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APPEARANCE OF SOLUTION

I Aspetto delle soluzione

t__
lAC|DITY
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compiies

q white or alrnssÉ ü,ñite crystalline I
powder

(fild spectruñ
(2i HPLG retentioñ time !
(3) chlór¡des test '!

; 2"% ;üüti", t-'*eter;sEtÉar; nd

coloúrless \¿

ñot mote than 0, f'ml of 0 lM sodium

hydroxide is iequireri v

LOSS O¡X FRYING

Perd ita al l'eesic car¡ento
0 11% not more lhan 0.5% 'l

o a1%

;ffi

Bol more than 0. :l %

nol more thán 20 ppm
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RELATED §UBSTANCES (HPL C)

lmpurezze orgsñiche (HPLC)

(1)' < LOD

{2): < LOD

l3) < ¿oD
(4) *too
(5) <LoD

{6'}: < IOQ
(7):. complia.s

(Al.:100 49rA

{tsl' 100 06%

ASS.AY

Titoto

(1) impurig A {doxepinon} nrnt 0.'lO%

(2! impurity B (doxepinol) nmt 0. I0ólo

(3J impUrity C n¡ht:0,r10%

(4) impuriÍy D nmiO.,tO%

{5)ljmpurily E nrnt 0'10%

(6) eÉích oiher'ímpurity nmt 0,1070

(7) sum of all impuritÍes nml 0 30+/o

(A),blvu 98 09p and lOf CP/e (Pot) {

wlth reference to'the,dried subslánce

(Bl brw 98 07qand 102.Ü% (HPt C)

wlth ¡éference to lhe dried subrtance
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E:ISOMEñ

lsomero E

{A):17.25oÁ
(B) 17 24%

Ertl%

btvr 13 OYo aad 18 57o (llPLG)

bM 13 6E/o and 18 '!% (HFLC)

btw81 47a and9flZil, {HPLC)
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rssue: ou*[rYeoFiF6z

{1), 296 ppn
(2) <LOQ

{3) <LOQ

(4). < L.OQ

,({): etilyl acetal€ nmti2000 ppm

{f;) cthanal nmtso0:ppm

{3} letrahydrofuran nmt f 00 ppr¡

{4) loluene nmt 100 ppm
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