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QELLIMI L.I. Agjencia e Kosovés pér Produkie dhe Pajisje Medicinale (Kétu e tutje:
“AKPPM™) &sht& autoriteti kompetent pér zbatimin ¢ Udhézimit Administrativ
(Shéndetdsi) Nr. 01/2015 Autorizimi Pér Marketing pér Produkte Medicinale, pérmes
Departamentit t& Autorizimit per Marketing.

1.2. Ky Udhérréfyes ka pér qéllim & t& rreguilojs procedurén e brendshme
administrative pér trajtimin e SPC, FIP dhe MOCK UP nga ana e DAM ashtu qé q¢
Iéndét dhe kérkesat e paléve pér AM € procedohen né ményré mé efikase dhe
efektive.

NDERLIDHJA LI, Ligji Nr. 04/L -190 p&r Produkte dhe Pajisje Medicinale, neni 16;
ME AKTET
1.2. Ligji Nr., 02/1.-37 pér Pérdorimin ¢ Gjuhéve, neni 2:
1.3. Ligji Nr.05/1.-031 pér Procedurén e Pérgjithshme Administrative, neni 72;

14, Udh&zimi Administrativ (Shéndetési) Nr. 01/2015 Autorizimi pér Marketing
pér Produkte Medicinale:

1.5.  KMAG 2.1 CDT Moduie | Administrative information
1.6.  KMAG 20a-SMPC
LISTAE I. MSH - Ministria e Shéndetssisg;
SHKURTESAVE
2. AKPPM - Agjencia e Kosovés pér Produkte dhe Pajisje Medicinale:
3. KVPPM- Komisioni pér Vlersimin e Produkteve dhe Pajisjeve medicinale;
4. Bartési AM- Bartési i Autorizim Marketingut;
5. DAM- Departamenti i Autorizim Marketingut;
6. SPC-Pérmbledhje e karakteristikave t& produktit (PKP)
7. FIP- Fletudh&zim pér pacients
8. MOCK UP — Modelimi { paktimit t& jashtém dhe t& ndérmjetém;
9. KMAG- Udhérréfyes i BE-sé pér format standarde t& SPC, FIP dhe MOCK UP
10. BAM - Bartési i autorizim marketingut - nj& person juridik i cili ka marré
autorizim marketingun pér produktin medicinal konform paragrafit 1.44 t&
nenit 3 t& Ligjit per produkte dhe pajisje medicinale 04/1.-190 - - subjekt juridik

i autorizuar nga MAH

1. DEGA e BAM - Bartesi i Autorizimit per Marketing ose Zyra e BAM konform
paragrafit 1.8 te Nenit 3 te UA 01.2015 - subjekt juridik i autorizuar nga MAH
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PROCEDURA
Nr. HAPI NEN-HAPAT
| Trajtimi i
SPC,FIP dhe 1.1 Me rastin e pranimit t& aplikacioneve pér AM, pala &shts e
MOCK UP nga obliguar q& n& dosje t& paraqesin SPC dhe FIP n& gjuhét zyrtare

Departamenti i t& Republikés s& Kosovés té pérkthyera nga njé pérkthyes
Autorizimit pér profesional me pervojé nga lémia e farmacisé/mjekésise. FIP,
Marketing SPC né& gjuhét zyrtare ¢ Republikés sé Kosovas si dhe MOCK.

UP né alfabetin latin, ose ng gjuhét zyrtare t& Republikés sé
Kosovés t& vuloset me vulé nga subjekti juridik i autorizuar nga
Bartési i Autorizimit pér Marketing n& Republikén e Kosovés;

1.2 Gjuhé zyrtare sipas Ligjit Nr. 02/-37 pér Pérdorimin e Gjuhéve
konsiderohen gjuha shqipe dhe gjuha serbe;

1.3 Kur nj& palé n¢ aplikim paraqet SPC dhe FIP-in né njé gjuhé
tietér, t&¢ ndryshme nga ajo e pércaktuar sipas ligjit pér
pérdorimin e gjuhéve né Republikén e Kosovés, DAM, pa
vonesg, i kérkon palés t& parashtrojé pérkthimin profesional ng
giuhét zyrtare t& Republikés s¢ Kosovés brenda afatit 30 dits
nga dita e aplikimit;

1.4 S& bashku me SPC dhe FIP n& gjuhét zyrtare pala duhet t&
paraqes versionin e fundit t& reviduar nga MAH t& SPC dhe FIP
né gjuhén angleze;

1.5 Nése pala nuk parashtron pérkthimin brenda afatit t& pércaktuar
nga DAM, kérkesa anulohet:

1.6 Cdo SPC dhe FIP i perkthyer né gjuhét zyrtare nénkupton se
SPC dhe FIP-i duhet t& jeté konform fomrés standarde sipas UA
0172015, KMAG 2.1 dhe formés standarde t& aprovuar nga
KVPPM pér FIP né gjuhét zyrtare;

1.7 Perkihimi dhe pérshtatja e formave farmaceutike duhet 1& jets
konform terminologjisé s& aprovuar nga KVPPM.

1.8. Bartési i Autorizuar i MAH né RKS duhet ta vulos FIP, SPC né&
faqén e paré dhe t& fundit ¢ dokumentit si dhe anash dokumentit
duke prekur secilén fage t& dokumentit.

1.9.Bartési i Autorizuar i MAH né RKS duhet ta vulos Mock UP né
balling.
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il Trajtimii 2.1 Péraplikimet e variacioneve 1€ cilat kang ndryshime ng SPC, FIP

SPC,FIP dhe dhe MOCK UP pala do dorézojé versionin né formaiin
MOCK UP nga WORD me ndryshime (track change) dhe versionin e pastér
Departamenti i (clean) pa vulg t& pérkthyesit t& cilat do t& shqyrtohen nga
Autorizimit pér KVPPM;

Marketing pér

variacionete 5 5 p, o aprovimit t¢ variacionit t& SPC dhe FIP, pala obligohet q&
tipit 11 versionin e fundit t& aprovuar t& vulos me vulg nga subjekti
Juridik i autorizuar nga Bartési i Autorizimit pér Marketing ng

Republikén e Kosovés né afat prej 30 dité nga data e nj oftimit;

2.3 Nése pala nuk plotéson kriteret brenda afatit t& pércaktuar nga
DAM, kérkesa anulohet;

2.4 Pas sjelljes s& dokumentacionit t& vulosur shtypet aprovimi i
variacionit.

2.5. Bartési i Autorizuar i MAH n& RKS duhet ta vulos FIP, SPC n&
fagén ¢ paré dhe & fundit % dokumentit si dhe anash dokumentit
duke prekur secilén fage t& dokumentit,

2.6. Bartési i Autorizuar j MAH né RKS duhet ta vulos Mock UP
né balling.

M Trajtimi i 3.1 P&r aplikimet e ripértritjeve t&¢ AM-sg pala obligohet t& sjell
SPC,FIP dhe versionin e fundit t& SPC, FIP t& vulosura me vulé nga subjekti
MOCK UP nga juridik i autorizuar nga Bartés i Autorizimit pér Marketing ng
Departamenti i Republikén e Kosovés;
Autorizimit pér
Ma_"lf_eﬁ“_g.l’ér 3.2 MOCK UP vuloset nga subjekti juridik i autorizuar nga Bartési
ripertrirje i Autorzimit pér Marketing n& Republikén e Kosovés;

3.3 Nése pala nuk parashtron pérkthimin brenda afatit t& pércaktuar
nga DAM, kérkesa anulohet;

3.4.Bartési i Autorizuar i MAH ng RKS duhet ta vulos FIP, SPC n&
fagén e paré dhe t& fundit t& dokumentit si dhe anash dokumentit
duke prekur secilén fage t& dokumentit;

3.5. Bartési i Autorizuar i MAH né RKS dubhet ta vulos Mock UP
né balling.
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v Dispozitat 4.1 SPC, FIP dhe Mock Up vulosen me vul

€ nga subjekti juridik i

kalimtare autorizuar nga Bartési i Autorizimit pér Marketing né

Republikén e Kosovés;

4.2 SPC, FIP dhe MOCK UP finale
Barnatari né pikén pérkatése “SPC,
mock-up final format issued by KMA

4.3 Pér t& gjitha lendit g€ jané ng&
lartécekura dhe duhet t& pé€rmbushén
¢ nénshkrimit t& kitij udhé&rréfyesi;

4.4 Pala mban pérgjegjési profesion
pérmbajtjen e dokumentacionit

duke marré parasysh format st

do t& bashkengjiten né sistemin
package leaflet (PIL) and

proceduré vlejné kérkesat e
né afat prej 30 dite nga data

ale, morale dhe pepale mb;
t& ofruar sipas kétij udhérréfyesi
andarde dhe terminologjing;

1. Organi pérgjegjés pér nxjerrjen e udhérréfyesve sshte Agjencia e Kosovés pér Produkte dhe Pajisje

Medicinale.

2. Ky udhérréfyes vlens Pér té gjitha aplikacionet g& jan& ng proceduré dhe aplikimet ng vazhdim,

3. Deri né& nxjerrjen e udhérrétyesit 18 ri do t& aplikohet udhérréfyesi na fugi nése nuk éshts ne

kund&rshtim me Ligjn 041./-190,

Udhérréfyesi versioni 2.0 hyn n& fuqi me datén 14 Shkurt 2023

SHTOJCE: UA 01/2015 pér Autorizim Marketing- neni 14 dhe 15:

SHTOJCE: KMAG 2.1 Common Technical Module 1;
SHTOJCE: Format standarde t& FIP t& aprovuara nga KVPPM;

SHTOJCI: Terminologjia pér Format Farmaceutke t& aprovuara nga KVPPM,

Agjencia ¢ Kosovés per Produkée dhe Pajisje Medicinale EMRI 1 UDHERREFYESTT: FORMA E ApL| KIMIT TE
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Kosove Medicines Agency

KMAG2.1
Common Technical Module 1 — Administrative Information

1.1 Comprehensive Table of Contents

Module I:
L.2 Application Form
1.3 Summary of Product Characteristics, Labelling and Package Leaflet
1.4 Information about the Experts
1.5 Specific Requirements for djfferent types of applications
Amnex: Environmental risk assessment

Module 2: Common Technical Document Summaries

2.1 CTD Table of Contents {(Module 2-5)

2.2 CTD Introduction

2.3 Quality Overall Summary

2.4 Non Clinical Overview

2.5 Clinical Overview

2.6 Non Clinical Written and Tabulated Surnmary
Pharmacology
Pharmacokinetics
Toxicology

2.7 Clinical Written and Tabulated Summary
Biopharmaceutics and Associated Analytical Methods
Clinical Pharmacology Studies
Clinical Efficacy
Clinical Safety
Synopses of Individual Studjes

Modale 3: Quality OR 3. PartII: Chemiecal, pharmaceutical,
3.1 Module 3 Table of Contents biological documentation
3.2 Body of Data
3.3 Literature References

Module 4: Nop Clinical Study Reports OR 4, Part IIT: Toxico—pharmacological
4.1 Module 4 Table of Contents documentation
4.2 Study Reporis
4.3 Literature References

Module 5: Clinical Study Reports OR 5. PartIV: Clinical docamentation
5.1 Module 5 Table of Contents
3.2 Tabular Listing of All Clinica]
Studies
5.3 Clinical Studies
5.4 Literature References
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Kosovo Medicines Agency

1.2 Application Form
The application form is set out as Annex 1 to Administrative Instruction No. 2005/05 On
the Marketing Authorisation of Medicinal Products Placed in Kosove’,

1.3 Summary of Product Characteristics, Labelling and Package Leaflet

A complete set of proposed Summary of Product Characteristics (SPC), packaging and
labelling and package leaflet should be submitted in Albanian and Serbian languages (in
English language also for the SPC and package leafiet) and use recognised scientific
terminology. The proposed SPC, packaging and labelling and package leaflet should be
submitted as the following Annexes to the application form:

¢ Packaging and labelling (i.e. mock-up) — Annex 5.8;
¢ SPC-Annexs5.9;
* Package leaflet — Annex 5.10.

1.3.1 Summary of Product Characteristies

The SPC is an obligatory part of the MA documentation and is an important subject of
the MA application assessment procedure. [t represents the approved summary of all
essential particulars of the medicinal product. Therefore jt is used as a basic source of
information and it is not possible to modify it without consent of the competent authority.
The SPC provides information primarily for physicians and pharmacists. The sequence of
topics is structured to emphasise the clinical orientation and the section Clinical
Particulars comes immediately following the introductory characteristics of the
medicinal produyct.

The approval procedure for the SPC depends on the type of application:

¢ in the case of an application for MA of a medicinal product containing a new active

* In all other cases the information included in the SPC is assessed and compared with
the information from the selected reference literatore  detailed below. If the
information included in the SPC exceeds the scope of this literature, the applicant is
asked to provide additional Justification to Suppert the proposed wording. The basic
reference literature sources are the SPCs approved since January 1,1995 in Ey
Member States, USP - DI for the Health Care Professional, PDR. Generics and British
National Formulary,
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Kosovo Medicines Ageney

The SPC should contain information under al| headings. If these are not applicable to the
product, the fact that they do not apply should be briefly stated,

The SPC should not contain any advertisement or promotion-like information and must
not contain any information abont the application of the product to animals,

The text should not include quotes or references, or recommendations of procedures
acknowledged in other counties, Likewise, it is not approptiate to include too many
cross-references to other parts of the text. The text should not include tables which are
not readily transferable into a computer database,

The applicant may use separate SPCs for various presentations of the medicinal product
confusing.

Further guidance on the SPC s provided in the document “Guideline on Summary of
Product Characteristics” as published by the EC in NTA, Vol. 2C in December 1999:

ht_tg://dg3.eudra.orgE2/eudralex!voI-2/C/ SPCGuidRevO-DecQQ.ndf

The SPC should include the following items of information;

1. Name of medicinal product

* trade name, INN and its ATC' classification

2. Qualitative and quantitative composition

® active ingredients (INN, generic name,as per Ph, Eur,),

*  excipients are lisred only if they have g significant impact on the properties of the product
{e.g. in an ethanol solution).

3. Pharmacentical form
*  adescription of the medicinal product with reference to the standardised CPMP terminology

4, Clinical particulars

4.1 Therapeutic indications
* avoid a global description; the indication(s) showld relate as precisely as possible to the
results of clinical trials. Indicate: Ireatment and/or prevention and/or diagnosis.

4.2 Posology and method of administration
 the dosage (if required by the nature of the prodiuct) should he defined in relation 1o the

patient (body weight, age, gender) and to the indication,
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Kosovo Medicines Agency

*  when the indication allows administration to children, this shall be stated and the relevant
dosage and specific age groups shall be specified. If it is to be administered to children under
three years of age, the suitability of the pharmaceutical Jorm for this age shall be considered,

* the dosage shall be specified for all declared indications, the dosage assigned to specific

indications shall be clear and understandable,

dose interval and duration,

dosage adjustment in renal or liver insufficiency or dialysis,

inaximum tolerated daily dose and the maximun dose for an entive course of therapy,

administration prior or after meals, etc. shall be defined,

monitoring advice.

4.3 Contraindications
¢ situations where patients should NEVER or GENERALLY NOT be treated, n rare cases
where the medicingl product skould NEVER be giver this must be specifically outlined,
*  only undisputable contra-indications should be specified in this section. Conditional confra.
indications should not be stated specifically here. If increased caution is required in certain
circumstances, this shall be stated under 4.4,

4.4 Special wamings and special precautions for use
*  includes both warnings and substantigted recommendations, as to what subgroups of
Dpatients this medicinal product should especially be applied,
* warns prescribers or suppliers of the possibility of class- or drug-related adverse reactions

* parameters (e.g. biochemical, haematological) that should be monitored in the course of the
treatment shall be stared here,

*  this paragraph should afso state possible development of tolerance and addiction, including
measures 1o be taken in such cases, and information of the effects of sudden discontinuation
of the drug. The SPC shall clearly define the leve] of addiction potential,

*  the warning of fatal or serious adverse reactions may be accompanied by a recommendation

4.5 Interaction with other medicinal products and other forms of interaction

Show interactions:

* which are observed and/or Jor which there is potential on the basis of experience with drugs
af the same Pharmacotherapeutic group which are or may be clinically meaningful,
with medicinal products used Jor the same indication,
with medicinal products used for other indications,
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Kosovo Medicines Ageney

*  which involve cross resistance to other medicingl products,
connected with daily activities, e.g. meals.

The following information should be given for each interaction:

¢ mechanism of action (if kmawn),

¢ consequences on plasma levels of drugs and/or on laboratory and clinical parameters,
®  recommendations:

*  contra-indication {cross-referral with 4.3),

*  not recommended association,

® precautions for use (i.e. dose adjustment),

* oritobe taken into accomns.

4.6 Pregnancy and lactation

*  conclusions from animal reproduction/fertility studies and humon experience,

* therisk in humans af different times of, pregrancy, as assessed from above,

s information on the possibility of using the medicingl product in fertile ang Dregnant women,
L]

whether to  stop or contine breast feeding, and the likelihood and degree of adverse
reactions in the infont should pe given,

*  all components of the product, ie. not only the active ingredient, shall be assessed, from the
viewpoint gf the impact on fetus.

4.7 Effects on ability to drive and yse machines
¢ On the basis gf the Pharmacodvnamic profile, reported ADR andior impairment of driving

*  significant adverse reactions observed or the most predictable on the basis of

© previous clinical experience with medicinal products of the same elass,
®  possible development of addiction,
* information should he provided about the medicing] product and its individuaj components,

4.9 Overdose

*  experience in animals and humans,

* management of overdose in humans,

¢ ifaspecifi
the class
{0 trademarks of recommended products should nor be included. I is not necessary to stote
precise dosing instructions Jor antidotes. The possibility of dialysis should be Stipulated,
where applicable for treapnens of overdosage,

* ifthere is no known Specific treatment, then it is sufficient to state this Jact.

/16



Kosove Medicines Agency

5. Phannacologjcal properties

Information is given if relevant for therapeutic purposes. Statements should be brief and precise,

5.1 Pharmacodynamic propetties

*  pharmacotherapeutic group,

*  mechanism of action (if bnowny),

* pharmacodynamic effects relevant for prescription  (effects for which there is a
demonstration or at least some evidence of a relationship with the therapeutic effect or which
may induce ADR),

* the pharmacotherapeutic group is preferably defined in words in terminology based on the
ATC classification, bur a clear description in known terms is also acceptable.

5.2 Pharmacokinetic properties
Relevant information should be given on:
a) general characteristics of the active substance
* absorption, with the bivavailability of the dosage form and, Jor the oral route, whether it is
due to liver first pass effect; incomplere absorption; the influence of food,
¢ distribution, with reference to Plasma protein binding, volume of distribution, tissue and/pr
Dlasma concentrations, Dronounced multi-compartment behaviour,
* biotransformarion, to active metabolites, inactive meiabolites and in the case of prodrugs,
lo the active substance,
* elimination with reference fo;
o the elimination half lives, the tora] clearance,
©  excretion (with partigl clearances),
©  the unchanged substance and metabolites (and their activities),
o linear or non-linear kinetics,
) characteristics in Patients
* any known relationship between Plasma/blood concentrations and the therapeutic qctivity
or adverse drug reqctions,
* variations with respect to confounding factors, age,  polymorphic ntetabolism gnd
concomitant pathological situations (renal failure, hepatic insytficiency).
5.3 Preclinical safety data
¢ Information should pe &iven on any findings in the preclinical testing which could be of
relevance for the prescriber, in recognizing the sgfety and safety profile of the medicingl
product used for the registered indication(s), and which is not already included in other
relevant sections of the SPC, )
*  the information should be presenited in a way thar enables the prescribing physician to apply
the Benefitfrisk of use of the medicinal product Jor the individugl patient.

Note: During the development of a new medicinal product, a variety of pre-clinical studies will be
petformed. These are assessed during evaluation of the application, If the results of the Studies

do not add to the information needed by the prescriber, then the results (either positive agr
negative) need not be repeated i the SPC.

6. Pharmaceutical particulars

6.1 List of excipients
¢ afull statement of the excipients expressed qualitatively,
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Kosovo Medicines Agency

* imternational non-propriefary names recommended &y WHO (INN} should always be used, the
relevant codes may also be included.

6.2 Incompatibilities

Information on physical and chemical incompatibilities of the medicinal product wigh others with
which it is Lkely to be mived or co-administered. This will be particulorly important for
medicinal products to be diuted before parenteral administration. Significent problems of

6.3 Shelf life

* shelflife of the medicinal product as packaged for sale,

* shelflife after dilution or reconsltitution according to directions,
« shelflife afier first opening the container

6.4 Special precautions for storage

Storage conditions should be stated unless the stored medicing] product is stable at femperatures
up to 25 Co when the medicinat product does not need to begr any special storage instructions,
The maximum (or mininam) storage temperatures in Celsius and special precautions in relation
to humidity and light should be stated,

6.5 Nature and contents of container / immediate packaging
* A description with reference to standardized CPiP terminology,
* bpe of packaging, including its size,

6.6 Instructions for use and handling

Instructions for use should not repeat the dosage information. This section should refer in
particular to the “mechanical” instructions, e.g. preparation of a ready-to-use administration
Jorm (e.g. the way of dissolution, dilution, agitation), turbidity control, use af special applicators,

dosage tools, pumps, the speed of application, et

Instructions for use/handling are needed where:

* the medicinal product s such is not intended Jor immediate use and has for instance to be
suspended or diluted before administration; claims on compatibilities can be given here
provided these have been proven in the dossier,

* due to the natyre of the medicingl product or the packaging/closure, the way of i using/handling

* daspecial dosing device to administer the medicinal product has to be used,

* additional requirements Jor radiopharmaceuticals.

This section can include the classification of q medicinal product for supply purposes (dispensed by
medical prescription only or OTC), and also whether i is included in the Jis of narcotic or Psychotropic
Subsionces. The applicant sholf decide whether or not the method of supply is 10 be stated If indications or
dosage differ benween rhe product sold OTC o dispensed by medical prescription only, this shall be
pointed out in the relevany paragraphs.

6.7 Special precautions for disposal of unused medicinal products
Envirormental risk

716



Kosovo Medicines Agency

7. Classification

Prescription status - noy subject 1o medical prescription or subject fo medical prescription (indicate jf
medicinal product is on renewable or non-renewable prescription, subjfect to special medical preseription
or on restricted medical prescription reserved for use in certain specialized arens}

8. Marketing authorisation holder {name and address)
The marketing authorisation holder #s the applicant

9. Marketing authorisation number
To be issued by the competent authority

1G. Date of first authorisation/renewal of the authorisation
To be issued by the competent authority

11. Data of last/partial revision of the text

For radiopharmaceytical products, the following information shali additionally be

submitted:

¢ full details of internal radiation dosimetry;

¢ detailed instructions for extemporaneous preparation and quality control of such
preparation;

* maximum storage time during which any intermedijate Preparation such as an eluate
or the ready-to-use pharmaceutical will conform with its specifications.

1.3.2 Labelling

(i). The particulars that shall appear on the outer packaging of medicinal products or,
where there is no outer packaging on the immediate packaging, shall consist of:

in several pharmaceutica] forms and/or several strengths, the pharmaceutical form
and or the strength (baby, child or adult as appropriate) must be included jn the name
of the medicinal product;

dosage unit or according to the form of administration for a given volume or weight,
using their common names;

* the pharmaceutical form and contents by weight, by volume or by number of doses of

the medicinal product;

* the list of excipients known to have a recognised action or effect. If the product is
injectable, or a topical or eye preparation, all excipients must be stated;
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Kosovo Medicines Agency

the method and route of administration;
a special warning that the medicinal product must be stored out of reach and sight of
children;

other special warning(s), if necessary;

the expiry date in a form comprehensible to the user {month/year);

special storage conditions, if any;

special precautions for disposal_of unused medicinal products or waste materials

derived from such medicinal products, if appropriate;

¢ the name and address of the marketing authorisation holder and the manufacturer (if
not the MAH), and where applicable the nanie of the responsible person appointed by
the holder to represent him/her;

» the marketing authorisation number for placing the medicinal product on the market
and the authorisation stamp of the competent authority;
the manufacturer's batch nuinber;
general classification for supply;
in the case of non-prescription medicinal products, the instructions on use of the
medicinal product;

* EAN Code (if exists).

(ii). Instruction on use shall copsist of dosage per 24 hours, method of administration,
indication(s) and caytions.

(iii}. The outer packaging and the package leaflet may include symbols and pictograms
designed to clarify the required information and other information in compliance with the

{iv). The following particulars at least shall appear on immediate packaging which takes
the form of blister packs and are placed in an outer packaging that complies with the
requirements set out above:

name of the medicinal product (trade name, common hame, strength and form);

hame of the marketing autharisation holder:
expiry date:

& baich number.

(¥). The following particulars at least shall appear on small immediate packaging units on
which the particulars set oyt in (i) and (iii) cannot be displayed:

name of the medicinal product {trade name, common name, strength and form);

route and method of administration;
hame of the marketing authorisation holder;

expiry date;

batch number;
contents by weight. by volume or by unit.

* & 0 o 9 o
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(vi). The information required to be set out on the outer and immediate packaging and on
the package leaflet (patient information leaflet) shall be easily legible, clearly
comprehensible and indeiible.

{vii). The instructions for use on the outer packaging (in the absence of that, on the
immediate Packaging) must be in at least Albanian and worded so as to be easily legible
and comprehensible by a patient. The information may be in other languages in addition.

(viii). One or more mock-ups of the outer and immediate packaging of the medicinal
product as well as a draft label, which shall be affixed on the immediate packaging, shall
be submitted to the competent authority. A mock-up is a flat artwork, design in full
colour, presented so that, following cutting and folding, it provides a replica of both the
outer and immediate packaging so that the three dimensional presentation of the label text
is clear,

1.3.3 Package Leaflet

Reference should be made to the package leaflet section in the EC Notice to Applicants
Volume 2B 2001 Edition,

(1)-The package leaflet shall be drawn up in accordance with the Summary of Prodyct
Characteristics and shail include, in the following order:

a) for the identification of the med icinal product:

* name of the medicina] product foliowed by its strength and pharmaceutical form
(baby, child or adult as appropriate). The common name (international non-
proprietary name) shall be included where the product contains only one active
substance and if its name is an invented name;

¢ pharmaco-therapeutic graup or type of activity in terms easily comprehensible for the

common names;

* phammaceutical form and the contents by weight, by volume or by number of doses of
the medicinal product;

* name and address of the loca] representative of the marketing authorisation holder.

b) therapeutic indications.

pathological conditions), potential effects on the ability to drive vehicles or to operate
machinery, list of excipients knowledge of which is important for the safe and effective
use of the medicinal product:

* contra-indications;

* appropriate precautions for use;

10/16
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alcohol, tobacco, foodstuffs) which'may affect the action of the medicina} product;
® special warnings,

d) the necessary and usyal instructions for proper use, in particular:

* dosage;

* methed and, if necessary, the route of administration;

* frequency of administration, specifying if necessary, the appropriate time at which the
medicinal prodyct may or must be administered;

and, as appropriate, depending on the nature of the medicinal product:

duration of ireatment, where it should be Iimited;

course of action to take when one or more doses have not been taken;
indication, if necessary, of the risk of withdrawal effects.

product and, if hecessary, the action to be taken in such a case, The patient should be
expressly invited to communicate any undesirable effect which is not mentioned in the
leaflet to his doctor or to his pharmacist,

D) a reference to the expiry date indicated in the labelling with:

¢ awarning against using the medicinal product after this date;

*  where appropriate, special storage precautions;

* ifnecessary, g warning against certain visible signs of deterioration,

g) the date on which the package leaflet was last revised,

(il). If contraindications and side effects are not known, such facts must be literally
written in the Package leaflet, that is, it cannot be stated that contraindications and side
effects do not exist.

(iii). The package leafiet may include other information in conformance with the SPC
that are useful for health education with exclusion of any element of 2 promotional

(v)- Special provisions for Radio harmaceuticals

For radiopharmaceuticals, labeliing and backage leaflet shall also be in conformance with
the following provisions:

11/16
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a). the outer carion and container of medicinal products containing radionuclides shall be
labelled in accordance with the regulations for the safe transport of radioactive materials
laid down by the International Atomic Energy Agency;

b). the label on the shielding shall include the particulars set out in Para 1.3.2 (i) above.
In addition, the labelling on the shielding shall explain in ful] the codings used on the vial
and shall indicate, where necessary, for a given time and date, the amount of radioactivity
per dose or per vial and the number of capsules or, for liquids, the number of milliliters in
the container;

¢). the vial shall be labelied with the following information:
* Dname or code of the medicinal product, including the name or chemical symbo] of
the radionuclide:
* batch identification and expiry date;
* international symbol for radioactivity;
*  name of the manufacturer:
¢ amount of radioactivity as specified in b) above.

)
gencrators, radionuclide kits and radionuclide precursors in accordance with the
provisions set out in 1.3.3. In addition, the package leaflet shall include any precautions
to be taken hy the user and the patient during the preparation and administration of the
medicinal product and special precautions for the disposal- of The packaging and its

unused contents,

1.3.4 Mock-ups and Specimens
A mock-up or specimen of the sajes Presentation must be included with the
application ds Annex 5.8 o the application form..

A ‘mock up® is a copy of the flat artwork design in full colour, providing a replica of
both the outer and immediate packaging, providing a two dimensional presentation of
the packaging / labelling of the medicinal product. It is generally referred to as g
‘paper copy’ or ‘computer generated version’,

1.3.5 SPCs already approved in other European countries

The currently vaiid SPCs approved for use in ali European countries where the medicinal
product is authorised should be submitied with the application as Annex 5.23 1o the
application form, :
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1.4 Information abont the Experts

Experts must provide detailed reporis of thejr observations on the documents and
particulars which constitute the marketing authorisation dossier and in particular on
Modules 3, 4, and 5 (Part IL, T and IV in “old EU” format),

The experts are required to address the critical points related to the quality of the
medicinal product and of the investigations carried oyt on animals and human beings and
bring out all the data relevant for evaluation.

These requirements shall be met by providing s quality overall Summary (Part I1 expert
report in ‘old EY” format), a nonchinjcal overview / summary (Part IIT expert report in
‘old EU format) providing data from studies carried out in animals and a clinical

control of medicinal products;

* Non Clinical Overview / Summary (Part iif expert report) - qualifications in
toxicology and/or pharmacology (ie, at least Bsc.Pharm. or Bsc.Med or ijis
equivalent), and specialising in the toxicology and pharmacology area with practical
experience in that area;

® Clinical Overview / Summary (Part [V CSxpert report) - qualifications ig cij nical usage
of the product (ie. at least Bsc.Med or its equivalent) and working experience in
pharmacovigilance,

The experts should state in particular:

¢ inthe case of the quality expert, whether the medicinal product js consistent with the

pharmacological Properties observed;

* in the case of the clinical expert, whether he has been able to ascertain effects on
persons treated with the medicina] product which correspond to the particulars given
by the applicant and whether the patient tolerates the medicinal product well, the
posology the clinician advises and any contra-indications and adverse Teactions;

* in the case of an application for authorisation of a medicinal product claiming we]]
established medicinaj use, the grounds for using the bibliography submitted.
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1.4.1 Information about the Expert - Quality

According to his / her respective qualifications the undersigned expert declares hereby to have
performed the duties set oyt ... in accordance with ..., ..

Quality:

Name of the expert; Signature:
Address;

1.4.2 Information about the Expert — Non Clinjeal

According to his / her respective qualifications the undersigned expert declares hereby to have
performed the duties set outin ... . inaccordance with ., .......

Non Clinical (pharmacalogy, Pharmacokinetics, toxicology):

Name of the expert: Signature;
Address:

Date:

Brief information on the educational background, fraining and occupational experience is
aftached,

1.4.3 Information abont the Expert - Clinjcal

According to his / her respective qualifications the undersigned expert declares hereby to have

performed the doties set owtin...........in accordance with .....,... ..
Clinical:

Name of the expert: Signature;
Address:

—_—
R T ]

Date:
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1.5 Specific requirements for different types of applications

1.5.1 Information for well established medicinal use (bib]iographical) applications

In this section a concise document (up to § pages) should be provided that summarises
the grounds and evidepce used for demonstrating that the constituent(s) of the medicinal
product have a welj established use with an acceptable Jevel of safety and efficacy,

Guidelines are provided in “Annex 3 - Guidelines for applications under the well
established medicinal yse (bibliographical) simplified procedure’.
1.5.2 Information for applications under other simplified procedures and certain

types of medicinal product

This section applies to the following types of applications:

mpglicaﬁon type Regulation reference / Guideline
(a} Simplified procedure pursuant to: '
Essential Similarity {Informed consent) * specific reference to requirements set oyt in

Section 6 Para 2.1 of the MA repulation
* KMAGY . Essentially similar medicinal
products and guidefines for substantiation of
bicavailability and bige uivalence
ty q —

Essential Similarity (Generic) * specific reference 1o requirements set out in
Section 6 Para 2.2 of the MA regulation
* KMAGY
Essential Similarity (Generic different) *  Specific reference to requirements set out jn |

Section 6 Para 2.3 of the MA reguiation
KMAGY
Specific reference to requirements set oyt in
! _ | Section 6 Para § of the MA regulation
New fixed combinarion * specific reference to requirements set oyt jn
" EU-CADREAC G ————— | Section 6 Para 3 of the MA requlation |
EU-CADREAC Centralised procedure | e specific reference to requirements set out jn
W | Seclion Par  ofthe o s ]
| EU - CADREAC Decentralised pracedure | o specific reference to requirements set out in
[ - , _Section 6 Para 8 of the MA regulation

LEE ]

Vitamins / minera] substances

|
'f} (b) medicinal p?nduct_t\'gc:
Biological medicinal prodect T: 7 KMAGI3 - Special Provisions for h-io]dgi(,:ér
| Medicinal Products
|

Redeghormareail T gy provisions for
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Radiopharmaceuticals ]

Homeopathic medicinal product * KMAG15 - Special  provisions  for |

Homeopathic Medicinal Products |

Herbal medicinal product * KMAGI6 - Special provisions for Herba] |
| Medicinal Products

Advanced therapy medicinal product * KMAGI17 - Special provisions for Advance?'

Therapy Medicinal Producis |

For applications using the simplified procedures stated above or applications based on
medicinal product type’s state above, a brief statement should be made that the
application dossier incorporates the additional information required in accordance with
the relevant regulation reference and/or guideline,

Annex to Module 1 — Environmental Risk Assessment

Applications for marketing authorisations shall include a risk assessment overview
evaluating possible risks to the environment due to the use andfor disposal of the
medicinal product and make proposals for appropriate labelling provisions. This report
shall be signed and information on educational background, fraining and occupational
experience of the author should be included.

Environmental risk connected with the release of medicinal prodycts containing or
consisting of GMOs (Genetically Modified Organisms) within the meaning of Article 2
of Directive 2001/18/EC of the European Parliament and of the Council on the deliberate
release into the environment of modified organisms and repealing Council Directive
90/220/EEC6 shali be addressed. The report shall contain copies of written consents of
the competent authorities to the deliberate release into the environment of the genetically
modified organisms for research and development purposes where provided for by Part B
of Directive 2001/18/EC and shall provide the technical dossier containing the
information requesied in Annexes IT and 11T to Council Directive 2001/18/EC and the

»

environmental risk assessment resulting from this information,
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FLETUDHEZIM: INFORMATA PER PERDORUESIN
[Titulli ¢z printoher]

{Emri (emér i mbrojtur) fortésia, forma farmacentike }
{Substancat) aktive}
(nése Eshte e nevojshme: a &shts par foshnje, fémijs apo t& rritur)
p

[Pér produlge mjekésore né dispozicion vetém me receta:]
<Lexojeni kétg fletadhézim € t&rin pme kujdes para se filloni ta <merrni> <pérdorni> kgz

- Nése ndonjé nga efektet an¥sore pérkeqésohet, ose nise veéreni ndonjs efekt angsor q€ nuk figuron
né kété fletudhezim , Ju Iutemi tregojini <mjekut> <pse> <farmacistit> tuaj.>

[Pér produiner mjekésore né dispozicion parecerd:]

< Lexojeni ket Aetudbiézim 12 térin me kujdes sepse Pérmban informata ¢ réndésishme pgr ju
Ky bar &shts ng dispozicion pa recets. Megjithatg, ju duhet 1 <mermj> <pé&rdomi> X me kujdes per
t€ pérfituar reznltatet mé ¢z mira prej tij.

- Ruajeni k&t& fletudhzim, Mund #ju duhet ta lexoni pérseri.

- Nétse keni pyetje ose kérkoni késhilla tz tiera, drejtojuni farmacistit,

- Duhet t*a kontakton; mjekun nése simptomat ju pérkeqésohen ose nuk pérmirgsohen <pas {nj&
numéri} ditesh,>

- Nése cilido nga efektet anésore perkeqisohet, ose nése véreni ndonjé efekt anésor 4¥ nuk figuron
nE k&g fletudhézim, ju lutemj tregojini <mjekut> <ose> <farmacistit>,>

NE kiéte fletudhzim-

1. Cka dshts X dhe Per se pérdoret
2. Para se t8 <merrni> <pérdorni> X
3. Si t&8 <mermi> <pérdomi> X

4. Efektet e mundshme angsore

5. Sitarani X

6. Informata shtese

1. CKAESHTE X DHE PER SE PERDORET

[Grupi forppal rerapentik,
{Grupi Jarmakoterapeutik ose Hoji i akrwviterit duper 8 vihet kétu dike Dérdoré giuhs 16 kuptueshme
Pér pacientin. ]

[Tnedikecioner rapentike. |
[Indikacionet lerapeutike duhet 12 vihen kétu, duke pordors &iuhé t¢ kuptuestape Per pacientin, Po qe
€ nevojshine, specifikoni se:]

<Ky bar éshtz vetem PEr pérdorim diagnostik.>

2. PARA SE TE <MERRNT> <PERDORNI> X
{Mund t¢ pérfshihen RElity shtes prenda titujve po ge e nevgjshine pér ta shiyay fexueshinéring J
[Lista e informatave 1z revojshme purg Harrjes sé produfiz mjekésor. ]

i
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[T giithé seksioni 2 guper & marré parasysh gfendjen e vecants 1o kategorive 1z caktuara 15

Dérdoruesve, p.sh, Lemijéve dhe 18 moshugve (pércaktoni grupmoshen; Pér femijé; popullars 1
pacientéve 1é vegants, P.sh. pacients me dimtinge renale ose hepatike, J

[RundSrindikacioner. J

Mos <merri> <pérdorni> X

- <nése jeni alergjik (hipersensitiv) ndaj {substanca(ve) aktive} ose cilitdo nga pérbérésit e tjers 1z
X>

[pérfshini rekomandimet, nése ashis ¢ viefshme. ]

- <nése,..>

{Jepni imformatg ndaj kundérindikacioneve absolute kétu ng DPérputhfe me SpC- ko dubet boré pe
&iuhé té kuptuestme Pér pacientin dhe duhet 15 kufizohet vetsm re kzmdé’rindikaf:ione!, duke i pérfshire
kundérindikacionet Pér shiak 1é ndérveprimeve me produkiet e fera mjekésore, Parandalimet ¢ fera
si dhe paralajmerimer e vecanta dulien béré né seksioni e radhés.

Duhet béré kujdes Pér 'y sigipyar 9€ ¥ mos anashkalohen detajet komplekse., Nuk Eshté e

{Paralajmerimer pérkatise por Lerduring: vireftier ¢ veganta, 7

Tregoni knjdes t& vecanté me X

- <nése..>

- <kur ..>

-<Paraterapisé me X, .. >

[Informatar ne guhé 18 kuptueshme DEr pacientin, pParaigimérimer o vecania dhe paralgjmerimer
pérkatése per pérdorim dihet 1€ vihen kéty,]

[Nderveprimer nre Produkiet e ijera mjoks ore, 7

<Marrja> <Pérdorimi> i barnave t& tjera

[Pérshicruani efekter e Produkteve (& tjerg ne krahasim me proguktin né fjalé dhe anasielias. Dauher 15
béhen referenca ndaj forcimit/dobesimit dhe zgjaties, shikurtimis té efekteve ]

{Ndérveprimer q€ nuk lidhen me produkter mjekasore dyper € périnenden kéty, pur Shembull
pacientdt mik duher 15 konsumojné qumeshs ng kombinim me letracikling dhe alkool; nuk duber 17
konsumiohet giats ferapisé me benzodiazeping. Ng rastet e nevojshme, duher 15 Pérfshihen giithmone
udhézimet per 1z gartesuar nése bari duhet maprs e ushgim, giatéfpara buke, ose 1 sakfésoher né

qafié se ushgimisshujtat nuk kans kurrfarée ndikimi, eti.f

[Pérdorini HEU v ate sIMarzéng vse g, §E fupint gji. |
Shtatzénia dhe glidhénia

Aty ki informargy ndryshojné cukshém, informatar Pér shtatzénar dhe 8rale gé japin gji wmd 1
paragiten né negn tituf 18 veganits,]
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[Informatar - mbi leratogjenitetin, duher e pérfshihen né fletushkg ne Guhé 12 kuptueshine pér
pacientin, kur produkti Jep kmderindikacione gt shtatzanisg, |

FEfekter mbi ufissing PEr 8 ngurd voturon ose Dirdord makinori |
Ngasja dhe pérdorimi i makinerive

<Mos ngisni veturén <sepse...>>

<Mos pérdorni vegla ose makineri>

[Paraluimerimi poy ehsipientsr |
Informata t& réndésishme Pér disa nga pérbérisit e X

[Kur éshié ¢ nevgjshme,1é jepen detajet e ekscipientéve, njohuria DEr 18 cilét éshitz e rendesishme Dér
Pérdorim ¢ sigurt dhe efektiv ¢ produktiy mjekésor , duke perfshire paralaimérimet pérkatese Dér
mbetjet nga procesi i Drodhimit |

3. SI TE <MERRET> <PERDORET> X
[Mund 12 shrohen nEntityf pérbrenda tityjve ts dhons mé poshté mund 1é pérfshihen Po qe nevoja gé 15

shtohet lexueshmirip, J

[Udhézime por pordorinin ¢ Sakié |
{# wesité e méposhime mund té kombinohen s; e paragraf i vetém.]

[Dozing. ]
<Gjithmong <merrni> <pérdomni> X saktdsisht 8i¢ ju ka udhézuar mjeku. Duhet t& konsultoheni me
<mjekun> <ose> <farmacistin> nése nuk jeni t& sigurt> <Dozz ¢ zakonshme &shig., >

fAtinyra dhe ose TFUAIEL) ¢ pérdoriniy,}

{Meénvra e pordorimit: yp, ésimet pér pérdorimin e Sakié 1¢ produktir mjekeésor; p.sh. “Mos e
gélltitni®,

“Mos e pertypni”, “Tunden; Hiré para pérdorimis”,

Rrugatét) e administrimis Sipas "termave standarge” * dhe njé shpjegim shiess i kuptueshém per
pacientin numd 15 jeper ré rase nevgje .

Kur éshié e aplikueshme, dubet 1€ keté porshirime (mundésisht me Hustrime) pér rekmikat hapjes pér
kontejnerét g nuk ; hapin dot fomijer dpe kontejnerst e Yerd g¢ hapen né menyra 1o pazakonte.

Kur kérkohet, giithmone duhet 12 pérfshihen udhésime por t& qartésuar nése bari dubet (s merret me
ushgim, giatdpara buke, ose 15 thithet garta-i pése ushginti shufta nuk kg kurrfeare ndikimi ety

{Shpeshiisia e perdorimiy, J
{T€ specifikoket po 4¢ € nevojshine kohaler) pérkatcse ns 2 cilen mund ose duhes 1o Pérdoret produlai
nyekiésor. ]

[Kohézgjotia e lerupiss. ]

{Po ge e nevgjshme, vecanérisht pér produkter né dispozicion pa receté dihen dhéné saktosime lidkur
me;

kohEzgjatien e zakonstme & terapise:

kohézgjatien maksimale s fterapisé;

intervalet pa ferapi;

rastet ku kohézgiatia e lerapise duhet 1¢ kyfizohet, 7

[Simptomat ni rast mbidg=imi dive hupat 4 duper mlérnarre. |

Nése <merrni> <pérdorni> X mé shumé se ¢’duhet

[Pérshkruani se si kuptoket kur dikush kg marré mbidozz dhe ¢faré duper béré ]
[Hopat 4é duher imayre kyr 1¢ JeIé kapdrever ujo dozs o mé shume, ]
Nése harroni té<merrni> <pérdorni> X
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[Sgarofini pacientir cfaré ata duhet 18 béjné pas Dérdorimit & grregullt 13 produktit; p.sh..j
<Mos mermni dozz t& dyfishté pir ta kompensuar <tabletén> <dozin> e harrvar <., .> >

{Indikucionet e rrozifo 1o efekteve 12 trhegjes, |

Nése e ndérprisni <marrjen> <pérdorimin> ¢ X

{Shénojeni cfarede efekti ¥ ndérpreries ose 1¢ Pérfundimit t& hershem 1o Hjé lerapie, nése kérkohet,
Sipas nevgjés, duhet 1 shiohet e sqarim liding me pasoiat potenciale s ndérprerjes sé terapisé
parg pérfimdimit & kohézgjaties s¢ terapisé si dhe me nevajén pér diskutim paraprak me mjekun qé
&a kryer vizitén ose farmacistin, né gjuhé 18 kuptueshme PEr pacientin,

Jepini efeltet o térhegies kuy 16 mbargjé terapia, kur Zshi e nevoishme.j

[Sipas nevajeés, kté seksion mbvileni me:J

4. EFEKTET ANESORE Ti: MUNDSHME

[Pérshleim i efekieve anssore shpeshicsiu) ]
[Fillgje keté seksion me: 7
Sikurse t& gjitha barnat, X mund & shkaktoj& efekte an#sore » megjithése jo te 18 gjithe patagiten ato.

{Pérshkruani, po ge neveja, hapat qé duhen ndérmarrié, Nése pacientit i duher r¢ kérkojé ndibme
urgjentisht, rekomandoher pérdorimi i tepmiy <menjéheré>; per rrethana mg pak wgjente, mund 1z
Pérdoret <sa mé paré>,j

[Mbyllen: kéé seksion me:j

Nése ndonjé efekt anésor perkeqésohet, ose nése véren; ndonjé efekt angsor q¢€ nuk figuron ng kgte
fletudhézim , jn lutemi njoftojeni <mjekun> <gse> <farmacistin> tuaj.

5. SITE RUHET X
Mbajeni larg syve dhe duarve 12 fémijave.
[Daeer ¢ skadimir 7

[Avy ku pérdorer ndonjé shkrtese Specifike pér datén e skadimit no etiketé, duhet 1¢ pérmender fermi §
ploté ketu krahas me shiurtesen, J

[Rushtet ¢ rugjties ]

(K kr mundosi, JetEgfadsing pus rikrijimit, tretjes ose bas lupjes s& pape 16 konteinerir,j
LJu lutemi referojuni “Shénimeve pér Udhézime ns Jetégiatésing maksimale Pér produkie sterile per
pérdorim njeré-or pas hapjes s¢ paré ose pas vikrifimit” J

(K ket mumdisi, paraf, ymérimin knidsr ofisy shenjave 16 dukshme 15 Drishies. ]
<Mos e pérdomi X nése véreni {pérshkrimi i shenjave t& dukshme & prishjes}.>

6. INFORMATA SHTES

[Formuling i plow Helhur e substemearr) aktive dhe cksipioniéyy,
I it

4
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Cka pérmban X

[Substanca (t) aktive (g¢ shprehen kualitativish dhe kuantitativishr) si dhe Derbérésit e tiers
(shprehur kualitativishe) duhen identifikuar duke Dérdoré emrat e bre sig jané dhéng ne SPC 5i dhe né
&fuhén e tekstit, p.sh. ]

- substanca(t) aktive &shte (jang) e (t&) ralié...

- Pérbérssi(t) tjeter (e tjeré) éshis (jané)... fndajini eksipientsr ¢ pjeséve té ndryshine 13 Produktit
njekésor, p.sh. bérthamg e tabletés Aveshja, Pérbérja e kapsulés/lévo:hga; DPluhurifrerss (b.sh. uji
Per injeksione),]

[Forma firmucentike, natvra dhe perbiria o koatefnerit ud peshd, vellim 03¢ nfESI 1 dozimiy, ]

Si duket X dhe pérbérja e paketimit

{Forma farmaceutike diher ¥ jepet sipas “Termave standurd" * ¥ ploté s5i dhe nje sqarim shresé j
kuptueshim por pérdoruesin mund & Jepet né rast nevoje.

Rekomeandohet 1o DérfShiker njé porshirim Jizik si p.sh. forma, ngivra, tekstura, stampimi, 7

{T¢ giitha madhésite o paketave pér kit Jormé farmaceutike dhe Jortésisé duhet 16 cbérthehen kety:
ku éshté e porshiatstine 1 shenjohet se jo ts &iitha madhisité e paketimeve mund ¢ treglohen. Aund
€ pérfshiher njé reference shtess ndaj formave & Yera farmacentike dhe Jugive ]

[Emri dhe udvesy o MEBAIESIE 13 ctutorizimis Pér murketing  si dhe MEAIESH 1 antorizimir 1o prodhimi
Y Eshtc porgjegiés Pér leshimin ¢ seriss | o0 Jane 1¢ ndryshem, Vi

Mbajtési i Autorizimit Pér Marketing dhe Prodhuaesi

{Emrie adresa}

<{tel}>

<{fax}>

<{e-mail}>

[epni emrin dhe adveser o Mbajtasit 12 durorizimis pér Marketing dhe identifikojeni si t¢ (il]s p.sh.
“Mbajeesi i dutorizimis pér Marketing : 4BC [id ey.” {ddresa e plote: emy ; shietit 1 jeper pe
&iuhén e tekstit. Mund 16 Pérfshiten telefoni, numpi ; Jaksit ose adresat e e-mailit (pa fuge 16 internetir,
pa e-maiia gé lidhen e Jage interneti) ]

[Jepni emrin dhe adresén e prodhuesis 1 Pérgjegishém per foshimin o Serisé dhe identifizojeni si te
1illé p.sh. “Prodhuesi: DEF Lid, eff.” (ddresq e ploté: emri | shiegi 1z Jepet né gjuhin e rekstiy

Nuk lejohen mumyg telefoni e faksi, adresq e-maili ose fage interneti).]

{Nése mbajtisi i 4Af dhe prodhuesi jang te 7EJte, mund 1é pérdoret titulli | pérgfithshem “Mbajresi i
Autorizimit per Marketing dhe Prodhyesi® i

[Ne rastet kur éshes cakiuar mé shume se njé prodhues Pérgjegfés pér Wshimin e Serisé , duhet ts
radhiten 1¢ gjithe, Megjithare, fletudhe=imi ; printuar i produktis myjekésor duhet ts identifikojé garis
Drodhuesin pérgiegiés pér léshimin e serisé né fiolé ose ts Permendé vetém prodhuesin specifi &
pérglegishém pér Isshimin ¢ asaj sevie

Ky fletudhézim sg fundmi &shté miratyar né {MM/YYYY}

[Pér produkier ¢ miratyarg nén “rrethane i Jashtézakonshme ™, Perfshini formulimet o méposinne. ]
<Ky bar &shté autorizuar ney “Rrethana té Jashtézalonshme™,

Kjo do me theni se <pér shkak 1€ shfagjes s& rralls & sémundjes > <pgr arsy¢ shhencore > <pi; arsye
etike> ishte ¢ pamundshme & merren informatat komplete pér k&ts bar,

{Emvrj MS/Agjencial do ta shqyrtejé ¢do informats t€ re lidhur me barin ¢do vit dhe kjo fletushis do

t€ freskohet sipas nevpjés >

[Rekomandoher Y€ 1 perfshihet referenc e méposhine. ]
<Informatat detaje pér ke bar JjanE @ disponueshme  ane fagen e internetit 1s: femri 1
MS/Agjencisg) >
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<< i e,

{Pér produkte parenterale dhe produkie t& Yera gé lvesisht pérdoren ne spitale, informatat praktife
mbi pérgatitien dhefose raftimin e produktis njekésor pip profesionistét mjekdsors dhe té
shiéndetésisé mund ts Pérfshihen né kéfé seksion, KU ESHTE E PERSHTA ISHME duhet 13 Derfshiher
dhe 1jé reference ndaj seksionit 3. Né rast 12 4ille, fillojeni seksionin me:f

[Nése informatar Yera shkencore shtess Jo ¢ pérfshihen né paketon Pér profesionistst e
shéndetésisé, ko mund 1 arrihet duke:

—ofFuar SPC komplete si dokument 1z ndaré né paketén e produkiit,

—shtuar SPC' komplete si seksion 16 shképutshem ne Jomd 18 fletudhézimir 45 printuar,

ashtu gé informarg Per pacientin (pra, fletudhézin i paketimit) si dhe informata pér profesionistin e
shéndetésisé (pra SPC) 13 Jené 1€ dalluara qarta;,

Synimi pér ta perfshire SPC € ploté dhe ményra né 15 cilén o arvihet dubert 15 Justifikohen nga
aplikuesi dhe 1¢ shanohen ne Jfund ¢ fletudhizimir 16 paketimit pa ¢ perseripg tekstin e findit t5 ploté

1 SPC.
Pérdoruesit dubet 1q vendosin me kuyjdes nése Pérfshirja e informatave 15 tilla shkencore ng paketé
éshié e pérshtarshme, duke marré parasysh natyréin e produktit ]

* Termet Standarde  paragiten ne fistén e terniinologjisé sé pérbashksr o Pérdorur pér raster ¢
méposhime -
Jormat e dozimit,
rrugét dhe/metodat e adm inistrimit,
~kontefnerst, mbyvligsit, pajisje 15 caktuara gé pérdoren Pér barnat pér perdorim
fnaman

Sqarim lidhur me fialét ¢ meposhts G€ jané pérdorur ne format standarde ng gjuhgt
Shqipe/Serbe:;

<mermi> <pérdomi>

<uzimate> < koristite>,

Fala <mermi> giegjésisht <uzimate> zakonisht pérdoret Per produktet medicinale pér
Pérdorim sistemik, p.sh. Tableta, shurup etj.

Fjala <pérdomi>gjegjésisht <koristite> zakonisht Pérdoret pér produktet medicinale pér
aplikim 1& jashtém (lokal),
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UPUTSTVO ZA LEK
{Ovaj naslov teba od§tampari]
{(Zadticena) ime, Jjatina, farmacentskj oblik}
{Aktivna supstanca(e)}
( i ako je potrebno da Ii Je za bebe, decu iij odrasle)

[Zastiteno) ime lekg tkaje se u celom ovom dokumentu omnaéava sa A, poste cega slede jocing |
Jarmaceutski oblik fonako kako Je navedeno i 1t SPC-y) treba navesfi masnim slovima (boldj, Poste
toga treba da slede aiaivne supsiemce (navedenz isto kao § ng spoljasnjem pakovanju leka, videri &an
6. "Pravilntka o sadriqju i nadinu obeleavanfa®), #o se mose napisati u donjem redu J

{Za lekove koji se Izdafu samo uz lekarski recepr:y

<Palljivo protitajte ovo uputstvo, pre nego 3to potnete da koristite ovaj lek.

~ Uputstvo saduvajte. MoZe biti potrebno da ga ponove proditate,

~ Ako imate dodatnih pitanja, obratite se svom lekaru ilj farmaceutu.

~ <Qvaj lek propisan je Vama i ne smete £a davati drugima. Moze da im Skodi, &ak i kada imaju
iste znake bolesti kao  Vi>

— <Ukoliko neko neeljenc dejstvo postane ozbiljno ili primetite neko neZeljeno dejstvo koje nije
navedeno u ovom upuistvu, molimo Vas da o tome obavestite svog lekara ifi farmaceuta >>

[Za lekove koji se mogu izdati bez lekarskog recepta. ]

<PaZljive profitajte ove uputstvo, jer sadr¥i informacije Koje su vaZne za Vas,

Ovaj Iek se mo¥e nabaviti bez lekarskog recepta. Menutim, neophodno je da paZljive koristite lek X.
da biste sa njim postigii najboije rezuitate.

= Uputstvo saduvajte.MoZe biti potrebno da ga ponove protitate,

~ Ako imate dodatnih pitanja, obratite se farmaceuty,

— Ukoliko se Vagi simptomi pogorsaju ili Vam ne bude bolje <posle {toliko} dana>, morate se
obratiti svom fekary.

— <Ukoliko neko neZeljeno dejstvo postane ozbiljno ili primetite neko neZeljeno dejstvo koje nije
havedeno u ovom uputstvi, molimo Vas da o tome obavestite svog lekara jli farmaceuta.>>

U gvom uputstvu profitadete:

1. Staje lek X i gemu je hamenjen

2. Sta treba da znate pre nego $to uzmete lek X
3. Kako se upotrebliava lek X

4. Moguéa neZeljena dejstva

5. Kako &uvati lek X

6. Dodatne informacije

L STAJELEK X1 CEMU JE NAMENJEN

Farmakoterapijska grupa, |
[Ovde treba navessi Jarmakoterapijsku gripu i nacin delovanja leka, koristedi jestle razumijiv =g
Pacifenta.]
[Terapiiske Indikacije. |
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[Ovde treba navesti terapijske indikacije lekg, koristedi jo=ik razumlfiv za pacijenta,
Ako je primereno, ravedite:]
< Ovaj lek se koristj iskljutivo u dijagnostitke svrhe >

2. STATREBA DA ZNATE PRE NEGO $T0 UZMETE LEK X

{Ovde mogu biri ukljuceni | dodatni Podnasiovi ako je 1o porrebno, da bi s pobolisala razumlfivost,]
{Navesti sve Informacije koje su neophodae pre uzimanja leka, ]

[Ceo odeliak 2. mora dy uzme u obzir posebng starja odrenenih kategorija korisniteg, Hpr. deca |
Stifi pacijenti (navedite konkretme Fraspon godine; »a decy irepia proditati CHAP Naponiene >
Vodidza kinidka ispitivanja lekova kod dece(Note for Guidance on Clinical Investigation af
Medicinal Products in Children (CPMP ElP 462/93)); posebne Populacije pacijenarg, npy. pacijenti
sa bubreznom ili kepatickom insuficijencijom, J

£ Kontraindikacije. 7

Lek X ne smete koristiti:

— <eko ste alergignj (preosetljivi) na {aktivau(e) supstancu(e)} ili na bilo Laji drugi sastojak leka
X>ukljuciti i reziduglse materfe, ako je to relevanhio |

—<ako.,,.>

{Ovde se navod. informacije o apsolutuim konn'aindikacﬁwna u sklady sa SPC-om: oye treby da
bude napisaneo no  Jeziku koji je razumliiv za pacifenta i trebg d Je strogo ogranidenc same na
kontraindikaciye, uklfucufucs § kontraindilacife sbog interakeija sq drugim lekovime, U naredn;
odeljak treba ukfjuciti Posebna upozorenja i druge mere Bredostrodnosts,

Mora se voditi ragung | obezbediti da se pe ispuste sloseni detalji ili nekg kontraindikacija, Nije
prifvatijivo navoditi samo uobicgjene il vainije iconn-aindikacﬁe. Uverenfe da pacijent ne moze dp
razume pelku kontraindikaciy, Hije opravdanje ~a njeno izostavijanje,

[Posehy: Hpocurawia i mere ppreny Dri primeni ok, ]

Kada uzimate lek X, posebno vedite rafupa:

~ <ako ste ...>

—<kada..>

— <da pre po&etka terapije, ...>

[nformaciie o Fosebnim upozorekjima § edgoviraiudim meramg predostroinosti trebg navesti jezikom
koji ja Fazimijiv a pacijensy, 7

[hrerkeciie sa drugim lekoving, ]

Primena drugih lekova

[Gde je neaphodno, treby upozoriti na moguce Interakeife sa bilinim, tradicionaining ili homeopotsim
lekovima, ]

[nterakeife su franen i Picima, ]

Uzimanje leka X sqa kranom ili pi¢ima

[Ovde treba navess; mterakeije koje se ne odnose na lekove, Na primer., pacijent ne snre da konzumire
micko u kombinaciji sa tewaciklinima, niti alkohol tokons lerapije bezodiazepinima, Tame gdeje to
relevantno, uvek unesite i smernice koje sasvim jagno ukazuju da lek mora dg se uzima sa branom,

tokom/pre obroka, il fasno novesti dy hrana’obroci hemaju nikakvog uticgja na uzimanje leka, itd ]

[Primena leka periody rudnoce 7 dojenja]
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Primena leka X y periodu trudnode § dojenja

[Ruda se tnacajno razlikyjy, Informacije o primen lekg i perivdu trudnode i dojenja mogu se
prikazati pod posebnim Podnasiovima, ]

{Treba ukljuciti sozeti zakljudak iz SPC-g, 4= sledecu opriony redenicu.]

<Pre nego to po¥nete da uzimate neki fek, Posavetujte se sa svojim lekarop ;i farmaceutom >
[Kuda je primeng Jokg 4 trudnodi kontraindikovans, oy treba nagvesti informacije o teratogenost
leka jezikom koji pacijent moze do racume, 7

{Uteai leka na psihofizicke Sposubpesti pri upraviianin morornin vozifima i rukovaniy muSinana, j
Uticaj leka X na upravljanje motornim vozilima i rukovanje maginama

<Ne smete da vozite <zbog toga $to.. >>

<Nemojte koristiti nikakve alate, niti magine >

{Uptizerenja o Pomocaim supsicicamy, J

Vaine informacije o nekim Sastojcima leka X

[4ko je primereno, ovde navesil i detalje o onim pomoénim sypstancameg kofi suvasni zq bechedny
eftkasnu upotreby loka 1 koji su uldjuceni u “Pravilnik o sadrigju | nading obelezuvanja Spolfasnjeg i
wnitrasnjeg pakovanja lekq i o sadrigin uputstve ro Pacijfenta - korisnika™, Takone videti “Gideling
on excipients in the label angd Package leaflet of medicinal products for human use ™ koji je objavifen
na vebsajtu Evropske komisije # Napomenama =y Bodnosioce zahtevg, Volumen 3B), wkdjucujug; i

releventna Upozorenja vezang za re=idualye materije iz Broizvedngg procesq, J
3. KAKOSE UPOTREBLJAVA LEK X

{U okviru naslove navedenih dole, mogu se dogari { novi podnasiovi da se Poboijsa razumifivosy
reksta J
[Tserukeifo —y Pevilau bpogrepy, |

[Sledeée ¢ informacije treba uneti ovef adeljak. }

<Lek X uzimajte uvek taéno onako kako vam Je to objasnio Vas lekar, Ako niste sasvim sigurnj,

Proverite sa svojim lekarom il fannacentomXUobiéaJena doza je..>

LNadin primeyse. 7

[Nacin primene: MPUISIVO Za pravilny primemy leka, npr. “Ne sme Seguiali', “Ne sme se Zuakari .
“Pre upotrebe dobro promudkar; ™,

Vestu (put) primene leka, treba navessi i skledu sa “Stamdardnim terminima” koje je objavio Suver
Evrope, a mogy se navesti | dodatng

objasnjenja primereng =n paciente, ako je 1o reophodno,

Kadq je primenijivo, treba upeti § opise fehnike ofvaranja sigurnosmnih =arvaraca (s korisnim
ilustracijamay § drugih vrsea kontejnerg (ambalaZe} koja nisy uobicajena,

Kada je 1o znacging, uvel treba uklfuci i instrukcijy koja jasno ukazuje da se lek morg ucimati sa
hranom, tokomypre obroka, ili dg uzimanye hrane nemq mikakveog wticara, 7

[Lcestalost primene. ¥
[Precizirgjte ako Jje neophodno odgovarajuce yreme 4 toku dana kadg se Jok moze ili mora uzimay;, 7

[Trujenyje ferupije. ]

ko je Primereno, g posebro kada se rad; o lekovima koji se mogu kupiti bes recepla, precizivaite:
* uobicajeno trajanje terapije;

* maksimalno trojanje terapije,

* intervale e ferapije;
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® slucajeve u kojimy Irgjamfe terapiie treba ograniditi |

{Predosivanje |

AKo ste uzeli vi¥e leka X nego ¥to je trebalo

{Opisite kako se Prepozhaje da fe nekg y-eo prekomernu dozy i $tq u font slucaju dny radi.}
{Mere u sludaju pro yustunia jedne ifi vise do-., 7

Ako ste zaboravili da uzmete lek X

[Sasvim jasnp objasnite pacijentima Sta da urade wkoliko nisu uzeli fek kada je trebalo, npr:f
<Ne vzimajte duplu dozu da bj nadoknadili preskogeny <tabletw><dozu><, >>

{Rizik ud pojunve "withdranyal® efckata,]

Ako nagle prestanete da nzimate lek X

Ldko je znacaino, navedite sve efekte naglog prekida ili ranog obustavijanja terapije.

Treba uneti § tekst o Potenciialnim posledicame prekida terapije pre okoncanja kompletnog tretmang ;

Primerens, jezikom rasumijivim za pacijenta,
Navedite efelae "obustaye” kada se terapija raglo prefine, ako Je neaphodno ]

{ko je prikladyo, ovgf odeljak zavrsite sledecom recenicom:}

<Ako imate bilo kakvih dodatnih pitanja o primeni ovog leka, obratite se svom lekaru ili farmaceyny >

4 MOGUCA NEZELJENA DEJSTV A

[eseliena dojstuvy if

{Ovaj odeljak poceti sledecom recenicon.]

Lek X, kao i drugi lekovi, tno¥e da ima neZeljena dejstva, mada se Ona ne moraju ispoljiti kod svih,
{Opisati nezeljena dejsta du budy razumliva za pacijente, g ucestalost duti prema rechiku MedDRA
{nuvodedi u cagradi ; broféanu uéestalosy Javljanju nezeljenik dejstava), dko Je neaphodno, trepy
apisati i mere koje treba preduceti, Ako pacijent more da zarai neodlozny Ppomot, preporucyje se
upotreba reci <odmal>; - manje hitne situacije, moze se koristiti <§to je ore mogude>.}

[Ovyj odeljak zavrsii slededom redenicom:]

Ukoliko neko neZeljeno dejstvo postane ozbiljno ili primetite neko nefeljeno dejstvo koje nije
navedeno u ovom uputstvu, molime Vas da ¢ tome obavestite svog lekara i farmaceuta.

5. KAKO CUVATI LEK X
Cuvati van domasaja i vidokruga dece.

[Rok upotrebe]

{Kada na spoliainjem pukovanju postoje specijalne skraéenice =q rok upotrebe, ovde frebg navesti i
puni termin i tu skradenicy, J

Nemojte korstiti lek X posle isteka roka upotrebe naznadenog na<spolia¥njem pakovanju><]mﬁji>
<boci><pakovanju> {skraéenica koja se koristi za rok upotrebe}, ><Rok upofrebe jstite posiednjeg
dana navedenog meseca.>

TUstovi cuvanja

{Za definisanje uslovg cuvanja leka videti Prilog 1. uz ovay dokipment, J

[Rok upotrebe makor; rekonstitucijs, rozhy aZenju ili prvog oivardiniu. J
[Ove informacije paveds se kada je to primenfivo. Molimo dg procitate " Note for Guidance on
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maximum shelf life for sterile products for humarn use gafter first opening or following reconstitution ™
(CPMP'ORP. 159 96/corr) i Guideline on declaration of storuge condition (CPMPOWP/609 06 Roy
2

[Upozorenje i Vidfiive choke meispravansii

<Nemojte koristiti lek X ako primetite {opis vidljivih znakova neispravnosti}.>

<Lekove ne treba bacati u kanalizaciju, nitj kuéni otpad. Pitajte svog farmaceuta kako da uklonite
lekove koji Vam vite nisu potrebri. Ove mere pomazu ofuvanju Zivotne sredine>

<Neupotrebljeni lek se unidtava u skiadu sa vaZedim propisima.>

6. DODATNE IN FORMACRIE

Kvalitativag § Rvuntitativeg sastav; Lista pumocnil supstanci.

Sta sadri lek X

[Sve aktivae supstance EzraZene kralitativng I vantitativao i sve ostate sastojke ioratene &valitativag,
treba identifikovat; koriséenjem istih imena koja su navedeng y SPC-u npr.}

~ Aktivne supstance su:,, [videti smernice date y "Pravitnil o sadrdaju i naging obeleZavanja” ]

— Ostali sastojei su:... frazdvofiti pomocne Supstance koje nlaze u sastey razlicitih delova

proizvoda, npr. je=gro tablere Silm, sadrigf kapsule / telo ; kapa kapsule, prasak i rastvarad

(npr. voda za injekeije).]

[Farmaceon 7 oblig: Priveda i sadraj I Mrcla: ambalase 7

Kako izgleda lek X j sad riaj pakevanja

[Farmaceutski oblily navest; u skady sa kompleming “Standardnim terminimg " koje objavijuje Suver
Evrope, dkoje neaphodno, mogu se dati i

dodatna objasnjenja primereny pacijentima. Tamo gde se koristi skraceni standevdni j=va~ u skludu s
Standardima Sqverq Evrope na malof kontaktnoj ambalas;, Iej kratki fermin troba dodati u zagrad,
Sadriaj pakovanja navodi se teZinsk, apreminshi il y Jedinicama doziranfa, Preporudige se du se
doda | fizicki izgled, npr. oblik baja, tekstura, naftampane oznake. ¥

fOvde treby detalino navesti i sve velicine pakovanja i sve Jacine za ovej finmaceutski oblik. dko je
primereno, mose se navesti podatak da ne morgiu sve velisine Dakevanja bitf u Prometu MoZe se
tkljuciti | vezg sq drugin farmacenssiing oblicima | jadingma, 7

Fyvosilae domvole = stervljemje lek o promet, j

Nosilac dozvole § Proizvonag

{Ime i adresa}

<{tel}>

<{ faks} >

<{e-mail}>

[Navesti ime i adresy Nosioea dozvole =q stavijanje leka i promer i kao takvog ga identifikovar; npr.
“Nosilac dozvole: ABC Lid ird” (Pung advesa: inge zewlfe na srpskom Jeziku. Mogu se uneri ; broj
telefona, faksa ili elektronska adresa fe-muil), gli ne i vebsajr, miti e-mail sq linkont za vebsajt), ]
[Navesti ime i adresy Proi=vofuce odgovornog zq pustanje serife lekeg promet i kao takvog pa
identifikovati, npr. "Proisvonag: DEF Ltd, erc.” (Pung adresa: ime zemlje na srpskom Jeziku. Mogy se
uneti jos i broj telefona, fuksa ifi e-mail, ali ne i vebsajt, nity e-mail sa linkom -q vebsajt).}

{4ko su Nosilac do=zvole ; Proizvonacisto lice, moze Se koristiti zafednichi nasloy "Nosilac dozvole §
Proizvonas” ]

{U stuéajevima kojima je vise od jednog proi=vonacy odgovorng za pustanje serife, sve ih trebg ovde
navesti. Mefiutim, Stampano Uputstvo =g lek u konkretnon pakovanju leka morg jasno da aznadi oHog
Pproizvafaca koji je odgovoran zq puStanje uprave re serije leka o kojoj se radi jii 44 navede samo tog
Proizvoiaca, a ostale da iostavi ..
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Ovo uputstvo je poslednji put odobreno u {MM /GGGG.}

[Za proiz=vod. kaji su odobreni pod odretienim usiovimg {conditional approval), treba navesti;]

To zna¥i da se ofekuju dodatni dokazi o ovom leku,
Evropska agencija za lekove (EMEA) pregledaée svake godine sve nove informacije o ovom leku i
aZurirati SPC, ukoliko bude potrebno>
[Za proizvode koji su odobren; pod izuzetnim okolnostima (exceptional clrcumstances), trebg navesti:J
<Ovaj lek odobren je prema postupku edobravanja. , pod fzuzemim okolnostima”.
To znati da zbog <retke prirode bolesti><paygnih razloga><etigkih razioge> nije bilo mogude dobit
potpune informacije o ovom lely,
{Ime A gencije(AKPPM)} pregledace svake godine sve nove informacije o ovom leky ako budu dostupne i
adurirati SPC, ukoliko bude pofrebono.>

Prepamc'zg'e se na sledede referencu koja se nalazy
< Detaljne informacife o ovom leky Je dostupan na vep sajia : { noziv Agencije(4KPPM) F i

<
[Prakticne instrudeije o rukovanju lekom i4li o njegovef praviluof primeni, kada pacifent sam sobi

dafe lek. mogu da se unesu ovde, ali samo kadg sy te informacije previse obimne dg bf bils ukljudene u

uditi wpucivanje na instriecije o pravilng primeni

odefjak 3, U tom slucaju, u odeljak 3.treba ukif
leka, date na kraju uputsng, 7

[Kada se radi o barenieralnim proizvodimy i drugim proi=vodima kajl se uglaviom koriste u
bolnickim uslovima, ovde Se mogu ukljucit praktiéne informacije o pripremi iili o rukovanju lefon =
medicinsko osoblje {=dravstvene stucnjoke), a u odeljak 3, upuiivanje na instrukeije o priprem; ivili o
rukovanju lekom, U rom slucaju, zapocnite odeljak sledaéom recenicom.J

<Sledede informacije namenjene sy iskljugivo zdravstvenim struénjacimaz>

L[4k u pakovanjy Ioky trobg ukljuciti i dodatne naygie informacije za =dravstyene Strucnjake, (o se
moze postiéi na jedan od sledecih nacing:

* Obezbenivanjem komplemog SPCuq, kuo Posebnog dokumen 4 pokovaniy fekg 1= Uputstvo =

ek

* Dodavanjem kompletriog SPC-g na kraju Upitstvg =g lek, tako da se moze Into oleepitt i da se
informaeiie -q pacijenta (PIL) ; informacife - zdravsrvene strucnjake (SPC) jasno raclifyju
Podnosilac zahteva morg da obrazio=; {opravda) namery dg 4 pakevanjy jekg ukljuci kompletan Spe i
natin na koji ée to obaviti, a tu namery moZe samo da naznagi ng kraju Podnetog predloga Upiitsiug
zalek, bes nepotrebnog ronavijanja celp, nOg tekstu SPC-a pa kraju tog bredloga

Podnesilae caliteva trepa pazliivo da racmoni dy i Je uldjucivane takvify naucnih informacija o leky
{SPC) u saniom pakovanju leka prikladno, uzimajuéi y obir Prirodu samog leka, Zy lekpye odobrene
cenfralizovanom il decentralizovanom procedurom, Informacije o leku ng srpskom jeziky morgju biri
identicne {odobrenim) informaciiama o letgr na engleskom fe=iku, odnosng ha jesiku zemife porefl s



Pérmbledhje ¢ Karakteristikave te
Produktit (PKP)

Pérmbledhja e karakteristikave t& produktit do

t& p&rmbajé, sipas rendit me poshtg, informatat
né vijim:

Emri i produktit medicinal j pasvar me
fortésing dhe formén farmaceutike,

[ 1.

2. Perbérja cilésore dhe sasiore sa j pérket
substancave aktive dhe pérbérésve t&
ekscipientit, njohuria e & cilave &shte
qenésore pér administim & dubur 8
produktit medicinal. Duhet & pErdoret
emri i pérgjithshém ose pérbéria kimike.

3. Forma farmaceutike.
4. Vegorité klinike:

4.1. indikacionet terapeutike,

4.2. dozimi dhe metoda e administrimit
Pper t& rritur dhe ku &shié e nevojshme
edhe pér fEmije,

4.3, wczmmdn&wm&onor

4.4, paralajmérime t& vecanta dhe masat

paraprake pér pérdorim, né rastin e
produkteve imunologjike medicinale,

Summary of Product Characteristics (SPC)

Summary of product characteristics shall
confain, in the order below, the following
information;

1. Name of the medicinal product followed
by the strength and pharmaceutical form,

2. Qualitative and Quantitative composition
in terms of active substances and
ingredients  excipients, knowledge of
which is  essential  for proper
administration of the medjcinal product,
The usual common name or chemical
description shall be used,

3. Pharmaceutical forms.

4. Clinical properties:

4.1, therapeutic indications,

4.2, posology and method of
administration for adults and,
wherenecessary for children,

4.3, contra-indications,

4.4. special warnings and precautions for

use and, in the case of immunological
medicinal products, any special

Sazetak karakieristika
prema niZem
nastavkn:

1.

[ Sazetak karaktoristika prozvoda (SKP) _

proizvoda sadrage,
redosledu, informacije =_

Naziv medicinskog proizvoda propraden
sa farmacaeutskom ja&inom i oblikom.

Sastav kvaliteta i kvantiteta Sto se tide
aktivnih supstanci i sastojaka ekcipijenta,
tije  poznavanje je  sultinsko za
pravilnuupotreby medicinskog proizvoda.
Koristiée se uobi¢ajeno ime ilj hemijski
opis.

Farmaceutska forma.

Klini¢ke osobine:

4.1. terapeutske indikacije,

4.2. doziranje i nadinupotrebe za odrasle i-
gde je potrebno i za decu,

4.3, kontraindikacije,

4.4. upozorenje i mere predostroZnosti za
upotrebu i, u sluéajevima

imunoloskih medicinskih proizvoda, |




¢do mass paraprake qé duhet &

precautions to be taken by persons

u

mere predostroznosti koje treba da se |

ndérmerret nga personat qé trajtojné handling  such products apd preduzmu od strane ljca koji rukovaju
apo administrojn produkiet e tilla né administeting them to patients, i upravljaju takve proizvode za
pacientd, sé bashku me ndonj& masg together with any precautions to be pacijente, zajedno sa predostroZnim |
paraprake gé duhet t& ndérmerret nga taken by the patient, merama koje treba da se preduzmu od

pacienti, strane pacijenta,

4.5. ndérveprimi me produktet tjera 4.5. interaction with other medicinal

[
4.5. interakcija sa drugim E&E:MEE\
|

medicinale dhe format tjera & products and other forms of proizvodima i drugioblici interakeija,
ndérveprimeve, interactions, |
4.6. shtatzénia dhe ushqgyerja me gji, 4.6. pregnancy and lactation, 4.6. trudnoéa i dojenje, ‘
4.7. efektet mbi aftésing pér t& drejtuar 4.7. effects on ability to drive and to yse 4.7 efekti  sposobnosti upravijanja
automjetin  dhe  pérdorimin e machines, vozilom i upotrebom drugih magina,
makinerive, *
4.8. efektet anésore, 4.8. side effects, 4.8. nuspojave, |
4.9. mbidozimi. 4.9. overdose. 4.9. predoziranje.
Vetité farmakologjike: 5. Pharmacological properties: 5. Farmakolodka SVojstva;

5.1, vetits farmakodinamike, 5.1, pharmacodynamic properties, 5.1. mmagwo&:g&mwm?e.m??

5.2, vetité farmakokinetike, 5.2. pharmacokinetic properties, 5.2, mmgmwowmzmﬁwmma.&m?ﬁ |

5.3. t& dhénatparaklinike t& sigurisg, 5.3. preclinical safety data, 5.3. predklinigki sigurnosni podaci. ~
¥

Vegorité farmaceutike: 6. Pharmaceutical particulars: 6. wmnsmnnﬁmwm?&mgmn

6.1. lista e ekscipientéve, 6.1. list of excipients, 6.1. lista ekscipienata,




6.2. papajtueshmérité e médha,

6.3. afatj i Pérdorimit, pas rikonstituim ts
produktit medicinal apo kur paketimi
fillestar &shtg hapur pér hers ts paré,

6.4. masat e vecanta PEr ruajtje,

6.5. natyra dhe pérmbajtja e kontejnerit,

6.6. masat paraprake & veganty pér
asgjésimin ¢ produktit g pérdorur
medicinal  apo  hedhurinave qé
derivojngé nga produkti i tiljg
medicinal, nése &shts o zbatueshme.

7. Bariési i autorizimit ta marketingut,

8. numri/at e autorizimit & marketingut,

9. data e autorizimit t& paré ose ripériritjes s&
autorizimit,

10. data e revidimit t& tekstit,

11. pér radicfarmaceutikit, hollgsits o plota t&
dozimetrisé s& brendshme t& rrezatimit,

12. pér E&ommgmomcmwmp udhézimet shtege
t€ detajuara per preparatin e improvizuar

————

6.2. major incompatibilities,

6.3. shelf life, when necessary after
reconstitution of the medicinal
product or when the immediate
packaging is opened for the first
time,

6.4. special precautions for storage,

6.5. nature and conients of container,

6.6. special precaytions for disposal of a
used medicinal product or waste
materials  derived  from such
medicinal product, if appropriate,

7. Authorization for Marketing holder.
m.. Authorization for Marketing number/s,

9. Date of the first authorization or renewal
of the authorization,

10. Date of revision of the text.

11. For E&ov:mgmno:mom_mu full details of

internal radiation dosimetry.

12, for H.m&o_urm._._smnosaom_m“ additional
detailed instructions for extemporaneous

e ——————

6.2, znakajne nesuglasnosti,

6.3. rok trajanja,po  potrebi posle
ponovnog  stvaranja medicinskog
proizvoda ili  kada primarno

pakovanje je otvoreng po prvi put,

6.4. posebne pethodne mere  2g
skladitenije,

6.5. priroda i sadrZaj kontejnera,

6.6. posebne prethodne mere 25
unidtavanje upotreblienog

medicinskog proizvoda il otpadnih
materijala koji proizilaze od takvih
medicinskih proizvods, ukoliko je
primenjivo.

7. vlasnik ovlaiéenja marketinga,

8. brojlevi ovla¥éenja marketinga,

9. datum prvog ovlaéenja ili obnavljanje
ovla$éenja.

10. datum tevizije teksta.

11.za radiofarmaciste, chEoEEQE.m
unutradnje dozimetrije zrafenja.

12, Za radiofarmaciste, dodatna detaljna

Upuistva _za improvizovane preparate i



dhe kontroll t& kualite
dhe kur &sht& e pérsh

kohg
kohs

&shté tret

té jen
tij.

cfarédo preparaii i ndérmjetém si¢
&sira apo farmaceutikét gatshém
€ né€ pajtueshmeri me specifikimet e

1it & kitij preparati |
tatshme, t& ofrohet
maksimale e ruajties, gjaté sg cjlas

1

Preparation and quality control of such
preparation and, where appropriate,
maximum storage time during which any
intermediate Preparation such as an eluate
or the ready-to-use pharmaceutical wil]
conform with its specifications,

e

kontrotu kvaliteta takvin preparata i kada |
je prikladno, da se pruZi maksimalno _
vreme uvanja, tokom kojeg vremena bilo
koji Pposredanpreparat kao $to Jje rastvor
ili gotovi farmaceuti budu u sagiasnosti _
sa njegovim specifiénostima, g



“ﬁ“_umm..;.zo?m_ﬂmmﬂml T

- - : . . -
D — g TrE
Oral preparations - liquid and semi-solid forms Preparatet orale - format e 'engéta dhe gjysém te |

D—— 1 SR — ]

Pika orale tretési ré ﬁ

e —

Oral drops, solution .

| Oral nm@mm&mcmm@m_g.! —

Oral drops, emulsion | Pika orale,emulsion

Oral liquid Léng oral |
==14d Or -
| Oral solution f‘

| Tretésiré orale
‘E_J@%m@\o.@. ———————|Suspenzionoral

- S—

Oral emulsion -— ‘m,sc_‘m.ﬂor_dlmnm_i‘..iflf g, B .-;
rg,lﬁii_#fllif ————Xheloraf |
mmﬁmliliiiflllﬂljll Hmmmﬂo@mlﬁnflilf’liir.,lf
Powder for oral solution —— o Ecl:chm..m.ﬁaﬁuf@oawfff!iJ|J
Powder for oral suspension —————— | Pluhur pér suspension oral T
Granules for ora I solution | Granula pér tretésiré oraje g

Granules for oral suspension

Granula pér suspension oral
~su

Powder and solvent for oral solution | Pluhur dhe tretés pér tretésire orale

Powder and solvent moﬁo‘_,m._‘mﬁmm:m@i Pl E‘Eﬂn@m.ﬂ.ﬁﬁg%ﬂmﬁc@_{ R
Lyophilisate for suspension N Liofilizat PEr suspenzion e T |

Svyru Shuru

Pluhur pér shury
" PEr snur villl’ll‘ll"l

L m.ﬁ.ma.:‘_mfumﬁm.g_,cr -




_ _Soluble tablet - B T.mc_mnm Pér tretésirg ' orale ) _

|‘| e —_— o

IU,m;Umﬁm_%lnw[E‘mﬂ - Iu.mc_mﬂmbmﬁ suspenzion oral —_—

Herbal tea !Iﬁl.'WmFu_Boﬂ R — \
xo_,m_ uﬂmvm«mao:m mo__a mo_.BmJ-rlfilﬁ- | Preparatet t orale - format e ngurta R ll.\
| Oral powder - |\ Pluhurorap e o o " ]
Instant herbal ﬂmm —— - l:-rf-‘h&.EBoq instant e
 Effervescent voénm_. ..... | _u_c:ci_....o,‘rxcamncmm - ﬂ__
Granules Hm_wb:_m —_— N
Effervescent granules | Granula m:xcamNcmmm i - i |
Gastro-resistant granules _ Granula acido rezistente |

— NS S !
] |

mE:Em me lirim té  Zgjatur -
Modified release granules \ m:.us_.__m a e lirim ta modifikuar
—_—

 Prolonged release granules

Cachet: J‘ Kapsula t& amidonit —_— |
Capsule, hard - mm_um:_m té forta —_— le
Capsule, soft — | Kapsula t& ‘ccnmrlrf-i‘ilfl S
Gastro-resistant capsule, hard __{ Kapsula acido 0 rezistente, t& forta " ‘
Gastro-resistant capsule, soft Kapsula acido ) rezistente, t& buta —— Sy J_
| Chewable capsuie, soft | Granula pértypése, t& buta e ‘\‘
Prolonged release capsule, hard = " ! Kapsula me lirim t& Zgjatur, té _"onm o _
Prolonged release capsule, soft | Kapsula me firim t& NEmEdlm@-Pclﬂm o
Modified refease capsule, hard N _Ammmjcm me lirim t& te modifikuar té forta

—




Modified release capsule, soft . ﬁxm_n.#:m. me lirim té _modifikuar, té buta L _,_
Tablet - A_Hmc_mﬁm —_— e S A_,
Coated tablet . ._,ma_mﬁm e Bﬁmfmwam__c_. —— ]
Film coated tabjet ‘ Film tableté e _mbéshtjellur - i _‘
Effervescent tablet S— Tableté shkumézuese _
Orodispersible tabjet | Oriblets —— |
Oral lyophilisate \_Eom_ﬁmﬂ oral — *
Gastro-resistant tablet | Tableté acidorezistente —_—
Prolonged-release tablet _| Tableté me lirim ‘t&zgjatur ] 1
Modified-release tablet - - | Tableté me lirim tg modifikuar o -
Chewable tablet Tableté pértypése e o o
Medicated chewing-gum h Gomé pértypése shéruse -
Oral gum Jgumoam‘ohm_ml — ]
Piilules | Pilule _ e M
Continuous rejease intraruminal device | Mjet _:qmﬂca.__:m_ me lirim _“m.J Km‘qucmm:mB o
Puisatile-release intraruminal device | Mjet intraruminal _me lirim pulsativ .

Lick block Lépirése e -_—
Premix for medicated feeding stuff _| Shtese mjekésore Pér ushgim S i
Medicated pellets | Peleta shéruese o x
|

L — .%




Oromucosal preparations

Gargle

_ E.m_um,.mnmn pér B:xonms e m_Smm

| mm rgaré

Concentrate for gargle

| Koncentrat t pér gargare

Gargle, powder for solution

]

Gargle, tablet for solution

et Plubur pér tretésjra wmﬁmmﬁmm:m
Tﬁmc_mwm _um_. :.mﬁmm_ﬂm nmﬁ mm@mﬂm

Oromucosal solution

Oromucosal suspension

Cromucosal drops

Oromucosal spray

- ‘_u.__rm P&r mukozén e gojés

Sublingual spray

—— Em_dmg Pér mukozén e gojés
| Aerosol sublingual

Mouth wash

Mouth wash, tabiet for solution

.| Ujé pér shpérlarjen e ? gojés

Gingival solution

Oromucosal gel

| Tretésirg Pér gingiva
. Mx:mq Pé€r mukozén e gojés

Oromucosal paste

Oromucosal cream

‘_ Pasté pér mukozén e gojés

Krem pér mukozén € gojés

Gingival gel

Xhel pér gingiva

Gingival paste

Pasté pér gingiva

Qromucosal capsule
Sublingual tablet

_ Mcmnmzm_oi_umﬂ chowm: mlmo.mw.lm.f

Ujé pér " shpérfarjen e gojes, ﬁmEmnm pér tretésirg

—
|

|

!

__

|

|

1

—

Muco-adhesive buccal tablet

Kapsula pér mukozén e gojés
Tableté nén gjuhé
__| Tableté muko- -adhesive chmhm

|
|



Buccal tablet

—

Tablet& bukale

Periodontal powder

Lozenge Pastile
EoBuﬂmmmmn lozenge Pastile e kombinuar
Pastille  Pastile e butg

Preparations for dental use

| Preparatet pér __um&ozB.nm:nm_‘

 Pluhur periodontal

—_—— —— —_— —— e

Dental powder

Dental solution

Dental suspension

| Tretési re Qmanml_mx )

Dental gel Xhel dentai
Dental stick Shkop dentai
Denta! insert Insert dental

[r— lllll]lllll.l..-l..l.l ———

Pluhur dental

Suspenzion dental

Dental emulsion

Emulsion dental

Toothpaste

Periodontal ge|

Pasté pé&r dhémbe
Xhel _periodontal

Periodontal insert Insert periodontal

Cutaneous and transdermal Preéparations Preparatet p&r igkuré dhe transdermale

Bath additive Shtesé pérlacie -
Cream 1 Krem S = = |
Gel I Xhel

Ointment Pomadé




Cutaneous paste _ - ) iummnm per iékurg ) - _
Medicated plaster

Emplaster mjekésor

-_— —

|
T

Cutaneous foam | Shkumé per lékure —
Shampoo — *‘m:wq:m.o:‘ — _ A
Cutaneous spray, solution ‘bmﬂomo_‘ PEr lekuré tretésirs ‘ m
Cutaneous spray, suspension . | Aerosol pér iekuré, suspension ) o |
Cutaneous spray, powder ] ~Aerosol pér Igkuré, pluhur S N 4_,
Cutaneous liquid f,_.__,m.:m per lékure — |
Cutaneous solution ‘ T..mﬂmm:m perlékure n
Concentrate for cutaneous solution o _ Koncentrat pér tretésiré pér lékursé . . __
Cutaneous suspension m Suspenzion pér lékurs —
Cutanegus emulsion .fm@._r_m.wo: _pér 1&kur e - LH
Cutaneous powder —(Pluhur pér lekure — |
Solution for jontophoresis ] .\..Hmr._..ﬂmnmmmnm per jontoferezé i =t
Transdermal patch Emplaster transdermal

Coliodion — xo_on_c.‘orii}Flrli S S
Medicated nail laguer | Hak_shérues pér thonjs e nd _‘
Poultice —{Kataplazm¢ SIS \
Cutaneous stick e Shkop pér l&kurs ) |
Cutaneous sponge | Shpuzé pér [ékurs —_— R
Impregnated dressing | Fashé e Impreguar —_— 1
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