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Title

AMERICAN R.EMEDIES HEALTHCAR-TVT. LTD.
Vill. SLrrajpur, Nahan Road, paonta Sahib, Dist. Simour (H.p) 173025

Certificate of Analysis Finished product
Product Namc THIOPTON Inje$ion A.R. No. ARN/FP/26l054
Cen€ric Name Thiopentone Injection IP lgm Sampled qt1. 45 Vials
Batch No. ARN2675A Sampled by Rakesh
Batch Size 10.000 Vials Sampled on 21/08/2026
Mfg. Date ud/2u26 I)ate ofTesting 22/08t2026
ExD. Date U / /2U2E Date of Release 05/09/2026

6. Appearance of Soh.rrion A 10.0 per cent r,/v soiutuion in
carbondioxide-fiee water (solution
A) is clear and not more intensly
coloured than reference solution
GYS3.

Complies

7. Related Substance (By
HPLC)

Thiopentone Impu ty A NMT 0,1% Not Detected

B Thiopentone Impurity B NMT I.O% Not Detected

C Thiopentone Impurity C NMT 3.0% Not Detected
Thiopentone Impurity D NMT 0.3% 0.123%

E Any other secondary peak NMT 0.1% ' 0.081%
F Sum of an1 secondarl peaks NMT 5.0% 0.326%
8. Particulate Matter

Should Free from any type of
visual particles

NMT 6000/vial
NMT 600/vial

Complies

2.541lyial
5/vial

(A.)Visible particulare matter
(B.) Sub-Visible panicle
counl
(1.) Pafticles >10pm
(2.) Paticles t25pm

9. Sterility No microbial grouth should be
observed.

Complies

10. Bactefial Endotoxins NMT 1.0 EU/rng of Thiopentone
Sodium.

Less than 1.0 EU/ mg of
Thiopentone Sodium.

tl Assay: (By HPLC)
Each glass vial Containsl

Ingredients Found Limits % of labelled
amount

For Thiopentone
For Sodium

87.540/0 NLT 77.0% NMT 92.00lo
10.68% NLT 9.4% NMT 1i.8%

r oral I nropentone Sodlum Labelled
claim

Found %oflabelled
amounl

Limits % of iabelled
amouna

Thiopentone Sadium (sterile) Ip 1000Drg 982.1113 mg 98.2r% 90.0% to 110.0%
Remark\: In the opinion of rhe undersigned the.,mpte referreOlolrroie i. i, oor( osrnelic Acl l{t4tland rhe rute\ made rh(re under. ( ompties lAr-compne..a. pe.
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