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Batch No.
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25,000 Vials

| 09t2025

\ 0812027
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glrlplg4srv"'--
Sampled bv

45 Vials
Anui Verma

Sampled on 301091202s
Batch Size

Mfg. Date
Date of 'f esting 01110t2025 i

Date of Release t71r012025
Exp. Date

Observations
No. T'ests

A yellowish white dry powder filled

' I i* clear glass vial'

-_-; -

(By lR)

(B.v CherlicallY)

1 l.rt A mal' be omitted if tests B'

C, D ancl E carriccl out Tests B and

D mal' be omittecl if tests A, C :rnd

[i are carriecl out.

.,\. (,iclmpare the spectrittn r'r'ith that

obtained with tiriopentone IPRS ot'

rvith the ref-erence spectrum or

thiopentone.

B. Complies u'ith the test for'

identification of bprl'ritr'rrates' but

r-rsing tl-re followir-r g solr-rtions'

Test solution' 0.lohwlv solution of
the substance under examination in

water.

Reference solution. Dissolve 85mg

of tliiopentone IPRS in 1Oml of 2 M

i sodir-rm hvciroxicle and dilLrte to

, 100n! n ith n'ater'
(,. f iie ct'r slals tllclt lil lttrtrrt'L 160"'

Complies

Omitted

Specifications
A yellowish white drY Powder
filled in clear glass viai.

Identification

(81' Chemicalll')
(By ChemicallY)

(By Chemicalir')

Uniformity of Weight

I Auerage weight

I [-oss or.r drl
l-,_-._.--.*,.---

D. Dissolve 1mg of the cr1r51u1t

obtained iu test A in 1ml of 0'l M

sodium hl'droride. Aclcl lrbout l mg

of sodir.rm nitroprusside and, after 15

minutcs" iml o1' dilLrtc irydrochloric

I acid: a reclclish I iolet colout' is
produced.

E. It gives the reactions of sodium

salts.

Average

Informative

nn,,'-,_2.5eir

1(r0.2"

Omitted

Complies

-2.21o/o &

AnalYsis

NANIE: NIKHIL

-)-- ./ l
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1057.9 mg
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AMERICAN
Vill. Surajpur.

RE\TEDIES HEALTHCARE P\"T. LTD.
\ahan Road. Paonta Sahib- Dist. Sirmour (H.pt l7l0l5

[?roductName jllLoplon inie911on
t_...-

I 
Genericlage i ]'.h!one_1tonc lrr.jcction IP lgnr

l !e!rl fq_ _ I anN_2!j_3t _
Ratch Size | ?5 000 Virlq

Certificate of Anal s Finished Product
'
A.R. No. I anNmel25t029_---+
s4nlpted g[', -{5 Vials

Batch No. ARN2533A
Batch Size iu_qlqqvia;
Mle. Date 09,'2025

F:*p!gq rL
&spEq oL
Date of 'festin

Anuj Verma

30t09t2025

01tr0t2025
Exp. Date | 08t2027 Date of Release 17 t10t2025

Appearance of Solutior-r

Related Substance (By

A i0.0 per cent w-/v solutuior.r in
carbor.rdioxide-fiee water (solution
A) is clear and not n'rore intensly
cq'loured tl-ran reference soluti or-r

GYS3.

Cornplies

Not detected

i HPLC)

] Tlrrp.rt*- rrrrpriitf A - ixM L o ir;

r t.'
L '__
i

if

i Thiopentone Impuritl' 13 r-\,{-f 1.00,.i,

Thiopentone Impurit,r' Cl NM'f'3.0?',0

Thiopentone h-npuritv D xMr o.;/.
I Anv otirer secondarl peak

Sum ofanv secondary peaks NMT 5.0%
Particulate Matter
(A. )Visible particulate matter

Not detected

Noi o.te"i.o

Not detected

l244lvial
8/vial

Complies

(B.) Sub-Visible paiticle
count
(1.)Particles>I0prrn
(2.) Particles >25prnl

erial Er-rdotoxir-rsBact

Should Free from any type of
visr,ral particles

NMT 60O0/viai
NMT 600/vial

No nricrobial grouth should be
obsen,'ed.

IJL,r/mg of 'l-hiopentor-re 1"0 ETJI

SodiLrm.
mg

Not detected

NMT 0.1% Not detected

Complies

Assay: (By HPLC) 
|

Each glass vial ggge!rt._* i__

tl
()lre )OclJLllI.ul(

Itrgrc-Jicnts

For Thiope_rllgng

li Found Limits o/o of labelled amount
90.58% NLT 77.0% NMT 92.0%

Fol Sodiunr t0.46% NLT 9.4% NMT 11.8%
Total Thiopentone Sodium

Tniopet.rro"e SoOirr t sterllel IP

Labelled
clair-n

Found %of labeiled
amoLlnt

Limits % of labelled amount

1000mg 1010.42 mg 101.04%

Remarks:
quality as
per I

In the opinion of the undersigned the sample
The Drug & Cosmetic Act 1940 and the rules

referred to above is/islof<fthe standard
made there under. Complieshofcomplies as

,\nalvsis br F, --- -. l\
\4UEi N!t!!!!L srrAri

Chccked br Approved by
N.,\ \'l [; MRS. SWATI DHAWA
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