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4.4. Posebna upozorenja i mjere opreza pri upotrebi lijeka
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REZULTATI- CILJEVI PROJEKTA I INDIKATORI
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CILJANE KATEGORIJE I KRAJNJI DOBITNICI

Final 

beneficiaries

Their needs Their constraints How will the action 

address the situation

How will the action improve the situation

Ministry of health Rational use of medicines

(rational pharmacotherapy)

No insight into how medicines 

are prescibed

By development of innovative 

IT solutions and upgrading the 

existing ones in IIHS

Ministry can implement recommendations for safe 

use of diclofenac in national guidelines for treatment 

of various conditions as their adoptions is in the 

competence of Ministry of health

Health Insurance 

Fund

Rational use of budgetary 

funds intended for medicines

Lack of resources for 

conducting pharmacoeconomic 

analysis

The data on use of diclofenac 

will be analyzed by the CALIMS 

and team of experts responsible 

for monitoring the consumption 

of medicines

Development of IT system for monitoring of 

prescribing practice of diclofenac and in the future 

other medicines of public health interest, can 

contribute to their rational use thus leading to the 

more optimal use of limited financial resources at 

sisposal of HIF



LOGIČKA MATRICA - INDIKATORI
Results chain Indicator Baseline (value & 

reference year)

Target

(value & reference year)
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The strengthening  of 

synergy between 

science and 

innovation, 

stimulating research 

and development of 

science and finally 

cooperation between 

the public and the 

private sector in 

improvement of 

human health

Number of CALIMS 

PhD  students 

involved in R&D 

activities  related  to 

rational use of 

diclofenac

Number of 

employers who are 

benefiting from 

R&D collaboration 

with CALIMS in the 

domain of rational 

use of diclofenac

Number of HCPs 

and other target 

groups educated on 

rational prescribing 

of diclofenac

Number of 

workshops, seminars 

meetings, scientific 

articles and  

promotional 

materials

None of  CALIMS 

PHD students involved 

in scientific analysis of 

rational use of 

diclofenac;   

(0&2020)

None of the PHC 

institutions has 

implemented  tools 

which enable rational 

prescribing of 

diclofenac; (0&2020)

None of HCPs  and 

other representatives of 

target groups educated 

on rational prescribing 

of diclofenac  (0&2020)

No scientific articles, 

publications and 

seminars/workshops on 

topic of rational 

prescribing of 

diclofenac (0&2020)

3 CALIMS  PHDs students and one expert researcher involved in scientific analysis of rational use of 

diclofenac; 

(3&2022)

18 PHC institutions with implemented  innovative  tools for rational prescribing of diclofenac; 

(18&2022)

At least  100 HCPs  and other representatives of target groups educated on rational prescribing of 

diclofenac(at least 100&2022)

2 workshops, 2 scientific articles published, promotional publications (flyer, brochure), 2022
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(value & reference year)
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Outcome 1 Creating 

innovative IT solutions with 

the aim of obtaining of data 

whose scientific analysis and 

assessment will influence 

rational prescribing practice 

of diclofenac in Montenegro

Outcome 2 Fully 

operational Business 

intelligence software tools 

used in daily work of 

CALIMS professionals to 

analyse and monitor the 

prescription of diclofenac

Outcome 3 Implementation 

of Innovative IT ideas for 

obtaining of data on 

diclofenac prescribing, of 

relevance for scientific 

analysis. 

Outcome 4 Communication 

modules developed on both 

PHC IS side and CALIMS 

IS side for data exchange.

Outcome 5 Harmonize the 

prescription of diclofenac in 

the PHC with evidence 

based recommendations of 

CALIMS

Outcome 6  Rational 

prescribing of diclofenac in 

the PHC

Appropriate data about 

prescribing diclofenac 

in PHC available for 

R&D

CALIMS IS users 

trained in usage of 

advanced BI tools 

Appropriate data 

transformed for 

analysis updated on 

daily level from PHC 

IS prescription data

Appropriate IS tools 

and controls (warnings 

and messages) in PHC 

IS.

Data on consumption 

of diclofenac before 

and after introduction 

of IT control of 

prescribing messages 

(number value 

DDD/1000 

inhabitants/day)

No data available in appropriate form 

for  R&D analysis (0&2020) 

None of CALIMS IS users trained in 

usage of advanced BI tools (0&2020)

No appropriate data available for R&D 

and monitoring of PHC prescribing 

process (1&2020)

No controls and communication with 

PHC IS (1&2020)

Data on consumption of diclofenac 

before introduction of IT control of 

prescribing messages(number values 

DDD/1000 inhabitants/day)in 2016-

2020)

PHC based medicine prescription Data Warehouse and BI tools available for R&D (2&2020) 

20 CALIMS users trained in usage of advance BI tools. (20&2020)

Developed Data Warehouse model and BI tools for medicine prescription model.(2&2022)

Upgrade of PHC IS and CALIMS IS.(2&2022)

Data on consumption of diclofenac after introduction of IT control of prescribing messages –

decreased at least 5%



PROJEKTNE AKTIVNOSTI

WP2. Creation of innovative it solutions in the existing information system of CALIMS, 

which will enable obtaining of the key data on the prescription of diclofenac in PHC, 

starting from 2016 with a daily update, in order to monitor the effects of the project in 

the next stages (lead MG SOFT)

2.1. Development of Data Warehouse model for prescription of medicines in PHC IS

2.2. Implementation of Data Warehouse for prescription of medicines in PHC IS

2.3. Implementation and installation of Business Intelligence tools in CALIMS IS

2.4. User training for BI for CALIMS professionals



PROJEKTNE AKTIVNOSTI

WP3. Conducting of the Drug Utilisation Study – DUS of diclofenac, scientific 

analysis of obtained data  on prescribing of diclofenac in PHC, preparational

activities for publication of data in scientific journals

3.1. Analysis  of obtained data on prescribing patterns of diclofenac in PHC 

(indications, administered dose, duration of therapy, medicines in concomitant use, 

comorbidities, contraindications, warnings and precautions)

3.2. Assesment of compliance or deviation of diclofenac prescribing in PHC with 

CALIMS and EMA recommendation of its safe use

3.3. Scientific research and statistical analysis of data with aim of publishing in 

relevant scientific journals 
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4.1. Terapijske indikacije

Za ublažavanje bola i inflamacije različitog intenziteta koji prate veliki broj 

stanja.

U terapiji:

 inflamatornih i degenerativnih oblika reumatizma: reumatoidnog

artritisa, ankilozirajućeg spondilitisa, osteortritisa i spondiloartritisa,

psorijatične artropatije, sindroma bolne kičme, vanzglobnog

reumatizma;

 akutnih mišićno-skeletnih poremećaja kao što su periartritis (na

primjer „smrznuto rame“), tendinitis, tenosinovitis, burzitis;

 drugih bolnih stanja koja nastaju kao posljedica traume, uključujući

frakture, lumbalni bol, istegnuća, uganuća, dislokacije, ortopedske,

stomatološke i druge manje hirurške intervencije;

 posttraumatskog i postoperativnog bola, inflamacije ili oticanja, npr.

nakon stomatološke ili ortopedske hirurške intervencije;

 bolnih i/ili inflamatornih stanja u ginekologiji, npr. primarna

dismenoreja ili adneksitis i menoragija;

 akutnog gihta.
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SAŽETAK KARAKTERISTIKA LIJEKA
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4.5. Interakcije sa drugim ljekovima i druge vrste interakcija

Navedene interakcije obuhvataju one koje su primjećene pri upotrebi diklofenaka u obliku tableta sa

produženim oslobađanjem i/ili drugih farmaceutskih oblika diklofenaka.

Antikoagulansi i inhibitori agregacije trombocita: preporučuje se oprez pri istovremenoj primjeni zbog

povećanog rizika od krvarenja. Iako izgleda da klinička ispitivanja nijesu pokazala da diklofenak utiče na

dejstvo antikoagulantnih ljekova, NSAIL mogu pojačati dejstvo antikoagulanasa, kao što je varfarin.

Takođe, prijavljeni su izolovani slučajevi povećanog rizika od hemoragije kod pacijenata koji su istovremeno

primali diklofenak i antikoagulantne ljekove. Zbog toga se kod ovih pacijenata zahtijeva pažljivo praćenje.







SLEDEĆI KORACI
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WP5 - Scientific analysis and comparation of data on the prescription of diclofenac before and after, by 

innovative solutions imposed restrictions in prescribing of diclofenac, preparational activities for publication 

of these data in relevant scientific journals (lead CALIMS)

5.1. Scientific analysis of obtained data on prescribing patterns of diclofenac after imposing the restrictions of its use 

via information system (indications, administered dose, duration of therapy, medicines in concomotant use, 

comorbidities, contraindications, warnings and precautions)

5.2. Assesment of compliance or deviation of diclofenac prescribing in PHC, after introduction of IT tools to rationalise

its prescribing 

5.3. Assessment of the effectiveness of the introduced new risk minimization measure (by CALIMS and MG SOFT) on 

the prescription and consumption of diclofenac in the PHC, in terms of the  rationalisation in the consumption of 

diclofenac in Montenegro.

5.4 Scientific research and statistical analysis of data with the aim of publishing in relevant scientific journals.


