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fl".tir,"ut" ot nnutytis Finished Product

Product Name
ARNtrP/2610.15

THIOPTON lnjectton

entone Iniection IP IGeneric Name

B:rtch No. 0810'712026Samnled on
10,000 VialsBatch Size 0910712026I)ate ofTestin

Mfe. Date

Specifications
A yellowish white dry Powder
filled in clear glass vialA yelloryish white dry powder filled

in clear glass vial.
Descdption

Complies

Complies
Omitted

100m1 with water.

:I".t A .uY be omitt€d if tests B'

C- D and E carried out Tests B and

D may be omitted if tests A, C and

E are carried out.

A. Compare the sPectrum \ ith that

obtained with thioPentone IPRS or

with the reference spectrum 01

thiopentone.

B. ComPlies with the test Jor

identification of barbiturates, but

using the following solutions'

Test solution.0.1%w7v solution of

the substance undet examination tn

water.

Reference solution Dissolve 85mg

of thiopentone IPRS in lOml of 2 M

sodium hYdroxide and dilute to

C. The crystals melt at about 160'

D. Diisolve lmg of the crystals

obtained in test A in lml of 01 M
sodium hYdroxide Add about lmg

ofsodiutn nihoprLlsside and atter l)
minutes, 1ml of dilute hydrochloric

acicl; a reddish violet colour ls

produced.

E. It gives the reactions of sodium

(By lR)

(By ChemicallY)

(By ChemicallY)
(By ChemicallY)

(By Chen1icallY)

-2.lio/o & +1.05o o

A'verage weight +10'lo
Unifomity of Weight

Informatlve.

NAME: M\-{iuE: SURJE!f
Analysis bY

NAME: NIKHIL i.l-;;1



,(

I

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

Product Name THIOPTON Injection A.R. No. ARN/FP/261035

Ceneric Name Thiopentone lniection IP lgm Samnled qty. 45 Vials

Ratch No. ARN2643A Sampled by Aakash

Batch Size 10.000 Vials Sampled on o8t07t)026

Mfs. D.te 0't 12026 Date ofTesting 09t0'1t2026

ExD. Date 062028 Date ofRelease 25t01t)026

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

Complies

1. Related Substance (By
HPLC)

Thiopentone lmpurity A NMT 0.1% 0.0t2%

B Thiopentone Impurity B NMT 1,0% Not Detected

C Thiopento[e l]npurit] C NMT 3,0% 0.025%

D Thiopentone Inpurit) D NMT 0,3% 0.089%

E An) other secondar) peak NMT 0.1% 0.045%

F Sum ofany secondary peaks NMT 5.0% 0.17t%

8. Particulate Matter
Should Free from any type of
visual particles

NMT 60o0/vial
NMT 600/vial

Complies

1,984/vial
13/vial

(A.)Visible particulate natter
(8.) Sub-Visible pafiicle
coul'lt
(1.) Pafiicles >10Lrm
(2.) Particles >251!m

9. Sterilily No microbial growth should be

observed.

Complies

10. Bcctericl Endotoxi[s NMT 1.0 Eulng of Thiopentone
Sodium.

Less than 1.0 EU/ mg of
ThiopentoDe Sodium.

11 Assay: (By HPLC)

Each glass vial Contains:

Ingredients Found Linits % of labelled
amount

For ThiopeDtone 81.69% NLr 77.0% NMT 92.0%

For Sodium 10.82% NLT9.4% NMT 11.8%

fotal Thiopentone Sodium Labelled
ciaim

Fou11d %of labelled
amount

Limits % oflabelled
amounl

fhiopentone Sodiurn (steriie) IP 1000mg 985.0741 mg 98.51% 90.0% to I10.0%

llemsrks: ln theopinion of the undersigned the sample referred to abo is/is,!abf the stand!rd qu

Cos etic Act 1940 and thqrules made there under. Complies@otrom

NAME: SURJEET KAUR
Analysis by \f

NAME: NIKHIL SHARMA

as per IyB+lIJSPfittS:-


