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Abstracts

Celltrion filed infliximab biosimilar (CT-P13) in Europe and was accepted for review by

EMA. It is the first biosimilar mAb to be filed for approval in Europe. The patent for

Remicade is expected to expire by 2014 in Europe and Japan. According to EMEA

recent guidelines, agency shall ensure that the Opinion of the CHMP is given within 210

days (not counting clock-stops within the procedure) and in accordance with the

standard timetable. If the CHMP accepts the accelerated approval request by the filer,

the timeframe for the evaluation will be reduced to 150 days. It is unclear whether

Celltrion has submitted the application for accelerated approval. Celltrion conducted PhI

and PhIII clinical trials with the duration of 12 months in more than 850 patients. It has

already filed Infliximab biosimilar for approval with Korean FDA. Hospira has the

European marketing deal with Celltrion.

+44 20 8123 2220
info@marketpublishers.com

Merck - Celltrion filed first mAB Biosimilar in Europe: Remicade Challenged

https://marketpublishers.com/report/company_reports/merck_celltrion_filed_first_mab_biosimilar_in_europe_remicade_challenged.html


Contents

COMPANIES MENTIONED

MERCK

+44 20 8123 2220
info@marketpublishers.com

Merck - Celltrion filed first mAB Biosimilar in Europe: Remicade Challenged

https://marketpublishers.com/report/company_reports/merck_celltrion_filed_first_mab_biosimilar_in_europe_remicade_challenged.html


I would like to order

Product name: Merck - Celltrion filed first mAB Biosimilar in Europe: Remicade Challenged

Product link: https://marketpublishers.com/r/M3491255507EN.html

Price: US$ 90.00 (Single User License / Electronic Delivery)

If you want to order Corporate License or Hard Copy, please, contact our Customer

Service:

info@marketpublishers.com

Payment

To pay by Credit Card (Visa, MasterCard, American Express, PayPal), please, click

button on product page https://marketpublishers.com/r/M3491255507EN.html

To pay by Wire Transfer, please, fill in your contact details in the form

below:

First name:

Last name:

Email:

Company:

Address:

City:

Zip code:

Country:

Tel:

Fax:

Your message:

**All fields are required

Custumer signature _______________________________________

Please, note that by ordering from marketpublishers.com you are agreeing to our Terms

& Conditions at https://marketpublishers.com/docs/terms.html

To place an order via fax simply print this form, fill in the information below

and fax the completed form to +44 20 7900 3970

Powered by TCPDF (www.tcpdf.org)

+44 20 8123 2220
info@marketpublishers.com

Merck - Celltrion filed first mAB Biosimilar in Europe: Remicade Challenged

https://marketpublishers.com/report/company_reports/merck_celltrion_filed_first_mab_biosimilar_in_europe_remicade_challenged.html
mailto:info@marketpublishers.com
https://marketpublishers.com/report/company_reports/merck_celltrion_filed_first_mab_biosimilar_in_europe_remicade_challenged.html
https://marketpublishers.com/docs/terms.html
http://www.tcpdf.org
https://marketpublishers.com/report/company_reports/merck_celltrion_filed_first_mab_biosimilar_in_europe_remicade_challenged.html

	fname: 
	lname: 
	email: 
	comany: 
	address: 
	city: 
	zip: 
	country: 
	tel: 
	fax: 
	message: 


