®adl.a Manufacturing Plant

RHODIA OPRRATICNS
RUE PROSPEE MONNET

RHODIA OPERATIONS 2153 DATNE FOND
40 RUE DE LA HATE C0Q ERARCE

93106 AUBERVILLIERE CEDEX 33 472 73 6000
FRANCE g

aim
01/16/2008
Purchase erdee ferm/Ouls

oz/iz/2008

Maoberiai: Our / Your referenco
£9218 RAODINE 3025/ACETYLEALICYLICACID D 115K3 / 176335

PDE 230 FP REO30ZS - JAN 2007

Thie product complics with the specificacions of the current editicms of

USP and RUR.Ph.
This bakch of Rhodine was manufsctured in accovdance with BV GMP Volume

4 Paxt IT (ICH Q7) and with curremt files [R2-CEP 1993-007 03] and [US
DMP N®11373). :
*+ Compliance fquavanteed, nkip kesting.
/mandacturingdote  01/06/2008/Ro-Tes! date 01/05/2011
Ouanily 6,555 K@

Limil Limit

Characiarislic ; Unit Valua Lewer uppor

lentity A . Gusrantsed canfomilty - -
oEr

Loda on drying % <0.01 - 0,50
EOR PU.

Readily Carbonisebla Subsianca  * - USP Fuld O max = .
e

Sulphaiod ash % <00 . 0.05
usP

Bolubiltyin Na2C03 5 Ciear : .
UsP

Chioriden  * % < (.0010 . 0.0140
[eid

Sifales (B04-) % < (0050 - 0.0400
ot

Heetrey Matals  * ppm <10 . 10
Bur, 5./ USP

Fran oalcylle acld % o018 - 04000
EPLE




@:adfa

Mebarkal: Cur | Your raferance Pan

69218 RHODINE 3025/MCETYLEALICYLICARCID D 115KG / 175338 2

PDE 230 FP RHO3O02S - JAN 2007

fmanulachsing doto 01 /06 /2006 /Re-Tes! dete 01/05/2011

{ Gumn®y §,555 KO

MNumiber of roladed subslorces>3,1 % . Hene
MiLc

Sum of retiad substances L nomEa 02650
NPLE

Residunl eobvents (OV)  * Complios wilh he requberments
oar

Asaiy (on o dry bussis) % oy #9s 100.5
R

20 miosh, curnubative rodalned % 0z - 10
Ri-TAP

40 mush cumuintve releined % 3 BD 100.0
Ri-TAF

80 mesh cunuinlive rednined % =4 ] 60.0 .
RO-TAP

100 mesh cumutathve rptained % g3 850 =
RO-TRP

batch relessed on :01/15/2008 ; .
BERNADETTE LABEILLE, Laboratory Manager ; +33 472 736 179

Plo g

>



@lmﬁa
Manufacturing Plant

RHODIA OPERATIONS

RUE PROSPER MONNET
RHODIA OPERATIONS £5152 SAINT FORE

40 RUE DE LA HAIE COQ FRANCE
§3306 RUBERVILLIERS CEDEX i3 T3 6000

Dol
02/07/2008
Purchags ondar Moty

o1/08/2008

Cuvary llemiDate
03/09/2008
Crar frmilats

Cusizarar

Trasi rmberBaad numbes
g

Material: Our / Your referenca
£9218 RHODINE 1025/ACETYLSALICYLICACID D 115KG / 175325
PDS 230 FP RHO3025 - JAN 2007

This preduct complies with ths specificaticns of the current editions of
Usp and EUR.Ph(M1).

This batch of Rhodine was manufactured in accordance with EU GMP Volume
4 Part IT (ICH Q7) and with current files [R2-CEP 1953-007 02]) and [us
DMF H®11373]).

* Compliance guaranteed, skip teating.

/manuacturng date  01,/09 /2008 /Re-Teat date 01/09/2011
Cuantly 1,610 Kg

Limit LLimitt
Characioristic Unit Valua Lo uppar
- Guwraniaed conformity

uEP y

Liss on drying L3 =001 - 0,50
EUR PH.

Readly Carbonisable Substance  * - USP Fluld Qmax. - -
477

Suiphated ash % <001 * 0Ls

Selublity n NazC03 - Cleas
uap

Chioridos  * % <0001 (R R
UsP

Suilolps (04}  * % <0m . 004
UsF

Haavy o ppm =10 * 10
Bur. Ph./ USP

Froe salicylic ackd % 00134 = 0.1000




@m dia

heaberiak: Our ! Your reference Fage
€9218 RHODINE 3025/ACETYLSALICYLICACID D 115KG / 175325 2
PDE 230 FP RHOA025 - JAM 2007

manufscturing date  01,/0%9 /2008 /Re-Test date 01,/09/2011

/ Cwanity 1,610 fm

MNumber of related substances>0,1 % - Nane - -
RPLL

Sum of neladed substances % 00274 - 0.2500
MPLE

Residual solvents (OVI) * - Complies with the mquiemoents -
o

Aszay (on a dry basls) % 09.7 w5 1005
EUR FH.

20 mash cumuiative retalned % 6.1 - 0
RO-TAP

40 mesh cumulalive retained % na 0.0 50.0
RO-TAP

B0 mesh curnulative retalned % a8 E0.0
RO-TAP

100 mash cumulative retained % 0.1 BE.D
RO=-TAP

batch released on :01/16/2008 ;
BERMADETTE LABEILLE, Laboratory Manager ; +33 472 7316 179

plo & P

1};@; 67 Jemie, Jook



( Rhodia
Manufacturing Plant

RHODIA OPERATIONE

RHODIA OFERATIONS

40 RUE DB LA HAIE COQ
93306 AUBERVILLIERS CEDEX
FRANCE 2

Diste
10/01/2008
Purchase orcer lisenDatke:

Dievary RamTute
sooool / 10/23/2008
Cve BemTalo

Material: Our [ Your rederence
§9218 RHODINE 3025/ACETYLSALICYLICACID D 115K3 /
PD5 230 FP RHO3025 - JAN 2007

This product complies with the specificaticns of the current editions of
UsP and EUR.Ph(H1) .

This batch of Rhodine was manufactursd in accordance with EU GMP Volume
4 Part II (ICH Q7) and with current filea [R2-CEP 1933-007 02] and [US
DHMF M=11372]).

* Compliance guaranteed, skip testing.

manudechuing date  09/18/2008/Ro-Test dale 09/15/2011
Quantty &,555 KO

Limit Limit

Charactoristic Unit Vahio Lewwar upper

ldenity - Guorenteed conformlty - -
wap

Loss an drying % o.m - 0.50
EUR PH.

Readily Carbonlssble Substance  * - USP Fiuld Qmex - =
uap

Sulphated ash % <00 - 0,08

Solubllity In Ma2C03 - Cloar - .
usp

Chiorides  * % <0002 - 0.014
P

Sullates (S04-) ° % <0.01 - 0.04
usP

Hoavy Matals  * ppm <10 - 10
Eur. ph./ USP

Frao sallcylic acid % 0.0181 - 0.1000
HPLE



@mdfﬂ

Malarial: Our | Your rafarance Fage

65218 RHODINE 3025/ACETYLSALICYLICACID D 115KG ! a

FDE 230 FF RAO3025 - JAN 2007

‘manufmcturing date  09/18 /2008 /Re-Tes! dats 05,/19,/2011

[ Quenlty 6,555 KG

Humibser of releled substances>0,1 % . Nena "
KFLC

Sum of related substancas % < 0.0250 - 0.2500
MPLC

Reasldual solvents (OVI) * . Compilies wilh the roquirements -
uEp

Aseay (on o dry basis) k3 208 85 100.5
EOR PH.

20 mesh cumuloBve relalned % 0.0 - 20
RO-TAP

40 meeh cumulalive related % 348 10.0 500
RO-TAP

60 mesh cumuleiive rotalined =% 0.3 60,0
RO-TAP

100 mash cumulative retained % 100.0 85.0 &
RO-TAP

LABEILLE, Laboratory Manager ; +33 472 736 179

batch released on :10/01/2008 ;
BERNADETTE

o SURUKS
A ockobre Qwf



