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GERTIFICATE OF ANALYSIS

Manufacturing date Apr 2013
Retesting date

(where aPPlicable)
Mar 2015

Expiration date
(where aPPlicable)

NAptrO4'1502 Limits
v

Test Flcsrrlts M.U. Min Max
.lliinr nowder Yellow, crystalliine Powder Light orange

Descriptton
l.lentification

UOI
IR flnnfarms to Standard

.UV uonrol
0,5

0,1
o/o

Loss on drylng
o/o 0,1

Residrre on ionition U,U
20ppm

Heavy metals
%dried 98,0 102,0

Assay ( I tsAH)

o/onelateO Substances HPLC : 0,50
lsotretlnoln

0,02
-u02

% Less than 0,1 5

- EpoxtEeriGtiG o/o Less than 0,15
lmpun-retinoic acid)

ok 0,10

0,50
frnm lqotratinoin) 0,08 Yo

Residual Solvenls (uu)
Not tested

JcHflass 1 stlvents : Not used

<25
- ICH Class 2 solvents :

ppm 50

L;ntor0Torm
ppm 100

Methanol
<26

ppmICH UIASS .' SOIVCNIS 100

Ethyl Acetate

lsopropafil

<20

333 ppm 2000

< 0,05
Related Substances (HPLU) trl-

% 0,50
- lsotretinoln o/ Less than 0,15

-?SeiFoxyremoEaaid (lmPuritY a) U,UC
Less than 0,1 5

< ct,05 ,o

% 0,10
- Largest unknown imPuritY

-4^,,,;1;^a 

/ a n a d f rnm icni rpti n oi n l

U,UC
0,50

0,10 %

ulanly oT solutlotl z-lo

-mdoro6mliNfO OA NTU 3,0

Clear
- in THF

Fmasinfina5torase

UIEAT

Preserye in airtlgnt conlalners, ploteuttru rrurrr rivr

This batch has been manufactured, packaged and tested il."::Tgt1r3"^*'t1:Bf$^,?1'S"nli,t"..:o'"" 
4 Part ll ( lcH o7A ) '
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Date

September 23,2013
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