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AMERICAN REMEDIES HEALTHCARE PVT. LTD.
Vill. Surajpur, Nahan Road, Paonta Sahib. Dist. Sirmour (H.p) 173025

Certificate of Analvsis Finished Product
Product Name THIOPTON Injection A.R. No. ARN/TP/26l052
Generic Name Thiopentone lnjection IP lgm Sampled qt!. 45 Viais
Batch No. ARN2676A Sampled by Rakesh
Batch Siz€ 10,000 Vials Sampled on 21t08t2026
Mfs. Date 08/2026 Date ofTesting 22/08/2026
Exp. Date 07 /2028 Date of Release D5/09/2026

6. Appearance ofSolution A 10.0 per cent dv solutuion in
carbondioxide-free water (solution
A) is clear and not more intensly
coloured than reference solution
GYS3.

Complies

7. Related Substance (By
HPLC)

Thiopentone Impudty A NMT O,i% Not Detected

B Thiopentone Impurity B NMr 1.090 Not Detected

C Thiopentone Impurity C NMI3.O% Not Detected

D Thiopentone Impurity D NMT (].]% 0.t21%

E Any other secondary peak NMT 0.1% 0.083%

F Sum of any secondary peaks NMT 5,0% 0.326%

8. Pafticulate Matter
Should Free ftom any type of
visual particles

NMT 6000/vial
NMT 600/vial

Complies

2,8291vla|
9/vial

(A.)Visible pafi iculate matter
(B.) Sub-Visible particle
count
(1.) Particles ll0pm
(2.) Particles >25pm

9. Sterility No microbial grorvth should be
observed.

Complies

10. Bacterial Endotoxins NMT 1.0 EU/mg of Thiopentone
Sodium.

Less than 1.0 EU/ ng of
Thiopentone Sodium.

lt Assay; (By HPLC)
Each glass vial Contains:

Ingredients Found Limits % oflabelled
atnount

For Thiopentone 85.98% NLT 77.0% NMT 92.0%
For Sodium 1t.22% NLT 9.4% NMT 1.1.8%

Total Thiopentone Sodium Labelled
claim

Found %oflabelled
amounl

Limits % of labelled
amount

Thiopentone Sodium (sterile) IP 1000mg q72.020i mg 97.20% 90.0% to 110.0%

Remarks: In the opinion ofthe undersigned he sampl€ referred to above is/isjohfthe standsrd quality as The Drue &
Cosmetic Act 1940 and the rules made there urder. Comptieynjt-d.om

Analysis bll:ff;I,6
NAMtr: MOHD.

cbecked by S6( glql
NAME: SURJEET ICA

Approveo r;\duo{r,lo
NAME: MRS. SWATI DHAWA
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