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Thiuperrtone Injc!tioD IP 500rrg Samnled
ilatch No. A.RN2615A Sampled by
llatch Size 5000Vials Sampled on a7 /07 /2026

07 /2026 Dare of Testin 08/07/24)6
Date of Release 25t0'7t2426

Speciflcations Observations

A yellorlish white dry pou'der filled
in clear glass vial.

A yeilowish lvhite dry powder
filled in clear glass vial.

Complies

Conrplies

Unilbrnily of Weighl -\\'elage $'eight +1 0o% -9.jy/a & +2.53%

Average \\eight lrrforrnatir e.

Loss on dry

Anullsis hy ro1.{
NAM ll: N IKH ll. sHAI{M,\ NAME: SURJEET KAUR NAME: [4n\.:S\VATr D

. N.IA4E'? A N'

Dcscription

AMERICAN
Vill. Sulajpur.

REMEDIES HEALTHCARE PVT. LTD.
Nahan Road. Paonta Sahib, Dist. Sirmour (H.P) 173025

l>roduct J,Iame ; THIOPTON llljection
Generic Name

Certificatc of Anal is Finished Prod uct
A.R. No.

Test A may be omitted if tcsts B,
C, D and E carried out'l'ests ll and
D may be omitted if tests A, C :lnd
I arc carried out.
A. Compale the spectrum \\'ith that
obtained \\'ith thiopentone IPRS or
'^ irl. r].. ..f.'..". "^..r',,.. ^rl
dliopentone.

B. Conplies u'ith the tesl fbr
identillcation ol balbirurates. but
using tfie lollor.ving solutions.
'lest solutioll. 0.1%\\y'v solution of
the substance under'exanrination in
waleL,

Reference solutiorl. Dissolve 85n]g
of thiopcntonc IPRS in 10ml of 2 M
sodiurn hydroxide and dilulc to
l00ml nith rvater.

C. The crlstals melt at about 160o.

D. Dissolve lrrg of the crystals
obtaincd in tcst A in lllll of 0.1 M
sodium hldroxide. Add about lmg
of sodium nitloprusside and, alter 15

rt,tinutes, li of dilute hydrochloric
acid: a leddish violet colour is
produced.

E. lt gives the reactions of sodium
salts.

ARN FP 20 0i l

Rakesh

Tdentillcation

(By IR)

(By Chelnically)

(By Chenically)
(By Chemically)

(By Chemically)

N\n 2.5%,

\\
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'l itlc : Certificate of Analysis Finished Product

I'ro_duct N'tme

Ceneric Name

Bttch \o,
lIntch Size
'\'If.. D.n"

THIOPTON Injection
-lhioDenioDe Inieclion lP 500rng

.4..R. No ARN/fP//O/Uri
Sampled qt-Y. :15 Vials

,\RNl64i { Sampled by Rakesh

:000! ials S:rnrpled on a7101/)026

01t2Q26 Date ofTesting 08t0712026

ll\p. Datc 0b:u28 Date of llelcase 25/07120]6

Appea|allce ofSolution A I0.0 pcr cent \\y'v sohltuion in Complies

carbondioxide-fi-ee \\'ater (solution A) is
clcar and not nore intenslv coloufed
than refefence solution CYS3

Thiopentonc ImPurit) A NMT O,I% Not Deteclcd

l: Ihiopenione ll11purit) B

'l hiopenro|e lnpufit) C NMT ].0%

Thiopentone Impurif D

E Air) olhcr secolrclalY Pcak

p Sun olanv secondary Peaks

NMT O.]%

8. PaIliculate N{at1er

(A.) Light Obscufation Particle

(l.) Parliclcs:10frir
(2.) I)ifiicles:25lLm

(B.)Visual Panicle
l hc rcconstituted solution shoold be

esscntially free from exfraneous, Inobile

undissolved padicles. othef than gas

bubbles. unintentionally that car be scen

NMT 6000/Vials
NMIT 600/Vials

Labelled Found

2.637'/Virls
9/Vials

Complics

\ ilh naleJ e\ e.

Srefihry Nu Iricfobialgru\\th shoL d be

B.lcterill1 Endoloxins NVT 1.0 LUing of ThioPentone

Sodiurn.

Found

10.18%

Less than L0 E[]1

Thiopentone Sodiuln.
lrg of

F. ..-
lngrc0renrs

Fof Thiopentore
t l:or Sodium

%ollabelled

500mg

n"rr:rtt., G rt," ottiuion ot rtre unJersigrtctl lh( srmllc refcrred ro ebore is i.frsrdf rhc slantlard tlurlil\ rs

The Drug & Coslnelic Acl 19'10 And thc rulcs nrade th€I e under' Compliesgt-e onlplies as p€r 
JPlBPlt+SP/++f;i

Relalcd Substance (Bi HI']LC)

NMT I.O% Not Detecled

a.026"1,

NNn 0.i%

NMT 5.0% 0. r 57%

Complies

Linrits o o of lahclled arrrourrt

89.02" " NL | 7100i NNIT ql 0%

NLT 9.4% NMT I 1.8%

Limits % oflabelled amounl

99.81%199.0356 nlg

Anrlysis br" 15\
\AMEr NIKHIL SHARNIA

Checkcd b!'

Fbimat NoiBi
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