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AMERICAN
Vill. Sumjpur.

REMEDIES HEALTHCARE I'VT. LTD.
\ahan Road. Paonta Sahib. Dist. Sirmour (H.P) 17302j

Certificate of Analysis Finished Product
Product Name

trnln ltll,
THIOPTON ln-iection

Ilatch No. ARN26,I2A

Idelrtification

ThioDentone

'ection 

IP lgn]

(B)' rR)

(81' (ihemicall,v)

Sam led tv. -{5 Vi.rls

08t0'7 t2026
Batch Size

,_Vt". lrt" 01t2.426

10,000 Vials

L Descriptiol1

tl

Sam led on

A yellowish Nhite dr)' powder filled
in clear giass vial.

Test A mly be onitted if tests B,
C, D and E carried out Tests B and
D mav be omitted if tests A, C and
E arc carried out.
A. Conpare the spectrum \,itli that
obtained \\,ith thiopentone IPRS or
\\,ith lhe refercnce spectnlm of
lhiopenLone.

B. Conplics with rhe test for
identificatiol'l of bar.bitur.ates. but
using the lbllowing solutions.
Test solution. 0.1%ry/v solution
the substance under exaninatioi
\valer.

Reference solution.
of tliopentone IPRS
sodium hydroxide
100m1 rvith rvater.

C. l he crystals melt at about 160".
D. Dispolve lrng of the crystals
obtained in lesr A in lml of0.l M
sodir.rm hydr-oxicle. Add about lmg
ol sodium nitroprLrsside and. after l5
minLrtes. 1ml of diiute hydrochloric
acid: a reddish violet colour is
pfocLrced.

E. It givcs the reactions of sodium
salts.

Checked br'

A ycllo\\ish whitc dry po\\,der
filIed in clear glass via1.

Con'rplies

oi
in

Omitted

Complies
On'ritted

Dissolve 85mg
in 10m1 of 2 M
.Lnd dilLrtc to

(ts-v

(Bv
Chemically)
Chenically)

(B) Chemically)

Average ueight

Loss or drv N\4T 2.5%,

rnil;sis by .fi-g"dil
N-AN{E: NIKHIL SIIAR}{A

Complies

ARN/fP/261034

Samplcd

D.rte ol Tcstin a9/07 /2026

fccifir:ltions Obsen ations

Uniformitv of \\iei g1'rr Average u'eigl'i! + 109/o -1.11% & +1.6t%
I n fbn'r'rative.

l:orna1

NANIE: SLRJEET NAMtr:
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Certificate of Anal\ sis Finished Product

Product Name THIOPTON Injection A.R. No. AR\/FP/261014
(;eneric \ame 'fhioDcntonc Iniection IP I em SamDIed qh'. 45 Vials
Batch No. ARN2642A Samplcd by Aakash

Batch Size 10.000 Vials SamDIed on a8ta7 t)016
N{fg. Date 07/1020 Datc ofTcsting 09 07/:0:6
ExD. Dxlc 06/20t8 Date of llelease 25t4712026

Appearance of Solutiol'r A 10.0 pcr ccnt u'/r'solutuion in
carbondioxide-1iee water (soludon
A) is clear and not norc intensly
coloured than reference solution
GYS3,

Complics

1. Related Substance
HILC)

(Bv

Thiopentone lnlpLLrit\' -{ NMr 0.1% 0.0t2%

B Tliopentone Impurity B NMT 1.0% Not Detected

C Thlopentone Inrpurity C NMT 3.0% 0.021%

D Thiopentone Impurit,v D NMT 0.3% 0.085%

E ..\rJ' odrer secondal-Y pcak NMT O.I% 0.041.%

I Sunr ofanl secondary peaks NMT 5.0% 0.1599 
"

6. Pafiiculate Matter
Shonld Free from any t,vpe of
visual particlcs

NMT 6000/r,ial
NMT 600/vial

Complies

2,005/vial
11/viai

(A.)VisibLe paniculate matler
(B.) Sub-Visible particle
courll
(l.) Pa[ic1es -10!ln
(2.) Paflicles -25,ulrl

Slerililt No nicrobial gfo*.th should be
observed'

Complies

10. Ilactcrial Endotoxins NMT 1.0 EU/ng of'l'hiopentonc
Sodiultl.

Lcss than 1.0 EU/ mg of
Tl'riopentone Sodir.rn.

11. Assayr (81 l1PLC)

llach glass vial Coltains:

Ingfedicnts Found T-imits % of labelled
amount

For Thi IOne 88.44% NLT 77,0% NMT 92,0%
for Sodiul1l 10.'78% NLT 9,4% NMT 1 1,8%

Tolal Tliopet]to]le Sodium I-abelled
clarnr

Found %oflabelled
arlloLlltl

Linits % oflabcllcd
amoultl

Thiopentone Sodium (stcrile) IP l000mg q9l I194 nrg 99.22% 90.0% to 110.0%

Itenr.rrks: Itr the opinion of ihe undel.signcd thc sample relerred to l)bo\ e is/is go{'0'l the standard quality as The Drug &
Cosnetic Act l9t0 and lhe rules made there undcr. Conrplies/n t<aom0lies.ts Pef IPIBP,€1iF,'iUS tr

Checked br-{nalr sis bft/n 
iq.vi
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