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Characters
1.1 ) Appearanc0

1.21 S0lubliity

2"0 lldentilic¿tion
, 2.111R Absorptrcn sirdL',rlr.r

: cAPt/ü63/15

?l}1§nate of Anaiysis

Retest dále

Page

White crystall¡ne
po!.¡der

Có|npli€s

: 18.0 1_2620

a ^l ,

SPECIFICATIONS

Whita or yellowish, cr/slatl¡ne powder.

Practically insoluhle in water, Ireely soluble an

2.2i HFLC

rrtsi:ion t,me

i ,o Inul"ruasubstances{HPlc} i i i

; i 
ai lmpurrty A ' Not detÉcted i xot ,r,or* than ü.3 % j

I i b) ,mprrrit, e i ¡Jot detected i t'tot mor* than 0.1 €,6 
Irlr

i I c) Unspecif red rmpürity i . O.O, ," i Not r¡ote tlarr 0.10 i; 
I

i I d) Total impuritres i . o.ou ,, I No, ,or" than 0.3 l'ú I
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I

I o.n I water rxrl I o.oo'.r*r* i *o, *oru tha¡¡ 0,3 %wlw I

1 i , r ro3'i'wlw 
I

i t o j Assay luPlc¡ I sg"¡ 9+*¡* I ent*""n 98.0%wlw aod 10?.0%wlv, oñ anhydrous 
I

, i inas;s I'1,I

i S n He¡vy mptali . 10 npm ltlo? nrore tha,1 10 ppirr .
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I 7 0 , Suttut",l uu,, 0.02 oowlw Not more thrr 0.1 ",w * l
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I tUarne af the produet : LET&0ZSL§

Grade

fiate of Analysis : ?7,01.?015

Retest date :18.§r.20¡0

Bat¿h
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A.R. No. : cApt/063/15
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TESTS , RESULTS §P§CIFICAT¡ON§
Residual solvents
a) Methanol

b) Dimethyl formamide

c) lsopropyl ether
d) l-lexáne

é¡ lsopropyl alcohol

f, Acetóne

§) Methylcne chtc¡ride

h) ilhloroform

§.5§ pm

14.1 Urn

Microbial lirnits
ai Total Aerobic Microbial cou
{rAMC}

b) Total Yeásts añd Moü,ds
{rYMC}

c) §almonella

dl §taphylqcoccus aurcus
e) §scher¡ch¡a cüli

'f 70 ppm

¡lot datBcted

Not detected

Nút deteclsd

¡lot detected

t'lot eJetected

Ii.t {iet*et€d j

¡i.t detect*d i

,----".-..-,",---.._t-
Particle size ' ir¡
a)'loyn 2.5? i¡m

I'lst ffofe than ASüO Fpm
Not more thail 300 ppm

Se¡ow dsteetion (<i ppml

Not nrore than 100 ppm

Not morÉ than 100 pp$r

§0t more than 100 pprn

ilot:nore than 1§0 pp$
Not r¡ore thán 60 ppm

bl 5o?;

c) §011t

Not more ths¿ 5 pm

H6t more than {0 pm

Nol more than 20 ¡rm

< 10§fu/g

< l0Cfulg

Absent

At¡señt

Absent

Not morB than '!o§0cfulg

ñol mare thán 100cfu/g

Must be absent

Milst be abssB!

Must be absent
lroca i ¿¡ Müst lr0 absent
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