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Pfizer Announces European Union Approval of a New Form of Lipitor (atorvastatin) for
Use in Children

06.07.2010 - 09:06 Uhr, Pfizer

New York, July 6, 2010 (ots/PRNewswire) - Pfizer Inc. announced it has
recei ved European Conmi ssion approval of a new chewabl e form of
Lipitor (atorvastatin calcium suitable for use in children aged 10
or older with high levels of LDL ("bad") chol esterol and high
triglycerides due to the inherited disorder famli al
hyperchol esterol enia and other primary causes, which can increase the
ri sk of heart disease and premature death. This pediatric indication
has al so been approved for the currently available tablet form of
Lipitor.
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The Decision to approve the use of atorvastatin in these
pediatric patients in Europe is based on the results of a pediatric
investigation plan (PIP) filed by Pfizer with the European Medi ci nes
Agency (EMA) in Novenber 2009. Investigations into pediatric use are
required by recent European pediatric regulations(l) in an effort to
encour age pharmaceutical conpanies to increase understanding of the
use of nedicines in children. Pfizer hopes to inprove treatnent
options for such pediatric patients, reflecting its ongoing support
for patients at risk of cardi ovascul ar di sease.

To support the investnments necessary to conduct clinical trials
in children, the EU created certain incentives, including the
availability of a six-month extension to an existing patent
extension, also known as a supplenentary protection certificate
(SPC). As previously announced in Novenber 2009, Pfizer intends to
apply for the additional six nonths of patent protection in European
countries where it has an SPC. A country-by-country process wll be
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required to secure this patent term extension

Based on the results of Pfizer-sponsored trials, in March, the
EMA's Committee for Medicinal Products for Human Use (CHWP)
reconmended that a pediatric-appropriate formulation of Lipitor
(chewabl e tabl ets) be approved for the treatnment of
hyper chol est erol aem a i n adol escents and children aged 10 years or
ol der, and the approval of this indication for the currently
avai |l abl e presentations of Lipitor (filmcoated tablets). The
Eur opean Conmi ssi on Decision fornalizes these recomendations, which
must now be inplenented in all EU nenber states.

As a result of an earlier pediatric clinical devel opment program
Li pitor has been approved for use in children (aged 10 to 17 years)
with heterozygous famlial hypercholesterolemia in the United States
si nce 2002.

Important U.S. Prescribing Information

LIPITOR is a prescription nmedicine that is used along with a
|l owfat diet, and when diet and exercise are not enough. It |owers
the LDL ("bad" cholesterol) and triglycerides in your blood. It can
rai se your HDL ("good" cholesterol) as well. LIPITOR can | ower the
risk for heart attack, stroke, certain types of heart surgery, and
chest pain in patients who have heart disease or risk factors for
heart di sease such as age, snoking, high blood pressure, |ow HDL, or
fam |y history of early heart disease.

LIPITOR can lower the risk for heart attack or stroke in patients
with diabetes and risk factors such as diabetic eye or kidney
probl ens, snoking, or high blood pressure.

LIPITOR is not for everyone. It is not for those with |iver
problens. And it is not for wormen who are nursing, pregnant or nay
becone pregnant.

Patients taking LIPITOR should tell their doctor if they feel any
new rmuscl e pain or weakness. This could be a sign of rare but serious
muscl e side effects. Patients should tell their doctor about al
medi cati ons they take. This may hel p avoid serious drug interactions.
Doctors shoul d do bl ood tests to check your liver function before and
during treatnent and nmay adjust the dose. Common side effects are
di arrhea, upset stonach, nuscle and joint pain, and changes in sone
bl ood tests.

For additional product information, visit http://ww.Lipitor.com

Pfizer Inc: Wrking Together for a Healthier Wrld(TM

At Pfizer, we apply science and our gl obal resources to inprove
health and well-being at every stage of life. W strive to set the
standard for quality, safety and value in the discovery, devel opnment
and manufacturing of nedicines for people and aninmals. CQur
diversified global health care portfolio includes human and ani nmal
bi ol ogi ¢ and snall nol ecul e nedi ci nes and vacci nes, as well as
nutritional products and many of the world's best-known consumner
products. Every day, Pfizer coll eagues work across devel oped and
emergi ng markets to advance wel | ness, prevention, treatnents and
cures that challenge the nost feared di seases of our tine. Consistent
with our responsibility as the world's | eading biopharnaceutica
conpany, we also collaborate with health care providers, governments
and |l ocal comunities to support and expand access to reliable,
af fordabl e health care around the world. For nore than 150 years,
Pfizer has worked to nake a difference for all who rely on us. To
| earn nore about our commitnents, please visit us at

http://ww pfizer.com

DI SCLOSURE NOTI CE

The information contained in this release is as of July 6, 2010.
Pfizer assumes no obligation to update forward-1|ooking statenents
contained in this release as the result of new information or future
events or devel opments.

This rel ease contains forward-|ooking information that invol ves
substantial risks and uncertainties. These include, anong other
things, the Conpany's ability to satisfy the procedural requirements
of the EU Paedi atric Medicines Regulation relating to the application
for the additional six nonths of patent/SPC protection in certain EU
countri es.
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A further list and description of risks and uncertainties can be
found in Pfizer's Annual Report on Form 10-K for the fiscal year
ended Decenber 31, 2009 and in its reports on Form 10-Q and Form 8- K.

1. Regulation (EC) No 1901/2006 of the European Parliament and of
the Council on nedicinal products for paediatric use, anended by
Regul ation (EC) No 1902/ 2006.

ots Originaltext: Pfizer
ImInternet recherchierbar: http://ww.presseportal.ch

Cont act :

CONTACT: Medi a: Andrew Thomas, +44-1737-330611, MacKay

Ji meson, +1-212-733-2324; or |nvestor Contact: Suzanne Harnett,
+1-212-733-8009

Originaltext: Pfizer
ISIN: US7170811035
Dossier de presse: http://www.presseportal.ch/fr/pm/100001956/pfizer

Dossier de presse par RSS: http://presseportal.de/rss/pm_100001956.rss2


http://www.presseportal.ch
http://www.presseportal.ch/fr/pm/100001956/pfizer
http://presseportal.de/rss/pm_100001956.rss2

