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Because health matters

29 July 2008

TO: The Chief Pharmacist

Dear Chief Pharmacist

RE: CLEXANE SUPPLY GOOD NEWS

Clexane enoxaparin sodium 80mg/0.8mL injection syringe AUST R 56710

Clexane enoxaparin sodium 100mg/1lmL injection syringe AUST R 56711

Clexane enoxaparin sodium 40mg/04mL ampoules

Section s19A, TGA
In our last communication letter dated 4 July, we indicated that whilst all other dosage strengths would be
available from early July we were taking actions to ensure availability to patients of Clexane 80mg and 100mg
strengths in Australia.

Clexane enoxaparin sodium 80mg/0.8mL and 100mg/1mL injection syringes

During the months of August and September you will receive US labelled 80mg/0.8mL and 100mg/1.0mL, brand
named Lovenox, as an interim substitute for Clexane 80mg and 100mg pre-filled syringes. We anticipate that
the period of supply of the US-labelled stock should not exceed 12 weeks. These presentations, which have
been approved for supply under s19A of the Therapeutic Goods Act 1989, are not registered in Australia.

US Stock Presentation and Packaging

All aspects of these products, except the presentation and labelling, are identical to the current registered
Clexane 80mg and 100mg pre-filled syringes. The US pre-filled syringes are designed with an automatic safety
device shield. Administration information for the new device is provided in detail on the carton and in the
package insert. As a result of this safety mechanism, the overall carton dimensions are larger.

Packaging:
Current Australian stock |US stock
Size 75x55x145 169x66x138
80mg AUST R 56710 N/A
EAN 9312319039673 300750622805
Name Clexane Lovenox
SA Code (311525 318254
Size 75x55x145 169x66x138
AUST R 56711 N/A
100mg
EAN 9312319039680 300750623005
Name Clexane Lovenox
SA Code 311527 318255

sanofi-aventis australia pty Itd ABN 31 008 558 807
Talavera Corporate Centre, Building D, 12-24 Talavera Road, Macquarie Park, NSW 2113 - Tel: ++61 (0) 2 8666 2000 — Fax: ++61 (0) 2 8666 3000 -
www.sanofi-aventis.com.au



Clexane 40mg ampoules

We have also secured a source of 40mg/0.4mL ampoules of uncontaminated Clexane to help maintain
continued supply of heparin based products. This product, which has been approved for supply under s19A of
the Therapeutic Goods Act 1989, is not registered in Australia.

This 40mg ampoule is manufactured for the German market and has German specific labelling, however is
clearly marked as Clexane 40mg and the volume is 0.4mL. The Clexane 40mg ampoule does not require
dilution or addition of a transport medium.

A sticker has been placed over the back panel of the pack, containing information for the Australian market, as
shown below, and a copy of the Australian Product Information will be provided with each box:

Clexane"40mg 10 x D4mL Ampoules
Fa Y

Size |82x38x100

" Sodium 40mgid.AmL fantXa:4,000(U),

i?nrgg EAN (9319733001866
Name |[Clexane
SA
oM o BL7974

<yele
%
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All aspects of this product, except the presentation and labelling, are identical to the current registered Clexane
40mg pre-filled syringe, including the same formulation and strength of enoxaparin sodium 40mg/0.4mL.

How to Order New Formulations:

Clexane 80mg/mL and 100mg/mL should be ordered in the normal manner, through your hospital wholesalers.
If you have any issues re supply please contact sanofi-aventis Customer Service on 1800-640-791.

Clexane 40mg ampoules should be ordered through your normal wholesaler. PLEASE NOTE AS THESE ARE
AMPOULES AND NOT SYRINGES, AND A DIFFERENT PRESENTATION TO CLEXANE 40MG SUBCUT,
THEY WILL HAVE A DIFFERENT PRODUCT CODE. THE SANOFI-AVENTIS CODE IS 317974.

Please find attached the artwork of all presentations which you may find appropriate to use to inform your
hospital staff of changes. Highlighted are the older Aventis presentations of the Clexane that are being replaced
with new sanofi-aventis packaging. The presentations remain identical except for colour coded packs for greater
ease of identification. Also shown are pictures of the interim US LOVENOX 80mg/0.8mL and 100mg/1.0mL and
the Clexane 40mg/0.4mL ampoules.

If you have any queries regarding stock of Clexane, we recommend that you speak to your local sanofi-aventis
Key Account Manager, who will be able to discuss the availability of Clexane.

Sanofi-aventis is committed to working with you and assisting with your hospital’s educational needs regarding
these products as required.

Thank you for your continued support.

Yours sincerely

Gordon_Hirsch
Medical Director
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Clexane 80mg/0.8ml is temporarily being replaced

by

Lovenox 80mg/0.8ml from Aug-Oct 2008

Lovenox artwork

Clexane current Aventis artwork

Clexane new sanofi-aventis artwork

MLC O el 280

LOVENOX"
(enagpann sodium Iﬂjﬂﬁﬂ?'

80n1g-‘0¢8ﬂ1L

[100mg/mL]

Rx OMLY

SINGLE DOSE SYRINGES WITH AUTOMATIC SAFETY DEVICE
FOR SUBCUTANEQUS IN|ECTION

Ten 0.8mL Syringes

PRESCRIPTION ONLY MEDICINE

KEEF DUT OF REACH OF CHILDREN

@L EXANE® SOqL_g_ég.\SmL (anti=Xa: 8,0001V)

| ———— { F o
Enoxaparin Sodium |/ Ln.i-.-l'}f]
Injection: Forsub(utancfy({\ * /

through the arterial line of & thalysis circuit

This product contains material of porcine origin.
AUST R 56710

10 x 0.8mL pre-filled graduated syringes

¥Aventis

PRESCRIPTION ONLY MEDICINE

KEEP OUT OF REACH OF CHILDREN

@L EXANE®
pudaliiong

enoxaparin sodium
Injection: For subcutaneous use or through the arterial line of a dialysis circuit.
This product contains material of porcine origin.
AUST R 56710

10 0.8mL pre-filled graduated syringes

8000.811 28,0001

sanofi aventis

Picture of Safety Syringe for Lovenox

100mg

Lovenox artwork

Clexane current Aventis artwork

Clexane new sanofi-aventis artwork

SO0 R

LOVENOX"

(enarapann sadium smyection)
e ——

1 nomgf-l mL

Rx DMLY
SINGLE DOSE SYRINGES WITH AUTOMATIC SAFETY DEVICE
FOR SUBCUTANECQUS INJECTION

Ten Tml Syringes

PRESCRIPTION ONLY MEDICINE
KEEP OUT OF REACH OF CHILDREN

CCLEXANE *100mg/1.0mL (anti-Xa: 10,0001U)
— 2L
Enoxaparin Sodium

SSEA
|-\ b |
Injection Fnrsubcutancfm\ > gt/

i

through the arterial line of athafysis circuit
This product contains material of porcine origin.
ALST R 56711

¥Aventis

PRESCRIPTION ONLY MEDICINE

KEEP OUT OF REACH OF CHILDREN

@LEXANE" 10005001 210,000,
F

enoxaparin sodium

Injection: For subcutaneous use or through the arterial line of a dialysis circuit,
This product contains material of porcine origin.
AUST R 56711

10 x 1.0mL pre<filled graduated syringes

10 x 1.0mL pre-filled graduated syringes

sanofi aventis

Please Note : Enoxaparin solution remains unchanged, the packaging has
been updated or is from the USA and the Lovenox syringe has a safety lock

sanofi-aventis Australia Tel: (+61) 02 8666 2000

au.eno.08.07.02




Clexane 40mg Ampule (German Stock)

CLEXANE”®
| e
Injektionslésung

Enoxaparin-Natrium

Zur subkutanen Anwendung
Klinikpackun i be in difentlichen Apotheken i

10 Ampullen mit je 0,4 ml
Injektionslésung

sanofi aventis

Please note this is an ampule

Clexane’40mg 10 x 04mL Ampoules

For subcutaneous use only

Each ampoule contains: Enoxaparin Sodium 40mg/0.4mL (anti-Xa:4,0001U).
Water for injections 0.4mL.

Contains no antimicrobial agent,
This product contains material of porcine origin.
Refer to enclosed leaflet

Freecall No: 1800 818 806

sanofi-aventis new zealand limited
Auckland, New Zealand
Freecall No: 0800 283 684 9

039659

3

12319

Clexane Australian Over
labeling

Use only once and discard after use. 0y
Store below 25°C.

Distributed by:

sanofi-aventis australia pty Itd Please recycle
12-24 Talavera Road, Macquarie Park, NSW 2113 RLXGKX

German 40mg Ampule

sanofi-aventis Australia Tel: (+61) 02 8666 2000 au.eno.08.07.01



Recent changes to Clexane
packaging

Clexane current Aventis artwork

Clexane new sanofi-aventis artwork
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PRESCRIPTION ONLY MEDICINE

KEEP OUT OF REACH OF CHILDREN

CCLEXANE * 80mg/0.8ml (anti-Xa: 8,0001U)
———

Enoxaparin Sodium

Injection: For subcutane:
through the arterial line of atatysis circuit

This product contains material of porcine origin

AUST R 56710 . .
10 x 0.8mL pre-filled graduated syringes ¥Aventis

PRESCRIPTION ONLY MEDICINE
KEEP OUT OF REACH OF CHILDREN

é:LEXANE “100mg/1.0m {anti-Xa: 10,000 JU)

Enoxaparin Sodium

Injection: For subcutane
through the arterial line of 3 dialysis circuit

This product contains material of porcine origin.

AUST R 56711 .
10 x 1.0mL pre-filled graduated syringes ‘%AVE”“S

PRESCRIPTION ENIV MEDIINE

@LEXANE' Forte 120r,0.8x. ani 12,0000
RS

Enay odiiin

Injection: Fer subcutaneous use or

through the arterial line of
This proguct contains material

drcuit.
parcine origin.

AUST R
10 08mL preilled graduated syringes ¥Aventis

PRESC]

@LEXANE' Forte 150::1.0r. janie- 15,0004
o —

Ena it

0N ONLY MEDICINE
H o cHBaES

Injection: For subcutanecus

through t terial line of

This product contains mates

AUST R ; .
10 % 1.0mL prefilksd graduated syringes +Aventis

EEEEEN

PRESCRIPTION ONLY MEDICINE
KEEF OUT OF REACH OF CHILDIEN

éCLEXANE' 20002t ianiz:2, 000
——

enaxaparin saditm

Injection: Far subcutaneous wse or thraugh the arterial line of a dialysis dncuit,
This product contains matesial of parcine origin,

AUST R 47965

10 x 0.2mL prefilles syringes

sqn_'lori:ven_u_hs

PRESCRIPTION ONLY MEDICINE
KEEF OUT OF REALH OF CHILDREN

CLEXANE*

C EXANE

envraparin sadium

[} ion: Far suboutaneous wse or thrawgh the arterial line of a diallysis circuit
This peoduct contains material of parcine origin

AUST R 42962
10 04mL prefilled syringes

sanofi aventis

PRESCRIPTION ONLY MEDICINE
KEEF OUT OF REACH OF CHILDREN

@L EXANE"
—————

houtaneous ise or thrawgh the arterial line af a dialysis dneuit,
ontairs matesial of porcine origin

AUST R 56709
10 x 0.6mL pre=filled graduated syringes

sanofi aventis

PRESCRIPTION ONLY MEDICINE
KIEAP OUT GF REACH OF OLBRIN

é.‘LEXANE' 80,08 .. 8,000

enaxaparin sodium

- For subcutancous use of through the arterial ine of a dialysis circuit
This product containg material of parcine origin

AUST R 56710

10 x 0.BmL pre-filled graduated syringes

sanofi aventis

PRESCRIPTION ONLY MEDICINE

KEEP OUT OF REACH OF CHILDREN

éLEXANE” 1000y1.0m nix 10,000
—

enoxapann sodium
Injection: For subcutaneous use or through the arterial line of a dialysis circuit
This product contains material of porcine origin.
AUST R 56711

10 x 1.0mL pre<filled graduated syringes

sanofi aventis

PRESCRIPTION ONLY MEDJCINE
KEEP G4 OF KEACH ©F CHILDKEN

é;‘f_ EXANE*Forte 120,,50.8
 —————

enanaparin sadium

w1 12,0000

: For subcutaneous use or thraugh the arterial line af a dialysis drcisit.
antaing material of parcine origin

MUS 3
10 x 0.8mL presfillesd graduated syringes

sanofi aventis

PRESCRIPTION ONLY MEDICINE
KEEP 04T OF KEACH F CHILDREN

él‘LEXANE'For‘te 150051 .00 015,000
el

enawaparin sodium

Injection: For subcutaneous use or through the arterial line of a dialysis circuit,
This product contains matesial of porcine origin

MSTR 74175

10 x 1.0mL pre<filled graduated syringes

sanofi aventis

Please Note : Australian Enoxaparin solution remains unchanged, the
packaging has been updated

sanofi-aventis Australia Tel: (+61) 02 8666 2000 au.eno.08.07.03




