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Clopidogrel Teva Pharma B.V. 
Procedural steps taken and scientific information after the authorisation 

Application 

number 

Scope Opinion/ 

Notification1 

issued on 

Commission 

Decision 

Issued2 / 

amended 

on 

Product 

Information 

affected3 

Summary 

IB/0009/G This was an application for a group of variations. 

 

C.I.2.a - Change in the SPC, Labelling or PL of a 

generic/hybrid/biosimilar products following 

assessment of the same change for the reference 

product - Implementation of change(s) for which NO 

new additional data is required to be submitted by the 

MAH 

C.I.2.a - Change in the SPC, Labelling or PL of a 

15/05/2014  SmPC and PL  

                                                
1 Notifications are issued for type I variations and Article 61(3) notifications (unless part of a group including a type II variation or extension application or a worksharing application). Opinions 
are issued for all other procedures. 
2 A Commission decision (CD) is issued for procedures that affect the terms of the marketing authorisation (e.g. summary of product characteristics, annex II, labelling, package leaflet). The 
CD is issued within two months of the opinion for variations falling under the scope of Article 23.1a(a) of Regulation (EU) No. 712/2012, or within one year for other procedures. 
3 SmPC (Summary of Product Characteristics), Annex II, Labelling, PL (Package Leaflet). 
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generic/hybrid/biosimilar products following 

assessment of the same change for the reference 

product - Implementation of change(s) for which NO 

new additional data is required to be submitted by the 

MAH 

 

IB/0007 C.I.2.a - Change in the SPC, Labelling or PL of a 

generic/hybrid/biosimilar products following 

assessment of the same change for the reference 

product - Implementation of change(s) for which NO 

new additional data is required to be submitted by the 

MAH 

 

10/02/2014  SmPC and PL  

IB/0006/G This was an application for a group of variations. 

 

C.I.2.a - Change in the SPC, Labelling or PL of a 

generic/hybrid/biosimilar products following 

assessment of the same change for the reference 

product - Implementation of change(s) for which NO 

new additional data is required to be submitted by the 

MAH 

C.I.2.a - Change in the SPC, Labelling or PL of a 

generic/hybrid/biosimilar products following 

assessment of the same change for the reference 

product - Implementation of change(s) for which NO 

new additional data is required to be submitted by the 

MAH 

 

10/10/2013  SmPC and PL  

IB/0005/G This was an application for a group of variations. 

 

C.I.2.a - Change in the SPC, Labelling or PL of a 

generic/hybrid/biosimilar products following 

assessment of the same change for the reference 

15/08/2013  SmPC, Annex 

II, Labelling 

and PL 
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product - Implementation of change(s) for which NO 

new additional data are submitted by the MAH 

C.I.2.a - Change in the SPC, Labelling or PL of a 

generic/hybrid/biosimilar products following 

assessment of the same change for the reference 

product - Implementation of change(s) for which NO 

new additional data are submitted by the MAH 

 

IA/0004/G This was an application for a group of variations. 

 

A.5.b - Administrative change - Change in the name 

and/or address of a manufacturer of the finished 

product, including quality control sites (excluding 

manufacturer for batch release) 

A.7 - Administrative change - Deletion of 

manufacturing sites 

A.7 - Administrative change - Deletion of 

manufacturing sites 

C.I.z - Changes (Safety/Efficacy) of Human and 

Veterinary Medicinal Products - Other variation 

 

21/05/2013  Annex II and PL  

IB/0003 B.II.f.1.b.1 - Stability of FP - Extension of the shelf life 

of the finished product - As packaged for sale 

(supported by real time data) 

 

04/06/2012 n/a SmPC  

IA/0002 A.5.b - Administrative change - Change in the name 

and/or address of a manufacturer of the finished 

product, including quality control sites (excluding 

manufacturer for batch release) 

 

18/11/2011 n/a   

IB/0001/G This was an application for a group of variations. 

 

Update of sections 4.2 "Posology and method of 

04/11/2011 n/a SmPC, Annex II 

and PL 
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administration", 5.1"Pharmacodynamic properties" to 

add safety warnings to the product information texts 

in line with the innovator product Plavix and B. 

"Package leafet: Information for the user" to include 

new information available for the paediatric 

population. 

Update of Sections 4.1 "Clinical Particulars", 4.2 

"Posology and method of administration", 4.8 

"Undesirable Effects", 5.1 Pharmacodynamic 

properties" and B. "Package leaflet: Information for 

the user" to add the new indication "Prevention of 

atherothrombotic and thromboembolic events in atrial 

fibrillation", as approved by the EC on 17/01/2011 for 

the reference product, Plavix.  

Update of sections 4.4 "Special warnings and 

precautions for use", 4.5 "Interaction with other 

medicinal products and other forms of interaction", 5.2 

"Pharmacokinetic properties" and B. "Package leaflet: 

Information for the user" of clopidogrel to include new 

information on the variability of response to 

clopidogrel due to either genetic variations of the 

CYP2C19 enzyme or concomitant use of drugs that 

inhibit the CYP2C19 enzyme such as proton pump 

inhibitor (PPI).  

In addition, the local contact list at the end of the 

Package Leaflet has been updated and, as per the QRD 

template, the version and date of the 

Pharmacovigilance system has been deleted from 

Annex II.B. As agreed with the EMA, sections 8 and 9 

of Annex I have also been completed. 

 

C.I.2.a - Change in the SPC, Labelling or PL of a 

generic/hybrid/biosimilar products following 
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assessment of the same change for the reference 

product - Implementation of change(s) for which NO 

new additional data are submitted by the MAH 

C.I.2.a - Change in the SPC, Labelling or PL of a 

generic/hybrid/biosimilar products following 

assessment of the same change for the reference 

product - Implementation of change(s) for which NO 

new additional data are submitted by the MAH 

C.I.2.a - Change in the SPC, Labelling or PL of a 

generic/hybrid/biosimilar products following 

assessment of the same change for the reference 

product - Implementation of change(s) for which NO 

new additional data are submitted by the MAH 
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