
 

Table 1 - List of Valsartan-containing parallel imported products included in the recall of 11 July 2018.  Please note that Diovan and Co-Diovan 

products marketed by Novartis are not affected by the impurity issue and are therefore not included in this recall action.  

 

 

 
Product Name PPA Number 

Marketing Authorisation 

Holder Name 
Batch Numbers 

1 Diovan 80 mg Film-coated Tablets PPA0465/180/001 PCO Manufacturing All in-date batches 

2 Diovan 160 mg Film-coated Tablets PPA0465/180/002 PCO Manufacturing  All in-date batches 

3 Diovan 80 mg Film-coated Tablets PPA1151/067/001 Imbat Ltd. All in-date batches 

4 Diovan 160 mg Film-coated Tablets PPA1151/067/002 Imbat Ltd. All in-date batches 

5 Co-Diovan 80 mg/12.5 mg Film-coated Tablets PPA1463/043/001 IMED Healthcare Ltd. All in-date batches 

6 Co-Diovan 160 mg/12.5 mg Film-coated Tablets PPA1463/043/002 IMED Healthcare Ltd. All in-date batches 

7 Co-Diovan 160 mg/25 mg Film-coated Tablets PPA1463/043/003 IMED Healthcare Ltd. All in-date batches 

 

 

Relevant Recall Letters 

 

Eurodrug/Imbat Valsartan PPA Recall Letter 

 

IMED Healthcare Valsartan PPA Recall Letter 

 

PCO Valsartan PPA Recall Letter 

 

 

 

 

 

 

  

http://www.hpra.ie/docs/default-source/Safety-Notices/valsartan/imbat-valsartan-ppa-recall-letter.pdf
http://www.hpra.ie/docs/default-source/Safety-Notices/valsartan/imed-healthcare-valsartan-ppa-recall-letter.pdf
http://www.hpra.ie/docs/default-source/Safety-Notices/valsartan/pco-valsartan-ppa-recall-letter.pdf


 

Table 2 - List of Valsartan-containing products included in the recall of 5 July 2018  

 

  

Product Name 

 

PA Number 

Marketing Authorisation 

Holder Name  

 

Batch Numbers 

1 Valtan 40 mg film-coated tablets PA0126/211/001 Clonmel Healthcare Ltd.  72733 

2 Valtan 80 mg film-coated tablets PA0126/211/002 Clonmel Healthcare Ltd.  73920 

72293 

70489 

3 Valtan 160 mg film-coated tablets PA0126/211/003 Clonmel Healthcare Ltd.  73338 

72325V 

64314 

4 Co-Vatan 80 mg/12.5 mg Film-coated Tablets PA0711/182/001 Rowex Ltd.  All In-date Batches 

5 Co-Vatan 160 mg/12.5 mg Film-coated Tablets PA0711/182/002 Rowex Ltd.  All In-date Batches 

6 Co-Vatan 160 mg/25 mg Film-coated Tablets PA0711/182/003 Rowex Ltd.  All In-date Batches 

7 Vatan 40 mg Film-coated Tablets PA0711/183/001 Rowex Ltd.  All In-date Batches 

8 Vatan 80 mg Film-coated Tablets PA0711/183/002 Rowex Ltd. All In-date Batches 

9 Vatan 160 mg Film-coated Tablets PA0711/183/003 Rowex Ltd.   All In-date Batches 

10 Valsartan Actavis 40 mg film-coated tablets PA1380/022/001 Actavis Group PTC All In-date Batches 

11 Valsartan Actavis 80 mg film-coated tablets PA1380/022/002 Actavis Group PTC All In-date Batches 

12 Valsartan Actavis 160 mg film-coated tablets PA1380/022/003 Actavis Group PTC All In-date Batches 

13 Valsartan/Hydrochlorothiazide 80 mg/ 12.5 mg 

Film-coated Tablets 

PA1380/101/001 Actavis Group PTC All In-date Batches 

14 Valsartan/Hydrochlorothiazide 160 mg/ 12.5 

mg Film-coated Tablets 

PA1380/101/002 Actavis Group PTC All In-date Batches 

15 Valsartan/Hydrochlorothiazide 160 mg/ 25  

mg Film-coated Tablets 

PA1380/101/003 Actavis Group PTC  All In-date Batches 

 

Relevant Recall Letter – 5 July 2018 

http://www.hpra.ie/docs/default-source/Safety-Notices/valsartan/final-valsartan-recall-letter-05-07-2018.pdf

