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AMERICAN REMEDIES HEALTHCARE PVT. LTD,

Vill. Sulajpur, Nahal Road, Paonta Sahib, Dist. Simloul (H.P) 173025

Title Ccrtificate of Analysis Finished Product
Product Namc THIOPTON Injection A.R. No. ARN/FP/261031
Generic Name ThiopentoDe Injection lP 500m9 Sampled qty. 45 Vials
Batch No. ARN2641A Sampled bv Rakesh
Batch Size 5000Vials S^mpled on 06t07t20)6
Mls. Date 07 /2026 D.te ofTesting 07107/)026
ExD. Drtc 06/2028 Date of Release 24/07 /2026
S. No. Tests Specifications Obsen'ations

Descdption A yellowish white dry powder filled
in clear glass vial.

A yellowish white dry powder
filled in clear glass vial.

2. Identification

(By IR)

(By Chemicaily)

(By Chemically)
(By Chenically)

(By ChernicaLlll

Test A may be omitted if tests B,
C, D and E carried out 'Iests B and
D may be omitted if tests A, C and
E are carried out.
A. Compare the spectrum u'ith that
obtained with thiopentone IPRS or
with the reference spectnrm of
thiopentone.

B. Complies with the test for
identilication of barbitumtes, but
using the following solutions.

Test solution.0.l%uy'v solution of
the substance under lxamination in
water.

Reference solution. Dissolve 85mg
of thiopentone IPRS in 10ml of 2 M
sodium hydroxide and dilute to
100n1 u'ith water.

C. The crystals melt at about 160".

D. Dis.solve lmg of the crystals
obtained in test A in lnrl of 0.1 M
sodium hydroxide. Add about lmg
of sodiun nitroprusside and, after l5
minutes, lml of dilute hydrochloric
acid: a reddish violet colour is
proouceo.

E. It gives the reactions of sodium
salts.

Complies

omrtted

Complies

omitted

Complies

Uniformity of Weight Average weight +10% -t.70n/o & +2A5%

4. Average weight Infofmcti\ e. 530.4 mg

), Loss on dry NMT 2.590 1.!.b.-n
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AMERICAN REMEDIES HEALTHCARE PVT. LTD.
Vill. Surajpur, Nahan Road, Paonta Sahib, Dist. Simour (H.P) 173025

Tirle Certificate of Analysis Finished Product
Product Name THIOPTON Injection A.R. No. ARN/FP/26/0t I
Generic Name Thjopentone Lrjection lP 500mg Sampled qty. 45 Vials
Batch No. ARN2644A Scmpled by Rakesh
Batch Size 5000Vials Sanlpled on 06t0'7 t2.026
llfg. Date 0'7 /2026 Date of Testing 07t07t)Q6
0xD, Date 06D028 Date of l{elease 24t07 /2026

6. Appearance ofSolution A 10.0 per cent w/v solutuion in
carbondioxide-free water (solution A) is
clear al1d not morc intensly coloured
than reference solution GYS3.

Complies

7. Related SubstancdlBy HPLC)
Thiopentone Impurity A NMT 0.1% 0.0tI%

B ThjopcnroDe ltnpur it) B NMT ].O% Not Detected

C Thiopentone Impuriq/ C NMT 3,0% 0.0).7o/o

D ThiopentoDe Impurity D NMT 0.3% 0.08 r%

E An! other secondary peak NMT O.I% 0.042%

ll Sunt ofany secondarl' peaks NMT 5,0% 0.15 r %

!

Pa(iculate Matier

NMT 6000/Vials '
NMT 600/Vials

The reconstituted solution should be
essenlially free from extmDeous, mobile
undissoived pafticles, other than gas
bubbles, unintentionally that can be seen
\lith naked eye.

2,195/Vials
2/Vials

Cornplies

(A.) Light Obscuration paficle

(1.) Pafiicles >l0pm
(2.) Pafticles >25pm

(B.)Visual Particle

9. Sterility No microbial grou'th should be Cornplies

t0. BacterialEndotoxins NMT 1.0 EU/mg ol Thiopentone
Sodium.

Less than 1.0 EU/ ng of
Thiopentone Sodium.

ll Assay: (By HPLC)
Each glass vial Contains:

Ingedients Found Limits % of labelled amouDt
For Thiopentone 89.52% NLT 77.00 o NMT 02.0i0
For Sodiunr t0.80% NLT 9,4% NMT I I .8%

Total Thiopentore Sodiunr Labelled
clarm

Found %oflabelled
amounl

Limits o/qof labellcd anlount

Thiopentorre Sodiun lsrerile) lP 500mg 50 L582amg t00.32%

Remar s: In thc opinion ofthe undersi the samDle ref(rred To above ul€Remarks: In thc opinion ofthe undersigned the sample refcrred
The Drug & Cosmetic Act 1940 and the rules nrade there under.

standard quality as
Complies/!.or.omplies as Irer lPlBPRJSfittlS;-
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