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IIHRA
'151 Buckingham Palace Road
London StVlW 9SZ
United Kingdom

MR. P oHAKURKAR -. ffi"-gov.uk
KEY PHARMACEUTICALS LIMITED \

GALEN HOUSE
83 HIGH STREET
SOMERSI{AM
PE28 sJB
UNITED KINGDOM

22106t2017

Dear Mr Chakurkar,

GRANT / RENEWAL OF ilARKENNG AUTHORISAT}ON

Our Reference: PL3442.V0004 - 0001
Your Reference: 344;24
Product: Celecoxib 200nq hard capsules
Tlpe of Procedurs Decenbalised
Submission Type: Initial
Submission Category: Abridged
EU Procedure NumbEr (if applicabre): UK/H!6239!OO2|DC

The Licensing Authority agrees to the grant or renewal of the marketing authorisation lor the above submission on the
basis ol the data provided. This includes any replacemEnt and amendment of the original dossiEr.

fn fine with Article 23a of Directive 2OO1l83lEC as amended, the Marketing Authorisation Holder should submit
notification of the actual date of marketing of the product to the Corpetent Authority.
This notilication should be provided by emailto the following dddress: sunsetclause@mhra.gov.uk.

The formal documents are enclosed. These constitute evidence of authorisation. lf you conskler them to contain
information that is incorrect or not in accordance with the dossier, please retum immediately indicating any enors.

All Marketing Authorisations are subj€ct to standard provisions c-ontained in cunent medicines regulations lull details
of which are published on the MHRA website:

Yours sincerely,

Keely Kennedy
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The lfuinan lkddnes Regulations Sl 2Ol Zt 916, as amendcd.

GRANT / RENEWAL OF IIARKEnNG AUTI{ORSATION

Product: PL 3iK24,CI004 - 0001 Celecoxib 200m9 hard capsules
Submission Type: lnitial

Granted to: KEY PHARMACEUTICALS LIMITED
GALEN HOUSE
E} HIGH STREET
SOMERSHAM
PE28 3JB
UNITED KINGDOM

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 Regulatons.

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

Grant Date: ruO612O17

Date of Expiry: 2510512022

Keely Kennedy
A person authorised to sign on behalf of the Secretary of State for Health
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