ml from

a multiple dose container; dilute to

100 mL with 0'1 M HYdrochloride

acid. A 0.05 o/o wlv of reference

solution shows absorption maxima at

231rct.
C. Complies with the test for

Identification

NLT-0.6 mlNominal fill volume

Nf.f Nomlnal volume or NMT
n0% of Nominal volume'

Extractable Volume

5.5 to 7,5

Particulate Matter

(a.) Sub-Visible Particle
count
(1.) Particles >1OPm

(2.) Particles >25Pm

(b.) Visual

f.iq"iO tn:ection should comply the

test for sterilitY'

NMTT^01 Etdotoxin unit Per unit of
anti-factor Xu activitY in Anti-
factorXu IU.

Sterility

Bacterial Endotoxins

NMT-6000i Pre-Filled sYringe

NMT-600/ Pre-Filled sYringe

The solution is free from particles of
foreign matter particles that can be

observed on visual i

Complies

Complies

0.6 ml

0.6 ml

1 57iPre-Filled svringe

0/Pre-Filled sYringe

iComplies 
i

i

i
i

Complies 
I

Less than-0.O1 Endotoxin i

unit per unit of anti-factor 
i

XuactivitY in Anti-factor 
i

XU IU.
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Remarks: In the opinion of the undersigned the sample referred to above is/is not+f+he"+tandatd quality as
The Drug & Cosmetic Act 1940 and the rules made there under" Corfipfl65/ s per [p?BFAIS+#

Product Name ENOXACAN 60 Iniection A.R. No. NL/FPi23l555

Generic Name
Enoxaparin Sodium Injection IP
60ms/0.6m1 Sampled qty. 45 Pre-Filled Syringe

Batch No. P23034C Sampled br Aakash
Batch Size 5000 Pre-filled syringe Sampled on 23nU2023
Mfs. Date rI12023 Date of Testin 23nU2023
Exp. Date 10t2025 Date of Release. 08t12t2023

9. Composition:
Each Pre-Filled syringe
contains :

lngredients Labeled
Claim

Found % of labeled
amount

Limits % of
labeled amount

Enoxaparin Sodium I.P
(Eq. to 6000 ru Anti factor Xa Units )

60 mg 59.802 mg 99.67% 90.0% to 110.0%

Format No : P


