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Certificate of Ana is Finished Product

ARN,TP/2 6/O 5 3
THIOPTON InjectionProduct Name
Thiopentone Iniection IP I

2210812026Date of Tes

Date of Release

ObservationsSpecifications
A yellowish white dry Powder
filled in clear glass vial.e yeltowish white dry powder filled

in clear glass vial.
Description

Test A may be omitted 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 spechum with that

obtained with thiopentone IPRS or

with the reference spectmm or

thiopentone.

B. Complies '"vith the test for
identification of barbituates, but

using the followiirg solutions'

Test solution. 0.10lodv solution of
the substance under examination in

water.

Reference solution. Dissolve 85mg

of thiopentone IPRS in 10ml of 2 M

sodium hydroxide and dilute to

100ml with water.

C. Thecrystals melt at about 160"

D, Dissolve 1mg of the crystals

obtained in test A in 1ml of 01 M
sodium hYdroxide Add about lmg

of sodium nitroprusside and. aner t)
minutes, 1ml of dilute hydrochloric

acid; a reddish violet colour ts

produced.

E. It gives the reactions of sodium

salls.

(By ChemicallY)

(By ChemicallY)
(By ChemicallY)

(By ChemicaltY)

-j 
'l4o/o & +2.560/o

Average weight +107o
unifomity of Weight

1045.7 mg

NAME: SURJE!144
Analysis by fa;l'/

NAME: MoHqZ4
li>.-'---::\i/ :t 

^.1 
:4.

Page I of



f

iAMEPTCITVo
l,'PEMFDTFS

AMERICAN RIMEDIES HEALTHCARE PVT. LTD.
Vill. Surajpu.. Nahan Road- paonta Sahib, Dist. Sirmour (H.p) 173025

Certificate of Analysis Finished Product
Product Name THIOPTON Injection ARN/FP/26105 3
Generic Name Injection IP I
Batch No.

Batch Size 7300 Vials

Date of Tes
Date of Release 0s/09D026

6. Appearance of Solution A 10.0 per cent Wv solutuion in
carbondioxide-free water (solution
A) is clear and not more intensly
coloured than rcference solution
GYS3.

Complies

7. Related Substance (By
HPLC)

fhiopentone Impurity A NMT 0,1% Not Detected

B Thiopentone Impurit) B NMT 1.0% Not Detected

C Thiopentone Jmpu t) C NMT 3.0% Not Detected

D Thiopentone Impuritl D NMT 0.3% 0.t15%
E Any othe. secondary peak NMT 0.1% . 0.082%
F Sum of any setondary peaks NMT 5.0% 0.320%

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

NMT 6000/vial
NMT 600/vial

Complies

2,727 /vi,al
3/vial

(A.)Visible palliculate matte-
(B.) Sub-Visible particle
counl
(1.) Particles >1'0pm
(2.) Particles l25Im

9. Sterility No microbial growth should be
observed.

Complies

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

Less than 1.0 EU/ mg of
Thiopentone Sodium.

Assay: (By HPLC)
Each glass vial Contains:

Ingredients Found Limits 7o oflabelled
alnount

For Thiopentone
For Sodium

87.92% NLT 77.0% NMT 92.0%
I I.D8VO NLT 9,4% NMT T1.8%

Total Thiopentone Sodium Labelled
claim

FoLrnd %oflabelled
amouru

Limits % oflabelled
aInount

Thiopentone Sodium (sterile) IP i000mg 989.9273 mg 98.99% 90.0% to 110.0%
(cmar(s: rn tn€ optnlon or the undersil n€d rhe samok referred toabove is/is orr6r fhr\(r,ar rr: I' rnc oprtrron or rne unoersjgn€d lhe sampte reterred lo_ab
Cormeric Acr lq40 and rhe rutes made lhere und".. ioInori",,*rfl..

standard q
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Analysis by -ft;'12{
NAME: MOHD.

Checked by
NAMEI SURJEET KA NAME:
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