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Post Authorisation Assessments

Molemec Drench for Sheep 0.8 mg/ml Oral Solution

Vm 02000/4263

10 June 2026

Updated mock-ups submitted.

04 March 2026

Change in the name of the veterinary medicinal product
from Paramectin Drench 0.08% w/v Oral Solution to
Molemec Drench for Sheep 0.8 mg/ml Oral Solution.

07 August 2025

Change of Distributor details, from Norbrook Laboratories
Ltd, Station Works, Newry, BT35 6JP Co. Down, Northern
Ireland to Mole Valley Farmers Limited, Exmoor House
Lime Way, Pathfields Business Park, South Molton,
Devon, EX36 3LH, England.

28 October 2022

Change in distributor details from Norbrook Laboratories
(GB) Ltd, 1 Saxon Way East, Oakley Hay Industrial
Estate, Corby, Northamptonshire, NN18 9EX, United
Kingdom to Norbrook Laboratories Limited, Carnbane
Industrial Estate, Newry, Co Down, BT35 6QQ, Northern
Ireland.

08 September 2022

To introduce a new 5 Litre BackPack with minor
dimensional changes.

12 August 2022

Deletion of a non-significant specification parameter for a
raw material.

12 August 2022

Deletion of a non-significant specification parameter for a
raw material.

02 August 2022

Deletion of certificates of suitability for an active
substance.

05 July 2022

Change in dimensions of polyethylene back pack.
Change in dimensions of polyethylene back pack.
Addition of tamper evident cap.

19 January 2022

Minor changes to an approved test procedure of the
finished product.

Addition of a new specification parameter to the
specification with its corresponding test method of the
finished product.

30 July 2019

Change in the QPPV of an existing pharmacovigilance
system as described in the DDPS.

Change of the back-up procedure of the QPPV of an
existing pharmacovigilance system as described in the
DDPS.

27 July 2018

Changes to the labelling and package leaflet.
Update distributor details on the QRD text.

24 August 2011

Renewal of MA.

15 June 2010

To add the statement ‘Do not mix with other products’ to
the product literature and under section 4.9 of the SPC.




29 April 2009

Correction/ simple text changes to SPC and/or product
literature




