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i Solut¡ilin'

SPEC¡T'ICATION

Very soluble in wsfer, freely solublu in
ethanol {96 %i}.

A) Melting poirrt: Selrveen 74"C and 79oC

B) IR spectrum: Should be concordant u,irh

Working standard.

C) Colour test: A green co)our is produced

D) Chloride test: Should be positive

R§§U],TS

Wh ite crystal line porvder.

{lomplies

A) lvlrlting poinr

B Complics

C) C*rnplies

D) complies

0.00196

0"0r%

ü.04%

Less than 5 ppn:

6.33 %rvirv

0"03%wlw

Ide ntification

The solution S should be clear and colourless.

Betw,ee¡r 4.0 and 5.5

Heart,mctals Not ¡nore than 5 ppr:t

Water content Bctrveen 5.5 % and 7.0 orá lvi.w,

Not mors $an 0,I % rviw

Frr:dHct N*rue LIl}CICAIN Ii Il}'D ITÜCII L OI¿II}E fEP) Paue No.: I of ?
l3*tch No. aDFI/r ril57 --- 

l-,r. R. i\i, FP/ I 5/212
I]¿ttch si¿e I 175.00 Kq R.eleasrd on 1X.11212{ils
Ma¡lufacfuring Dfit* Dec-201 5 Expiry Drte Nov-2020

ü¡hite or almost lvhite, crystalline porvder,

Appearance ol'
solufion

Solution is clear atd
colourless.

Itelated I Inrpurity A:Not mo¡:e rhan 0.il1 %

Substances j Unspecified tmpurilies: Nol more than 0.10 %

(B¡' HPI,C) | 
'forat irnpurilics: Not nrore lhrn 0.5 %
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QUALITY AS§URANCE IETART§{ I1NT

CERTIFICATE OT' ANALYSI§

CONCLU§ION:
In opinion of tire undersigned, 1l:e above mentioned product CO:{IILIE§ as per EP-8.5

specification.

§TORÁGE CONDITION:
Protected from light.

Product Namc LIDOCAIN§ If YDROCI{L$RtrlE {}iPi 1}::se No.l 2 ol'?

Ilafch l§o. l.D¡-Vl15057 i A, R. n-u FP,',l5/?92

B*ttl size I t 75,00 Ks -----l 
Rel*a"se{l .}Ir 72/12/20t5

lllanuf¿rcturinr Datc Dec-2015 I Ex¡¡i¡L'Drtc Nov'?020

TEST SPTCITICAT}C.Fi¡ R§§TÍLT§

Assay
(By titration)

Not less than 99.ü 7o and not tnore than
I01.0 % (anhydrous substance)

99.6 r/o

Residual §olteni
(By GC-HS)

Acetone: Not morc $an 5ü00 ppm
'l'oluene: Not more than 890 ppn"r

346 ppm
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