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Why . do we control
medicines?




Medicines and Medical Devices Agency of Serbia (ALIMS) was founded
on 18t October 2004 by the Law on Medicines and Medical Devices

(“Official Gazette of the Republic of Serbia” No. 84/04 and 85/05 —
another law).

Medicines regulation and control since 1930’s (Pharmacy Institute, etc.)

www.alims.gov.rs
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Pharmaceutical Market in Serbia \O

Medicinal products for human use: 5,838
Medicinal products for veterinary use: 944
Medical devices: 27,744

www.alims.gov.rs




Results in MA/Renewal granting \(')

and medical devices registration in 2013.

Issuing MA for human medicine — 295
(39 new medicines, 9 orphan)

Issuing renewal of MA for human medicine — 498

Entering Medical Device into the register of Medical Devices — 3.660

www.alims.gov.rs
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In 2010, the second Law on Medicines and Medical Devices ("Official
Gazette of the Republic of Serbia”, No. 30/2010) was put into force.

ALIMS experts participated in:

» development of the law within the framework of the Working Group of
the Ministry of Health of the Republic of Serbia

» development of the sub-laws and regulations (14 on medicines for
human and veterinary use, 6 on medical devices)

Currently, ALIMS experts are involved in a new law draft
compilation process.

: www.alims.gov.rs




Importance of new legislation and goals E—

related to quality of medicines

» Achievement of European standards

« Harmonization with the EU regulation

e Maintenance of the quality of medicines on the market in Serbia

» Strenghtening of domestic industry

e Putting domestic medicines on the EU and other markets
 Achievement deadlines in MA procedures, renewals and variations
 Development of closer cooperation with other regulatory bodies

* Review and overcoming the weak points in existing legislations

e Increase of manufacturers inspection both in and out of Serbia

www.alims.gov.rs




The Agency is authorized to:

1.

Issue marketing authorization for a medicinal product, decide on the amendment,
renewal and transfer, as well as termination of the marketing authorization for the
medicinal product;

Perform the registration of a medical device in the Register of Medical Devices,
decide on the amendment, renewal of registration, as well as the removal of the
medical device from the Register of Medical Devices;

Perform registration in the Register of Traditional Herbal Medicines, and the
Register of Homeopathic Medicines;

Issue authorization for clinical trials of medicinal products and medical devices,
decide on an authorization amendment and a protocol on the implementation of
clinical trials of medicinal products, make decisions regarding the registration of
clinical trials, control the implementation of clinical trials;

monitor adverse reactions of medicinal products (hereinafter referred to as:
Pharmacovigilance) as well as adverse reactions of medical devices (hereinafter
referred to as: Vigilance of medical devices);

Issue certificates for export of medicinal products and medical devices in
accordance with WHO recommendations;

Authorize the import of medicinal products and medical devices for the treatment of
a particular patient or group of patients, and medicinal products or medical
devices for scientific and medical research;

www.alims.gov.rs



10.

11.

12.

13.

14.

15.

16.

17.

Perform classification of medicinal products and medical devices;

Approve advertising of medicinal products and medical devices;

Perform the collecting and processing data on marketing and consumption of
medicinal products and medical devices;

Provide information and recommendations for rational use of medicinal products
and medical devices;

Integrate into international information networks on medicinal products and
medical devices and agencies in charge of medicinal products and medical
devices and their associations;

Participate in the planning and implementation of systematic control of medicinal
products and medical devices and taking random samples from the market;

Give opinions for the import / export of cell and tissue samples for clinical trials
with medicinal products;

Perform quality control of medicinal products and medical devices;
Prepare expert publications of the Agency jurisdiction;

Perform other activities in accordance with the Law.
' www.alims.gov.rs




ALIMS mission is to contribute to the accomplishment of the basic
human right to quality, safe and efficient medicines and medical

devices accessibility as well as to promote and enhance human and
animal health.

ALIMS vision is to be a modern, efficient and socially responsible
Institution.

P walims goure




ALIMS performance is based on four basic principles: C—

social responsibility, leadership, trust and quality.

ALIMS is certified by SGS, the world’s leading certification
company from Switzerland, for:

» Quality Management System (QMS) SRPS ISO/IEC 9001:2008

» Environmental Management System (EMS) ISO/IEC
14001:2005.

In 2013, ALIMS National Control Laboratory was certified for
ISO/IEC 17025:2006 by National Accreditation Body.

4

01-392

AKPEAWTOBAHA
NABOPATOPUIA

3A UCNUTUBAHE
SRPS ISO/IEC 17025:2006

www.alims.gov.rs




Development of National Mmmw O
(NCL)

* Full member in the Official Medicines Control Laboratories Network
since 2004. ALIMS is also national pharmacopoieia authority in
Serbia and part of European Pharmacopoieia (Serbia is from 1991.)

 In the WHO prequalification of vaccines project, a comprehensive
analysis of ALIMS regulatory processes, including quality control,
was performed. Necessary improvements are done in preparation
for a review of the regulatory capacity of the control of domestic
vaccine manufacturer.

 In 2013, NCL was accredited by the National Accreditation Body
(ATS) for the compliance with the SRPS ISO/IEC 17025:2006
standard requirements.

 In 2013, NCL was audited (MJA) by the European Directorate for
Quality of Medicines & HealthCare (EDQM) in accordance with the

1ISO 17025:2006.







Clinical trials

By the provisions of the Law, the procedure of obtaining
authorization for conducting clinical trial is fully regulated in relation
to the obligations of the sponsor, the responsibilities of the ethics
committee, insurance of the patients, and control of the clinical

trials conduct.

www.alims.gov.rs




Overview of the clinical trials in Serbia \O
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Number of approved trials

748 clinical trials in total

Period active completed

01.01.2005 - 01.01.2014 353 395

www.alims.gov.rs




— .
Approved trials (by phases) O

Phase/Year 2011 2012 2013
I ) 3 4
[ 20 24 22
1] 64 69 /3
IV 7 38 7

www.alims.gov.rs
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Clinical trials - indications O
Oncology 19 22
Psychiatry 8 11
Pulmonology 11 6
Cardiology 4 19
Neurology 7 12
Pediatrics 13 3
Rheumatology 14 7
Endocrinology 7 12
Gastroenterology with
hepatology % !

www.alims.gov.rs




Clinical trials - goals

To continue shortening the deadline for issuance of
approvals to conduct clinical trials

To Iincrease the number of clinical trials

Further harmonization with EU regulations

Central Ethical Committee and parallel procedure
Transparency of clinical trials (general and professional
public)

www.alims.gov.rs




Benefit to society \O

 Availablility of the latest therapies for patients
« Availablility of the latest diagnostic procedures
« Better care of patients

 Education of the research team
 Promotion of our doctors and country
 Financial benefit

. www.alims.gov.rs




Beginnings of Pharmacovigilance in Serbia O

e e 1994 — Clinical Centre of
e sie Serbia
£
g i .
O = e 2000 — Member of the WHO
el e T Programme for International
el Drug Monitoring
M:“'L; mﬁma w
SO - (N P « 2005 — Medicines and
b, B3 Medical Devices Agency
= of Serbia (ALIMS)

www.alims.gov.rs




National PhV System O

Main stakeholders: ALIMS
27\

HEP — MAH

> National Regulatory authorities: Patients
* MoH — PhV Inspection
 ALIMS - National Pharmacovigilance Centre (NPC)

» Marketing Authorization Holders — MAHSs
 Local QPPV

» Health Care Professionals — HCPs

> Patients

Constant cooperation and shared effort in national PhV
system strengthening and better health protection

www.alims.gov.rs




o TTTTSGE—— .
National Pharmacovigilance Centre - NPC O

 ADRSs spontaneous reporting — collecting and assessing ADRs case
reports, signal detection, alerts, communication (HCPs, patients, MAHS)

 ADRs national database — WHO-UMC VigiFlow Database
e PSURSs assessment
e RMPs assessment

* Risk minimization activities, risk communication (Dear HCP Letter,
Newsletter)

« Urgent safety restrictions

* Regulatory measures — variations, drug restrictions/ recalls/ suspension/
withdrawals

« Continuous maintenance and improvement of the National PhV system

» Educational programme for HCPs and MAHSs (seminars, workshops,
publications on drug safety and spontaneous reporting, professional
brochures, leaflets, booklets, etc.)

: www.alims.gov.rs




Centralized PhV system

HCP

Coordinators gg gwCoordinators
for PhV

DI

In the previous period, ALIMS has developed two databases of MAH’'s QPPVs
for Serbia and PhV coordinators who are MDs and pharmacists from health care
institutions

ALIMS is making efforts to make an interactive professional relation with HCPs
through providing them with a feedback by the assessment of ADR cases they
have reported.

New safety findings are also sent to the HCPs by ALIMS, particularly the ones

or-newitEs ™ waaims goure




ADRSs - Spontaneous reporting

MAH
QPPV for Serbia

cnb CIOMS |

form

ADRSs Case
Report

_

HCP
Patients

ADRs Case
Report

Feedback
ADRs Case
Assessment

ALIMS - NCF
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Obpasan sa npajassusame HEAE BEHIX PEARIILIA HA CIEK (HP. 1) 5 s1pascrsesor painmss

H

CENTRE

www.alims.gov.rs
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Bpoj:
A . Créui M-meji: NC . R o
reHIMja 3a iekoBe M MeIMIHHCKA cpencra Cpouje www.alims.gov.rs Tym: .
HII® 6p: C30 6p:

Pernonajnu uenrtap 3a GpapMaKoBUTHIAHILY

OGpa3san 3a npujaBbuBambe HEJKEJbEHUX PEAKIIUJA HA JIEK (HPJI) 3a 31paBcTBEeHOr pajHuKa

Vkonuko cymmame 0a je nedice/bena peakyuja y 6e3u ca npumMeHom jeOHo2 unil Guile 1eKosa/sakyuna, Moaumo Bac oa nonynume osaj obpasay u nowamsume 2a
nowmom, gpaxcom unu u-mejnom. Hemojme odycmamu axo Bam nexu nodayu nedocmajy. Joeomna je camo cymma na nexcemeny peakyujy. Hexa Bam ne 6yoe
metuko da nonynume obpasay, jep nodayu Mozy Gumu sHavajuu 3a 6e36eoHy npuMeHy 1eKo6a

1. HOJAIIM O DAIIMJEHTY U HEXKEJbEHUM PEAKIIUJAMA HA JIEK (HPJI)

Wuynmmjam™ Jatym pohema Crapoct™ | Texuna | Ilor* TIOYETAK HPJT* 3ABPIIETAK HPJI Ja n cmarpare HCI‘IO;'BE:HC
Om Jlan ‘ Mecel ‘ronuna Jian ‘ Mecel ‘ rojiMHa peaxiije 036 b iiM?
oz ‘ ‘ Ona OHE

JOIMMUC PEAKIIMJA* (3Hauu wiM CUMITOMH, YKJbydyjyhu peneBanTHe nojarke 1abopaTopujCKuX TeCTOBa): O3HAYHMTH N10/bA
yxosnko je HPJI
y3poKoBaja:

O empr
P

[ susotuy yrposxenoct

O yxobyueme wmn
Ipo1yIKerbe GOTHIIKOr
neuema

[ tpajuo wm remko
ourreheme/MHBATHIHOCT

[ xonrennTanHe
VINJATHO3A / CHHJIPOM HCITOJbEHNX PEAKITAJA: aHoOMalje
[ meanuuncku snavajo

IMPUMEBEHA TEPATINJA 3A JIEUERE PEAKIINIA: ;
VKOIHKO HeMaTe 10BOJbHO IPOCTOPa, MOIMMO Bac 1a npuiio:kuTe 101aTHE CTPaHe 0BOM ofpacity. cTarse (HapecTH):

MCXO0[ [ onopasak Ge3 [ onopasak ca [ onopasak y [ nema O empr [ Henozuaro
HPJI: MocIenIa HocIenuama TOKy onopaBka
2. MOJAIIA O JIEKOBUMA 3A KOJE CYMIHLATE JIA CY JOBEJIA 10 HP.JI
JIEKOBHU 110 CYMBOM* Hauun Pexum TIOYETAK
(samrruheno ume, INN, o6k, jaunna, nponssobau, 6p. cepujc) npumene | J03upama VHIAKAIIIA [IPUMEHE KPAJ IPUMEHE

HEXEJbEHA PEAKIIUJA JE IPECTAJIA HAKOH OBYCTABE ITPUMEHE JIEKA: | HEXXEJbEHA PEAKIMJA CE HIOHOBO JABWJIA TTOCJIE TIOHOBHE

TIPUMEHE JIEKA:
O na [0 HE [J HENO3HATO O oA [J HE [J HENO3HATO
3. 10JAIIM O UHCTOBPEMEHO IPUMEKLUBAHUM JIEKOBUMA
OCTAJIM NPUMEBLUBAHH JIEKOBU Hauun Pesxum TIOYETAK
(3amruheno ume, INN, o6k, jaunna, npoussohay, Gp. cepuje) TpUMEHE | JI03Mpamba VHJIAKALIAIA TTPUMEHE KPAJTIPUMEHE
4. BAJKHU AHAMHECTHUYKH NOJALIM
(anepruje, apyre Goectn, TpyaHoha ca ATYMOM HOCIC/IbE MEHCTPYALM]E, ATKOXO, MYLICHE 1 1)
5. HOJALIM O U3BELITAYY OBOI' CTYYAJA HPJI
HMme u npe3nMe*, cienujaaHoCT: M3Bemrau je: Bpcra npujase:
VeranoBa*: [ npeo npujapmupmme cyuaja
L] Jtexap [ nonarre ungpopmanmje o seh npujasmerom
Anpeca: [ ®apmaneyr .
ciyuajy
. [] Cromarosnor - -
Tenedon: H-mejn: [ Ocranu (nagectn): TIpujaBa ce 0HOCH HA HEHHTEPBEHIIMICKO KIMHAYKO
MCTIHTHBAE:
Tlornuc: HMarym:

www.alims.gov.rs
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Bpoj: °
Arennuja 3a JJeKoBe U MeMIMHCKA cpencTBa Cpouje wwwalims gov.rs Jlarywm: o
HILO 6p: €30 6p: C

Pernona/inu menTap 3a papMakoBUTHIAHILY

O6pa3an 3a npujaBbuBambe HEJKEJbBEHUX PEAKIINJA HA JIEK (HPJI) 3a nauujenra

Vkonuxo cymmwame oa je npumena nexa 0osena 0o nedgicesvene peakyuje, nonynume 06aj odpasay u nowamume 2a
nowimom, pakcom unu u-mejiom.

1. IOJALM O MAIMJEHTY U HEZKEJbEHMM PEAKIIMJAMA HA JIEK (HP.JI)

HWunumjamn™ Jlatym pohema Crapoct® | Texuna | ITon* TIOYETAK HPJT* 3ABPIIETAK HPJT

1) YMp p
[OM | aan | wecen |rommna| smam | wmecen | romuna | HPJIje Gmma:
oz \ | | |

[ ymepena
O HeINpHjaTHa, ajli HHje
YTHIIAIa Ha CBAaKOHEBHE
AKTHBHOCTH

OIMMC PEAKIIUJA* (3HALM HINX CHMITOMH, YK/by4yjyhH ofaTKe JaG0paTOPHjCKIX TECTOBA):

[ raxsa a je yrumana na
CBAKOJHEBHE AKTHBHOCTH
[ raxsa na je yspoxosana
nocery Jiekapy

[ raxsa na je yspoxosana
GOTHHYKO Jeyeme

[ raxsa na je yspoxosana
TemKo 06obeme

[ raxsa na je yspokosana
cMpT

[ apyro (nasectn):

VYKOIHKO HeMaTe I0B0/bHO NPOCTOPa, MOIMMO Bac 1a npuJIoKuTE 10aTHE CTPAHE 0BOM ofpaciry.

ucxon [0 onopasak, vema [ omopasak [ jour ysek cy mpucythn [] moropmame [J cmpt [ uenosunaro
HPJI: BHILIE CHMIITOMA Y TOKY cumnromu HPJT CTama

2. IOJAIIM O JIEKOBUMA 3A KOJE CYMIbATE JIA CY JJOBEJIA 10 HPJI

JIEKOBHU [1OJ1 CYMBOM™* Havamn Pexcn PA3JIOI [IPUMEHE JIEKA TOYETAK KPAJ [TIPUMEHE
(nasue neka, npon3seohau) MpUMEHEe | J103Upamba TIPUMEHE

HEXEJbEHA PEAKIIMJA JE HPECTAJIA HAKOH OBYCTABE IIPUMEHE JIEKA: | HEXXEJbEHA PEAKIIMJA CE IOHOBO JABWJIA TTIOCJIE TOHOBHE
TIPUMEHE JIEKA:

O A [ HE [0 HEMO3HATO O 1A [ HE [J HEINO3HATO
3. NOJAIIM O UCTOBPEMEHO IPUMEBLUBAHUM JIEKOBUMA
OCTAJIM MIPUMEHUBAHU JTEKOBH Hauun Perin PA3JIOT TIPUMEHE JIEKA TIOUETAK KPAJ IPUMEHE
(1asuB jieka, npou3ssohay) TpUMEHE | JI03Mpama TTPUMEHE

4. BAXKHU JOJATHHU MMOJALA O NALIUJEHTY

(aneprue, Apyre GonecTH, Tpyioha ca ATYMOM NOCACIILE MCHCTPYaLUIje, ATKOXOM, MyLICHse 1 C1.)

5. NOJAIIM O OCOBH KOJA IMTPUJABJBYJE CIIYHAJ HPJI

HPJI ce ncrosbuna: 'YKOJIHKO eJINTe, yIHIIHTe KOHTAKT MojaTke Bamer
H3abpanor jiekapa:
Wme n npe3ume*: [ Bava P P
. Hme u npesume:
Anpeca*: OB
alleM JeTeTy Veranoa:
[] Hexom apyrom
A Anpeca:
Teaepon: H-meja: (HaBecTH): Ap
Tenedon:
MoTnuc: Jatym: b

www.alims.gov.rs

“Obasesno nasectn nojatke Xeana wmo cme npujas



New Pharmacovigilance legislation in Se

Specific objectives:

» Clear roles and responsibilities

 Engage patients

 Encourage HCPs

» Legal base for regulatory actions

* Legal base for risk management

* Increase proactivity and planning

* Increase transparency and provide better information on medicines
 MAH s local PhV system strengthening

« national PhV system strengthening

« Better public health protection

: www.alims.gov.rs




Challenges O

* Improving ADRs reporting (reports quality and annual rate)

* Intensifying implementation of PhV in medical practice (more
seminars, workshops, publications)

* Improving ADRs reporting by patients (new bylaw)

* Increasing transparency (ALIMS web site)

* Vaccinovigilance — connecting with the national immunization program
» Crisis Management

 NPC capacity limits (personnel increase, processes rationalisation,
etc)

* PhV Inspection development

www.alims.gov.rs




New Pharmacovigilance legislatio

Alm
Maintenance, strengthening and improvement of the National PhV
System to enable signal detection, risk identification, characterization,

assessment, minimization, communication and prevention, in order to
have safe and rational therapeutic use of medicines

Collaborate together to better
protection of public health

. www.alims.gov.rs




Pharmacovigilance in Serbia - Results ( ;
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Educational materials
- pharmacovigilance

Bezhednost
lekova

Agencija za
lekove i medicinska
sredstva Srbije

BILTEN Berbednost lekova » Broj 1 « jul 2012,

Bilten ,Bezbednest lekova" Agencije za lekove | medicinska sredstva Srbije
(ALIMS) namenjen je swim twenim radnicima sa ciljem da dobiju
ldju¢ne informacije | savete u cilju ostvarivanja
bezbednije primene Lekova.

Bitten pre swega sa sobom nosi nove vaine berbed-
nosne informacije koje je doneo Vili odebrie ALIMS
(nova vaina upozorenja | mere opreza, ogranitenja u

indikacijama leka, nove kontraindikacije, smanjenje e ja djivanje, 15
preporutene doze, nove vaine nefeljene reakcije ko- o prijawji loci k

je mogu ugroziti bezbednost pacienata, vaine izmene od ik Uspeh

na restriltivniji refim izdavanja leka, npr. sa BR na R, u direking ik
retkim slutajevima prestanak vafenja dozvole za lekili u prijavijivanju suspelktnih nafefenih reakrija

njeno priviemeno stavljanje van snage iz bezbednosnif

razloga i poviatenje leka iz prometa), ali | opSte infor- Zdravstveni radnici u svom svakodnevnom kontaktu

sa i u i
primeeni lekova, prei su u prilici da posumnjaju na ne-
feljene reakcije na lekowe kod svojih pacijenata. Stoga,

treba da re-

madije, savete, podsetnike koji Vam mogu pomod u
rutinskoj profesionalnoj praksi

Bilten je nastac kao jedna od preventivaih aktivnosti

u cilju rizikom, akije | sumnju na njih, onda kada i ne postoje pou-
berbednosti pacijenata u folous | samim tim oberbe- zdani dokazi o urreéno-posleditne] povezanosti sa
divanja o, u cilju Zaktit

lgentiet lkniji
reakciju ALIMS £uva kao poslownu tajnu i ne prosleduje
treénj strani.

p lja shup i keje se 1 ovom prilikom #elimo da istaknemo da efikasnosnost
odnose na janj i je. procent, \ekova
nie i prevenciju nezelienih reakciia na lek, kao | drugih od njihoveg stavijanja u promet direktno zavisi od
problema u vezi sa lekom, &ji je krajnji cilj ufsga radnika.

bezbednijih i efilasnijih lekova pacijentima i njihova ra-
cionalna terapijska primena.

Prijavite SVAKU sumnju na nefeljene reakeije na lek
ALIMS-ul

Me morate biti sigumi da je reakcija izarvana lekom.
Dovoljna je samo sumnja!

Krajrli_djlfa'mﬁlamejeniﬁhmm

ljaj Prijavite 210 pre, narstito ake je ref o ozbiljnim nefe-
lienim
o prijaviji keija obrasd) potratite na sajtu ALIMS-a:
www.alims.govrs

Prijavijivanjem suspektnih nezeljenih reakcija direktno se doprinosi
unapredenju bezbednosti terapije i zastiti pacijenata!

rd =
fmatth \nkarv | nlcinakn
exfiaition s S

Potpisite obrazac. upigite datum i poSaljite ga ALIMS-u.

 Uknliko nemate dovoljno prostora, molimo Vs da prilotite
dodatne strane cbrascui zajedno ih dostavite AUMS-u

% Ukalika Viam je potrebna pomoé oka papunjavanja obras-
ca, obratite se nekom od adravstvenin rdnika (lekar,
farmareut, medicinska sestral.

Popunjen obrazac se mofa dostaviti ALIMS-u na jedan od
slededih nafina:
= poftom, na adresu:
Agencija 7a lekove  medicinska sredstva Sehije,
Vojwode Stepe 458,
1221 Beograd
{za Nacdionalni centar za farmakovigilancu)
= telefaksom, na broj: O 39 51 B1 i 01139 51 30
» elektronskom poftom na i-mejl adresw nezeljene.

prijavom direktno sa sajta ALIMS-a
(wwwialims.gowrs)

= prijavom slutaja nosioou dozvole za lek. koji ce obraditi
shutaj i dostaviti ga ALIMS-u

Zagtita Vagih liénlh podataka

Malimo Vas da na obrascu napiete Vale ime i prezime i
kontakt podatke, kake bismo stupili sa Vama u kontakt
ukoliko su nam potrebne dodatne informacie o slutaju koji
ste prijavill

Pastoji mogutnost da na cbrascu ostavite podathe o Vatem
Ezabranom lekaru, kake bismo stupili u kontakt sa njim,
dabili dodatne informacije | medicinski patvrdili shuaj.

Ovi podaci predstavijaju poverijive informacije, fuvaju se
kao tajna i ne prosleduju se tredim licima.

Ukoliko ste rabrinuti 7hog tegoba koje su se ispolfile i 72
\nje sumnjate da su mafia nefeljena reakrija na lek koji
wzimate:

1. Uwek profitajte UPUTSTVO koje se nalazi u pakovanju
sa lekom. U uputstvu su navedene poznate nedelje-
ne reakcije i saveti kako da postupite u odredenim si-
tuacijama

2. Obratite se Vagem lekaru ili farmaceutu koji ce Vas
savetovati £ta dalje da uradite.

3. Prijavite Vagu sumnju na nefeljenu reakriju: popunite
obrazaci posaljite ga ALIMS-u

ALIMS regulamo objavijuje podatke o prijavijenim shutaje-
vima nezelfjenih reakcija na lekove u Srbiji. ali oni nikada
ne ukljufuju imana i druge litne podatie (adresa, talefon,
i-mejl) lica koja su prijavijivala shifsjeve.

ALIMS Vam ne mote davati medicinske savete!
Uvek se obratite Vafem lekaru ukolike ste zabrinuti zbog
ispoljenih tegoba!
1Ia vise informadija posetite sajt ALIMS: www.alims. govrs

Odobrena Uputstva za lek (PIL) modete pronaci na sajtu
ALIMS - kroz opeiju Pretraga lekova™

Bezbedna primena lekova
Vodi za athrivan(s | prilsodfivanis rafaanih rasiclla ne lakove

Lloga | znafej mirevsivenih radnia u ststemuo spontanog prilavifivania

alims

Agencija za lekove i
medicinska sredstva Srbije

Ukoliko sumnjate na neZeljenu reakciju
na lek koji uzimate, prijavite je!

ZIaéto prijavijivati sumnju na nejeljene reakcije? ‘
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In order to provide that only quality, safe and effective medical devices
are marketed in the Republic of Serbia, ALIMS has been developing a
medical devices vigilance system.

Medical Devices Vigilance
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www.alims.gov.rs




Counterfeit Medicines )

Cooperation between Ministry of Health, Ministry of Internal Affairs/Police,
Customs Administration, Prosecutors Office, Intellectual Property Office
and ALIMS — implementation of EDQM SPOC model

International cooperation:

« WHO (alerts and reports)

« EDQM (Committee for counterfeit medicines and alerts)

« WGEO group of Heads of Medicines Agencies (representatives for
human and veterinary medicines)

» Fakeshare project (Italian Medicines Agency)

» Preparation for signing a Medicrime Convention

* Regional cooperation

» Pble regional de lutte contre la criminalité organisee en Europe du
Sud-Est (Pole de Belgrade — office of French governement)

« Pangea operation

www.alims.gov.rs




NMPNJABA CYMKE Y KBAJIUTET, OOHOCHO OACTYNAHKA O
CTAHOAPOA KBAJIUTETA NEKA, OQHOCHO MEOULIMHCKOTI
CPEOCTBA

XUTHO

Bpoj npujase:

VINHHCTAPCTBO 3ApPaB/ba
. Hemamwuna 22-26

11000 beorpan

Ten:

{J1aca oJICTyIame Ol CTaHap/ia KBaJIuTeTa

30KPYKHTH):
1] JaxHu ek [

IJ ngd

Tun nponsBona (3a0KPYKUTH):
JeK

MEIULUHCKO CPEICTBO D
I —

{asuB npoussoa:

cDapMaum\

QunHa:

Bpcra u BenmnunHa nakoBama:

> JIAEHH JICE

5poj cepuje:

Pox ymotpebe:

{ocuair 103BosIE 32 JIeK, OJIHOCHO HOCHIIAIL yITHCA MEIUIIMHCKOT cpecTBa y Perucrap:

Ipoussohau:

JTIIC YO4€HOT OACTyIlamka O CTaHAapAa KBaJIUTETA:

Reporting by filled out form, e-
mail, telephone, etc...

PENYBNHUKA CPBUHIA

TaTym 1 Bpeme yodeHOr OJCTyNama Off CTaHAap/a KBalIuTeTa:

, MHHUCTAPCTBO 3/1PABIbA
| A N UM C

Ime, npesuMe u Opoj TenedoHa KA Koje je yOUHIIo O/ICTYyIame 0/ CTaHAap/a KBalIuTeTa, Kao 1 Ha3uB U

\JipeCa IIpaBHOI' JIMla y KOMCjC 3aIl0CJICHO TO JIUIEC:

5POj PACIIONIOKHUBHUX y30paKa:

3/1paBcTBEHA YCTAHOBA Y KOjOj j& IPUMEHbEH JICK:

S 111000 LR

Viepe mpenys3ere y OJJHOCY Ha IallUjeHTa:

0123456789

Ime, npesnme 1 Opoj TenedoHa JnIla Koje MPHjaBIbyje OICTYIamke 01 CTaHAapa KBaJIuTeTa:

loTmuc numa Koje je IPUMMUIIO IIpujaBy:

Jlatym npujema Bpewme npujema npujase:

npyjase:

. www.alims.gov.rs
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Medicrime comics

- Financing — EDQM (CoE) - 4
months

- 6 consultants (3 psychologists
— Italy, 1 artist Serbia, 2 IT
experts ltaly/Serbia)

- 2 coordinators (Domenico Di
Giorgio — AlFA, Pavle Zelic -
ALIMS)
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at school, M we can teach thism at this age, show them haw to

nany things to peohect health of people n Eusope
tatives in this regard, You can bearn mane about

Medines & HealthCare (EDOM] of the Council of Europe,
<t then againit these threats and have many legsl and pract

5 you will it Rere, are (aied Ot in mast Bccetable form, comic books, designed specifically by puvehologist and drawn By awarded comic boak Artist and
aimed at two wge groups: &40 yiars old; and 1115,

And now, let the games begin!

COMIC FOR KIDS COMIC FOR THE PARENTS AND
AGED 8-10 THE AGES T-15 TEACHERS CORNER

Would you ke

and how
Teem his b

~.of download the PDF -or download the PDF

Interactive POF version of the comic book Interactive PDF version of the comic book
. 4 dewnloadabie content
for playing and printing far playing and printing S WA i
[PDF-X1a farmnt for high-quality printing) (PDF-K1a format for Righ-quality printing)
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OPEN MINDS, FREE MINDS (for kids aged 8-11)

OPEN MINDS, FREE MINDS (for kids aged 5-11)
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comic book script adaptation: Pavie Zelid
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GEAR ML AMD MRS HARTIN, o0 DLD THE
REGHT THING T COME BLGHT Savay. LITTLE
SICLA I5 GOING TG MEED HER STOMATH
PUMHPED, JUST TC BE SURE NOTHING 15 LEFT
THERE BUT DONT WIRRY. WE DI0 SDME TESTS
AND SHE WILL BE FINE 1 WANT TG CHECH
THESE AILLS DUIT THOLGH

HICLA HAS TO STAY IN THE HOSPI-
TAL FOR CESERVATION OVER-
WIGHT. BUT CLiR BRAvE LITTLE
GIRL D5 O MOAL I THE MEAN-
FIME, WE MEED Tor TaLK aBOUT

THIE, I'WE BEEM EIVEN ADWICE OH

HOW WIE CAN LEARM MORE AROUT
THESE 50 CALLED HEDICTNES

HARRY, WE CALLED ¥OUR
PARENTS. THEY WILL BE HERE
SOON, THEY WANT T TALK
THIS THROLUGH &% WELL
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OPEN MINDS, FREE MINDS, WINNER LIVES (version for 12-15 yeare old)

ARE ¥OL AEADY ALAYERS? YOL ARE ABOUT TO BEGIM & XIURNEY OF DISCOVERY TN A
STCEY -GAME YOU HAVE THE QPTION OF CHOOSING THE PARTICULAR PATR OF CHAR-
ACTERS THAT ¥OL WILL GUIDE THROUGHDUT THE COURSE OF THE STORY.

READ THE PROFILES AND CHOOEE THE FATR THAT SEEMES MOST ENTERESTING TO iR
REMEMBER YO CAM ALWAYS START AGAIN BY CHAMGING THE CHARACTERS DURTNG
THE COURSE OF THE STORIES

IF ¥OU ARE READING THE STOAY ALONE CHOOSE THE CHARACTERS YOURSELF. IF YOU
ARE READING THE STORY IM CLASS OR A% & GROUR DISOUSS THE OPTIONS FIRST AMD
THEW POSSIELY PROCEED WITH & SAJORITY WVOTE

A) MODEL "ATHLETIC TEEN":
STRENGTH AMD ATHLETICISM - 15; GEMERAL INTELLIGENCE - ;
CHaRM -8

Suthor. Lusa Salmaso
Cornic book script adaptation: Pevie Zelid
At Boris Menezid

IE THIS IS YOUR CHOTICE
IF THIS IS NOT YOUR CHOTOE, G0 TO NEXT PAGE
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OPENMINDS, FREE MINDS, WINNER LIVES (version for 12-15 years old)

THOHKES TO MY RESEARTH QN THE INTERMET, 1
FOUND OUT THAT BY ENTERING KEYWORDE SUCH AS
THE MWAME OF THESE PTLLS, YOl CAMN GET TO WEB-
SITES TACKLING FAKE AMD SUSPICTOUS MEDICINES
THERE, I DISCOVERED THAT THOSE DRUGS YOU CAME
T CONTALT WITH ARE IM FACT, ILLEGAL

BY USING [LLEGAL DRUGS
TAKEN WITHOUT & PRE-
SCRTPTION, MOT ORLY ARE
VO PUTIMG YEOUR HEALTH
AT SERICUS RISK, YOU TAN
ALED GET INTS BIG TROUBLE
WITTH THE LAl

IS IT REALLY WORTH RISKIMG
EVERYTHING JUST T HAVE
SOME QUICK EFFECT OH YOUR
BODY? ESPECIALLY FOR AN
EFFECT THAT [5 NEVER SAFE OR

SUETAINABLE?

IMPORTANTE! DISCUSS WITH PARENTS, TEACHERS AMD YOUR SPORTS COACHES ABDUT
SUCH SERTIOUS MEDICINES AND PRODULCTE

TALK, COMFROMT, READ: WHO THIMKS WITH HIS HEAD IS FREE, INFORMED AND AWARE.
HAVE & SUCCESSFUL LIFE!
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Advertising of medicinal
products and medical devices

Advertising to the general public:

Includes advertising a medicinal product that is issued without a
prescription, whose advertising is not prohibited by law, through the
media, Internet, advertising in public places, and other forms of
advertising to the general public (submission of promotional
materials via mail, visits, etc.).

Advertising to professional community:

Promotional materials and presentations of medicines to
professional community must contain the basic information on the
medicine from the MA, that is, they are consistent with the
summary of product characteristics, as well as information relating
to the regime of issuing the medicine.

. www.alims.gov.rs



Overview of results concerning approva
promotional materials
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_ % Mans cajta @ KoxTaer @ Nowoh m Mpaswna Benwuwxa TekcTa: 4 A A ThupanUua Latinica Englizh

AreHnyja 3a JIeKOBe Q
M MeIMIIMHCKA CPeJiCTBa

PENYEIHKA CPEH]A

O AreHumjw = PerynatMBa  XyMaHw nekoBM = MegvUMHCKa cpefcTBa  BeTepuHapockyl NEKOBWM = PapMakoBWMIWnaHLua

FpeTpaxviBarse N1eKoBa UMeLNLIMHCKIX cpeCTaBa

== - k MauwjeHT 1 jagHOCT

[MpeTpaxTe Halle base nog 1 MYMaHMX nnW BeTepHHapCKX
':l:r nexkoBsa M Me CKWX CpeACTaBa

=l

3ApaBCTEEHW pagHMLMA

FlzafepuTe 08NacT NpETREKMERHE. -

-
a Hocuown gossona

i3] Megwa uenTap

CPBUIA / MOIMNJ1ABA

! Ynnata xymanHutapHe nomohm

bad Newsletter

y ﬁ g ;If | NocpeacTeom PayPal cmcrema

=Tl

00381 (0)69 22 33 741 HOOPMALIWJE

0 MexogUMa U MedULLNCKUM Cpedomeaua y aanpe

Bectm MuHKM ankera

€@ NMocrasvm nuTarbe

ﬂ Mpujasnm HexemeHy peakumjy
WHibopMayKje o NEKOBEWMA M MEAMUMHCKMM CPEACTEMMA ¥ BAHPEAHOM CTalby Ha XymMaHW nex

20 05 2014 ) Mprijasum Hexemeny peakumjy



[peTpaxyBarbe NekoBa UMeANLIMHCKX cpeCTaBa

MpeTpaxuTe Hale 6a3e NoJaTAKEXYMaHNX WIW BETEPUHAPCKNX

=

NnexkoBa v mejt HEKMX cpejcTaBa

sacepm nacrpopacace M Q)
Wzabepute obnact npeTpaxuBat:a

XyMaHu nekoew

CepTudukatit XyMaHnx NeKkoea

BetepuHapckn NexkoBm

CepTndmkati BETEPUHAPCKNX NEKOBA

MeguynHcka cpegcTaea

OpobpeHa KNMHMYKE MCNUTMEAHE

www.alims.gov.rs




Publications

National Registry of Medicines — 8 editions S '

Marketing and consumption of medicines — 8 editions

T waims goure



Nacional registry of
veterinary medicines —
3 editions

Agencija za lekove i medicinska sredstva Srhije

Monografija

STA SU
KLINICKA &
ISPITIVAN]

| potenclialne utesnlke
u klinl&kim Ispithvanjima

Publications for general public

www.alims.gov.rs



Perception of ALIMS - pa d O
healthcare professionals

* Trust, responsibility, safety

» Ad hoc cooperation — answers to questions (phone, e-mail, letter), official
letters, meetings (outside initiative)

« Communication — non specific, but good transparency, and in due time
* Rights protection

* Links with other parties — pharmaceutical industry, faculties, government
sector...

* Pharmacovigilance, quality defects, SmPC, PIL, clinical trials, medical
devices, counterfeits, rational use of medicines, etc.

« Comparisons to other countries and systems

www.alims.gov.rs




Specific cooperation with PO an

e Twinning project — meetings and survey

 Paricipation of ALIMS experts in meetings and conferences (acredited
continuous education)

e Consultations
* Providing information

» Understanding and meeting needs

www.alims.gov.rs



BEZBEDNOST? [ 4 ’ ALIMS and its representatives '
EFIKASNOST 7 D A regularly appear in both printed and
KVALITET ? @

electronic media providing the
general public and health care
professionals with important
information.

(?

L
a [l I I lS Medicines and Medical Devices Agency of Serbia

Number of ALIMS media reports in:
2011 — 836
Agencifa za lekove | medicinska sredstva Srbije 2012 . 876

2013 — 862




www.alims.gov.




and Multilateral Cooperation

COUNCIL  CONSEIL
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I?\ipgblic O: :er:ai; FRANCE COOPERAHON INTERNATIONALE a | l S Agence francaise de sécurité sanitaire
Ministry of ;’r\]jssrgrctl?ureela:;restry and TS Medicines and Medical Devices - des produits de santé AGENCE FRANCAISE
Water Managément Agency of Serbia DE SECURITE SANITAIRE
DES ALIMENTS

EU Twining Project
CARDS 2005 SR 05 SO 01

“Capacity Building of the National Medical Products Agency ”

Capacity Building of the National Medical Products Agency
An EU-funded project managed by European Agency for Reconstruction

www.alims.gov.rs




Medicines and Medical Devices Republic of Serbia Ministry of Agriculture, Forestry and
Agency of Serbia Ministry of Health Water Management, EUROPEAN MEDICINES AGENCY
Veterinary Directorate SCIENCE MEDICINES HEALTH

From 2009 — 2014, IPA (Instrument for Pre-accession Assistance)
project of the European Union, under the auspices of European
Medicines Agency (EMA), funded by the European Commission.

www.alims.gov.rs




A
. CALIMS WORLD
alims SALIS BANK

Medicines and Medical Devices | medidnska sredstva Crne Gore
Agency of Serbia Agen ! nd

From June 2011 - July 2012, two parallel projects of Capacity Building
and Technical Assistance of Agency for Medicines and Medical

Devices of Montenegro. Participants were:
» Medicines and Medical Devices Agency of Serbia (consultant/educator),

» Agency for Medicines and Medical Devices of Montenegro (recipient),

» World Bank (financing)

. www.alims.gov.rs




Agreements and Contracts on
Technical and Business Cooperation
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Agonce Nationak du Medicamant 'u'\cbr_-:u':ur\: { AN

BOSNA | HERCEGOVINA
AGENCIJA ZA LITEKOVE [ MEDICINSKA SREDSTVA
"-; BOCHA M XEPILETOBMHA

{. ATEHUMIA 3A JIHJEKOBE M MENHIIHHCKA CPENCTBA



New Agreements and Contracts on Expert O
\

Technical and Business Cooperation

OEINEPAJIBHA S CIYJKBA 11O HAIISOPY

B COEPE :,[[PAB[ YOXPAHEHWA

FEDERAL SERVICE ON SURVEILLANC F[IIHFﬁ[TH\ ARE (ROSZDRAVNADZOR)

[RISH MEDICINES BOARD

First Regional Agreement between:

L]
. a7
- \H/A[_ MED BOSNA | HERCEGOVINA

AGENCIJA ZA LITEROVE | MEDICINSKA SREDSTVA

. CALIMS
i " " L] S g - -
a| Ims i protvode ‘p BOCHA M XEPIETOBHHA MIr‘IHIr‘ICTEPCTBO 3A 3[IPABCTBO Agencija za lijekove
Agendija za lekove Agency for Medicinal Products < ATEHUMJA 3A IHEKOBE M MENHIHHCKA CPENCTBA HA PEMYBJIMKA MAKEQOHWJA i medicinska sredstva Cme Gore
i medicinska sredstva Srbije and Medical Devices of Croatia BMPO 3A NEKOBW
Medicines and Medical Devices
Agency of Serbia

: www.alims.gov.rs
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