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Anatyst8 Number lVtaTFO90702- Limits
Test References Results M,U. Min Max

uescnplron EP.USP Yellow crystalline Yellow crystalline orange crystallne

ldentification
.tR eP 2.2.241USP

<197M>
Conforms to
Standard

uontorms to
Stqndard

usP <197U> L;onlorms to
Stan.lerd

Conforms to
Stan.lAr.l

oryrng hP 2,2.32; USP
<731 >

epZr-ra. USF '
<29'l>

0,1 vo 0,5

rgnripn 0,04 % 0,1

Heavy metals USP <231> Method
tl:FP)Le

<20 ppm 20

Assay ffBAH) EP 98,6 Yo 9E,O 102,0

i{olale6 substances HPLC tEP) . EP
I Etrnom u.u5 %

- tipegtred unidendified impurity
RRT = 0.s5

0,05 % Nr,4iors
- rJ-ss-c,o-epory-b,6-
dihvdroretinoic acid

c,05 'h NMI O,15

- Anv olhgr imoudtv ,,05 % NMT O,1O
),23 % NMT O,50

ovr (usP) Nol used
Kesrcuat sotvenls (GC) : lntemal method
- ICH C:ass 'i solv.nis. Not used
- IUH L:lass 2 solvents :

L;yclohexane 250 ppm < 150 fl OO) 1 500
Hexane 1tl ppm 10 (LOO) 100
Methanol <50 ppm < 50 (LOO) 500

- ICH Class 3 solvents :

tthanol <50 ppm <50 floo\ 500
Ethyl Acetate ppm < DUU {LUU) 2400

Parlicle size (laser) : lnternal method
- o(u.9) um 150 550
- d(IJ.5)

Pacl(aging and Storage sitre" afi ifr E hGonE*@ffiar,-a;a-
exceeding 25'c. lt is recommended that the conGnts of an opeied container be used as
soon as possible and any unused part be protected !y an atmosphere of an inert qas.


