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Introduction

e New legislation in pharmacovigilance:
- Unprecedented focus on (safety) communication by regulatory authorities
- Communication as a key instrument for risk minimisation

- environment of enhanced openness and transparency
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e Risk communication:

- part of risk assessment and risk minimisation

- clear messages - right audience - right time

- tailored to audiences - appropriate tools and language
- always in context- benefit

- always address uncertainties

- use of quantitative measures

- Involve users of medicines - preparation

- Measure effectiveness
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Communicating within the EU Regulatory Network

EMA does not target individual EU patients and healthcare professionals, instead:
- Strong coordination with EU Member States

- EU patients and health professionals receive clear, timely and consistent messages on
the safety of their medicines

- Strong collaboration with patients and healthcare professionals' organisations
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Target audiences

Communication about risk minimisation issued by regulators:

- Primary target audience: patients and healthcare professionals
- Media
- Health ministries, public and private health bodies

- Others
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Information made available at central level

e 'Product Information’ kept up-to-date (and multilingual) for all medicines centrally authorised
- Reference source for routine minimisation measures
- aligned with additional measures
e Dear Health Care Professional Communication (DHPC)
- not published at central level
e EMA safety communications
e Information on Risk Management Plans
- e.g. RMP summaries

e Information on PSURs assessment & signals
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EMA safety communication
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EMA safety communication

LY | 1995
2015

N
A‘ EMA

P Expand all items in this list

Information to patients

-

This Europe-wide review looked at the benefits and risks of combined hormonal
contraceptives (CHCs), particularly the risk of blood clots associated with these
medicines. It confirmed that the benefits of CHCs outweigh the risk of blood
clots, which has been known for many years and is very low.

-

If you have been taking CHCs without any problem, there is no reason for you to
stop taking them on the basis of this review. But it is important that you are
aware of the risk of blood clots associated with these medicines, even though it
is very low.

-

The risk of bload clots in the veins varies between CHCs, depending on the type
of progestogen (a hormone) they contain, and ranges from 5 to 12 cases of
blood clots per 10,000 women who use them for a year (see table below). This
compares with 2 cases of blood clots in the veins each year per 10,000 women
who are not using CHCs.

-

The risk of blood clots in the veins varies between CHCs, depending on the type
of progestogen (a hormone) they contain, and ranges from 5 to 12 cases of
blood clots per 10,000 women who use them for a year (see table below). This
compares with 2 cases of blood clots in the veins each year per 10,000 women
who are not using CHCs.

-

You should discuss with your doctor or nurse what is the most appropriate type
of contraception for you.

-

When taking CHCs, you should be alert for the signs and symptoms of blood
clots, which may include severe pain or swelling in the legs, sudden unexplained
breathlessness, rapid breathing or cough, chest pain, and weakness or
numbness of the face, arm or leg. If you develop any of these signs and
symptoms you should seek medical advice immediately.

-

If you have any questions or concerns, speak with your doctor, pharmacist or
nurse.

Information to healthcare professionals
More about the medicine

More about the procedure

B Information to healthcare professionals

b The EU-wide review of combined hormonal contraceptives (CHCs) has confirmed
that the known risk of venous thromboembolism (VTE) with all low-dose CHCs
(ethinylestradiol < 50 meg) is small.

b Differences exist between CHCs in their risk of VTE depending on the type of
progestogen they contain. Currently available data indicate that CHCs containing
the progestogens levonorgestrel, norethisterone or norgestimate have the
lowest risk of VTE (see table below).

» When prescribing a CHC, careful consideration should be given to the individual
woman’s current risk factors, particularly those for VTE, and the difference in
risk of VTE between products. CHCs are contraindicated if a woman has one
serious or multiple risk factors that put her at high risk of blood clots.

b There is no evidence for differences between low-dose CHCs in their risk of
arterial thromboembolism (ATE).

} Because a woman's individual risk factors will change over time, there is a need
to regularly re-assess the suitability of her contraceptive.

b It is also important to raise awareness of the signs and symptoms of VTE and
ATE when prescribing a CHC.

» Healthcare professionals should always consider the possibility of a CHC-
associated thromboembolism when presented with a woman who has symptoms

Risk of developing a blood clot (VTE) in a year

Women not using a combined hormonal About 2 out of 10,000
pill/patch/ring and are not pregnant women

Women using a CHC containing

- About 5-7 out of 10,000
levonorgestrel, norethisterone or

= women
norgestimate
Women using a CHC containing etonogestrel About 6-12 out of 10,000
or norelgestromin women

Women using a CHC containing drospirenone,  About 9-12 out of 10,000
gestodene or desogestrel women

Women using a CHC containing

1
chlormadinone, dienogest or nomegestrol Mot yet known

! Further studies are ongoing or planned to collect sufficient data to estimate the
risk for these products.
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Direct healthcare professional communication (DHPC)

e Involves both industry and regulators

- important safety information
- delivered directly to individual healthcare professionals
- Ask them to take actions or adapt their practices

e Process has been streamlined - clear criteria applies

e DHPCs agreed at EU level involve PRAC
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Summary of risk management plan

European public
assessment reports

Patient safety
Pending EC decisions

Withdrawn
applications

Paediatrics

Rare disease
designations

Medicines under
evaluation

Medicines for use
outside the EU

Referrals
Shortages catalogue
Veterinary medicines

Herbal medicines for
human use
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JIPME] Authorisation details | Product information [ Assessment history

Plegridy
peginterferon beta-1a [ Email &) Print @ Help she

AUTHORISE

Next tab = This medicine is.

approved for use
the European Unif

This is a summary of the European public assessment report (EPAR) for Plegridy. It
explains how the Agency assessed the medicine to recommend its authorisation in
the EU and its conditions of use. It is not intended to provide practical advice on

how to use Plegridy. Plegridy RSS feed
For practical information about using Plegridy, patients should read the package News

» Meeting highlights from the
Committee for Medicinal Prodi
for Human Use (CHMP) 19-22
May 2014 (23/05/2014)

» Expand all items in this list

What is Plegridy and what is it used for?
How is Plegridy used?
How does Plegridy work?

What benefits of Plegridy have been shown in studies?
What are the risks associated with Plegridy?

why is Plegridy approved?

What measures are being taken to ensure the safe and effective use of
Plegridy?

Other information about Plegridy

st
_

%) Plegridy : epar - | EN = English [=]
Summary for the public o>

% Plegridy : EPAR -

Risk-management-plan (English only)
summary

31/07/2014

First publisi..* Last updated

31/07/2014

This EPAR was |ast updated on 31/07/2014 .

» o - Product characteristics

EMA/320000/2014

Summary of the risk management plan (RMP) for Plegridy
(peginterferon beta-1a)

This is a summary of the risk management plan (RMP) for Plegridy, which details the measures to be
taken in order to ensure that Plegridy is used as safely as possible. For more information on RMP
summaries, see here.

This RMP summary should be read in conjunction with the EPAR summary and the product information
for Plegridy, which can be found on Plegridy’s EPAR page.

Overview of disease epidemiology

Plegridy is used to treat the relapsing-remitting form of multiple sclerosis (MS). MS is a disease in
which the body’s immune system malfunctions and attacks parts of the central nervous system (the
brain and spinal cord). This causes inflammation and destroys the protective sheath around the
nerves, leading to progressive disability. Onset of MS is usually between the ages of 20 and 40 years,
and rarely occurs in children or in adults 60 years and older. Approximately twice as many women than
men have MS. About 85% of people with MS initially have the relapsing-remitting form, characterised
by occasional flare-ups of the disease, called relapses, in between periods when the disease is inactive.
About half of patients with MS relapses go on to develop progressive MS within 10 to 20 years after
diagnosis. The total number of people with MS worldwide is estimated to be between 2 to 2.5 million,
and approximately 93 of every 100,000 persons in Europe have MS.

Summary of treatment benefits

Plegridy is a medicine that contains the active substance peginterferon beta-1a. It is available as a
solution for injection under the skin. The peginterferon beta-1a in Plegridy is a 'pegylated’ interferon (a
protein naturally produced by the body), which is removed from the body at a slower rate than other
interferons, allowing the medicine to be given less often.

Plegridy was investigated in 1,516 patients in one main study, in which it was compared with placebo
(a dummy treatment). Plegridy showed about a 30% reduction in the number of relapses in patients
with relapsing-remitting MS compared with placebo, which is comparable to the effect of other MS



Summary of risk management plan

Summary of safety concerns

Important identified risks

Important potential risks

Risk

What is known

Cardiac (heart)
disorders

Worsening of cardiac disease has been reported in patients receiving
interferon beta. If patients develop heart problems, which can cause
symptoms such as chest pain (angina), particularly after any activity; swollen

Missing information

Risk

What is known

Use in paediatric
patients

Plegridy has not been studied in patients under 18 years of age.

Use in older patients

Plegridy has not been studied in patients over 65 years of age.

Effects on pregnancy
and use in
breastfeeding women

Treatment with Plegridy should not be started in pregnant patients. Patients
who could get pregnant should use contraception during treatment with
Plegridy. Patients planning to have a baby, or who become pregnant while
using Plegridy, should tell their doctor to discuss possible treatment
discontinuation.

Patients wishing to breastfeed while using Plegridy should speak with their
doctor first.

4
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Preventability

ue,

Patients should not use peginterferon
beta-1a if they are allergic to
peginterferon beta-1a, interferon beta-
1la, or any of the other ingredients of
Plegridy. Patients should contact a doctor
immediately if they experience
symptoms of an allergic reaction.
Peginterferon beta-1a should be
discontinued if serious hypersensitivity
reactions occur.

less than
t with

Patients should call a doctor immediately
if they get yellowing of the skin or eyes
(jaundice), itch all over the body, bruise
easily or feel sick or vomit. These may
be signs of a possible liver problem.
Doctors may do blood tests from time to
time to make sure that the patients liver
and blood values are within the normal
range.

, patients
hite blood
people) or
1100
creased

The doctor may do blood tests from time
to time to make sure that a patient’s
blood count is within the normal range.
Patients should speak with their doctor,
pharmacist or nurse before injecting
peginterferon beta-1a if they experience
infections or bleeding. They may get
worse while using peginterferon beta-1a.
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Input from patients, consumers and healthcare professionals

e Individuals nominated by 'EU Network of eligible organisations’:
— through PCWP and HCPWP

— No financial support available

e Help usin:
— Designing and adapting communication tools

— Preparation of actual communication materials

— Dissemination of key information timely among members

e Excellent feedback and experience.
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Patient input — EMA safety communication
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Patient input - EMA safety communication

Review of Combined Hormonal Contraceptives (CHC)

For CHCs containing chlormadinone, dienogest and
nomegestrol, the available data are insufficient to know
how the risk compares with the other CHCs, but further
studies are ongoing or planned.
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Patient/healthcare professional input

Example: Combined Hormonal Contraceptives (CHCs)

N
European Society of European association of
Gynaecology general practitioners
- I
| Positive feedback on ‘
t pre-tested messages ‘
European association of European Institute of
consumers (BEUCQC) women’s health
‘ /
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Communication plan

PRAC

DHPC and
communication
plan (in English)

EM VA
CHMP A o

Submission of
translated DHPC
to the NCAs

Patients
MAH

HC
MAH(S) N C PS Patients

AS

Dissemination of
DHPC

Implemetation of the

communicated
issues

Patients

. AN
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Challenges

 Translation of the DHCP — timelines and collaboration with the
MAHS

e Collaboration between MAHSs to issue one DHCP
 Dissemination of the DHCP
 Availability of the information for HCPs and patients

« Impact of the DHCP to clinical practice?

19
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NCASs need

PhV dedicated person for safety
communication and strong PR team

20
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DHCP In a case of a referral

Example
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Home BTG EOT T T8 Human regulatory  Veterinary regulatory Committees MNews & events Partners & networks Abouwt us

b Home b Find medicine b Humean medicines b Ref=rrals
European public SGLT2 inhibitors [ Emeil & Print @ Help B Shars
assessment reports

Patient =afery Summary Key fact: All documents

Pending EC decisions

withdrawn applications

Procedure

Pasdiatrics

More information on SGLT2
Rare diseas= inhibitors

designations Forxiga: EPAR

Invokana: EPAR
Jardiance: ERAR

Review of diabetes medicines called SGLT2 inhibitors started »
»
*
The Eurcpean Medicines Agency (EMA) has started a review of canagliflozin, ¥ Synjardy: EPAR
*
»
*

Medicines under

e Risk of diabetic ketoacidosis to be examinad

Medicines for use

outside the EU dapagliflozin and empaglifiozin, which are medicines known as SGLT2 inhibitors used to vekanames: EDAR

treat type 2 diabetes. The aim of the review is to evaluate the risk of diabetic Xigduo: EPAR

* Referrals keroacidosis, a serious condition that uswally develops in people with type 1 dizbetes
when insulin levels are too low. Meeating highlights from the
Article 5(3) opinions Pharmacovigilance Risk
. The review of SGLT2 inhibitors has been requested by the European Commission Assessment Committee (PRAC) 8-

Combined _hl:lr‘rnnna| follewing reports! of diabetic ketoacidesis in patiesnts on SGLT2 inhibitor treastment for 11 June 2015 {12/06/2015)
SIS L type 2 dizbstes. All cases were serious and some reguired hospitalisation. Alchough

Periodic safety update diabetic ketoacidosis is usually accompanied by high blood sugar levels, in @ number of

repart single these reports blood sugar levels were only moderately increased. These uncharacteristic

acsessments bloed levels could delay diagnosis and trestment.

EMA will now review all available data on the risk of diabetic ketoaddosis with SGLT2
inhibitors and consider whether any changes are needed in the way these medicines are
Veterinary medicines used in the EU.

Shortages catalogus

While the review is aongoing, healthcare professionals will be informed in writing of the
rizk of diabetic ketoacidosis and how to manage it. Patients who have any concemns
about their dizabetes medicines should consult their docter or pharmacist. It is important
that patients with diabetes continue to take their prescribed treatment and do not stop
treatment without first discussing with a healthcare professional.

Herbal medicines for
human use

A

-

al of 101 cases of diabetic kEtDECIdDEIS in patlems treated with SGLTZ inhibitors
-1 =
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Risk of disbetic ketoad is dhuri with: SGLT2 inhibitors
[INVDKANS [canagiiflozin], WOKANAMET [canagliflozin f metformin],
FORMIGA [dapagiiflozin], XGDUD [dapagiflozin f metformin], MREDIAMHCE I
[empagiiflozin], SYNIARDY [empagiflozin f metformin]]
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Direct Healthcare Professional Communication

Risk of diabetic ketoacidosis during treatment with SGLT2 inhibitors
(INVOKANMNA (canagliflozin), VOKANAMET (canagliflozin / metformin),
FORXIGA (dapagliflozin), XIGDUO (dapagliflozin / metformin), JARDIANCEl
(empagliflozin), SYNJARDY (empagliflozin / metformin))

Dear Healthcare Professional,

In agreement with the European Medicines Agency (EMA) and <insert NCA>, AstraZeneca AB,
Boehringer lngelheim and Janssen-Cilag International M.VW. would like to inform you of the following:

Summary

=  Serious, sometimes life-threatening cases of diabetic ketoacidosis have been reported in
patients on SGLT2 inhibitor treatment (canagliflozin, dapagliflozin or empagliflozin) for type
2 diabetes.

* Inanumberofthese reports, the presentation of the condition was atypical with only
moderately increased blood glucose levels observed. Such atypical presentation of diabetic
ketoacidosis in patients with diabetes could delay diagnosis and treatment.

= Patients on SGLT2 inhibitors should be tested for ketoneswhen they present with symptoms
of acidosis in order to preventdelayed diagnosis and patient management.

= (Casesofdiabetic ketoacidosis were also reported in patients with type 1 diabeteswho were

ven SGLT2 inhibitors. Prescribers are reminded that el diabetesis not an approved

24
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ketoacidace wbrco nokom prestanka primiene inhibitors SGLT2.
&% SGLTZ nije Dijabetidkn

ketoacidaza se obeéno razvija kada =u razine senaebie pojaviue kod
bodocrika s dfabetesom Cipa 1 te @ abifng Dl'ﬂﬂnn miﬂoﬂ'l raginem GUK-3 (14 mmolfl]. Medutm, o
am Beoju pons razine GUK-a su bile sama Hipirim

' Ligmt mije stwalen u promet o Bepsbbcl Wty
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Propisivali trehaga infommirat oI i [kaa 2o 5u; maining,
powatanje, anorcksijs, bol u abdemenu, jaks ed, e 5 o |
pospancst) ve i svietovati da odmah pocrade lijsinifki savjes ukobko osjete blio koji takay mak @i simpgom.
Préganala 5o pacieran lijetens SGLT2 inhibacrima testrati na ketoacidoou hlda- e prisutne nakove @
semptame mu:labnfllﬂuc acidoze, kako i se U slucaju sumnje na

SGLTZ i C Ereng pi . Ako |o ketoackiaza pmndzn:, potrebno je pochureti
WIHE mjene, kake b 58 Ona Eorigirala te e potrebno pratitl razine glukoze u krei
p wizik od [ @ spki mowe saviet e bili cdimak komenesian.
Poziv oo prijoujivanje l'rr.upn;fam
Sue sumnje na Apenciji o lijpek ove | medicrake proirecde (HALMED) putem:

= on-lne aplikacij= za prijavy ru.snojma doshapne Na intermeiskoj stramici wesw halned.hr. HALMED paziva
pdravstvena rednibe na koritenis oue apikaciie. @ko je ona primamo ramgengena za prifsve sumei na
muspojavy od strane pacijerata, kako bi proces prgguienis sumeg ne nuspofree bio $to jednostaeniji. Prijave
paslane owim putem jednako se boduju od straee Romore kac | prijve postane pedtom, belafakiom @

Koraakt slanjs prijawa putem cwe apliacje potretno je navesti u polju

wDodatni kamangan™.
* obrasca dostupnog na mernetskef stranci s halmeed he, Prijove jo mogude poslagl poitom (Ksawareka casta
4, 20 300 Tagreb), telefsksom (01 SRRS-110) ili elakiroeskom podicen u Wond fanmanhu (nuspojaveihalmed bel-

podaci o
W sheapa dodatnih pitanja ili & i i i 4 Vas obfatite & na koatakt podatios
ek od nile nesedenib rortki,
Turtkm Hadx bizka “KarLekn cicta T podan
u O Ry Tehha Sourca, Astraderecs doo
daw. REOUD Tag phanT Radrefics cesta B, 10000 Iagreh
A3 o in et ) Ted 1 DL AG2E OO Fa 00 AG1E F2E
el
Bostrnnges ASADMARCE (empaghficenl | Wima Joreasit | Bochenger ingeheim Zagreb dasas
Ingehaeim S HISALY Kokesdl i, de. el Ragrelics &0-5, 10000 2agreh
Tagrebdnn e pagal e stk ) Ted 1 DL 3844 600; Fau 1 DL BSAL-GES
e-rraik miima
[ Johrsen B jchesen 5.8 deo
Setwaan S E WORAMAMET o med Ovathorsdesd GH.LO0L0 Zagret:
e n agh Tk e e etfor Fain | Ted 1 0L B6E0 50, Fa6 09 BEGLG 75
vl USAFETF@Gngr. nj

et (el

Faljia Buunca, mag. pharm. mirna : xnlumﬂit,uz med.

Lokadra asoba @ tarmakoreiglanciu Lyl vy
ASFAZENTE A 0D, Bonnringes mpRissirt Zagah 200
:
.-~-1 lf.»‘-"bm‘\l,"_““-.x
el
Mﬂm Dalagia, dr. mmed,
S
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Cllml Boehringer Janssen)"' B

AstraZeneca Ingelheim

Zagreb, 09.07.2015.

Pismo zdravstvenim radnicima o riziku od dijabeti¢ke ketoacidoze tijekom lije€enja inhibitorima
SGLT2 [Invokana (kanagliflozin), Vokanamet (kanagliflozin/metformin), Forxiga (dapagliflozin),
IXigduo (dapagliflozin/metformin), ‘Jardiance (empagliflozin), 'Synjardy (empaglifiozin/metformin)]

Postowvani,

U suradnji s Europskom agencijom za lijekove [EMA) i Agencijom za lijekove i medicinske proizvode (HALMEDY),
AstraZeneca AB (lokalni predstavnik nositelja odobrenja: AstraZeneca d.o.o0.), Boehringer Ingelheim
International GmbH {lokalni predstavnik nositelja odobrenja: Boehringer Ingelheim Zagreb d.o.o.) i Janssen-Cilag
international N.V. {lokalni predstavnik nositelja odobrenja: Johnson & Johnson 5.E. d.o.0.) #ele Vas obavijestiti o

sljedecem:

Safetak
s« Kod bolesnika oboljelih od dijabetesa tipa 2 lijeéenih SGLT2 inhibitorima (kanaglifiozin, dapagliflozin i

empaglifiozin} prijavljeni su ozbiljni slué¢ajevi dijabetifke ketoacidoze, koji su ponekad bili opasni po Zivot.
* U odredenom broju ovih prijava, stanje se prezentiralo atipiéno, sa samo umjereno povecanim razinama
glukoze u krvi (GUK). Ovakva atipicna prezentacija dijabeticke ketoacidoze kod bolesnika s dijabetesom
moZe odgoditi dijagnozu i lijeéenje.
» Bolesnike lije€ene SGLT2 inhibitorima treba testirati na ketone u sluajevima kada pokazuju simptome

= miall - Fomlom Bt a; e 232 ¥3h e el db e 20 NFFP o o o o ot W3 LN L Lt
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Dissemination and availability of the DHPC

Example
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Agencija za lijekove i
medicinske proizvode

Agencija za lijekove i
medicinske proizvode

Dobrodosli na nase stranice

4 Arhiv 2014,

4 Arhiv 2013.

4 Arhiv 2012

4 Arhiv 2011,

4 Arhiv 2010.

4 Arhiv 2005,

o
i Rt mivabagren (Betmina)
04.08.2015.

novim zbog rizika od poveéanja krvnog tlaka uz

Dobrodosli na nase stranice

MEDICINSKI PROIZVODI

4 Cjenik usluga Agencije

PROMET; HRVATSKA U
PROIZVODMNJA | INSPEKCIJA EUROPSKOJ UNLJI

PISMA ZDRAVSTVENIM RADN

Maziv Datum

Sizme = revim g zbog riziks od  04.08.2015.

Astellas je sumdn]l s Agendijomn za lijekove i izvode (HALMED) i
= |.]Elm EMA) uputila pismo zdravstvenim mdnl(lrna © novim preporukama za primyenu lijeka mirzbegron
e R gL e R e
SaZetak
- Cebifni slutajevi b i3 i povid krvnog tlaka zabilje3eni su ked paci lijeenih

4 Javna nabava

srvnog Daks uz primjeny ij=ks mirsbegron (S=tmige)

Fizmo zdcavstvanim radnicima o novern nafing distrbucis 0105 2015
e =g

= teZlcom
ml.dﬂmm (Iak =180 mm Hg i duasmln & ki tlok =110 o Hag.
pocetha lijeteni= potrebno runi

hiper koja s= definira kao

redovito g= pratiti tijekom lpeenia, possbice kod

rabagron je indiciran za lijatanie

nkanietise lags oo oeha u adraci
PoviZen kv tak poznat fe rzik zs mirsbegron te j= ukijuten u
£ naken praciens

EMa-i, O=hiljni slua]ev

pertenzii
mirsbegronam, Uz wo prijsvieni su e ipsri=nzive ki

|nfurmacl)e 55 Bill navedeni Snugi Simbenici kel s 5
= tedi

4 O Agenciji povezan £ hipsrs Lz i
4 Cjenik usluga Agencije -

pertanzij
4 Javna nabavs

28

ald:lvnug plei e L

i
e cersbrovaskulamih | srianih dogadas
im od th sluéajeva bile su

4 sER

4 Medunaredns suradnjs

4 Predavanja i rad

- Keris

—

A Zakani i pra

Publikacije

4 Suglasnost

4 Posac i karijera

< = ziljzrm - .
prefak i otapalo za suspenziju 2= injekeiju = Erodulisnim
=zizbadanjzm

riziku oa 10.07.2015.  AstraZeneea
torima SGLTZ (Invakana, Voki Boehringer Ingelheim
imne==, Synjardy®) International GmbH i

tijekam Ejed=njs inki
Fordga. ¥igduo=, J=

Fizmo zdravstvenim radnicima o pritufbams na
prizutnasti krutog materijals vidljivag na poved
100 mg otopine za injekojs o rapumj=ne] Streal)

10.06.2015.  Swedish Orphan
Biovitrum (Sebi)

Tamakinra)

PFizmo zdravstvenin radnicima o riziku od klinitki znatajnif aritmija 11.05.2015. HALMED
iekava
[Erem—

=t pravilee 24.02.2015.  Agmar d.o.s.
srigrams | primizns ljskeys P2 =1 42, Slimal NIE | Slimal N22
rrutzije Ta infuziju Thog rziks oo medikas]skin pogreek

ixma = prvam wtajn 24.02.2015. Mowartis Hrvatsis

ﬁa(rebno]e Tarmjaritl na poteky Fetenis 1o 43 redovite pmmtl Sickom [Gattnis, pastbics U pacienata 5
i jom.
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. SERVIER PHARMA d.o.o.

o T

= sEmvaEs

Pizmo zdravstwenim radnicima o podsjamiku na uviete primjens
Frocoralana/Corlentora za simptomatske lijeéenje kroniéne stailne angine
pektoris zhog izbjegavania mogude spasne bradikardije, dok se procjenaju

rezultati kKliniEkog ispitivanja

U Zagrebu, 11, liprga 20714

Pogiowani

i pwpdng 8 Ewrapskom ag z8 liskows [EMA} i Ageeciom za ljekave |
CHALMED|. Les Laboralares Server | Servier Phama doa. i
FilanU veZanom LE sguinasl primpEne Ejekous Procomlanic
kimitkiog  ispilvanja SIGHIFY  pakara al
KomBinranog nzka kardcvaskulame smnnost

£ waperedhl 3 placenom o prethcon dafl
[ - L vide prama Kanadskij koo
| pocaci ukangu na 1o da su b Steini kardovazkulani ishodh napjecjalnge powezani = céjnam
< G otkucaia u minuti; meduim | dalje se ooraduju pedaci i@ kinkkoag ispilivanja
BIGHIFY kako bi s= azumpsio kako i podaci uljtu na kinekku grimjera ivabradins

adicinehe promvocks
noWam sigumosnam
Frabminami rapadiati
A slalislithi znateinog  povidenia
ril3 mMiokarda vEZanog UT EOmiEny
iping bolasmika S8 SEMpOmMEEkan

U meduereiienu, kako bi 55 Zhisgla OoEnana Dradkandips 2660 YAk Dodsielit ne sheaecs

Sajuiak;

= Inicijalné podaci ukazugy g su BEebni hardiavaskulaesi ishedi vidoni o klisigsom ispitieanju
SMEHIFT majviercjatnipes povezani & cilinom sréanom frebvencijom < G0 olkucaja o minut
Lijeianjs £ mora prokimutl ako sréana frokvencija u mrcvanju postane preniska il perzistiraju
simptomi bradekcand ije.

- u =] doza i Jn S g Eem pata fe dan, Dora sdrkeesnia ne
amije prelaziti 7,5 mg dva puta na dan.

»  UkoSko se nestavi usporevaeli solane frekvamcia u mi ju, ili w beol B nastupe s
kofl su poveranl = bradikardijom, doza se mors Siricel ne s, aklBESjUED meauEsas)
peimfene doze od 2.5 mg dva puta na dam.

s Dora &8 mEkos lijpéena of b o Catin fedna mode povedati na 7,5 mg dva puta na dan,

wholiko terapijski odgowar ne § chen puta e dan mije dostaten | ake se dors od 5 mg dobeo
podmosi. Potrebnog jo padijivo pratiti uinak powidesnja doze na sréana frekvenciju

- s primjanu

= 9 kalcia ko
wEporavaje 5r¢"r|u lrukvur-c'u ka f10 g veragamil

= Holosnike so tijekom lijedenja vabradinom mosa pakijive pratizi thog mogude pojave pn-n.nLn
ariane fekvemcije u mirowanju Il simpioma koji su povezans s bradikardijom. Li
bolesmika kaji benuine urimajs ivabraden raka a6 revidinatl ake & 10 potrebng.

Dodatne, sdrawstvens dislatnike se podsieis na aljodeis:

- i T amgine pakrorie o odreslih
boleanika 5 korenaringim belesti aroa & noamalnim senusnim ritmom.

= Ivabfadin & ne primjanjule o preog Bmi, ali je indicivan;

u  odrasiih koji me [ sk @ ili je mjihova  prenjena
Koeeai

Addrcsa: Task
Trpoveihs vaul Fagr

Eiro Teturs Z50

N—HALMED

SERVIER PHARMA d.o.o.

Pisma o I prepor za
smanjenje ririka od kar i vefhoe bradikardije
fCorfentor (ivabradinhidrokiorid])

= pr Pr
U Zagrebu, 10, proseca 2004,
Pradlawans,

u ununﬁ 5 Eurnpsioom agencijom za Wekowe (DA} | Agenciomr e lijekove | madicinska proizvode
ires

[HALHED), Les Labaorato Server | Servier Pharma doos, Beke wvas chavistiih o novin
prepondaiTs I3 primienuy rabradine s e rivika k. kslarnin i beflu
bradicardiju.
Safetak novih preporuks;
-
- ilﬂlmllmjulril" o )
u.é.l-u'!noltuujaum-t-l.
= LijeEenje ivabradinom treba prekinoti ukolike ne dode do poboljSanis simptoms
sngirs wnutar 3 mjesess.
- P = i je  sada
omtraimdicirana.
= Prije W u moze hu!eﬂuul-llel
pradenje mjerenje seiane frefoeencje,
ZFd-satno pradenje.
= u B rizik za razwo] fbrikscije atrijs te
nm preparstuje e
fibrilacija atrija potrebne je poiliiwo reomotritl emier kosisti | sicike sa nastavak
lifefenia ivabradinom
=a
- 1= bl s kronidmom
kaji ne Wi im e bt
il - " = beta ma w foojil
= beta
= Pobetna dora ivabrading me smvije Bt veda od S mg dva puta na dan.
+  Mko Bolasnik | daljs ima simptomse nalon 2 do 4 thedna Meenis, doza se smije

powedabi na 7,5 mg dva puta na dan ukoliko j-pm-dow-hll-dvh\op@dml

cija =
treha

[ Aoz na

* Doza odriavanis ne smije biti veds od 7,5 mg dva puts na dan.

- sc srEnnn
o muimukd, 8w

w
ki sy p =

Tutkansrwa 17, 100 Fagoeh, Tir sk, (et DO § 3006 333_oc (N085 1 A6 59
lu-dZ-pvbh:-w-'m L PABS RN E Ternelnd kagrital STUTEIN Kn pladen w civlosti; WES 1707314
CHE FPR1741 7087, Cieeitor: Parms Coasrion: oy DERADDE- |1 B MR aterner ki o Mo bank #uiria 24,

Swmniea 103
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Collaboration with patient organisations
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Croatian patient or

T

13
L&
EURCRDIS
Fars Deseses Emrope
Hrvatski savez
Zza rijetke bolesti

orphanet

Eurordis

Orphanet
EURORDIS is a non-
governmentasl patient-driven

slliance of patient

Orphanet is the reference

portal for information on rare

diseases and orphan drugs. for
all sudiences. Orphanet's sim

organisations representing 646 is to help improve the

rare diseass patient

organisations in &0 countries.

HDRB

Stusranje mrefe

weanw eurordis.org

nstitucialosoba ukdjudenin u
diagnosis, care and treatment
of patients with rare diseases.

CroMSiC

YO 1
EGA

=zhrinjavanje osoba oboljelih od

woww orpha_net

h poremedaia i

The EGA is s pan-Eurcpesn
umbreila group representing

the interest of Gaucher
Patients and those of nan

promicanje swih vidova
zdravstvene zsitits oboljelin.

CroMSIC

CroMSIC — Crostisn Me
wewrw rijetke-bolesti org

profit Gaucher Patient Groups

Students” Internations]

Committee je neviadina i
neprofitna udruga studenats
medicine u Republici
www eurogaucher org Hrvatskoj.

whwnw_crom

hr

Prijava nuspojave

32
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Newsletter prosinac 2013.

Hrvatski savez
zarijetke bolesti —

Kako bi zastitio javno zdravlje na N E B I ST E

nadin da osigura sigurne, SAMO TAKO PRESLI
djelotvorne i kvalitetne lijekove, PREKO OVOGA...

HALMED kontinuirano procjenjuje

---.PRIJAVITE

omjer koristi i rizika primjene
lijekova i nakon staviljanja u N U SPOJAVE - v
NA LIJEKOVE “

promet. Pri tom su nam prijave Kako prijaviti nuspojavu? -
Izravno putem ints eskesxam ,‘/ A
- = = www.hal
nuspojava dragocjen izvor Slanjem obrasca za prijavu nusoofa odresy
A za i (, (HALMED),
informacija. Zdravstveni radnici i Ao 10600 Zagret
01 4884 110 i _ |
s . 2 2 Elek: ks 2 ad:
proizvodacdi lijekova u Hrvatskoj el ar‘“ .
KONTAKTI = - s
imaju zakonsku obvezu prijav- A1 METS
] P N—HALMED
ljivanja nuspojava. Nuspojave -
S —
Pratite nas: s PPl e 2 S is
n ,.3 mogu prijaviti i bolesnici/korisnici
(» 2
liigal Sk d it jicel i id i o 2 id i i ii ol - i Anici =
el == == — | - P == | | = v Er=——— ||| E ]
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Mjere minimizacije rizika (MMR) - Pregled lijekova s dodatnim MMR odobrenim od strane

HALMED-a

Mjmr= minimizscije rizika (MMR) =u dodatne mj=re koje == uvods kaks Bi == sprijefils il smanjila moguénost pojave
nuspojave powezanif s izlofenoffu lij=ky ili keks Bi == smanjils nfihova tefine. MMR s= uvods kod pojedinih fjekava
%ijm primj=na nosi specififne rizike i koji stoga ne Bi megli biti ili ostati cdobreni Bez navedenif dodatnif mj=ce.

Ohe= mj=re mogu biti regulstorne ogranienia u primjeni [ij=ka i =dukstivni mat=rijali, primj=rics knjifica, brofurs ili
Fopis &ji j= cilj poboljfati razumijevanie coredencg riziks li czbiljrosti.
Ako J= kao MMR progisan =dukativei materij=l, on mofe biti namijenj=n zdravstrencm radnike (lij=dnik, J=karnik,
medicinska sestra...} ili kerisniku Ej=ka (bol=snik, skrbnik, roditelj, partner..) kojem &= prufiti informacijs o potresi i
namj=ni dodatnifh mjera opreza. Ako su MME namij=nj=ne bolesnicima, meterij=iz £= dobili putemn lij=Eniks il
Ij=karnika. S=ms lij=kovi = nacione=lnc odobrenim dedatnim MMR mogu biti na rfiftu. Sadriaj MMR-2 cdobrava
Agencifa za lijekove | medicinske proizvode (HALMED), a sdravstvenim radnicima if distribuiraju nosit=lji cdobrenjs
z= stavijanje lij=ks u promet.

Fregled lij=kova s dodatnim Mj=rama minimaliz=acije rizika (MMR) odobrenima od stran= HALMED-=2 dostupan j=
wdje. Meki o navedenif lij=kovs imefu istaknut simBeol okrenulog istostrenifnog croog trokuta. To znafi da == taj
lij=k nalazi pod dodstnim pradenjem. ViSs informacija o svrsi i nafine dodatnog pradenja moguds je pronadi owdje_

U sljed=foj tablici dostupan je popis MMR-a u _pdf formatu:
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Maziv lijeks

Drjelatna twar

Indikacija

MNositelj

Edukacijski

odobrenja [T oo
Logest 0,02 oblofen= {ge=stoden, Oraln=s
mg / 0,075 takiste stinil=stradicl) kontracepcija  d.o.o
mg oblot=ns
tabl=t=
Qisira filmom  oblofens {==tradicl, Oralns
obloZ=ne takiste di=mogest) kontrac=gpcija
tabl=t= lijeEnike
i . ) [wesrzija 1)
¥asmin 0,03 fikmom {=tinil=stradiol, Oralns Bayer
ma /3 mg oblofens drospirenon} kontracepcija  d.o.o Materijali
filmom takiste —
cbloi=ns bolesnika
tabl=t=
¥az 0,02 filmom il=stradiol, Ciralns Bayer
ma /3 mg oblofen= drospirenon} Kontracepcija
filmom takiste oy
chbloZ=ne (verzija 1)
Ell=is Popratna
Adexa 0,03 fikmom {=tinil=stradiol, Oralns Farmal
mg + O.15 oblofen= I=wonorgestr=l} Kontracepcija  d.d.
mag filmom takiste
"‘t_. T obloiene
souitice wanvner 1 M .
E=tal 0,03 mg filmom (=tinil=stradiol, Oralma Farmal ljekarnilke
s + 2 mg oblciene klormadinon) kKontracepcijs ..
‘ filmam tabizte
obloZ=ne
tabl=t=
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janssen J© S

i i eptind —edilloadj dinnaderall za Hjetnde i padjentice
Fociommard,

Fapur doo, Faomal 44, Mexh fhap & Tehoe doo, findes deo. i Tohkox@Tohmion FE deo, m
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¥AZNE INFORMACIJE O LIJEKU I RIZIKU
0D KR¥MNIH UGRUSAK A

Svwi kombinirani hormonski kontraceptivi (KHK) powisuju
rizik od nastanka krvnog ugruska,

ie nizal:, ali ugrusci mogu biti ozbiljni te mogu o rijetkim sluZajevima imati
srmirtni ishod.

“Ho je waino prepoznati stanja kad imate wigi rizik od nastanka krwnog
ugruzka, znati na koje znakowe | simptome morate paziti t2 Sto morate
poduzeti.

U kojim slufajevima je rizik od nastanka krvnih ugrufaka najvisi?
- U prvaj godini primnjene KHE {ili kad se ponovno po&inje s
primjenom nakon stanke od 4 ili vife tjedana)

- Ako ste vrlo pretili

- Ako ste stariji od 35 godina

- Ako je netka od Elanova Wase ufe abitelji imao krvni
ugruzak u miladoj dobi {npr. mladi od 50 godina)

- Ako ste rodili u prethodnih nekoliko tjedana

Ako pufite i stariji ste od 35 godina, strogo Yam se sawjetuje da prestane te
pugiti ili da karistite ne-hormonsku metodu kontracepcije

Hitno potraZite lije€nitku pomoé ako primjetite bilo koji od
sljededih simptoma:

- Jaku bol ili oticanje jedne noge koja moZe biti popragena
osjetljivoiéu, povedanom toplinom ili promjenama boje koZe, npr

ako poblijedi, pocrveni ili poplavi. Mogude da imate duboku wvensku
trombozu.

- Iznenadni neobjasnjivi nedostatal: zralkka ili ubrzano

dizanje; oftra bal u prsiftu koja se moZe pojacdati kod dubolkog disanja;
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Other ways of communication

The theatre example
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Antiepileptics
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Questions?
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Thank you for your attention

Further information

Viola.Macolic@halmed.hr

Juan.Garcia@ema.europa.eu

Agencija za lijekove i medicinske proizvode

European Medicines Agency
30 Churchill Place » Canary Wharf « London E14 5EU * United Kingdom

Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555 Tel.: +385 1 4884 100 (Centrala) e Faks: +385 1 4884 110

Send a question via our website www.ema.europa.eu/contact
E-posta: halmed@halmed.hr

Ksaverska cesta 4, 10 000 Zagreb

Follow us on % @EMA_News www.halmed.hr
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