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AR, No: - HLS/FP/26/CGO8 . .l
NAME OF PRODUCT Enoxaparin Sodium Injection IP 40mg/0.4 ml
BATCIH NO. | PcGos SAMPLED ON [ 30072026
MFG. DATE i 0772026 QTY. SAMPLED | 200 Nos. . &
EXP.DATE 06/2028 TESTED BY _| Haripriya
BATCH SIZE 10 LTR TESTING ON 3107/2026
REFERENCE _ |As per IP COMPLETION ON | 17/08/2026 o]
S.No. | Test Specification | Obscrvation =
1. Description A clear colourless solution A clear colourless solution,
2. | Identification o TS AR
A By Chemical: A curdy white precipitate is formed A curdy white precipitate is
formed
B.By UV: Maxima at 231 nm Complics
C. Test for Sodium: A dense white precipitate is formed A dense white precipitate is
on . u el formed e nigiee]
3. pH 5.50 to 7.50 6.907
T -}F‘;Eé_sulphatc Not more than 0.12 percent Not detected -
5. ‘Bacterial Indotoxins Not more than 0.01 Endotoxin Units perunit of | Less than 0.01 Endotoxin
anti-factor X, activity in anti-factor X, 1U Units per unit.
6. Particulate Matter "
Visible Particles Should be absent Absent
Subvisible Particles
a) 210pum Not more than 6000 Particles/container 9.628 Particles/container
b) 225 pm Not more than 600 Particles/container 0.08 Particles/container
7. Extractable volume Not less than 0.4 ml 0.4 ml
8. | Assay:
anti-factor X, activity | NLT90.0 % to NMT110.0 % 107.68 %
Anti-factor II, activity | NLT 2000 to NMT 3500 anti-Factor 11, [U/m] 3106.09 [U/m]
Anti-factor X, to anti- | NL'T 3.3 to NMT 5.3 3.60
- factor IT, ratio.
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NAME OF PRODUCT Enoxaparin Sodium Injection IP 40mg/0.4 m] el

BATCIINO. PCGO8 SAMPLED ON 30/072026

MFEG. DATE 07/2026 QTY. SAMPLED 1200 Nos. i Pt

EXP. DATE 06/2028 TESTED BY Uaripriya

BATCII SIZE 10 LTR TESTING ON 31072026

REFERENCE As per IP COMPLETION ON 17/08/2026
9. Sterility

Complies with the test for sterility Complics

*This test is analysed by Idma laboratories Itd.

Conclusion: The sample Comp’ﬁes%oesﬁ"f comply as per prescribed standards of IP and specification No:
HILS/FPS/003. ;
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