
 

<Date> 

Avtozma 20 mg/mL concentrate for solution for infusion: incorrect 
strength stated on peel-off vial label for specific batches  
 
Dear Healthcare professional, 

Celltrion Healthcare Hungary Kft. in agreement with the European Medicines Agency and the <National 

competent authority> would like to inform you of the following: 

 

Summary 

• An incorrect strength declaration has been identified on the peel-off section of 
the vial label for specific batches of Avtozma 400 mg. This affects batches with 
labels in Danish / Finnish/ Swedish. 

• The peel-off label incorrectly states “400 mg/10 mL” instead of “400 mg/20 
mL”. 

• The issue is limited to the printed peel-off label only; the actual product 
strength, composition and quality remain compliant with approved 
specifications. 

• To date, only two batches have been identified as affected by this issue: 5E4065 
and 2101914B. 
 
  

Background on the safety concern   

Avtozma 400 mg (tocilizumab) is indicated as described in the section 4.1 of the approved Summary of 
Product Characteristics (SmPC). For full details, please refer to the product information available at the 
following link: 
https://www.ema.europa.eu/en/documents/product-information/avtozma-epar-product-
information_en.pdf 

Product complaints were received from Finland and Estonia regarding an incorrect strength declaration 
on the peel-off section of the vial label (Lot No. 5E4065) of Avtozma 400 mg. The peel-off label incorrectly 
states “400 mg/10 mL” instead of the correct “400 mg/20 mL”. 

The issue has been confirmed to affect additional batches of Avtozma 400 mg (Lot No. 2101914B), which 
have been distributed in Finland and Estonia. 

The incorrect strength declaration is limited to the peel-off part of label. The main label attached to the 
vial, outer carton, and package leaflet all show the correct strength information consistent with the 
EMA-approved product information. Please refer to the image below for details. 

 

 

 

 

 

https://www.ema.europa.eu/en/documents/product-information/avtozma-epar-product-information_en.pdf
https://www.ema.europa.eu/en/documents/product-information/avtozma-epar-product-information_en.pdf


 

<Vial Label> 

 

           <Main Label with correct strength >                                     <Peel-off Part with                                                                      

                                                                                                               incorrect strength> 

 

If dosing calculations are based solely on the peel-off section of the vial label, this may potentially lead 
to administration of a lower dose than intended. Therefore, it is recommended to refer to the dosing 
information specified on the outer carton and in section 6 of the package Leaflet, as shown in the below 
figures with correct strength.  

<Carton with correct strength> 

 



<Section 6 of Leaflet with correct strength > 

 

Call for reporting 

Healthcare professionals are reminded to report any suspected adverse reactions in accordance with 
the national spontaneous reporting system and include batch/Lot numbers if available. < include the 
details (e.g. name, postal address, fax number, website address) on how to access the national 
spontaneous reporting system>.  

In particular, for the affected batches (5E4065, 2101914B), where an incorrect strength is stated on 
the vial peel-off label, healthcare professionals are requested to report any adverse events that may be 
related to potential dosing or administration errors. 
 
 

Company contact point 

< Contact point details for access to further information, including relevant website address(es), 
telephone numbers and a postal address>. 

Further information can be obtained by contacting: 

Celltrion Healthcare Finland Oy 
Tel: +358 29 170 7755 

Address: Energiakatu 4, 00180 Helsinki, Finland 

Email: contact_fi@celltrionhc.com 
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DHPC COMMUNICATION PLAN  

Medicinal 
product(s)/active 
substance(s) 

Avtozma (tocilizumab) 

Marketing 
authorisation 
holder(s)  

Celltrion Healthcare Hungary Kft. 

 

Safety concern and 
purpose of the 
communication 

This DHPC is intended to inform healthcare professionals about an 
incorrect strength declaration identified on the peel-off section of the 
vial label for specific batches of lot no. 5E4065 and lot no. 2101914B 
 
The peel-off label incorrectly states “400 mg/10 mL” instead of 
the approved “400 mg/20 mL”. This discrepancy is limited to the 
printed labeling, while the actual product strength, composition, and 
quality remain compliant with the approved specifications. 
 
The purpose of this communication is to ensure awareness of the issue 
and to provide guidance for appropriate product identification and use. 

DHPC recipients Hospital pharmacists. 

The target group should be further defined at national level, in 
agreement with the respective national competent authority. 

Member States where 
the DHPC will be 
distributed 

Finland, Estonia 

Timetable Delete steps which are not applicable Date 

DHPC and communication plan (in English) agreed by CHMP/CMDh  31 March 2026   

Submission of translated DHPCs to the national competent 
authorities for review  

1 April 2026 

Agreement of translations by national competent authorities    2 April 2026* 

Dissemination of DHPC   3 April 2026* 

*. Anticipated, based on immediate turn around by national CAs. 

 


