



PUBLIC ASSESSMENT REPORT

of the State Institute for Drug Control in the Slovak Republic
Potassium Iodide 65 hameln

tablets
hameln rds a.s., Modra, Slovak Republic
Potassium iodide
This assessment report is published by the SIDC pursuant Article 21 (3) and (4) of Directive 2001/83/EC. The report comments on the registration dossier that was submitted to the SIDC and its fellow –organisations in all concerned EU member states. 

It reflects the scientific conclusion reached by the SIDC and all concerned member states at the end of the evaluation process and provides a summary of the grounds for approval of a marketing authorisation. 

This report is intended for all those involved with the safe and proper use of the medicinal product, i.e. healthcare professionals, patients and their family and carers. Some knowledge of medicines and diseases is expected of the latter category as the language in this report may be difficult for laymen to understand.


This assessment report shall be updated by a following addendum whenever new information becomes available.

General information on the Public Assessment Reports can be found on the website of the SIDC – www.sukl.sk

To the best of the SIDC’s knowledge, this report does not contain any information that should not have been made available to the public. The MAH has checked this report for the absence of any confidential information.

EU-procedure numbers: SK/H/0141/001/MR
Registration numbers in the Slovak republic: 19/0402/98-S
05.01.2012
Pharmacotherapeutic group:
 Antidotes
ATC code:
 V03AB21
Route of administration:
 Oral route
Therapeutic indication:
Potassium iodide is indicated as a thyroid-blocking agent to prevent the uptake of radioactive iodine, for example after a nuclear accident.
Prescription status:


Medicinal product not subject to medical prescription

Date of first authorisation (national):
30.09.1998
Application type/legal basis:
 Directive 2001/83/EC, Article 10a
For product information for healthcare professionals (SPC) and users (PIL), including information on pack sizes and presentations see www.sukl.sk
I INTRODUCTION

Based on the review of the quality, safety and efficacy data, the Slovak Republic and United Kingdom have granted a marketing authorisation for Potassium Iodide 65 hameln tablets, from hameln rds a.s., Modra, Slovak Republic. The first date of authorisation was on 30.09.1998 in Slovak Republic. The product is indicated as a thyroid-blocking agent to prevent the uptake of radioactive iodine, for example after a nuclear accident.
A comprehensive description of the indication and posology is given in the SPC. 

This application for marketing authorisation is a bibliographic application under Article 10a of Directive 2001/83/EC, as the active substance of the medicinal product is claimed to be in well-established medicinal use for many decades.
II SCIENTIFIC OVERVIEW AND DISCUSSION

II.1 Quality aspects

Compliance with Good Manufacturing Practice

The SIDC has been assured that acceptable standards of GMP (Good Manufacturing Practice, see Directive 2003/94/EC) are in place for these product types, for the manufacturing of the drug substance as well as for the manufacturing and assembly of the drug product prior to granting its national authorisation. 

The certificate on GMP compliance has been submitted.

Active substance and excipients

Potassium iodide is covered by European Pharmacopoeia. Potassium iodide is known chemical inorganic drug substance. Potassium iodide specifications are in compliance with the Ph. Eur. monograph.

Re-test period is 5 years if stored at a temperature not higher than 25°C in polyethylene bags or bottles.
The choice of excipients is justified and their functions explained. All chosen excipients are pharmacopoeial excipients (Ph.Eur.), which are known and commonly used in the pharmaceutical industry.
Medicinal Product 

Composition 

The dosage form of uncoated tablets with content of 65 mg of potassium iodide was chosen. The tablets are white to yellowish slightly marbled round tablets, with a smooth surface without any defects, cross-scored for ease of breaking.
Pharmaceutical development 

The aim of the pharmaceutical development has been to achieve a stable formulation manufactured by simple routine technological process.
Manufacturing process and quality control of the medicinal product

The tablets have been manufactured through commonly used procedure and the manufacturing process is considered suitable to produce a pharmaceutical product of the proposed quality. 
For control of drug product a suitable list of tests with appropriate limits has been set and approved. The product specifications cover appropriate parameters for this dosage form. Validations of the analytical methods have been presented. The batch analysis results show that the finished products meet the specifications proposed.
Stability tests on the finished product 

Stability data on the product have been provided for three batches, that have been tested in long-term (25°±2°C/60%±5% RH), intermediate (30°±2°C/65%±5% RH) and accelerated (40°±2°C/75%±5% RH) conditions. The shelf-life has been approved for 60 months in PVC/PVDC/Al blisters when stored below 25°C in the outer carton in order to protect from light and moisture for the drug product.
II.2 Non clinical aspects 

Provided non-clinical data were relevant in the context of the proposed indication, with summarized search strategy. It contains sufficient amount of references dealing with pharmacology and toxicology of Potassium iodide.
II.3 Clinical aspects
Clinical studies
Indication seeked by the MAH is discussed and supported by multiple studies. The dose proposed in SmPC is the same as the dose recommended by FDA. Contraindications are also described in the literature. Safety analysis is acceptable, the adverse events listed in the SmPC are in accordance with adverse events observed in clinical trials. Efficacy and safety of this active substance is well known and submitted information and satisfactory for granting a marketing authorisation.
There were no post authorisation pharmacovigilance issues identified for this active substance and class of medicinal products. The MAH has a pharmacovigilance system at their disposal, which is based on the current European legislation. A detailed European Risk Management Plan is not necessary for this product.
III OVERALL CONCLUSION AND BENEFIT-RISK ASSESSMENT 

This application for marketing authorisation is a bibliographic application as the active substance of the medicinal product is in well-established medicinal use. With regard to the quality aspects, MAH provided adequate data to ensure quality of the product. From the non-clinical and clinical point of view, the submitted data provided sufficient bibliographic information justifying the use of Potassium iodide in prevent the uptake of radioactive iodine, for example after a nuclear accident.
The MAH has provided written confirmation that systems and services are in place to ensure compliance with their pharmacovigilance obligations. 

The State Institute for Drug Control followed the advice of the assessors. No discussion in a SIDC meeting was deemed necessary.
The Member States recognised the Slovak assessment of the marketing authorisation application. There was no discussion in the CMD(h). Agreement between Member States was reached during a written procedure.

List of abbreviations

ATC


Anatomical Therapeutic Chemical classification
CHMP
   Committee for Medicinal Products for Human Use 

CMD(h)

Coordination group for Mutual recognition and Decentralised procedure for 

 human medicinal products, CMD(h), 

EU


European Union

GMP


Good Manufacturing Practice

MAH


Marketing Authorisation Holder

PAR


Public Assessment Report

Ph.Eur.


European Pharmacopoeia

PIL


Product Information Leaflet

SIDC


State Institute for Drug Control 

SPC


Summary of Product Characteristics
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