Medicine Agencies responsibility of
keeping patients informed while
covering their needs
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Director of the Documentation Assessment Department
Office for Registration of Medicinal Products, Medical Devices and Biocidal
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Area: 312 700 sq km — 6th in European Union

Population: 37,72 million — 6th in European Union
Currency: Polish Zloty (1 USD ~ 3,1 PLN, 1 EUR ~ 4,2 PLN)
GDP per capita: USD 21 530 (PPP, 2011)

GDP growth: 5% (2008), 1.8% (2009), 3.9% (2010), 4.4% (2011)

Membership: EU, NATO, OECD, WTO, Schengen Zone
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THE.OFFICE FOR REGISTRATION OF MEDICINAL PRODUCTS, MEDICAL DEVICES AND BIOCIDAL PRODUCTS

Population across Europe (in. Mn inhabitants)

62,6

82.1

ﬁh

Poland has the 2nd
largest population in
the CEE region

(6th in the whole EU)

Source: Eurostat
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Spending structure of Polish households

In 2016 average
personal spending on
healthcare increased since
2010 by 28% to PLN 630
(EUR 152).

Personal spending on
medicines in 2016: PLN 405
(EUR 97).

Large and ageing
population, increasing
acceptance of self-
treatment, growing incidence
of chronic disorders and
diseases of modern
civilisation make Poland an
attractive market for
pharmaceutical companies.

2016 (in %)
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Poland is 6th market in Europe with the highest 66% share of generics

drugs in the total sales
Pharmaceutical market value in European countries in 2016
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The average consumption of drugs (in terms of standard dose) per capita is
lower than the European mean by 7,5%

Average consumption of drugs (number of packages) per capita on the pharmacy market in European countries in 2016
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*The Mission of the Office

Ensuring proper quality, efficacy and safety of medicinal products,
medical devices and biocidal products and caring for society welfare

Is for us the supreme value.

*The Office was established on October 1st, 2002.

At the beginning its activities were determined by the Act of 27th
July 2001 on the Office for Registration of Medicinal Products,
Medical Devices and Biocidal Products.

www.urpl.gov.pl




°On May 1st, 2011 the Act of March 18, 2011 on the Office, took effect
which determines the current rules and area of the Office’s activities.

®Pursuant to the Act, the President of the Office for Registration of
Medicinal Products, Medical Devices and Biocidal Products is the

central government administrative authority competent for matters
concerning:

-marketing authorization of medicinal products, excluding medicinal products which do not
need marketing authorization — within the scope determined by the Act of 6 September 2011 on
Pharmaceutical Law (O.J. 2008, No 45, item 271, with later amendments);

-marketing authorization of biocidal products - within the scope determined by the Act of 13
September 2002 on biocidal products (O.J. 2007, No 39, item 252, with later amendments);

-marketing and use of medical devices — within the meaning and on the basis of the Act on
Medical Devices of 20 May 2010 (O.J. No 107, item 679, with later amendments);

- clinical trials, including veterinary clinical trials — within the scope determined by the Act of 6
September 2001 on Pharmaceutical Law and the Medical Devices Act of 20 May 2010.

www.urpl.gov.pl




President
of the Office

Pharmacopoeia ]
Department

[
L

Legal Department ]

Department for W

Medicinal Products

and Medical Devices
Inspections

Cabinet
of the President

Vice-President

Vice-President Vice-President Vice-President of Medicinal General

of Medicinal of Medical of Biocidal Products Director
Products Devices Products for Veterinary

Use

Organizational units: departments, offices
(circa 500 employees)
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Organizational units supervised by the
Vice-President for Medicinal Products

= Department for Medicinal Products Registration

— Department for Variations and Renewals of Medicinal Products

\ J

e Department for Assessment of Medicinal Products Documentation

= Department for Clinical Trials of Medicinal Products

—  Department for Register and Parallel Import of Medicinal Products

— Pharmacovigilance Department

www.urpl.gov.pl




The Office for Registration of Medicinal Products,
Medicinal Devices and Biological Products (URPL)

The Office for Registration of Medicinal Products, Medicinal Devices and
Biological Products (URPL) is responsible for drug authorization (issuing of the
marketing authorisations)

Medicinal product may be authorized (in line with EU regulations) with the following
procedures:

- Centralized Procedure (CP)

- Mutual Recognition Procedure (MRP)
- Decentralized Procedure (DCP)

- National Procedure

The Office is also responsible for:

- Pharmacovigilance
- Managing of the Register of Clinical Trials
- Inspections of clinical trials and pharmacovigilance conducted by MHA

www.urpl.gov.pl
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Number of marketing authorization — 15859 (human use)
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Marketing authorizations
according to the restriction of supply
(human use)

HOTC

mRp
(subject to
medical
prescription
MLz
(hospital use

only)
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Urzad Rejestracji Produktéw Leczniczych,
Wyrobow Medycznych i Produktéw Biobdjczych

i Produktow Leczniczych.
h i Produktow Biobojczych A .
)

g

AKTUALNOSEI KOMUNIKATY BEZPIECZENSTWA  KOMUNIKATY PREZESA  KOMUNIKATY DYR. GENERALNEGO

Zaproszenie na konferencje prasowa Grypa - zapobieganie i leczenie, ktora 12/10/2017
odbedzie sie w dniu 17 pazdziernika 2017 r. o godz. 11:00

97. Posiedzenie Rady Zarzadzajacej Europejskiej Agencji Lekow 06/10/2017

O XV-lecie powstania Urzedu Rejestracji Produktow Leczniczych, Wyrobow 05/10/2017
Medycznych i Produktow Biobojczych

www.urpl.gov.pl

REJESTR
PRODUKTOW
LECZNICZYCH

PRODUKTY LECZNICZE WETERYNARYJNE

MONITOROWANIE
LEKOW

FORMULARZE
WNIOSKOW




Safety information

Information about new drugs registration
Information about withdrawal

Medicinal products register

Medicinal products information

a ks whPE

www.urpl.gov.pl _
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Information about shortages

Technical manufacturing problems

Inadequate production capacity vs demand

Safety issues

Parallel trade / parallel distribution

APl shortage (+impact of Dir. on falsified medicines)

www.urpl.gov.pl
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CZYTAJ ULOTKI LEKOW

ULOTKA — TWOJE BEZPIECZENSTWO

Ulotka zawiera nastepujgce dane:

- Sktad (substancje wchodzgce w sktad leku).

» Wskazania (kiedy lek zastosowac).

+ Dawkowanie (kiedy i w jaki sposob przyjmowac lek).
* Przeciwwskazania (kiedy leku nie brac¢).
* Interakcje (z jakimi innymi lekami nie mozna

stosowac leku).

» Ostrzezenia (kiedy szczegdlnie trzeba uwazacé

przyjmujac lek).

» Dziatania niepozadane (jakie dziatania - poza
oczekiwanymi leczniczymi - mogg wystgpic

po uzyciu leku).

*« Warunki przechowywania (jak i gdzie

przechowywac lek).

* Podmiot odpowiedzialny (nazwa i dane

kontaktowe producenta leku).

Ulotki niektorych lekbw sg oznakowane
symbolem czarnego odwréconego trojkata.

Nie jest to powdd do niepokoju. Czarny trojkat oznacza,
Ze w sposob szczegdlnie staranny i intensywny

hiera <ie dane o tveh lekach

Pamietaj!

* Nie odstepuj Twojego leku nikomu -
nawet jezeli ten kto$§ ma identyczne
objawy jak Twoje.

« Sprawdz date przydatnosci leku do
uzycia, umieszczong na opakowaniu.
Nie przektadaj leku do innych
opakowan, nie wyrzucaj ulotki.

-« Zadbaj, by leki stosowane przez
domownikoéw nie byly dostepne dla dzieci.

* Dtugos¢ leczenia i dawkowanie leku
sg doktadnie okresSlone przez lekarza.

* W przypadku lekéw dostepnych bez
recepty stosuj sie do zalecen farmaceuty
i informacji zawartych w ulotce.

* NosS przy sobie liste lekdw, ktore stosujesz.
Pokazuj ja lekarzowi podczas kazdej
wizyty i w aptece przy zakupie lekow.
Taki spis utatwi takze prace ratownikow
w sytuacjach nagtych.

ekt srdwimlaraion saiarsrssmen sl on e






Application dedicated to ADR subbmission

DZIALAMIE HIEPOZADAME MOTEST IGLOSIC UTYWAJAC BELPLATME] APLIKACJI MOBILHEJ:

L

Poblerz aplikacie Mobit Skaner

g 22 strony Google Play

lub zeskanu)
tan O kod:

Liruchom Mobit

2 o kaner | zeskanu) kod
ireskowy 7 opakowania
bek, kidwego dotyczy
rloszenie

Wysll) zghoszenle drialania

o Mepodanego do Uzedu Rejestrac))
Produktdw Leceniicrych Wirobow
Medyomych | Produlddw Bliobdjcnych.

www.urpl.gov.pl



1. https://lyoutu.be/Rs8WFi48 IY
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OFFICE FOR REGISTRATION OF MEDICINAL PRODUCTS, MEDICAL DEVICES AND BIOCIDAL PRODUCTS

Number of ADR reported by patients
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Number of ADR reported by medical
professionalists
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Campaign for children

1. What children know about drugs
2. Do notusedrugs
3. How to help adults with drugs
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University for older people

1. Elderly people overuse medicinal products
2. Don’t read leaflets
3. They useto omit the dose
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Lectures for pharmacy students

Registration procedures

Types of application

How the system works

Where the information abot drug can be found

W
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Meetings with pharmaceutical associations

What are they needs
Common problems
Opportunity to ask questions
Opportunity to solve doubts




Meetings with stakeholders

1. Opportunity to understand different views
2. Explanation who is resposible




Lectures for pharmacists

1. Give up-to- date knowledge to the pharmacists
2. Explain new approches to the therapy
3. New OTC drugs




Promotion of vaccination

i

INFLUENZA 3% Organization

REGIONAL OFfice For EUIN ope

\y"’@v World Health
|

IF YOU’RE
OVER 65 )

AWARENESS

GET VACCINATED
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Promotion of healthy lifestyle

Obesity is a risk factor for
diabetes, cardiovascular
diseases and cancer

In the WVWVHO
European Region
23% of wwomen and
20% of men
have obesity

World Obesity Day (@) Yiorld Health #BeatNCDs

11 October ooz ren EANTOPE



1. https://lyoutu.be/g2H8BOgOUOC
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Contact details:

Reqgular mail;

Urzad Rejestracji Produktow Leczniczy,
Wyrobow Medycznych, Produktéw Biobodjczych

Al. Jerozolimskie 181C, 02-222 Warszawa, Polska

anna.cieslik@urpl.gov.pl

WWW.
www.urpl.gov.pl
www.facebook.com.pl/urplwmipb
Telephone:
+48-22-492-14-90
+48-22-492-11-01

+48-22-492-13-89 =

www.urpl.gov.pl
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