
fidio
forn"loceutici s.p.o.

Divisione SOTMAG

Be0rstered Olfice

Cap Scciale
lscr Req. lnlp
Head offices:
l-e eforro
i:--rl;rii

via Ponte delt:r Fatltrrica 3iA
35031 Abaino Terne {Padova) - ltalv

€ 36.120 000 inl. \,ers. -C C.l A.A PD n S07,,13

PD- Cod. Frsc e Pad. IVA C020.12002$5

via XX Settembrer. 4il - 200124 Ga,b.rgnat,r (l,Jl) - ltal-r,

A2 994,12.1 - Iax A2 994422?0
irrfo[r]<olrr;rn il

GERTIFICATE OF ANALYSIS

Product ISOTRETINOI N USP3 5IEP7 code No Eillrool Batch No llraosos -l

Manufacturing date Jun 2012 Retesting date
(where applicable) May 2014 Expiration date

(where applicable)

Analysis Number M4PF062901 Limits

Test References Results M,U. Min Max
Description EP.USP Yellow crystalline

nowder
Yellow crystalline
oowder

orange crystalline
oowder

ldentification
IR EP 2.2.24; USP

<1 97M>
Ccnfoi"ms to
Standard

Conforma to
Standard

-UV USP <197U> Conforms to
Standard

Conforms to
Standard

Loss on drying EP 2.2.32; USP
<731>

0,1 % 0,5

Residue on ignition EP 2.4.14; USP
<281>

0,05 % 0,1

Heavy metals USP <231> Method
ll; EP 2.4.8

<20 ppm 20

Assay (TBAH) EP 100.2 %
dried

98,0 102,0

Related Substances HPLC (EP) : EP
- Tretinoin < 0,05 % NMT O,50

- Specified unidendified impurity
RRT = 0,95

0,05 % NMT 0.15

- 1 3-cis-5,6-epoxy-5,6-
dihvdroretinoic acid

0,08 % NMT 0,15

- Any other impurity < 0,05 % NMT O,1O

- Total lmpurities 0,23 % NMT O,5O

OVI(USP) Not used

Residual Solvents (GC) : lnternal method
- ICH Class 1 solvents : Not used

ICH Class 2 solvents :

Cyclohexane 257 ppm < 150 (LOQ) 1 500

Hexane <10 ppm < 10 (LOQ) 100

Methanol <50 ppm < 50 (LOQ) 500
- ICH Class 3 solvents :

Ethanol <50 ppm < 50 (LOQ) 500

Ethvl Acetate 970 ppm < 500 (LoQ) 2400
Particle size (laser) : lnternal method
- d(0,9) 265 pm 150 550
- d(0,5) 113 UM 50 300
Packaging and Storage Store in an airtight container, protected from oxygen and from light, at a temperature not

exceeding 25'C, lt is recommended that the contents of an opened container be used as
soon as oossible and anv unused oart be orotected bv an atmosohere of an inert oas.

This batch has been manufactured, packaged and tested in accordance with EU GMP Guideline Volume 4 Part ll ( ICH Q7A ) .

Manufacturing site of the Active Pharmaceutical lngredient : GARBAGNATE Mll.se

Date

July 09 ,2012

[iactory. 26837 Cassino d Alberi- Mulazzano (LO) - via dellla Vittoria, 39 - phone r39 02 088892.1 - {ax +39 02 989585
Factory: 27020 Dorno (PV) - via Scaldasole,33'phone +39 0382 82501 - fax.r.39 0382 812006

F;rctory. 20024 Garbaqnate M se (Ml) - vja Milano. 186 - phone +39 02 99442.1 - fax +39 A2.c)944?2.?O


