Safeguarding public health

RECIBIDO 10 agp. 2013

Mr Frederik Peter Koopmans

HETERO EUROPE SL

VILADECANS BUSINESS PARK EDIFICIO BRASIL
CATALUNYA 83-85

VILADECANS

E-08440

SPAIN

19/03/2013

Dear Mr Koopmans,

GRANT / RENEWAL OF MARKETING AUTHORISATION

Our Reference: PL 37222/0013 - 0001

Your Reference: 37222

Product: Letrozole 2.5 mg Film-coated tablets
Type of Procedure: Decentralised

Submission Type: Initial

Submission Category: Abridged

EU Procedure Number (if applicable): NO/H/0227/001/DC

The Licensing Authority agrees to the grant or renewal of the marketing authorisation for the above submission on the
basis of the data provided. This includes any replacement and amendment of the original dossier.

In line with Article 23a of Directive 2001/83/EC as amended, the Marketing Authorisation Holder should submit
notification of the actual date of marketing of the product to the Competent Authority.
This notification should be provided by email to the following address: sunsetclause@mhra.gsi.gov.uk.

The formal documents are enclosed. These constitute evidence of authorisation. If you consider them to contain
information that is incorrect or not in accordance with the dossier, please return immediately indicating any errors.

All Marketing Authorisations are subject to standard provisions contained in current medicines regulations full details
of which are published on the MHRA website:

http://www.mhra.gov.uk/Howweregulate/Medicines/Licensingofmedicines/Informationforlicenceapplicants/Provisionsto

whichthemarketingauthorisationisgranted/index.htm

Yours sincerely,

Keely Kennedy

Medicines and Healthcare products Regulatory Agency
151 Buckingham Palace Road Londan SW1W 952
T 0203 080 6000 www.mhra.gov.uk An executive agency of the Depariment of Health
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The Medicines for Human Use (Marketing Authorisations etc.) Regulations,
Sl 1994/3144, as amended.

GRANT / RENEWAL OF MARKETING AUTHORISATION

Product: PL 37222/0013 — 0001 Letrozole 2.5 mg Film-coated tablets
Submission Type: Initial
Granted to: HETERO EUROPE SL
VILADECANS BUSINESS PARK EDIFICIO BRASIL
CATALUNYA 83-85
VILADECANS

E-08440
SPAIN

This Marketing Authorisation, under the above reference number is hereby granted / renewed in respect of the
product named above. The Summary of Product Characteristics of the product is set out in the attached document.

The application is subject to the further provisions set out or referred to in the above Regulations.

This Marketing Authorisation, as now granted / renewed, unless previously revoked, will continue in force until the
expiry date (if applicable) given below.

Grant Date: 19/03/2013

Date of Expiry:  20/02/2018

Keely Kennedy
A person authorised to sign on behalf of the Secretary of State for Health
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The Drug Permit License issued by the Food and Drug Administration,
Ministry of Health and Welfare of the Republic of China

Product Name in
Chinese:

Product Name in
English:

Drug
Classification:

Dosage Form:

Type of
Packaging:

Active
Ingredients:

AR UHALRGE 2.5
ET

LETEOR Film
Coating Tablet
2.5mg

A prescription
drug that
requires a
physician's
medical
prescription to
be dispensed.
Film-coated
tablets

2-1000 tablets in
aretort pouch

Each F.C. Tablet contains:

Letrozole...............

mg

Indications:

......................... 2.5

Drug Permit License Number: 026313

Application Number:
DHA05202631300

Name of
Pharmaceutical
Company:

Name of Product
Manufacturer:

(Stamp)

Please see the details below.

De Ciang
Enterprises Ltd.

HETERO LABS
LIMITED
UNIT-VI, SURVEY
NO.410% 411
APIIC
FORMULATION
SEZ, POLEPALLY
VILLAGE,
JADCHERLA
MANDAL,
MAHABOOB
NAGAR
DISTRICT. 509
301, ANDHRA
PRADESH, INDIA
(Stamp)

The permit license is hereby granted in respect of the product named above,
which has been assessed by the Ministry of Health and Welfare and found to



conform to the regulations of the Pharmaceutical Affairs Act.

Ministry of Health and Welfare of the Republic of China

Minister Chiu Wen-ta (Stamp)
Permit License May 12th, 2014
Grant Date:
Valid Until: May 12th, 2019
Approved Year Year Month Year Month Year Month
Time Month Date Date Date Date
Extension
until:
Document (Stamp)
Number

Other Amendment Approva Approva Amendment Approva Approva
s s 1 | Date s 1 | Date
Number Number

Indications:

The product is used to treat advanced breast cancer in women who have experienced
natural or induced menopause after treatment failure with anti-estrogens.

This product is a frontline drug to treat postmenopausal women with locally advanced
breast cancer or metastatic breast cancer.

This product is used as an extensional treatment for hormone receptor-positive and Im
metastasis positive breast cancer patients following the supplementary tamoxifen

therapy.

This product is used as a supplementary treatment for postmenopausal patients with
early stage hormone receptor-positive breast cancer.
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