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The Farmabrend Nova Code of Practice
constitutes the collection of ethical rules agreed
by Farmabrend Nova (FBN) members for the
Promotion of Medicinal Products to HCPs and the
interactions with HCPs, HCOs and POs, with the
intent of guaranteeing that these activities are
conducted while respecting the most stringent
ethical principles of professionalism and
responsibility.

This Code applies to all types of communication
and interaction (traditional and digital).

YcBOeHO v patndukysaHo o leHepanHoTo
cobpaHue Ha ®BH Ha 28 maj 2020 roa.
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DEFINITIONS

AEGUHULIUN

Definitions of capitalised terms are included to ensure
their consistent understanding.

JedbuHuumnmnTe 3a TepMUHUTE CO rosiema byKBea ce
BK/TYUYEHM 33 i@ Ce OCUTypa HUBHOTO A40CNEeAHO
pasbuparse.

European Federation of Pharmaceutical Industries and
Associations (EFPIA): is the representative body of the
pharmaceutical industry in Europe

EBponcKa ¢epgepaymja Ha papmaL,eBTCKU
MHAYCTpUM U 3apyKeHuja (EFPIA): MpeTcTaBHUYKO
Teno Ha papmauesTCKaTa MHAYCTpKUja Bo EBpona.

EFPIA Code: The EFPIA Code of Practice, including those
Annexes which are expressly mentioned as binding.

Kopaekc Ha EFPIA: ETnykn Kogekc Ha EFPIA,
BK/1ydyBajKM I’ OHWE aHEKCU KOM Ce jaCcHOo
CMOMHaTK KaKo 06Bp3yBaUKu.




Europe: includes those countries in which the EFPIA
Member Associations’ National Codes apply &

Espona: ri BK1y4yBa OHMeE AprKaBu BO KO ce
npumeHyBaaT HaLMOHA/IHUTE KOAEKCU Ha
3/pY}KeHMnjaTa-uneHKn Ha EFPIA®

Farmabrend Nova (FBN): is the representative body of
the pharmaceutical industry in N. Macedonia

®dapmabpeHg Hosa (PBH): e npeTcTaBHUYKO TENO
Ha dapmaueBTcKkaTa MHAycTpuja Bo C. MaKeaoHuja

Member Company: as defined in the FBN Statutes,
means legal entities: research-based companies,
developing and manufacturing Medicinal Products in
Europe for human use, operating through representative
or agent in N. Macedonia or MAH which cumulatively
met the conditions in the FBN Statute

KomnaHuja-uneHKa: Kako WTo e AedpuHMpaHo BO
cTaTyTMTe Ha PBH, 03HavyBa NpaBHW AnuUa:
KOMMaHUK Kou ce 6a3npaaT Ha UCTPaXKyBakbe,
pa3Boj U NPOM3BOACTBO HA MeAULMHCKN
npoussoam Bo EBpona 3a xymaHa ynotpeba, Kou
paboTaT NpeKy NPeTCcTaBHMK UK 3acTanHuK Bo C.
MakegoHunja unn MAH (HocuTen Ha Ao3BonaTa 3a
nywTarbe BO NPOMET) U KOU KYMYTATUBHO U
ncnonHunne ycnosute 8o CtatytoT Ha ®BH.

Member Company Staff: personnel employed by a
Member Company or retained by way of contract with
Third Parties, who are concerned with any matter
covered by this Code

MepcoHan Ha KOMNaHMja-YNeHKa: NepcoHan
BpaboTeH of, cTpaHa Ha KOMNAHMja-YaeHKa UK
3a4,paH Co NOCPeACTBO HA AOrOBOP CO TPETH
LA, KOM Ce 3acerHaTi Ha KakoB 6110 Ha4YUH BO
pamMmKnTe Ha 0Boj KoaeKkc

FBN code: The FBN Code of Practice, including those
Annexes which are expressly mentioned as binding and
which form part of this Code

Koaekc Ha PBH: ETnukmnoT KogeKkc Ha PBH,
BK/1ydyBajKM I’ U OHWE aHEKCU KoM Ce jacHOo
CroMeHaT Kako 06Bp3yBaYkM 1 KoM NpeTcTaByBaaT
nen op oBoj Kogekc.

National Code: The code of practice of a FBN.

HauuoHaneH Kogekc: ETMUkm kogekc Ha PBH.

Applicable Codes:

(a) (i) in the case of Promotion or interaction that is
undertaken, sponsored or organised by or on behalf of,
or with, a Member Company located within Europe, the
Member Association National Code of the country in
which such Member Company is located; or (ii) in the
case of Promotion or interaction that is undertaken,
sponsored or organised by or on behalf of, or with, a
Member Company located outside of Europe, the EFPIA
Code; and

MpumeHAnBM KogeKem:

(a) (i) Bo cnyuyaj Ha npomoumja nam copaboTka Koja
e npesemeHa, CNoH30pMpPaHa AN opraHnsMpaHa
04, CTPaHa Ha WX BO MME Ha, UK CO KOMNaHKja-
uneHKa Koja ce Haofa Bo rpaHnuuTe Ha EBpona,
HaUMOHA/MHMOT KOAEKC Ha 34PYKEHUETO-Y/IeHKa Ha
[prKaBaTa BO Koja ce Haofa Taa KOMNaHUja-uYNeHKa;
nnu (ii) Bo cnyyaj Ha npomounja namn copaboTtka
Koja e npesemeHa, CNoH30pMpaHa uau
OpraHu3MpaHa o4, CTPaHa Ha UK BO UMe Ha, UK CO

8 As of June 2019, these countries include: Austria, Belgium, Bosnia and Hezegovina, Bulgaria, Croatia, Cyprus, Czech Republic,
Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Malta, the Netherlands,
North Macedonia, Norway, Poland, Portugal, Romania, Russia, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey,

Ukraine and the United Kingdom

90p jyHun 2019 roa., TMe 3emju rn BKAydyBaaT: ABCTpuja, benrnja, bocHa n XepuerosuHa, byrapuja, Xpsatcka, Kunap, Peny6avka
Yewka, JaHcka, EcToHunja, ®PnHcKa, PpaHumja, FepmaHuja, pumja, YHrapwmja, Ucnang, Wpcka, Utannja, Nletonunja, JinteaHuja,
ManTa, XonaHguja, CesepHa MakegoHwuja, Hopeewka, Moncka, Moptyrannja, PomaHuja, Pycunja, Cpbuja, Cnosayka, CnoseHuja,
LWnaHuja, WWeeacka, LWeajuapuja, Typumja, YkpamHa n ObeguHeTtoTo Kpancrtso




(b) the Member Association’s National Code of the
country in which the Promotion or the interaction takes
place.

In the event of a conflict between the provisions of the
Applicable Codes set forth above, the more restrictive of
the conflicting provisions must apply, except for the
application of Section 10.05 of this Code, where the
monetary threshold set in the country where the event
takes place (i.e. the “host country”) must prevail.

In case of international Event for which a Member
Company sponsors the attendance of a HCP, if any
funding is provided to such HCP in accordance with the
provisions of Article 13, such funding is subject to the
rules of the National Code where such HCP carries out
his/her profession, as opposed to those in which the
international Event takes place.

KOMMaHMja-4eHKa Koja ce Haofa HaABOp 04,
Espona, Kogekcot Ha EFPIA; n

(6) HaumoHanHMOT KogeKe Ha 34pYyKEHMETO-YeHKa
Ha AprKaBaTa BO Koja ce o4BMBa NpomoLumjata uam
copaboTKkaTa.

Bo cnyyaj Ha KOHPAMKT nomery oapeabute og,
NPUMEHINBUTE KOAEKCU KOWU CE MOrope HAaBeAEHM,
MOpa Aa ce NPMMEHYBA NOPECTPUKTMBHATA O/,
KOHGAUKTHUTE 0apenbun, OCBeH 3a NpMMeHaTa Ha
Henot 10.05 og 080j KoageKc, Kage WTo mopa Aa
npeosnasysa MOHETAapPHMOT Npar NOCTaBeH BO
3emMjaTa BO KOja ce Cc/lydyBa HacTaHoT (T.e. ,,3emjaTa-
AOMaKnNH").

Bo cnyyaj Ha mefyHapoAeH HacTaH 3a Koj
KOMMNaHMjaTa-4aeHKa ro CnoH30pMpa NPUCYCTBOTO
Ha 3P, AoKo/Ky ce 06e3beam KakBo buno
dnHaHcMpatrbe Ha Toj 3P BO cOrnacHocT co
oapenbuTe Ha uneH 13, TakBOTO GUHAHCUPatbE €
NoA/0XHO Ha NPaBUNATa Ha HAaUMOHANHUOT KOAEKC
Kage wTo Toj 3P ja cnpoBeaysa HerosaTa/Hej3uMHaTa
npodecnja, HACNPOTM OHUE BO KOU Ce 0ABUBA
MefyHapOAHWMOT HaCTaH.

Events: All professional, promotional, scientific,
educational meetings, congresses, conferences,
symposia, and other similar events (including, but not
limited to, advisory board meetings, visits to research or
manufacturing facilities, and planning, training or
investigator meetings for clinical trials and non-
interventional studies) organised or sponsored by or on
behalf of a Member Company

HacraHu: Cute npodecroHanHn, NPOMOTUBHM,
Hay4YHW, eayKaTUBHM COCTAHOLM, KOHTPEcH,
KOHdEepeHUMn, CUMNO3UYMU U APYTY CANYHU
HacTaHu (BKIy4yBajKu, HO He orpaHMYyBajKku ce Ha
COCTaHOUM Ha coBeToAaBHM 0460pK, NOCETH Ha
UCTPaXKyBaYKM UAN NMPOU3BOACTBEHWN KanaunUTeTU n
nnaHvparse, 0byKa UM UCTPaXKyBaYKM COCTaHOLM
3a KJIMHWMYKW UCMIMTYBatba U HEMHTEPBEHTHMU
CTYAMM), OpraHM3npPaHn AN CMOH30PUPaHK 04,
CTpaHa Ha UM BO MMe Ha KOMNaHuWjaTa-4Y1eHKa.

Contribution to Costs related to Events: is a support
providing or covering the costs of meals, travel,
accommodation and/or registration fees to support the
attendance of an individual HCP or PO Representative
to an Event organised or created by a Member Company
and/or a Third Party

MpuaoHecu 3a TpowoLUTe NOBP3aHU CO HACTaHU:
TOa e noaapLiKa Koja rm obesbeaysa uam ru
NMoKpMBa TpoLouuTe 3a 06poLm, NaTyBarbe,
CMecCTyBakbe U/Man KoTusauunuTe 3a noaapLuKa Ha
NPUCYCTBOTO Ha noeanHeyveH 3P nau npeTcTtaBHUK
Ha MO Ha HacTaHOT OpraHM3MpaH UAN KpenpaH og,
CTpaHa Ha KoMMaHuja-YaeHKa u/uam TpeTo auue.

Donations and Grants: collectively, mean providing
funds, assets or services freely given for the purpose of
supporting healthcare, scientific research or education,
with no consequent obligation on the recipient to

[oHauumn n rpaHToBu: 36MpHO, 03HaYyBaaT
obe3benyBarbe GMHAHCUM, CPeACTBA UM YCIYTN
Kou 6ecnnaTHoO ce AaZeHN co HaMeHa 3a NoagpLuKa
Ha 34paBCTBOTO, HAYYHOTO UCTPAXKYyBak-E UM 3a
eayKaumja, 6e3 nocnegosartesniHa 06BpcKa Ha




provide goods or services to the benefit of the donor in
return

npumaTenoT aa obesbeam nobpa nnm ycnyru Bo
KOPWCT Ha AOHATOPOT 3a BO3BpaT.

Healthcare Organisation (HCO): any legal person/entity
(i) that is a healthcare, medical or scientific association
or organisation (irrespective of the legal or
organisational form) such as a hospital, clinic,
foundation, university or other teaching institution or
learned society (except for POs within the scope of
article 21) whose business address, place of
incorporation or primary place of operation is in Europe
or (ii) through which one or more HCPs provide services

3ppaBcTBeHa opraHusaumja (30): koe 6110 NpaBHO
nvue (i) Koe e 3apaBCTBEHO, MEAMULIMHCKO MU
Hay4HO 34,pyKeHMe UM opraHusalmja (6es ornes,
Ha 3aKOHCKaTa WM opraHusaLmcKaTa popma) Kako
WwTO e 6oNHNLA, KNMHKKA, doHAaLUM]a,
YHMBEP3UTETCKA MAM Apyra 06pa3oBHA MHCTUTYUM]a
WKW Hay4yHO 3apyXeHune (oceH MO BO pamKuTe Ha
AOMEHOT Ha YneH 21) unja AenoBHa agpeca, MectTo
Ha OCHOBakb€ UM NPUMAPHO MECTO Ha Ae/lyBakbe e
Bo EBpona uawu (ii) npeky koe eaeH nnun noseke 3P
obes3benysaaT ycayru.

Healthcare Professional (HCP): any natural person that
is a member of the medical, dental, pharmacy or
nursing professions or any other person who, in the
course of his/her professional activities, may prescribe,
purchase, supply, recommend or administer a Medicinal
Product and whose primary practice, principal
professional address or place of incorporation is in
Europe. For the purpose of this Code, the definition of
HCPs includes: (i) any official or employee of a
government, agency or other organisation (whether in
the public or private sector) that may prescribe,
purchase, supply, recommend or administer Medicinal
Products and (ii) any employee of a Member Company
whose primary occupation is that of a practicing HCP,
but excludes (x) all other employees of a Member
Company and (y) a wholesaler or distributor of
Medicinal Products

3apaBcTBeH paboTHUK (3P): Koe 610 dpM3MUKo
JIMLLE KOE e YNeH Ha SIeKapCKNUTEe, CTOMATO/IOWKUTE,
dapmaueBTCKUTE UK HeryBaTenckute npodecmm
UAN Koe BKUI0 APYro nnLe Koe BO TEKOT Ha
Herosute/HejsnHUTE NPOPEeCcnoHaNHN aKTUBHOCTH
MOMe Aa npenuiie, Kynu, cHabam, npenopaya nau
03 Aafe MeguUMHCKM NPOU3BOA, M YMja NpumapHa
npakca, rnasHa npodecnoHanHa agpeca nam Mecto
Ha ocHoBakbe e BO EBpona. 3a uenuTe Ha 0BOj
KogekKc, gedmHmnumjaTa 3a 3P BKAydyBa: (i) Koe
6uno cnyxb6eHo nuue nnmn BpaboTeH Bo BNagaTa,
areHuuja unu apyra opraHusauuja (6es ornen ganu
€ BO jaBHMOT UM NPUBATHUOT CEKTOP) KOE MOMKe Aa
npenuiue, Kynu, cHabam, npenopaya uam ga fage
MeaULMHCKK nponssBoau u (ii) koj Buno spaboTeH
Ha KOMMaHMWjaTa-Y1eHKa Ynja NnpumapHa AejHoCT e
3P BO npakca, HO M1 UCKAy4yBa (x) cuTe apyru
BpaboTeHM Ha KoMMaHujaTa-YneHKa u (y)
Besieaporepuja Uan AUCTpnbYTEp Ha MeaNLMHCKN
npousBoapm.

Host Country Principle: refers to the primacy of the
monetary threshold for a meal (food and beverages) set
by the relevant Member Association in its National
Code.

The monetary threshold set in the country where the
Event takes place must prevail

Haueno Ha 3emjaTa-Ao0MaKuH: ce oiHecyBa
NPBEHCTBOTO HAa MOHETapeH npar 3a eAeH 06pokK
(xpaHa v nujanauu) oapeneH oa cTpaHa Ha
peneBaHTHOTO 34pYrKEHME-Y/IeHKA BO CBOjOT
HaUMOHaNieH KoaeKc.

Informational or Educational Material: constitutes
inexpensive material directly relevant to the practice of
medicine or pharmacy and directly beneficial to the care
of patients

MHbopmaTuBeH Unu eaykaTMBeH matepmjan:
NpeTcTaByBa MaTepmjan Koj He e CKan 1 e AUPEKTHO
pefieBaHTEH 3a NPaKTMKaTa BO MeANUMHA UK




dbapmaumja M e ANPEKTHO KOPUCEH 33 Hera Ha
nauneHTu.

Item of Medical Utility: constitutes inexpensive item
aimed directly at the education of HCPs enhancing the
provision of medical services and patient care and that
do not offset routine business practices of the HCPs.

Mpepmert 3a meguLMHCKa ynotpeba: npeTcraBysa
npeamMeT KOj He e CKamn U e HAMeHeT AMPEKTHO 3a
efyKauuja Ha 3P co WTo ro 3ajakHyBa
06e36eayBatb€TO HA MEAULLMHCKM YCAYTU U HEra Ha
naumMeHTU 1 KOj He T 3aMeHyBa PYTUHCKUTe
OEeN0BHU NPAKTUKK Ha 3P.

Location: refers to the geographic place where the Event
is organized (e.g. the city, town).

JNokauumja: ce ogHecyBa Ha reorpapcKoTo MecTo
KaZe LUTO ce opraHn3mnpa HacTaHoT (Ha np., rpag,
nomasno MecTo).

Medical Education: includes education related to human
health and diseases and specific non-promotional
training related to Medicinal Products

MeaunuMHCKa eayKaumja: BKAyYyBa eayKaumja
noBp3aHa Co 34,paBjeTo Ha /lyfeTo u bonectute u
cneundmyHa HenpomMmoTMBHa 0byKa NoBp3aHa co
JIEKOBM.

Medical Sales Representative: personnel employed by a
Member Company or retained by way of contract with
Third Parties, who interact with HCPs and HCOs, in
connection with the Promotion of Medicinal Products

MeAWLUMHCKM NPeTCTaBHUK 3a Npoaarkba:
nepcoHan Koj e BpaboTeH o cTpaHa Ha
KOMMaHMjaTa-YNeHKa Unu 3a4pKaH Cco NocpencTso
Ha A0roBOp CO TPETU nLa, Koj copaboTysa co 3P 1
30 BO BpCKa CO NpomouMjaTa Ha MeANLNHCKUTE
npou3Boaum.

Medical Sample: has the meaning set forth in the
Directive 2001/83/EC, namely sample of Medicinal
Product free of charge to persons qualified to prescribe
or supply them so that they can familiarize themselves
with new products and acquire experience in dealing
with them.

MeAWLMHCKM NPUMEPOK: MMa 3HaYeHE Koe e
n3noxeHo 8o Aupektmusata 2001/83/E3, a umeHo e
NPUMEpPOK Ha MeAULNHCKMOT NPOM3BOA KOj €
6ecnnaTeH 3a MUAaTa Ko ce KBaNMdUKyBaHKU Aa v
npenuLuaT UaM cHabaat 3a 4a MoKe ga ce
3aMo3HaaT co HOBUTE MPOM3BOAM U Aa CTEKHAT
WCKYCTBO BO PaKyBaHETO CO HUB.

Medicinal Product: has the meaning set forth in Article 1
of the Directive 2001/83/EC, namely: (a) any substance
or combination of substances presented as having
properties for treating or preventing disease in human
beings; or (b) any substance or combination of
substances which may be used in or administered to
human beings either with a view to restoring, correcting
or modifying physiological functions by exerting a
pharmacological, immunological or metabolic action, or
to making a medical diagnosis

MeAWLMHCKM NPOU3BOA,: FO MMa 3HAYEHETO KOE e
M3N103KeHo BO uneH 1 oa AunpekTtmusata 2001/83/E3,
nmeHo: (a) Koja 6uno cyncraHumja uam
KOMBWHaLmja o4, CyNnCTaHLMKN KOU ce NPUKaXKaHu
[eKa MMaaT CBOjCTBA 3a JIeKyBake Uaun
npeBeHnpare Ha 6onecT Kaj nyreto; unm (6) Koja
61n0 cyncrtaHumja nan KombuHaumja oz,
CYNCTaHLMM KOM MOXKe fia Ce KOPUCTAT Kaj Uam aa
WM ce JaaaT Ha nyfeTo BO nornes Ha obHoByBatbe,
nonpaearbe UAn moamduumparoe Ha
du13MoNoWKMTE PYHKLMM NPEKY BPLUEHE
$apMaKoIOLWKN, UMYHOJIOWKN NN MeTaboNNYKM
Aejctea, v 3a 4obmBare MeANLMHCKA AnjarHosa.




Non-Interventional Study (NIS): is a study where the
Medicinal Product(s) is (are) prescribed in the usual
manner in accordance with the terms of the marketing
authorization. The assignment of the patient to a
particular therapeutic strategy is not decided in advance
by a trial protocol but falls within current practice and
the prescription of the Medicinal Product is clearly
separated from the decision to include the patient in the
study. No additional diagnostic or monitoring
procedures must be applied to the patients and
epidemiological methods must be used for the analysis
of collected data®.

HeuHTepBeHTHa ctyauja (HC): e ctyanja kage wro
MeANLMHCKUOT/-Te npoussoa/-u e/ce npenuwysa/-
aT Ha BOOBMYaeHUTe HAaYMHU BO COMNACHOCT CO
yC/IOBUTE Ha A03B0J1aTa 3a NyLwwTake BO NPOMeT.
OapesyBareTO Ha 0cobeHa TepaneBTCKa
CTpaTeruvja 3a NauneHToT He Ce NPaBu ogHanpes,
NPEKY UCTParKyBayKM NPOTOKO, TYKy cnarfa Bo
TEKOBHWUTE NPAKTUKM U NPENULIYBaHETO Ha
MeONLMHCKMOT NPOM3BOJ, € jaCHO 044eNEHO O,
OA/lyKaTa NALMEHTOT Aa Ce BKAYYM BO CTyamjaTa.
HWKaKBM [ONONHUTENHU ANjarHOCTUYKM UK
MOHUTOPUHT NPOLLEAYPU HE CMeaT Aa Ce NPUMeHaT
Ha NaUMEHTMUTE M MOpa A3 Ce Kopuctat
ennuaeMnoNOoLWKN MeTOAM 33 aHA/IM3a Ha
cobpaHute nogatoun'?.

Patient Organisation (PO): non-for-profit legal
person/entity (including the umbrella organisation to
which it belongs), mainly composed of patients and/or
caregivers, that represents and/or supports the needs
of patients and/or caregivers and which business
address, place of incorporation or primary place of
operation is in Europe

MauueHTcKa opraHusauumja (MO): HenpoduTHO
npaBHO /inLe (BKAYYyBajKUM ja U 34pYyKyBayKaTa
opraHu3almja Ha Koja 1 npunara), rnaBHo
cocTaBeHa 04, MaumneHTH U/uau HerysaTtean, Koja rv
npeTcrasysa W/Wau rv NoAAPKYBa NoTpebuTte Ha
nauneHTUTe U/Mamn HerysaTeNnTe u Ymja AeN0BHa
ajpeca, MecTo Ha OCHOBaHe AN NPUMAPHO MeCTO
Ha genysate e Bo EBpona.

Patient Organisation Representative: is a person who is
mandated to represent and express the collective views
of a PO on a specific issue or disease area®?.

MpeTcTaBHMK HA NALMEHTCKaTa opraHusaumja: e
JIMLEe Koe MMa MaHAaT 4a v NpeTcTaByBa U Aa v
n3pasyBa KONEKTUBHUTE rneamwTa Ha MO 3a

cneumnduyHo npatarse nam obnact Ha 6onecras,

Personal Health Data: is any information related to the
physical, mental health or to the inherited or acquired
genetic characteristics of an identified or identifiable
natural person, including the provision of health care
services, which reveal information about his or her
physiology or health status®.

JIN4HM 34paBCTBEHM NOAATOLM: KOM BUIO
MH$OpPMaLUM NOBP3aHM CO PU3UYKOTO U
MEHTA/IHOTO 34paBje UK CO HacieaHN Un
CTEKHATM reHeTCKM KapaKTepUCTMKM Ha
NaEeHTUOMKYBAHO GU3UUYKO INLLE WU INLE KOE He
MOKe 4a ce MAEHTUPUKYBA, BKAYYYBajKM Mo
0b6e36enyBatbeTO HA 34PABCTBEHM YC/IYTU KOU
OTKpMBaaT nHGopMaLmm 3a HerosaTta uam
Hej3nHaTa GM3NoN0rnja am 34paBcTBeH cTatyc.

10 Article 2 of the Directive 2001/20/EC
1 Ynen 2 og Anpektusata 2001/20/E3
12 EUPATI definition

13 NledmHunumja Ha EUPATI

» o«

14 - Definition based on the definitions of “personal data”, “genetic data” and “data concerning health” in Article 4 of GDPR
15 NlepnHnumja 6asmpaHa Ha AedUHUPALETO HA ~/IMYHMUTE nogaToun”, “reHeTckn nogatoum”’m “noaaToum WTO ce ogHecyBaaT

Ha 3apasjeto” Bo YneH Article 4 of GDPR




Prescription-Only Medicines (POM): is a Medicinal
Product that requires a medical prescription issued by a
professional person qualified to prescribe

JleKoBM KoM ce usgasBaat camo Ha IeKapCKu
peuent (/IP): MeaANUNHCKM NPOM3BOA, 3a KOj e
noTpebeH feKapcKu peuenT n3gaaeH o4 CTpaHa Ha
npodecnoHasHo nnLe Koe e KBaNnpUKyBaHo Aa ro
npenuuysa.

Promotion: includes any activity undertaken, organised
or sponsored by a Member Company, or with its
authority, which promotes the prescription, supply, sale,
administration, recommendation or consumption of its
Medicinal Product(s).

Mpomouuja: BKAy4YyBa KakBa 6110 aKTUBHOCT Koja
e Npe3emeHa, opraHnsnpaHa uan cnoH3opupaHa
0/, KOMNaHWja-YNeHKa, UAn Co Hej3UHO
OBJlacTyBarbe, Koja ro NpoMoBupa
npenuwyBareTo, CHabayBareTo, Npoaaxbara,
[aBarbeTo, NpenopaKkarta Uan KOHCYMUPaHETo Ha
HEj3UHNOT/-UTe MeAULMHCKM Npon3soa/-u.

Recipient: any HCP or HCO or PO as applicable, in each
case, whose primary practice, principal professional
address or place of incorporation is in Europe.

Mpumarten: moxke Aa ce ogHecyBa Ha Koj 6uno 3P
unn 30 uan MO, BO CEKOj Cyyaj, YnjaTo
npumapHa NpaKTUKa, raBHa NpodecrmoHanHa
ajpeca nam mecTo Ha oCcHoBame e Bo EBpona.

Reporting Period: refers to the annual disclosure cycle
and covers a full calendar year

Mepurogp Ha n3BecTyBame: Ce 0gHecyBa Ha
roAMLIHNOT UMKAYC Ha objaByBarbe 1 ja ondaka
uenarta KaneHgapcKa rogmHa.

Research and Development Transfers of Value:
Transfers of Value to HCPs or HCOs related to the
planning or conduct of (i) non-clinical studies (as defined
in OECD Principles on Good Laboratory Practice); (ii)
clinical trials (as defined in Regulation 536/2014); or (iii)
NIS that are prospective in nature and that involve the
collection of patient data from or on behalf of
individual, or groups of, HCPs specifically for the study

MpeHocu Ha BpeAHOCT 3a UCTPAXKyBakbe U Pa3Bo;j:
MpeHocun Ha BpeaHOCT Ha 3P nam 30 noBp3aHu co
nnaHMpake UK cnposeayBakbe Ha (i) HEKNMHMYKK
cTyamm (Kako wTo e geduHupaHo Bo Hauenarta Ha
OECD 3a pobpa nabopatopucka npakTtmka); (ii)
KAMHUYKM UCNNTYBakba (KaKo WTO e gedpuHnpaHo
Bo Perynatueata 536/2014); uawm (iii) HC Kou ce
NOTEHLMjANHM NO NPUPOSA U KOW Fo BKAy4YyBaaT
36MpoT 04 NoAaTOLM 33 NALUMEHTOT O MU BO UMe
Ha noeAMHeYHU unm rpynu Ha 3P, cneymomnyHo 3a
cTygmjaTa.

Sponsorship: is a support provided by or on behalf of a
Member Company, when permitted by law, as a
contribution to support an activity (including an Event)
performed, organised or created by a HCO,aPO ora
Third Party

CnoH30pCTBO: NOAAPLUKA KOja e obe3beaeHa oz,
CTpaHa Ha MM BO MMe Ha KOMNaHMWja-4aeHKa, Kora
€ L03BOJIEHO CO 3aKOH, KAaKO NPUAOHEC BO
noaApLuKaTa Ha akTUBHOCT (BK/y4yBajKM M HacTaH)
cnposeaeHa, OpraHM3npaHa AU KpempaHa oz,
cTpaHa Ha 30, MO uan Tpeto nnue.

Third Party: is a legal person/entity or individual that
represents a Member Company or interacts with other
Third Parties on behalf of a Member Company or
relating to the Member Company’s Medicinal Product,
such as distributors, wholesalers, consultants, contract
research organisations, professional congress

TpeTo Anue: npaBHO AnUE UK PU3MUKO iMLE Koe
ja npeTcTaByBa KOMNaHUjaTa-YNeHKA UM
copaboTyBa Co APYrv TPETM IMLLA BO MME Ha
KOMNaHKjaTa-4/eHKa Uam NoBp3aHo co
MeAMLMHCKMOT NPOM3BOA, Ha KOMMaHMjaTa-uYNeHKa,
KaKo WTO ce auctpubyTepu, Benegporepuu,




organisers, contracted sales forces, market research
companies, advertising agencies, providers of services
related to Events, public relations services, non-clinical,
non-interventional studies management services

KOHCYNTaHTW, JOTOBOPHU UCTPAXKYBAUYKM
opraHusaunm, npopecMoHaHM OpraHM3aTopu Ha
KOHrpecu, LOroBOPHMN paboTHULM BO NPOAaK6a,
KOMMNaHWK 33 UCTPAXKyBatbe Ha Na3apoT, PEKIaMHM
areHumu, obesbeayBauum Ha ycayrm NoBp3aHu co
HacTaHW, YCIyrv 33 04HOCHM CO jaBHOCTA, YCAYTK 3a
ynpaByBatbe CO HEKAMHNYKU, HEUHTEPBEHTHM
CTyAnN.

Transfers of Value (ToV): Direct and indirect ToV,
whether in cash, in kind or otherwise, made, whether
for promotional purposes or otherwise, in connection
with the development and sale of POM exclusively for
human use. Direct ToVs are those made directly by a
Member Company for the benefit of a Recipient. Indirect
ToVs are those made on behalf of a Member Company
for the benefit of a Recipient, or those made through a
Third Party and where the Member Company knows or
can identify the Recipient that will benefit from the
Transfer of Value

MpeHocu Ha BpeaHocT (MHB): AMpPeKTHU U
nHaupeKTHU MHB, 6e3 ornen ganun ce BO roTOBMHA,
BO HaTypa MAKN NOUHAKY, U3BPLUEHU, AU 33
NPOMOTUBHMU LN UIN MONHAKY, BO MOBP3aHOCT CO
pa3BojoT 1 NpoaaxkbaTta Ha JIP UCKAYy4MBO 3a
XyMaHa ynotpeba. iupektHuTe MNHB ce oHMe Kou ce
npasaT ANPEKTHO 0/, KOMMaHWja-4ieHKa BO KOPUCT
Ha NPUMaTEeNoT, UM OHUE KOU Ce U3BPLUEHU O
TPETO /INLE U Kaje LUTO KOMMNaHWjaTa-YaeHKa ro
NMo3HaBa MW MOXKe A3 ro NAeHTUPUKYBA
NPUMATENOT KOj Ke MMa KOPUCT 04, NPEHOCOT Ha
BpeaHoCT.

Venue: refers to the logistic place where the Event is
organized (i.e. the hotel, the congress center)

MecTo Ha oapiKyBakbe: ce oHecyBa Ha
NIOTUCTMYKOTO MECTO Kaje LUTO e opraHu3npaH
HaCTaHOT (T.e. XOTes, KOHrpeceH UeHTap).

PREAMBLE

NPEAMBYJIA

This document replaces previous codes issued by FBN,
namely:

OBOj AOKYMEHT 'Y 3aMeHyBa NPETXOAHUTE KoAEeKCH
nsgaaerHu og ®bH, nmeHo:

a. Code of Farmabrend Nova’s Conduct during
promotion of drugs issued issued under a
prescription and communication towards the
Healthcare Professionals (Ver.1 March/2017,
Ver. 2 June/2018)

a. KogeKkcoT Ha ogHecyBare Ha PapmabpeH Hosa
3a Bpeme Ha npomoLuujaTa Ha 1eKOBU Kou ce
n3aaBaaT Ha peuenT U KOMYHMKaLKWjaTa KoH
3apaBcTBeHUTe paboTHUUM (Bep. 1 mapT/2017,
Bep. 2 jyHn/2018)

b. Farmabrend Nova’s Code of Practice on
relationship between Pharmaceutical Industry
and Patients Organizations (Ver.1 March/2017,
Ver. 2 June/2018); and

6. ETMYKMOT Kogekc Ha PapmabpeHa Hosa 3a
ofHocoT nomery dpapmaLeBTCKaTa MHAYCTPUja U
naumeHTCKuTe opraHunsaummTe (Bep. 1 mapt/2017,
Bep. 2 jyHn/2018); u

c. Farmabrend Nova’s Code on Disclosure of
Transfers of Value from Pharmaceutical
Companies to Healthcare Professionals and
Healthcare Organisations (approved by the
General Assembly on July 2018)

B. KoaeKcoT 3a 0bjaByBatbe Ha NpeHocuTe Ha
BpeaHocCT Ha PapmabpeHs Hosa of,
$bapMaueBTCKUTE KOMNAHUWN HA 34PaBCTBEHUTE
PaboTHULUM M 34PAaBCTBEHUTE OPraHU3aLmmu
(oo06peH og NeHepanHoTo cobpaHume Bo jynn 2018
roa.)




ETHICAL PRINCIPLES

ETUYKN HAYENA

As pharmaceutical companies, we work in collaboration
with various stakeholders including HCPs, HCOs, POs and
their Representatives, regulatory authorities,
governments and the public to improve health and
quality of life.

We continuously invest in research and development to
deliver new treatments for medical needs and improving
the quality of treatment.

As commercial organisations, we encourage competition
and economic development to sustain investment and
foster innovation.

We believe in what we do and know that there is
somewhere a patient whose health and wellbeing is,
directly or indirectly, dependent on our work.

We aim at creating an environment where our
stakeholders and the general public, consider
pharmaceutical companies as trusted partners.

In addition to complying with extensive legal
requirements (i.e. laws and regulations applicable to
our industry such as pharmaceutical, competition,
intellectual property and data protection laws as well as
anti-bribery and anti-corruption legislation), the
pharmaceutical industry has agreed to comply with
additional standards in its self-regulatory codes and joint
positions.

For FBN and its members, self-regulation means being
fully committed to define, implement, comply with and
enforce the highest ethical standards through EFPIA and
FBN Codes, where breaches are not tolerated.
Self-regulation includes the concept of continuous
challenge for us to exceed society’s expectations and
openness regarding suggestions from others on how we
might further strengthen confidence in our industry and
our behavior.

Stakeholders who share the values and principles
enshrined in this self-regulation are invited to adhere to
these rules and guidance?®.

Kako ¢papmaL,eBTCKM KOMNaHWK, H1e paboTume BO
copaboTKa co pa3HW 3acerHaTV CTPaHW BKAYYYBajKU
3P, 30, MO 1 HUBHUTE NPETCTAaBHULLU, PerynaTopHu
BNACTW, BNAAM M jaBHOCTA 3a Aa M nogobpume
3[paBjeTo M KBAaNUTETOT Ha XWUBOT.

Hue KOHTUHYMPaHO MHBECTMPAME BO UCTPaXKyBake
M pa3Boj 33 Aa Aojaeme 40 HOBW HAYMHU Ha
JIeKyBatbe 33 MeAMUMHCKM NoTpebu 1 3a
nogobpysarbe Ha KBAaAMTETOT HA SIEKYBakbE.

KaKo komepumjanHu opraHnsaumu, Hue ja
NOTTUKHYBAaME KOHKYPEHLMjaTa N EKOHOMCKMOT
pa3Boj 3a Aa Ce 04PXKM MHBECTULMjaTa U aa ce
noTnomara MHoBauujaTa.

Hue BepyBame BO TOa LUTO O NPaBMME U 3HAeme
OEeKa HeKage Mma NaumeHT Yme 34pasje u
6narococTojb6a, ANPEKTHO UM UHOUPEKTHO,
3aBMcaT o4 HalaTa paboTa.

Hue ce ctpemnme KOH Kpenparbe Ha cpeanHa Kage
LUITO HaLLMTE 3aCerHaT! CTpaHu 1 onuwTaTa jaBHOCT
rm cmeTtaaT GapmaLeBTCKMTe KOMNAHWK 33
napTHepu o4 AoBepba.

[JonoNHWTEeIHO Ha YCOrnacyBakbeTO CO OMWUPHUTE
3aKOHCKM B6apatba (T.e. 3aKOHWU M NPONUCK KOU ce
npumeHyBaaT BO HallaTa MHAYCTPUja KaKo LWITO ce
dbapmMaLeBTCKM 3aKOHM, 3aKOHM 3@ KOHKYpPeHLWja,
32 MHTEe/IeKTyaIHa CONCTBEHOCT M 3a 3alUTUTA Ha
nogaToLmMTE, KaKo W 3aKOHCKa peryiatmea NpoTme
MWTO M NPOTMB KOopynuuja), papmaLeBTcKaTa
WMHAYCTPUja ce cornacu ga ce ycoriacu co
OONONHUTENHUTE CTaHA4apPAM BO CBOUTE
CaMOpPErynaTopHU KOAEKCU U 34PYKEHW NONOXKOMU.
3a ®BH 1 Hej3uHUTE YneHKK, camoperynaymjaTta
03Hau4yBa ga ce buae LLeNoCcHO NOCBETEH BO
AeduHMpareTo, MMNAeMeHTaumjaTa u
ycoriiacyBaHeTo CO U CNpOoBeayBarbeTo Ha
HajBUCOKMTE ETUYKM CTAHOAPAN NPEKY KOZEKCUTe
Ha EFPIA n ®BH, Kaze WTo NpeKkpLlyBakaTa He ce
TOoNnepupaar.

CamoperynauujaTa ro BKAy4yBa KOHUENTOT Ha
KOHTUHYMpPaH Npean3BuK 33 4a MM HagMUHeme
O4YeKyBaHraTa Ha OMNLITECTBOTO M OTBOPEHOCT BO
OZHOC Ha cyrecTumuTe oA ApyruTe 3a Toa Kako 6u

16 EFPIA Leadership statement on ethical practices — June 2010




MoKene noHaTamy Aa ja 3ajakHyBame gosepbarta
BO HallaTa MHAYCTPUWja U HALLETO O4HEeCYyBakbe.
3acerHaTuTe CTpaHM Kou MM cnogenyBaaT
BPEAHOCTUTE M HayenaTa KoM ce 3arapaHTMpaHu Bo
0Ba CaMoperyanpare ce NoKaHeTu aa ce
NPUAPKYBaaT KOH OBME NpaBu/Ia U Hacodysarba’.

This demonstrates our commitment to the following
ethical principles:

First and foremost, the PATIENTS ARE AT THE HEART OF
WHAT WE DO. We aspire to ensure that everything we
do will ultimately benefit patients. Our primary
contribution to society is to make high quality Medicinal
Products and to encourage their appropriate and
rational use in the care pathway.

We act with INTEGRITY, interact in a responsible manner
and aim to ensure that our communications with
stakeholders are accurate, legitimate and balanced. We
are accountable for our decisions, actions and
interactions and we encourage others to follow the
same high ethical standards.

We interact with all our stakeholders with RESPECT. We
commit to approach our stakeholders in an open
manner, with a responsive, constructive and learning
attitude and mutual respect. We value the importance
of independent decision-making by stakeholders, based
on evidence and including patient interest. With respect
to society, we listen to what is expected from us and
adapt our way of working accordingly. We follow
applicable laws and make ethical judgements when
processing Personal Health Data.

We are committed to ensure that TRANSPARENCY is
respected. We are open about our activities and
interactions and encourage stakeholders to act with the
same openness

OBa ja noKa)KyBa HallaTa NOCBETEHOCT Ha C/iefHUTE
€TUYKM Havena:

Hajnpso, MAUMEHTUTE CE BO CPLUETO HA TOA
LLUTO N0 NMPABUME. Hue ce ctpemume ga
ocuUrypame ZieKa ce LTOo NpaBMMe Ha KpajoT Ke
61ae BO KOPUCT Ha NaumneHTuTe. Hawmot
npumapeH NpuaoHec BO OMNLWTECTBOTO € A3
HanpasMme MeANLUHCKM NPOU3BOAM CO BUCOK
KBa/MTET M Aa ja NOTTUKHEME HMBHATa COOABETHA U
pauuoHanHa ynotpeba BO TEKOT Ha HeraTa.

Hue penysame co UHTEFPUTET, copaboTyBame Ha
OAroBOPEH Ha4YMH M MMaMe 3a Len Aa ocurypame
OEeKa HalnTe KOMyHMUMPaHba CO 3acerHaTmre
CTPaHU Ce TOYHU, NETUTUMHU U YPAMHOTEKEHM.
Huwe oarosapame 3a HawuTe o4/lyKU, AejcTBa U
copaboTKu 1 rn oxpabpysBame u apyrute Aa rm
cnepat UCTUTE BUCOKU €TUYKM CTaHAapau.

Hue copaboTyBame co cuTe HALLIW 3aCerHaTh CTPaHK
co NOYUT. Ce obBp3yBame ga MM NpuUcTanmme Ha
HalKnTe 3acerHaT CTPaHM Ha OTBOPEH HauwH,
CeKorall co 0AroBop, KOHCTPYKTUBHOCT U y4eHse U
3aemHa nouut. Hue ja BpegHyBame BaXKHOCTa Ha
HEe3aBWCHOTO AOHEecyBake OANYKU 04, CTPaHa Ha
3acerHaTuTe CTpaHu, BP3 OCHOBA Ha A0Ka3u, U
BK/ly4yBajKM ro MHTEPECOT Ha naumeHTUTE. Bo
noraez Ha ONWTECTBOTO, HME FO CAYLIAME TOa LITO
ce 04YeKyBa 04, Hac M COOABETHO o Npuaarosysame
HALWOT HAYMH Ha paboTa. Hue rn cnegmme
NPUMEHINBUTE 3aKOHU U AOHECYBAME ETUYKM
npoLeHun Kora rm obpaboTyBame INYHUTE

3/ paBCTBEHM NOAATOLM.

Huwe cme nocseTeHu aa ocurypame geka
TPAHCMAPEHTHOCTA ce nouutysa. OTBOpeHU cme
33 HALWWWTE aKTUBHOCTM U COPABOTKM U T
oxpabpyBame 3acerHaTute CTpaHu Aa AenysaaT co
ncrata OTBOPEHOCT.

INTRODUCTION

BOBE/[

17 Inpepcka usjasa Ha EFPIA 3a eTMuKuTe NpakTnKK — jyHn 2010 rog,.




The FBN’s membership® is composed of:

YneHcreoTo® Bo ®BH ce coctom oa;

Members:(i) research-based pharmaceutical companies,
developing and manufacturing Medicinal Products in
Europe for human use; (ii) organisations representing
research-based pharmaceutical companies at national
level in N.Macedonia

YneHkKu: (i) papmaLLeBTCKM KOMNAHUM YMja OCHOBA
€ UCTParKyBakeTO, KOM pPa3BMBaaT M
npou3BeayBaaT MeguLMHCKM NPOU3BOAM BO
EBpona 3a xymaHa ynotpeba; (ii) opraHnsaumm Kom
M NpeTcTaByBaaT papmMaL,eBTCKUTE KOMMAHUK Ynja
OCHOBA € UCTPAXKyBaHeTO HA HALLMOHANHO HUBO BO
C. MaKkepgoHuja.

FBN and its members?® are conscious of the importance
of (i) providing accurate, fair and objective information
about Medicinal Products so that rational decisions can
be made as to their use, (ii) ensuring that interactions
with HCPs, HCOs and POs, which are key to share
knowledge aiming to improve the quality of patient care,
take place in an ethical manner and (iii) introducing
greater transparency around the pharmaceutical
industry’s interactions with HCPs, HCOs and POs.
Chapters 1, 2 and 3 reflect the requirements of Council
Directive 2001/83/EC, as amended, relating to Medicinal
Products, and fit into the general framework established
by the Directive, which recognises the role of voluntary
control of advertising of Medicinal Products by self-
regulatory bodies and recourse to such bodies when
complaints arise.

FBN encourages competition among pharmaceutical
companies. The FBN Code is not intended to restrain the
Promotion of Medicinal Products to HCPs, or limit
interactions with HCPs, HCOs, and POs in a manner that
is detrimental to fair competition. Instead, it seeks to
ensure that pharmaceutical companies conduct such
Promotion and interactions in a truthful manner,
avoiding deceptive practices and potential conflicts of
interest with stakeholders, and in compliance with
applicable laws and regulations.

The FBN Code thereby aims to foster an environment
where the general public can be confident that the
choices regarding their Medicinal Products are being
made on the basis of the merits of each product and the
healthcare needs of patients

HCPs and HCOs provide the pharmaceutical industry
with valuable, independent and expert knowledge

®BH 1 Hej3uHMTe uneHkn 2! ce cBecHM 3a BaXKHOCTa
Ha (i) obe3benyBarbE€TO TOUYHW, MPABUYHM U
06jeKTUBHM MHOOPMALUKN 33 MeANLNHCKUTE
npoun3BoaM 3a A3 MOXe ga ce AoHecaT
paLMoHaNHM OA/TYKU 32 HMBHaTa ynoTpeba, (ii)
ocurypyBsambe aeka copabotkute co 3P, 30 n 110,
KOM Ce K/IY4HM BO LUMPEHETO 3HaeHEe CO Len aa ce
nogobpu KBAAUTETOT Ha HeraTa 3a NALMUEHTOT, ce
0/iBMBAaT Ha €TUYKM HauuH u (iii) BoBeayBare
norosiema TPaHCNAPEHTHOCT OKOy COPaboTKMTE Ha
dapmauesTcKkaTa uHaycTpuja co 3P, 30 n NO.
Mornasjata 1, 2 u 3 rn pednekTnpaat baparaTa Ha
Nupektmearta 2001/83/E3 Ha CoBETOT, KaKo LITO ce
M3MEHETH, BO BPCKA CO MeAULMHCKMUTE NPOM3BOAM,
W BK/IOMEHM BO ONLUTaTa pamKa yTBpAeHa co
JvpeKTrBaTa Koja ja npeno3HaBsa ynoraTta Ha
£06pOoBO/IHA KOHTPOJIA Ha PEKNAaMUPaHLETO Ha
MeOVLMHCKUTE NPOU3BOAN O, CTPaHa Ha
camoperynaTtopHuTe Tena 1 pecypcuTte 3a Tue Tena
Kora Ke npousnesar Kanbw.

®EH ja NOTTMKHYBA KOHKYypeHUMjaTa nomery
dapmaueBTCcKUTE KOMNaHun. KogekcoT Ha ®BH He
€ HAaMeHEeT 4a ja cnpeyun npomoumjata Ha
MegULMHCKKN npoun3soam Ha 3P, nnau ga rm
orpaHunuym copaboTtkute co 3P, 30 1 N0 Ha Ha4uMH
KOj € WTeTEeH 33 NpaBMYHa KOHKypeHUMja. HamecTto
Toa, Toj 6apa aa ce ocurypa geka dapmaueBTCKUTE
KOMMNAHMM ja cnpoBeAyBaaT TakBaTa Npomoumja un
copaboTKa Ha MCKPEeH HauuH, n3berHyBajku
3a/1a)KyBavyKM MPaAKTUKM U NOTEHLMjANHN
KOH}IMKTM Ha MHTEPEC CO 3acerHaTuTe CTPaHu, a
BO COM1aCHOCT CO MPUMEHNBUTE 3aKOHU U
nponucu.

18 Article 11 of FBN Statute
19YneH 11 og CratyToT Ha PBH

20 The updated list of FBN membership can be found on www.fbn.mk

21 AyypupaH CNncoK Ha YneHcTeoTto Bo PEH moe ga ce Hajae Ha www.fbn.mk




derived from their clinical and scientific experience. This
expertise makes an important contribution to the
industry’s efforts to improve the quality of patient care,
with benefits for individuals and society at large. HCPs
and HCOs should be fairly remunerated for the
legitimate expertise and services they provide to the
industry.

FBN believes that interactions between Member
Companies and HCPs have a profound and positive
influence on the quality of patient treatment and the
value of future research. At the same time, the integrity
of the decision of a HCP to prescribe a Medicinal Product
is one of the pillars of the healthcare system. FBN
recognises that interactions between the industry and
HCPs/HCOs can create the potential for conflicts of
interest. Consequently, professional and industry
associations, including FBN and its Members, have
adopted codes and guidelines to ensure that these
interactions meet the high standards of integrity that
patients, governments and other stakeholders expect.
In order, to continue to be successful, self-regulation
needs to respond to the evolving demands of society. In
particular, FBN recognises the growing expectation that
interactions with society are not only conducted with
integrity but are also transparent.

In the same way, the pharmaceutical industry works
with POs to learn from their knowledge and experience
of patient’s condition that is able to provide a true
picture of what it is like to live with a specific condition,
how care is delivered, how that impacts on them, their
careers and families and how medicines and other
treatments can change their quality of life and meet
their needs.

POs have a key role in helping to shape, develop and
define the outcomes that make the most difference to
patients. Member Companies disclose the amounts
provided to POs in the framework of these interactions.
FBN strongly supports public scrutiny and the
understanding of these relationships and disclosure
contributes to the confidence of stakeholders in the
pharmaceutical industry.

In relation to working with HCPs and HCOs, since the
introduction of the FBN Disclosure Code, FBN has
worked to encourage Member Companies to always
look to disclose and to encourage HCPs (and HCOs
where relevant) to agree to individual disclosure.
Member Companies will not be criticized for over-
disclosure.

KoaekcoT Ha ®EH co Toa Mma 3a uen aa ja
noTnomara cpegmHaTa Kaje WTo onwTaTta jaBHOCT
More Aa buae yBepeHa aAeKa n3bopute Bo 04HOC
Ha HUBHUTE MeAULIMHCKN MPOn3BOAM Ce
HanpaBeHW BP3 OCHOBA Ha NPeAHOCTUTE Ha CEKOj
Npou3BOA, 1 34paBCTBEHNTE NOTPEOU Ha
naumeHTUTE.

3P 1 30 ja cHabayBaaT papmaueBTCKaTa
WMHAYCTPKUja co BPpeaHO, HE3aBMCHO M eKCNEPTCKO
3Haere N3BeAEeHO 04, HUBHOTO KAMHUYKO U Hay4YHO
nckycteo. OBaa eKcnepTM3a NPeTCTaByBa BaXKEH
NpPWAOHeC BO HAaNOpUTe Ha NHAYCTPWUjaTa Aa ro
nogobpu KBAAUTETOT Ha HeraTa Ha NaUMEHTOT, BO
KOPUCT Ha MuaTa M ONWTECTBOTO NOWKMPOKO. 3P un
30 Tpeba aa pobujat cooaBeTeH HaAOMECT 3a
NlerMTMMHaTa eKcnepTn3a u yCayrmTe Kou rm
obe3benyBaat Ha MHAYCTpMjaTa.

®EH BepyBa geKka copaboTkute nomery
KOMMaHUuTe-4neHKn 1 3P umaaT a4naboko u
NMO3UTUBHO B/IMjaHWE BP3 KBA/IMTETOT Ha
JIeKyBaHETO Ha MauueHTUTe N BpeaHoCTa Ha
MAHOTO UCTpaKyBame. ctoBpemeHo,
WMHTEerpuTeToT Ha oAa/yKaTa Ha 3P ga npenuuwe
MeZNLUMHCKN NPOU3BOA, € efleH 04, cToN60BUTE HA
3apascTBeHMOoT cuctem. PBH npenosHasa aeka
copaboTkaTa nomery nHaycrpujata u 3P/30 mosxe
03 Kpeupa noTeHuujan 3a KOHGAMKTM HA MHTepec.
MocneposatenHo Ha Toa, NpodecnoHanHUTe
34pYXKEeHUja 1 3pyKeHNjaTa Ha NHAYCTPUjaTa,
BKAy4dyBajku ja PBH 1 Hej3HUTE YneHKn, umaat
YCBOEHO KOZEKCM M yNaTCcTBa 3a A3 Ce OCUrypa AeKa
TakBuTe COPabOTKM 'M UCNONHYBAAT BUCOKUTE
CTaHAApAM Ha MHTETPUTET KOW I'M O4eKyBaaT
naumeHTUTe, BNAAUTE U APYTM 3aCerHaTn CTPaHW.
Co uen fa ce NPOAONXKM CO YCMELWHOCT],
camoperynaumjata Tpeba aa ogrosapa Ha
€BOolyMpayvknTe nobapyBara Ha ONLUTECTBOTO.
OcobeHo, PEH ro npeno3HaBa pacTeykoTo
ouYeKyBatbe AeKa CopaboTKMTE CO OMNWTECTBOTO He
ce CaMO PaKOBOAEHWN CO MHTETPUTET, TYKY, UCTO
TaKa, ce U TPAHCMAPEHTHMW.

Ha nctmnot HauuH, papmaueBTcKaTa MHAYCTPH]a
paboTtu co MO 3a aa go3Hae o4 HUBHUTE CO3HaHWja
M UCKYCTBO 3a coCToj6aTa Ha NaLMEeHTOT LUTO MOXKe
Aa 06e36eam BUCTUHCKA C/IMKa 33 TOa KaKo e Aa ce
KuBee co crneumndmryHa coctojba, Kako ce gobusa
HeraTa, Kako Toa B/Mjae Ha HMB, HUBHUTE Kapuepu
N CEMEjCTBA M KAKO JIEKOBUTE U ApYruTe TPETMaHM




MO3Ke @ O NPOMEHAT HUBHMOT KBA/IUTET HA XKMBOT
W Aa r'v 3a,0BOJIAaT HUBHUTE NOTPe6bMU.

MO MmaaT KNyyYHa ynora BO NOmarameTo aa ce
061u1KyBaaT, pa3BMBaaT U AedUHUPaAT ucxoamTe
KOM ja NnpaBaT Hajro/siemaTa pa3/iMKa 3a
nauumeHTuTe. KomnaHuuTe-yneHKu rm objasysaaT
M3HOCUTE Kou UM ce obe3beaysaaT Ha 10 Bo
pamKuTe Ha oBue copaboTkn. PbH cnnHo ro
noAApKyBa jaBHMOT HaA30p U pa3bupareTo Ha
oBuWe oaHocK n objaByBarbeTO NPUAOHECYBa 3a
posepbaTta Ha 3acerHaTuTe CTpaHuU BO
dapmaueBTCKaTa MHAYCTPUja.

Bo BpcKa co paboTerseto co 3P 1 30, og,
BOBeAyBateTO Ha KozeKcoT Ha ob6jaByBatbe Ha
®BH, ®BH paboTn Ha NOTTUKHYBak€ Ha
KOMNaHUUTe-YeHKN cekoraw ga objasysaaTt u aa
rm NoTTMKkHyBaat 3P (1 30 Kaze WTo e peneBaHTHO)
[a ce cornacat Ha MHAMBUAYaNHO 06jaByBatbe.
KomnaHunte-4neHKkn Hema aa 6uaaT KpUTUKYBAHM
3a NpeKkymepHo objaByBatbe.

SCOPE OF THE CODE

OOMEH HA KOOQEKCOT

This Code covers:

OBoj Kogekc ondaka:

e promotion of POMs to HCPs,

e interactions between Member Companies and HCPs,
HCOs and POs;

e disclosure of ToVs from Member Companies to HCPs,
HCOs and POs; and

¢ Procedural provisions of the Code.

¢ [lpomoumja Ha JIP Ha 3P;

¢ CopaboTKa nomery KomnaHmmte-4neHkn n 3P, 30
m no;

¢ Ob6jaByBatbe Ha MHB o4 KOMNAHUUTE-YNIEHKU Ha
3P,30 1 NO; u

e Mpoueaypantu oapendbu Ha KoaeKkcor.

Member Companies are responsible for the obligations
imposed under any relevant Applicable Code even if
they commission a Third Party to design, implement or
engage in activities covered by the Applicable Code on
their behalf. In addition, Member Companies must take
reasonable steps to ensure that any other parties that
they commission to design, implement or engage in
activities covered by the Applicable Code but that do not
act on behalf of the Member Company (e.g. joint
ventures, licensees) comply with Applicable Codes.

This Code covers all methods of Promotion including,
but not limited to, oral and written promotional
activities and communications, journal and direct mail
advertising, the activities of Medical Sales

KomnaHWnTe-4neHKun ce 0AroBopHU 3a 06BpCKUTE
KOW MM Ce HaMeTHaTK cnopes, CeKoj pefieBaHTeH
NPUMEHANB KOAEKC AYPU U aKO HapayaaT TpeTo
JiLe Aa v Kpeupa, UMnaemeHTUpa uam ga ce
aHra)KMpa BO aKTUBHOCTUTE KOM ce ondaTeHun co
NPUMEHANBUOT KOAEKC BO HUBHO UME.
[ononHUTENHO Ha TOa, KOMMNaHUUTE-YIEHKN MOpPa
4a npesemaT pasyMHUW YeKopM 3a Aa ocurypaat
OEKa Kou 1o Apyrv CTpaHu of, Kou Hapadase aa
rM Kpempaar, MMnaeMeHTUpaaT Uan aa ce
aHra*kMpaaT BO aKTUBHOCTUTE KoM ce ondaTeHu co
NPUMEHANBUOT KOAEKC, HO KOW He AenyBaaT BO
MMe Ha KOMNaHMjaTa-YeHKa (Ha np., 34PYHKEeHN
WMHBECTULMM, HOCUTENWN HaA JIMLLEHLM) CE YCOTNACEeHU
CO NPUMEH/IUBUTE KOLEKCHU.




Representatives, the use of digital communications and
channels, such as websites and social media, the use of
audio-visual systems such as films, video recordings,
data storage services and the like. It also covers the
provision of Informational or Educational Materials,
Items of Medical Utility, hospitality in relation to Events
and Medical Samples.

This Code also covers interactions between Member
Companies and HCPs and HCOs including, but not
limited to, those in the context of research or
contractual arrangements (including certain aspects of
clinical trials, non-interventional studies as well as
consultancy and advisory board). It also covers the
interactions between Member Companies and POs.

This is not intended to restrain or regulate activities
directed towards the general public which relate solely
to non-prescription Medicinal Products.

OBoj KogeKc rv ondaka cute MeToan Ha NnpomoLmja
BK/1y4yBajKu1, HO HE OrpaHMYyBajKM Ce Ha YCMEHU U
NMCMEHN NPOMOTUBHM aKTUBHOCTM N COPabOTKM,
CNMcaHnja u AUPEKTHO peKlammnpatbe Mo noLuTa,
aKTMBHOCTUTE Ha MeAULNHCKUTE NPeTCTaBHMLM 33
npoaarkba, ynotpebarta Ha AUTUTa/IHU
KOMYHMKaLLMKN U KaHaW, KaKo LWTO ce Be6-CajToBM U
coumjanHn meanymu, ynotpebata Ha aygmo-
BM3YENHU CUCTEMM KaKo GUIMOBU, BULEOCHUMKM,
YCAYrv 33 YyBakbe HA NOAATOLM U CAnYHO. UcTo
Taka, ro ondaka obe3beayBareTo MHGOPMaLUK
WKW eAyKAaTUBHU MaTepujanmn, NnpegMeTH 3a
MeaMLMHCKa ynoTpeba, rocTONPMMCTBO BO BPCKA
€O HAaCTaHM U MeAULMHCKU NPUMEPOLM.

OBoj KogekKc, ncto Taka, rv ondaka copabotkute
nomery KomnaHumnTe-yneHku n 3P n 30 BKAy4yBajKku
M, HO He OrpaHNYyBajKKM Ce HAa OHME LITO Ce BO
KOHTEKCT Ha UCTPaKyBarbe MW AOTOBOPHMU
opraHu3uMparba (BKAy4yBajKM oApeeHN acneKkTU Ha
KAMHUYKM UCNNTYBakba, HEMHTEPBEHTHU CTY AN,
KaKO M KOHCY/ITaHTCKM W COBETOAAaBHM 0460pM).
WcTo TaKa, rv ondaka copaboTkmTe nomery
KOmMaHuute-yneHku u MNo.

OBa He e Co Uuen Aa ce cnpeyaTt uam peryampaar
aKTMBHOCTWUTE HAaCOYEHW KOH ONLUTaTa jaBHOCT Kou
ce NoBp3yBaaT e4MHCTBEHO CO MeANLMHCKUTE
NPOM3BOAM KOM He ce M34aBaaT Ha peLenT.

This Code does not cover the following:

a) the labelling, summary of product characteristics,
package leaflet and other documents, approved by the
competent authority at granting of marketing
authorisation or at any later time, as well as other
general precautionary measures aimed at safer and
more efficient consumption of the medicinal product;

b) correspondence, possibly accompanied by material of
a non-promotional nature, needed to answer a specific
question about a particular Medicinal Product;

c) factual, informative announcements and reference
material relating, for example, to pack changes, adverse-
reaction warnings as part of general precautions, trade

OBoj Kogekc He ro ondaka cneaHoTo:

a) ObenexkyBarbeT0, 36MPHMOT U3BELLTA] 3a
0COOMHUTE Ha NEKOT, BHATPELLIHOTO yNaTCcTBO U
APYT LOKYMEHTH, 0406peHM o4, cTpaHa Ha
HaZ/leXKHa MHCTUTYLMja NPy A0L4ENYBaETO Ha
[03B0J1a 33 NyLITakbe BO NPOMET UK BO Koe bunio
Bpeme NoAoLHa, KaKo U ApYry ONwTH MepKKU Ha
NpPeTnasIMBOCT CO HameHa 3a nobesbeaHo U
noedurKacHo Npumare Ha MeaANUNHCKMOT
npoussog;

6) KopecnoHgeHuMjaTa, N0 MOXKHOCT NPUAPYKEHa
CO mMaTepujan o4 HENMpPOMOTUBHA NPUPOAA,
noTpebHa 3a Aa ce 04roBOPU Ha cneumdUyHo
npalare BO BPCKa CO 0ApeaeH MeaNLLMHCKM
npovsBoz;




catalogues and price lists, provided they include no
product claims;

d) activities which relate solely to non-prescription
Medicinal Products; or

e) Non-promotional, general information about Member
Companies (such as information directed to investors or
to current/prospective employees), including financial
data, descriptions of research and development
programmes, and regulatory developments affecting a
Member Company and its Medicinal Products.

B) ®aKTUUKK, MHOOPMATUBHU COOMLUITEHWN]A U
pedepeHTHN MaTepujanan Kou ce ogHecyBaar, Ha
npvMmep, Ha NPOMEHW BO NaKyBaHETO,
npeaynpesyBatba 33 HECAKaHM A,ejCTBa KaKo gen
04, ONWTUTE MEPKM 33 NPETNA3/INBOCT, TPFOBCKU
KaTa/fo3n M LLeHOBHULM, MOA YC/I0B A3 He
BK/y4YyBaaT TBPAEHA 33 NPOM3BOAUTE;

r) AKTUBHOCTM KOW ce NOBp3yBaaT eANHCTBEHO CO
MeANLIMHCKN NPON3BOAM KOM ce U3aasaar bes
peuent; nau

A) HenpomoTuBHM, ONWTN MHPOPMALMK BO BPCKa
CO KOMMaHMM-YIEeHKM (KaKo WTo ce nHdopmaumm
Haco4YeHW KOH MHBECTUTOPU MAN TEKOBHU/MAHM
BpaboTeHu), BKAy4yBajKM PUHAHCUCKM NoAaTOLM,
OMNUCK Ha NPOrpamM 3a UCTPaXKyBakbe U PasBoj U
perynaTtopHu pa3Bov KOW BKjaaT Ha KOMMNaHWjaTa-
YNeHKa 1 Hej3MHUTe MeaMLMHCKU NPOU3BOAM.

The following documents are attached to the FBN Code
and are binding for FBN members:

-ANNEX A: Standardised Disclosure template;

-ANNEX B: EFPIA guidance;

-ANNEX C: Guidance obligations for Member Companies
under the FBN Code; and

-ANNEX D: FBN Standard Operating Procedure related to
processing of complaints and questions submitted to
FBN Ethic Council.

CnepHuTe JOKYMEHTU ce NpunoxeHn KoH KogekcoT
Ha ®EH 1 ce 06Bp3yBaYKM 3a YneHkMTe Ha PEH:
-AHEKC A: CtaHgapam3unpaH wabnoH 3a
objaByBatbe;

-AHEKC B: YnatctBo Ha EFPIA;

-AHEKC C: O6BpcKM 04 YNaTCTBOTO 3a KOMNaHUUTe-
uneHkm cnopeg, KogekcoT Ha ®BH; 1

-AHEKC D: CtaHgapAaHa onepaTMsHa npoleaypa Ha
®BH noBp3aHa co obpaboTKaTa Ha *Kanbu n
npawara nogHeceHn oo ETM4kmMot coseT Ha PBH.

APPLICABILITY OF THE CODE

NPUMEH/IMBOCT HA KOAEKCOT

This Code sets out the minimum standards which FBN
considers must apply, In a manner compatible with the
respective national laws and regulations. Member
Companies are encouraged to tailor their Company
Codes to adapt to national conditions and to adopt
additional provisions which might extend further than
the minimum standards included in the FBN Code.
Promotion and interactions which take place within
N.Macedonia must comply with applicable laws and
regulations. In addition, Promotion and interactions
which take place within N.Macedonia must also comply
with this Code.

OBoj KogeKc rm noctaByBa MUHUMANHUTE
CTaHAaapam 3a Kom PBH cmeTa aeka mopa aa ce
npUMmeHyBaaT Ha Ha4yMH Koj e KomnaTubunieH co
COO0ABETHUTE HALMOHA/IHN 3aKOHM U NPONUCHK.
KomnaHunTe-4neHKN ce NOTTUKHYBaaT 4a M
npunaroaaT CBOUTE KOAEKCM HA KOMMNAHKWjaTa 3a Aa
M ycoriacaT co HaLLMOHAIHWUTE YC/I0BU U Aa yCBOjaT
AONOJIHUTENTHN oapeadbu Komn bu moxkene aa
HanpaBaT NOHATAMOLLHO NPOLINPYBaHE 04
MWHUMATHUTE CTaHAApPAN BKAyYeHM Bo KogekcoT
Ha ®BH. MNpomouwnjata n copaboTKMTe KoM ce
04BMBaaT BO rpaHmumTte Ha C. MakegoHuja mopa
[a Ce yCOrnaceHu co NPUMEHANBUTE 3aKOHU U




All EFPIA Member Companies with operations in
N.Macedonia shall either (i) be a member of FBN where
it conducts activities covered by the FBN Code (either
directly or through the relevant subsidiary) or (ii) agree
in writing with FBN that it (or its relevant subsidiary) is
bound by FBN Code (including any applicable sanctions
that may be imposed there under).

FBN has established a Council for supervision of the
provisions of this Code, which is composed of
independent experts with appropriate expert knowledge
and representatives of FBN (ANNEX D)

The Council oversees the implementation of this Code
and proposes amendments to codes or procedures
adopted for their implementation.

The Council has been established to assess information
on medicinal products, assess the appropriateness of
member cooperation with healthcare professionals,
healthcare organizations and patient organisations and
compliance of publishing transfers of funds from
member companies to healthcare professionals and
healthcare organisations and patients’ organizations.
The Council operates as a voluntary and self-regulating
body for all FBN members.

nponucu. JonoaHUTENHO Ha TOa, MpomoLmjaTa u
copaboTkute Kou ce ogemeaaT Bo C. MaKkeaoHM]a
MOpa, UCTO TaKa, Aa ce ycoraaceHn co oBoj Koaekc.
Cunte KomnaHuu-4neHKkn Ha EFPIA co aenysarbe BO
C. MakegoHuja, nau (i) ke buaaT yneHka Ha ®bH
Kaje WTOo Taa M cnpoBeyBa akTUBHOCTUTE
ondateHun co Koaekcot Ha PEH (AnpeKTHO nam
Nnpeky peneBaHTHaTa noApyXHuLUa) uau (ii) ke ce
cornacart no nucmeH nat co ®6H aeka Taa (nam
Hej3anHaTa pesieBaHTHa NoApPYXKHULA) e 06Bp3aHa
co KogekcoT Ha ©BH (BKkay4yBajku Kakeu 6uno
NPUMEHIMBM CaHKUMM KoM BU MorKene cnopes,
Hero Aa 6uaat HameTHaTw).

®BbH nma ocHoBaHo CoBeT 3a HaA30p Ha
oapenbute oa osoj Koaekc, Koj e cocTaBeH og,
HEe3aBWCHM EKCMEePTU CO COOABETHO EKCMEPTCKO
nosHaBakbe M npeTcTaBHUUM Ha PEH (AHEKC D).

CoBeTOT ja HaarneayBa MMNaeMeHTaumjaTa Ha 0BOj
KogzeKkc u npeanara M3meHn Ha KogeKcuTe Uam
npoueaypuTe YCBOEHM 32 HUBHA MMMIEMEHTaLM]a.

CoBeToT e OCHOBaH 3a Aa MM oueHyBa
MHPOpMaLUUTE 33 MeAULMHCKUTE NPOU3BOAM, Aa
ja oueHyBa cooaBeTHOCTa Ha copaboTkaTa Ha
Y/IeHKMTE CO 34PaBCTBEHUTE PaboOTHULM,
3paBCTBEHMTE OPraHU3aLum U NALUEHTCKUTE
OpraHu3aLMmn 1 ycornaceHocTa 3a objaByBarbe Ha
NpPeHOCK Ha CPeacTBa 04 KOMMAHUNTE-YJIEHKU A0
3/ paBCcTBEHMTE PAaBOTHMLM U 34paBCTBEHUTE
OpraHmM3aLunm, Kako 1 NALMEHTCKUTE OpraHM3aumu.
CoBeToT AejcTBYBa Kako A06pOBOIHO U
CaMOpeEery/IMpaYvyko Teno 3a cMTe YieHKn Ha OBH.

CHAPTER 1. - PROMOTION OF POM TO HCPs

MNOrNABIJE 1. - MPOMOLMIA HA JIP HA 3P

ARTICLE 1- MARKETING AUTHORIZATION

YJIEH 1- O4OBPEHUE 3A NYLUTAHE BO NMPOMET

Section 1.01. A Medicinal Product must not be
promoted prior to the grant of the marketing
authorization allowing its sale or supply or outside of its
approved indications.

Section 1.02. Promotion must be consistent with the
particulars listed in the summary of product
characteristics of the relevant Medicinal Product.

Jen 1.01. MeanumnHCcKu npomssog, He cmee aa
6uae npomoBupaH npea aa aobue ao3sosa 3a
nyLlwTare BO NPOMET KOja ja A03BO/1yBa HEroBaTa
npoaa*kba unu cHabayBarbe UAM HaABOP 04,
HerosuTe o406pPeHN NHANKALUN.

Oen. 1.02. Npomouujata mopa ga buae gocneaHa
Ha 0cOHEHOCTUTE KoM Ce HaBeaeHU BO 30MPHUOT
N3BELTaj 32 0OCOOMHUTE Ha NIEKOT Ha PeNeBaHTHUOT
MegMUMHCKM NPOU3BOA,.




ARTICLE 2 - INFORMATION TO BE MADE AVAILABLE

YJIEH 2- AOCTANHOCT HA UHOOPMALUUTE

Section 2.01. Subject to applicable national laws and
regulations, all promotional material must include the
following information clearly and legibly:

- essential information consistent with the
summary of product characteristics, specifying
the date on which such essential information
was generated or last revised;

- the supply classification of the Medicinal
Product; and

- when appropriate, the selling price or indicative
price of the various presentations and the
conditions for reimbursement by social security
bodies

Section 2.02. Subject to applicable national laws and
regulations, where an advertisement is intended only as
a reminder, the requirements of Section 2.01 above
need not be complied with, provided that the
advertisement includes no more than the name of the
Medicinal Product or its international non-proprietary
name, where this exists, or the trademark.

Oen. 2.01. 3aBMCHO 04, NPMMEHANBUTE HALLMOHATHU
3aKOHW U NPOMNUCK, CUTE NPOMOTUBHU MaTepujanm
MOpa Aa M BKy4yBaaT ciegHuTe MHopmaumm,
jaCHO M YNTAUBO:

- OCHOBHW MHbOPMALUKN AOCAEAHN Ha 36UPHMOT
N3BELTaj 32 OCOOUHUTE HA NIEKOT, KOM T
03HauvyBaaT A4aTyMOT Ha KOj Te OCHOBHM
nHbopmauunm bune reHepupaHu U nocaegeH nat
peBnanpaHu;

- KnacuduKaumja Ha cHabayBareTO Ha
MeaNLUMHCKMOT NPOU3BOA; U

- Kora e cooABeTHO, NpoJaKHaTa LeHa nam
WHAWKATUBHATA LLeHa Ha pa3HuTe nNpe3eHTaumm n
yCN0oBUTE 33 HaAOMECT 04, Tenara 3a colMjasiHo
ocuUryBambe.

[en. 2.02. 3aBUCHO 04, NPUMEHINBUTE HALMOHANHN
3aKOHU U NPONUCKU, OHaMy Kajie LITO peKsiamaTa e
HameHeTa CaMO KaKo NoTceTyBake, He mopa Aa
MMa ycornaceHocT co baparata og Adenot 2.01
norope BO TEKCTOT, NOA, YC/I0B peKnamaTa Aa
BK/ly4yBa He NoBeKe 0f, Ha3MBOT HA MeAULLUHCKUOT
Npou3BOA, UM HEFOBUOT MefyHapoaeH
HeCONCTBEHMYKN HA3MB, Kaje LUITO TOa NOCTOU, NN
TpProBCKaTa Mapka.

ARTICLE 3 - PROMOTION AND ITS SUBSTANTIATION

YJ1EH 3 - NTPOMOLUMWUIJA N HEJSUHA
NOTKPENEHOCT

Section 3.01. Promotion must be accurate, balanced,
fair, objective and sufficiently complete to enable the
HCP to form his/her own opinion of the therapeutic
value of the Medicinal Product concerned. It must be
based on an up-to-date evaluation of all relevant
evidence and reflect that evidence clearly. It must not
mislead by distortion, exaggeration, undue emphasis,
omission or in any other way.

Section 3.02. Promotion must be capable of
substantiation which must be promptly provided in
response to reasonable requests from HCPs. In
particular, promotional claims about side- effects must
reflect available evidence or be capable of
substantiation by clinical experience. Substantiation

Ben 3.01. Npomouujata mopa ga buae npeuymsHa,
ypPaMHOTeKeHa, NpaBUYHa, 06jeKTUBHA U A0BOJIHO
KOMMJIETHA 3a A3 My 0BO3MOXM Ha 3P ga ro
dopmMupa CBOETO MUC/IEHE 33 IEKOBUTATA
BPeAHOCT Ha 3aCerHaTUoT MeANLIMHCKM MPON3BOA.
Taa mopa ga buae 6asnpaHa Ha HajHOBO
BpeAHYyBake Ha CUTe pesieBaHTHU A0Ka3n U jacHO
Aa rn pednektnpa Tme goKasu. Taa He cmee 4a
BO/AM BO NOrpeLlHa HacoKa NPeKy MCKPUBYBakbE,
npetepyBake, HECOOABETHO HarnacyBake, NPonycT
WM Ha KaKoB BUN0 APYr HAaUYUH.

Den 3.02. Npomouujata mopa ga buae co MOXKHOCT
33 NOTKPENeHOCT Koja MOpa BegHal Aa buae
obe3beneHa Kako 04roBop Ha pa3ymHu 6aparba o,




need not be provided, however, in relation to the
validity of elements approved in the marketing
authorization.

Section 3.03. Promotion must encourage the rational
use of Medicinal Products by presenting them
objectively and without exaggerating their properties.
Claims must not imply that a Medicinal Product, or an
active ingredient, has some special merit, quality or
property unless this can be substantiated.

Section 3.04. When Promotion refers to published
studies, clear references must be given.

Section 3.05. Any comparison made between different
Medicinal Products must be based on relevant and
comparable aspects of the Medicinal Products.
Comparative advertising must not be misleading or
disparaging.

Section 3.06. All artwork, including graphs, illustrations,
photographs and tables taken from published studies
included in promotional material must: (a) clearly
indicate the precise source(s) of the artwork; (b) be
faithfully reproduced, except where adaptation or
modification is required in order to comply with any
Applicable Code(s), in which case it must be clearly
stated that the artwork has been adapted and/or
modified.

Particular care must be taken to ensure that artwork
included in Promotion does not mislead about the
nature of a Medicinal Product (for example, whether it is
appropriate for use in children) or mislead about a claim
or comparison (for example, by using incomplete or
statistically irrelevant information or unusual scales).

Section 3.07. The word “safe” must never be used to
describe a Medicinal Product without proper
qualification.

Section 3.08. The word “new” must not be used to
describe any Medicinal Product or presentation which
has been generally available or any therapeutic
indication which has been generally promoted, for more
than one year.

3P. OcobeHo, NPOMOTUBHUTE TBPAEHA 33 HECAKaHU
edeKTn mopa [a rv pepaekTUpaaT AocTanHUTe
O0Ka3n Wan Aa MMaaT MOXKHOCT 33 NOTKPENneHoCT
0, KIMHUYKOTO UCKycTBO. Cenak, NoTKpeneHocTa
He Mopa fa ce 0b6e3beam Kora e BO BpCKa CoO
Ba/IMAHOCTA Ha efleMeHTUTe 0406peHn BO
[,03B0/1aTa 33 NyLWTakbe BO MPOMET.

Den 3.03. lpomouujata mopa Aa ro NOTTUKHYBA
PaLMOHANHOTO KOPUCTEHE HA MEAMULIUHCKUTE
Npoun3Boau NPeKy HUBHO 06jeKTUBHO
npeseHTUparbe 1 6e3 npeTepyBarbe 3a HUBHUTE
cBojcTBa. TBpAEHATA HE CMeaT Aa UMNAMUMpaaT
OEKA MEOULIMHCKMOT NPOU3BOA, UM aKTUBHATA
COCTOjKa, MMa HeKakBa nocebHa npegHocT,
KBa/IMTET UM CBOJCTBO AOKOJIKY TOQ HE MOXKe A3
6uae noTKpeneHo.

Aen 3.04. Kora npomoumjaTa ce ogHecyBa Ha
ob6jaBeHM cTyaMM, MOpPA Aa Ce HaBee jacHa

pedepeHua.

Den 3.05. KakBa 6uno cnopenba HanpaseHa
nomery pasanyHn MeauLMHCKM NPOU3BOAM MOPa
Aa ce 6asunpa Ha peneBaHTHU 1 cnopeaansu
acneKkT! Ha MeanUMHCKUTE NPOU3BOAM.
CnopeabeHoTo peknammuparbe He CMee 4a Boau BO
norpeLHa Hacoka MAKN Aa OMa/ioBarKyBa.

Den 3.06. Cute nayctpaumu, BKAyYyBajKu
rpaduKoHu, upTexu, potorpadpum n Tabenn
3eMeHU o4, 06jaBEeHU CTYAUUN BKIYYEHWN BO
NPOMOTMBHMOT MaTtepujan mopa: (a) jacHo aa ro/ru
Ha3HayaT neumsHMoT/-Te n3Bop/-u Ha
nnycrtpauuute; (6) na buaat BepHo
penpoayLMpaHn, OCBEH Kage WTo e NoTpebHa
afanTaumja unm moamdukaumja co uen ga ce
YCOr/iiacu co cekoj/-u NpuMeHNnB/-1 KoaeKc/-u, Bo
KOj c/lyyaj mopa Aa buae jacHo HaBeAeHo AeKa
unycTpaumjaTa e agantupana u/mam
moguduumpaHa.

OcobeHo Mopa fa ce BoAM FpuxKa 3a Aa Ce ocurypa
AeKa naycTpaumjaTa BKAy4eHa BO NpomMoLmjaTta He
Haco4yBa NOrpeLIHoO BO BPCKA CO NpupoaaTa Ha
MeANUMHCKMOT NPOU3BOL (Ha npumep, fanu e
cooABeTeH 3a ynoTpeba Kaj Aelia) uam Hacovysa
MOrpeLLHo BO BPCKa €O TBpAehe uan cnopeaba (Ha
npumep, NPEKY KOPUCTEHE Ha HEKOMIIETHU UK




Section 3.09. It must not be stated that a Medicinal
Product has no side-effects, toxic hazards or risks of
addiction or dependency.

CTAaTUCTUYKM HepesieBaHTHM MHPOopMaLUn unu
HeobUYHU mepuna).

Den 3.07. 360poT,,6e36e4H0” HMKOrALW He cmee Aa
ce ynotpebysa 3a ga ce onvwe MeauULMHCKU
npoussog, 6e3 cooaBeTHa KBaandbuKaumja.

Den 3.08. 360poT ,,HOBO" HE cmee Aa ce
ynoTpebyBa 3a Aa ce onuLle Kakos 610
MeAVLUMNHCKM NPOM3BOA U Npe3eHTauMja Koja
6vna onwTo AocTanHa AW KakBa buio Tepanncka
MHAMKaUNja Koja bBuna onwTo NPOMOBMpPaHa, 3a
noseKke oA efiHa roaunHa.

Den 3.09. He cmee ga ce Ha3HauM geKa efeH
MeANLUMHCKM NPOM3BOA HEMA HUKAKBM HECaKaHU
AejcTBa, TOKCMYHA OMAaCHOCT UAKU PU3KK OZ,
3aBUCHOCT.

ARTICLE 4 - USE OF QUOTATIONS IN PROMOTION

YJIEH 4 - YNOTPEBA HA UUTATU BO NPOMOLUIA

Quotations from medical and scientific literature or from
personal communications must be faithfully reproduced
(except where adaptation or modification is required in
order to comply with any Applicable Code(s), in which
case it must be clearly stated that the quotation has
been adapted and/or modified) and the precise sources
identified

Liutatte o4 MeaMLMHCKA UK HaydHa nuTepaTypa
WAN 04, INHYHN KOMYHMKaUMKM mopa Aa buaar
BEPOAOCTOjHO penpoayLmpaHn (OCBEH Kaje LTo e
noTpebHa aganTtaumja uam moanduKkaumja co uen
[la Ce yCOornacu co CeKOoj/-u NPUMeEHANB/-U KogeKc/-
W, 1 BO TOj CNy4Yaj mopa Aa buge jacHo HaBeaeHo
[eKa uMTaToT e agantupad u/unm moanduumpan) u
Aa ce naeHTMdUKyBaaT NpeuusHUTe N3BOPHU.

ARTICLE 5 - ACCEPTABILITY OF PROMOTION

YJIEH 5 - NPUDATINBOCT HA MPOMOLMIATA

Member Companies must maintain high ethical
standards at all times. Promotion must: (a) never be
such as to bring discredit upon, or reduce confidence in,
the pharmaceutical industry; (b) be of a nature which
recognises the special nature of Medicinal Products and
the professional standing of the intended audience; and
(c) not be likely to cause offence.

KomnaHuute-4yneHKM mopa 43 O4pKyBaaT BUCOKM
€TUYKM CTaHZaPaM 33 LLesIoTo Bpeme.
MpomouujaTa: (a) HUKoraw He cmee ga buae Takea
WTO Ke JoBee [0 ANCKpeanuTaLmja Bp3, UK Ke ja
Hamanu gosepbaTa Bo, dapmaueBTcKaTa
nHayctpuja; (6) mopa ga buae o4 npmpoaa Koja ja
npenosHaBa nocebHaTta npupoaa Ha
MeAMLMHCKUTE NPou3BoaM M npodecnoHanHaTa
nonoxb6a Ha nnaHMpaHaTta nybauka; u (B) oa Hema
MOXHOCT Aa npeau3BunKa Haspeaa.

ARTICLE 6 - DISTRIBUTION OF PROMOTION

HA YJIEH 6 - ANCTPUBYLIUJA HA MPOMOLMNIATA

Section 6.01. Promotion must only be directed at those
HCPs whose need for, or interest in, the particular
information can reasonably be assumed.

Den 6.01. Npomouujata mopa ga buae HacoyeHa
e4NHCTBEHO KOH oHue 3P ynja noTtpeba 3a, nam




Section 6.02. Mailing lists must be kept up-to-date.
Requests to be removed from mailing lists must be
complied with.

Section 6.03. Subject to applicable national laws and
regulations, the use of faxes, e-mails, automated calling
systems, text messages and other digital
communications for Promotion is prohibited except with
the prior permission, or upon the request, of those who
receive it.

WHTepec 3a 0cObeHN MHPOPMALMKN MOKE Pa3yMHO
Aa buae npeTnocraBeHa.

Aen 6.02. CnncoKoT co agpecn mopa ga ce
a)kypupa. baparbaTa 3a OTCTpaHyBake 04,
crnmcoumTe CO agpecn Mopa 4a Ce YyCOrNaceHu.

Den 6.03. 3aB1CHO 04, NPUMEHINBUTE HALMOHATHU
3aKOHU U Nponucu, ynotpebaTa Ha daKc,
€/1eKTPOHCKa NoLWTa, CUCTEMM 32 aBTOMATCKO
NOBMKYBakbe, TEKCTYa/IHM NOPAKU N ApYTU
OUTUTaNHU KOMYHMKALLMK 33 NpoMoLMja e
3abpaHeTa, OCBEH CO NPeTX04HA A03BONA UM HA
b6apatbe oa npumatenunTe.

ARTICLE 7 - TRANSPARENCY OF PROMOTION

YJ1EH 7 - TPAHCMAPEHTHOCT HA MPOMOLUMIATA

Section 7.01. Promotion must not be disguised.

Section 7.02. Clinical assessments, post-marketing
surveillance and experience programmes and post-
authorization studies (including those that are
retrospective in nature) must not be disguised
Promotion. Such assessments, programmes and studies
must be conducted with a primarily scientific or
educational purpose.

Section 7.03. Where a Member Company pays for or
otherwise secures or arranges the publication of
promotional material in journals, such promotional
material must not resemble independent editorial
matter.

Section 7.04. Material relating to Medicinal Products
and their uses, whether promotional in nature or not,
which is sponsored by a Member Company must clearly
indicate that it has been sponsored by that Member
Company.

Den 7.01. Npomouujata He cmee ga buge
npuUKpueHa.

Aen 7.02. KNMHNYKUTE OLLEHKM, HaA30POT NO
NyLWwTaHeTO BO MPOMET U NPOrpaMmnTe Ha UCKYCTBO
W CTYyANUTE MO OB/IAaCTyBakbETO (BKAYUYBaAjKU T U
TUE KOW Ce PeTPOCNeKTUBHU NO NpMpoaa), He cmeat
Oa buaaT npMKpueHa npomoumja. TakBUTE OLEHKM,
nporpamu u cTyammn mopa ga buaat cnposeneHu co
NPMMapPHO Hay4YHa AN eayKaTUBHA HaMeHa.

Aen 7.03. Tamy Kage WTO KOMMNaHWjaTa-Y1eHKa
nnaka uam NouMHaKy ro obesbeaysa nau ypeaysa
n3aaBakbeTO HAa NPOMOTMBHUOT MaTepPUjan BO
CnucaHKuja, TaKBUOT NPOMOTUBEH MaTepujan He
cMee Aa buae cMyYeH Ha He3aBUCHUTE ypeaHUYKU
paboTtun.

Den 7.04. MaTepujanoT KOj ce ogHecyBa Ha
MeAVLMHCKUTE NPOU3BOAN M HMBHATA YNoTpeba,
6e3 orneg ganv e og NPOMOTUBHA NpPUPoAa Uan
He, KOj € CNOH30pM1pPaH 04 KOMMNAHMja-Y/IeHKA,
MOpa jaCHO Aa NOKaxyBa AeKa € CMOH30pupaH o4,
Taa KOMMNaHWja-YNeHKa.

ARTICLE 8 - PROMOTIONAL INFORMATION PROVIDED
DURING INTERNATIONAL EVENTS

YJ1EH 8 - NTPOMOTUBHU UHOOPMALIUU
OBE3BEAEHW BO TEKOT HA MEFYHAPOHU
HACTAHM




Promotional information which appears on exhibition
stands or is communicated to participants at

international Events may, unless prohibited or otherwise

regulated by local laws and regulations, refer to

Medicinal Products (or uses) which are not registered in
the country where the Event takes place, or which are

registered under different conditions, as long as: (i) any
such promotional material is accompanied by a suitable

statement indicating the countries in which the

Medicinal Product is registered and makes clear that the
Medicinal Product or indication is not registered locally,

and (ii) any such promotional material which refers to

the prescribing information (indications, warnings etc.)

authorized in a country or countries where the

Medicinal Product is registered must be accompanied by

an explanatory statement indicating that registration
conditions differ internationally

MpomoTuBHUTE MHPOPMALMM KOM Ce NojaByBaaT Ha
N3N0XKOEHUTE LITAHAOBU UAN C& UCKOMYHULMPAHU
[0 y4eCHUUMTE Ha MefyHapoaHMOT HACTaH MOMKE,
[OKOJIKY He e 3abpaHeTo UM NOMHAKY PeryampaHo
CO JIOKAJIHWUTE 3aKOHU U NponucK, aa ce
ofHecyBaaT Ha MeaMULMHCKM Npon3Boam (unm
ynoTpebu) Kou He ce perucTpmpaHn Bo AprKaBaTta
Kaje LWTOo Ce 04BMBa HAaCTaHOT, UM KOM ce
perncTpupanHn nog, pasinyHM yCnoBu, cé Aoaeka:
(i) Toj npomoTMBEH MaTepujan e NPUAPYHKEH CO
COOABETHA M3jaBa KOja ' 03Ha4yBa AprKaBUTE BO
KOM MeAULMHCKMOT NPOU3BOS, € PEFNCTPUPAH U
nojacHyBa AeKa MeguLMHCKMOT NpoM3BoA Uan
WMHAMKaLKjaTa He ce perncTpmpaHm 1oKaaHo, u (ii)
TOj NPOMOTMBEH MATepUjan Koj ce oagHEeCyBa Ha
MHPOPMaLUUTE 33 NpenuLIyBatbe (MHANKALUM,
npeaynpenysama, UTH.) 040bpeHn Bo AprKaBaTa
WK gpXKaBuTe Kage WTo MeANUUHCKUOT MPOUN3BOL,
€ perncTpmpaH mopa aa buae npuapyKeH co
06pa3noxKyBayKa U3jaBa Koja YKaXKyBa AeKa
yC/nioBUTE 3a perncrpaunja ce pasnnKysaaT Ha
MefyHapoAHO HUBO.

ARTICLE 9 PERSONAL MEDICAL MATTERS

YJ1IEH 9- TINYHU MEOULUMNHCKU NPALLAHKA

In the case of requests from individual members of the

public for advice on personal medical matters, the
enquirer must be advised to consult a HCP.

Bo cnyyaj Ha bapakba 04 noeguHeYHn
NPeTCTaBHMLM Ha jaBHOCTA 3a COBET 3a JINYHU
MeAMUMHCKM Npallakba, 6apatenoT mopa aa buae
COBEeTYBaH Aa ce KoHcynTupa co 3P.

CHAPTER 2.- INTERACTIONS WITH HCPs, HCOs AND POs

MNOrNABIJE 2. - COPABOTKU CO 3P, 30 N TIO

ARTICLE 10 - EVENTS AND HOSPITALITY

YJ1EH 10 - HACTAHU N TOCTOMNPUMCTBO

Section 10.01. All Events must be held in
“appropriate” Locations and Venues that are

conducive to the main purpose of the Event, avoiding

those that are “renowned” for their entertainment
facilities or are “extravagant”

For the events organized in inappropriate venues by 3™

parties only registration fee for individuals will be
allowed.

Aen 10.01. Cute HacTaHM MOpa Aa ce oapKyBaaT
Ha ,,CO0ABETHWN” NOKaLMM N MecTa Ha O prKyBatbe
KOW ce NOroZHu 3a rnaBHaTa Len Ha HacTaHoT,
n3berHyBajku rm oHMe Kou ce ,,peHoMmnpaHn” no
cBOMTe 3a6aBHU KanauuTeTu Uau ce
»EKCTpaBaraHTHM".

3a HacTaHWTE KoM ce OpraHM3MpaHu Bo
HEecooABETHN MeCTa Ha OAp}KyBake 0/, TPETU NLIa,
Ke bmuae A03BOJIEHa CAMO KOTM3alUMja 338 GU3BNYKK
mua.




Section 10.02. No Member Company may organise or
sponsor an Event that takes place outside its home
country unless:

e most of the invitees are from outside of its home
country and, given the countries of origin of most of
the invitees, it makes greater logistical sense to hold
the Event in another country; or

e given the location of the relevant resource or
expertise that is the object or subject matter of the
Event, it makes greater logistical sense to hold the
Event in another country

Aen 10.02. HATY egHa KOMNAHMja-4YNeHKa He cmee
[a OpraHn3npa Uan CNOH30pMUpa HaCcTaH Koj ce
OAp’KyBa HaABOP O, HejsuHaTa MaTUYHA AP¥KaBa,
CO UCKNYYOK aKo:

* noBeKeTo 04 NOKaHeTUTe NoTeKHyBaaT HagBop
04, Hej3anHaTa MaTU4YHa 3emja 1, BO O4HOC Ha
ApXaBuUTe 0/, KOW NOTEKHYBaaT NOBEKETO
NMOKaHeTWn, MMa NOroJiema JIorMcTUYKa CMUcna
HACTaHOT Aa Ce OAPKM BO ApYyra Ap»KaBsa; Uan

® BO 04HOC Ha JIoKauMjaTa Ha peneBaHTHUOT
pecypc Unm ekcnepTnsa Koja e npeameT Uam Tema
Ha HaCTaHOT, UMa Norosiema IOrMCcTUYKa cMmucaa
HACTaHOT Aa ce oApPKM BO ApYyra Ap’KaBa.

Section 10.03. Member Companies may only offer
hospitality when such hospitality is “appropriate” and
otherwise complies with the provisions of this Code

Oen 10.03. KomnaHunTe-4YNeHKN e UHCTBEHO
MOXaT Aa NoHyAaT rocToNpPMMCTBO Kora Toa
roCTonpUMCTBO € ,,C00ABETHO” M Ha APYT HAaUMH ce
ycornacysa co ogpeabute Ha oBoj Kogekc.

Section 10.04. Hospitality extended in connection with
Events must be limited to travel, meals, accommodation
and genuine registration fees and shall be reasonable
and appropriately documented

[en 10.04. [ocTONPUMCTBOTO KOE e NPOLUMPEHO,
€ NoBP3aHO CO HacTaHUTe, Mopa Aa buae
OrpaHMYeHo Ha naTyBakbe, 06poLM, CMeCcTyBatbe, a
peanHuTe KOTM3auUn Ke BnaaT pasymHu u
COOABETHO AOKYMEHTUPAHM.

Section 10.05. Member Companies must not provide or
offer any meal (food and beverages) to HCPs, HCOs'
members or POs’ Representatives, unless, in each case,
the value of such meal does not exceed 50 EUR (in local
currency).

If the event is set abroad the monetary threshold set in
the country, where the event takes place (i.e. “host
country” principle) shall prevail.

HCPs must not be provided or have paid any individual
leisure activities or other extra-curricular or social
activities. Moderate (simple) entertainmen?? at events is
allowed but must be of secondary importance in
comparison to refreshing beverages and/or food.

Aen 10.05. KomnaHnmte-yneHKn He cmeart Aa
obesbenyBaat unu ga HyaaT obpoum (xpaHa u
nunjanaun) Ha 3P, uneHosuTe Ha 30 mnu
npetcrasHuumTe Ha MO, 0CBEH aKO BO CEKOj 04,
cnyyauTe, BpeAHOCTa Ha 06POKOT He HagMuHyBa 50
EYP (Bo fiokanHa BanyTa).

AKO HacTaHOT ce 0ZBMBa BO CTPAHCTBO, Ke
npeoB/aasyBa MOHETAPHMOT Npar Koj € NOCTaBEH BO
OpKaBaTa Kaje LWTo Ce 04BMBa HAaCTaHOT (T.e.
HayenoTo Ha ,Ap’KaBaTa-AoOMaKNH").

Ha 3P He cmee ga um ce obesbeaysa namn ga nm
6uae nnaTeHo 3a KakBU OMI0 MHAMBMAYANHU
CNobOoAHN aKTUBHOCTU UAWN APYTU COLUjaNHU
aKTMBHOCTM HaaBoOp oA paboTHUTe. YmepeHaTa
(epHocTaBHa) 3a6asa » Ha HacTaHWTe e A03BO/EHa,
HO Mopa Aa buae o4 cnopeaHa BaXKHOCT BO

22 \When a company is organizing an event and provides refreshments and / or meals, such as lunch or dinner, it is allowed to play

music in the background (i.e. ambient music)

23 Kora KomnaHujaTta opraHu3umpa HactaH u o6e3beflyBa ocBexyBarbe U/uav 06poK, KaKo pyyeK uam sBedepa, 403BONEHO e TUBKA

My3MKa BO No3aguHaTa (Ha np., ambueHTanHa mysuka)




cnopeaba co ocBeXMTeNHUTE Nnjanaum n/mam
XpaHa.

Section 10.06. Hospitality may only be extended to
persons who qualify as participants in their own right. In
exceptional cases of established health needs (e.g.
disability or injury), the travel, meals, accommodation
and genuine registration fee costs of an accompanying
person can be reimbursed within the same parameters

Aen 10.06. o0CTONPUMCTBOTO MOKe eAUHCTBEHO 4a
61ae NPoLMPEHO KOH NNLLA KOWU ce KBanUDUKYBaHM
KaKO YYECHULM NO CBOE NpaBo. Bo nckayuntenHm
CNyYyau Ha yTBPAEHM 34paBCTBEHU NoTpebu (Ha np.,
WHBaNUAHOCT MW NOBpPeAa), NaTyBakEeTO,
obpounTte, cMecTyBaH€TO U TpoLlouuTe 3a
peasiHUTe KOTM3aLUMMN Ha NPUAPYKHOTO N1LE Ke
6maaT HagoOMeCTEeHN BO PpaMKUTE Ha UCTUTe
napameTpu.

Section 10.07. All forms of hospitality offered to HCPs,
HCOs’ members or POs’ Representatives must be
“reasonable” in level and strictly limited to the main
purpose of the Event. As a general rule, the hospitality
provided must not exceed what those individuals would
normally be prepared to pay for themselves

Den 10.07. Cute dopMu Ha roCTONPUMCTBO
NOHyAeHun Ha 3P, yuneHosuTe Ha 30 nan
npetctasHMumMTe Ha MO mopa ga 6uaat ,,pasymHn”
crnopen HMBOTO M CTPOro OrpaHMYeHM Ha rnaBHaTa
Len Ha HacTaHoT. Kako onwTo npaswuio,
06e36eeHOTO roCTONPUMCTBO HE CMee Aa ro
HaAMMHYBa OHa LWTO TUe GU3NYKM 1L HOPMAJTHO
6u 6une noaroTeeHn Aa ro naataT 3a cebe.

Section 10.08. Hospitality must not include sponsoring
or organising entertainment events (e.g. sporting or
leisure)

Den 10.08. l0cTONPUMCTBOTO HE CMee Aa BK/y4YyBa
CNOH30pMpare UAM OpraHM3npatbe Ha 3abaBHU
HacTaHu (Ha np., CNOPTCKN UAK cnoboaHun).

ARTICLE 11 - PROHIBITION OF GIFTS

YJIEH 11 - 3ABPAHA 3A NOAAPOLIN

Section 11.01. Gifts for the personal benefit (such as
sporting or entertainment tickets, social courtesy gifts)
of HCPs, HCOs’ members or POs’ Representatives (either
directly or indirectly) are prohibited

Providing or offering cash, cash equivalents or personal
services is also prohibited. For these purposes, personal
services are any type of service unrelated to the
profession and that confer a personal benefit to the
Recipient

[en 11.01. NMogapounTe 3a INYHA KOPUCT (KaKo
WO ce buneTn 3a CNOPTCKM NAM 3abaBHU HACTaHM,
nogapouu oA, oniiuTa KyatTypa) Ha 3P, uneHoBuTe Ha
30 unu npetctaBHMUnTe Ha MO (AUpPEKTHO Uan
WHAMPEKTHO) ce 3abpaHeTw.

O6e36eyBarbETO UM HYAEHETO FOTOBMHA,
FrOTOBMHCKU €KBUBANEHTU UAWN INYHW YCAYTU, UCTO
TaKa, e 3abpaHeTo. 3a 0Baa Wen, IMYHU yCayrm ce
KakBa buo ycayra Koja He e noBp3aHa co
npodecnjata 1 Koja AoaeNyBa IMYHA KOPUCT Ha
npumaTtenor.

Section 11.02. A promotional aid is a non-monetary item
given for a promotional purpose (which does not include
promotional materials as defined in Chapter 1).
Providing or offering them to HCPs, HCOs” members or
POs’ Representatives in relation to the promotion of
POM is prohibited.

Aen 11.02. NpoMoTMBHA NOMOLL € HEMOHeTapeH
npeAMeT Koj ce AaBa 32 NPOMOTUBHU LLenn (Koja He
MM BKAy4YyBa NPOMOTUBHUTE MaTeEpUjanu KaKo LWTO
e aeduHupaHo Bo Mornasjeto 1).

HuBHOTO 06e36eayBarbe AU Hyaere Ha 3P,
yneHosuTe Ha 30 naum npetctasHmumTe Ha N0 BO
BPCKa co npomounjaTta Ha JIP e 3abpaHeTo.




ARTICLE 12 - DONATIONS AND GRANTS TO HCOs AND
POs

YNEH 12 - JOHALUUU U TPAHTOBU 3A 30 U O

Section 12.01. Donations and Grants (in cash or in kind
or otherwise) to HCOs and/or POs are only allowed if: (i)
they are made for the purpose of supporting healthcare,
research or education; (ii) they are documented and
kept on record by the donor/grantor; and (iii) they do
not constitute an inducement to recommend and/or
prescribe, purchase, supply, sell or administer specific
Medicinal Products

Den 12.01. oHaununTe 1 rpaHToBMTE (BO rOTOBUHA
WK BO HaTypa nam nounHaky) Ha 30 u/vuam MO ce
€AMHCTBEHO [03BOJIEHU aKo: (i) ce HanpaBeHwu 3a
LuennTe Ha No4ApLIKa Ha 34paBCTBOTO,
NCTPaXKyBakeTO AN eayKaumjaTa; (ii) Tne ce
OOKYMEHTUPaHU 1 ce 4yBaaT BO eBUAEHLMja Of,
CTpaHa Ha AoHaTOpPOT/AasaTenoT Ha rpaHToT; u (iii)
He npeTcTaByBaaT HaBeAyBakb€e 3a Aa ce
npenopayaat u/uam npenuwar, Kynat, cHabaar,
npogagat uan Aa ce Aagat cneunduyHmn
MeOULIMHCKN NPOU3BOAM.

Section 12.02. Donations and Grants to individuals are
not permitted. The Contribution to Costs related to
Events for HCPs to attend international Events is covered
by Article 13 of this Code

Den 12.02. JoHaunUTe N FPaHTOBUTE HA GU3UYKMU
nua He ce f03BONEHU. [TpMaOHECOT 3a TPOLLOLU
NOBP3aHM cO HacTaHu 3a 3P ga npucycTByBaaT Ha
mefyHapoAHM HacTaHu e ondaTteH Bo YieH 13 of,
oBoj Koaekc.

ARTICLE 13 - CONTRIBUTION TO COSTS RELATED TO
EVENTS AND SPONSORSHIP

YJIEH 13 - NPMAOHEC 3A TPOLLOLM NOBP3AHU
CO HACTAHM U CNMOH30PCTBO

Section 13.01. Member Companies must comply with
criteria governing the selection and support of HCPs or
POs’ Representatives to attend Events as provided in, or
in connection with, FBN Code. No payment must be
offered to compensate merely for the time spent by the
HCP or PO’s Representative in attending Events

Den 13.01. KomnaHuuTe-4neHKn mopa aa ce
yCOrnacyBsaar co KpUTEPUYMUTE KOU Fo oapeaysaat
n3bopoT 1 noaapLKaTa Ha 3P nam npetcraBHMUNTE
Ha MO 3a ga npucycTeyBaaT Ha HAaCTaHWU KaKo LWITO e
npeaBuaeHO BO, UM BO BPCKA €O KoaeKcoT Ha
®EBH. HuKaKkBo nnakarbe He cMee 4a ce NoHyAM 3a
Ja ce HaJoMeCTn CaMo 3a BPeMeTO Koe ro
nomuHane 3P naum npetctasHUKOT Ha MO npwm
NPUCYCTBOTO Ha HaCTaHUTe.

Section 13.02. The public use of an HCO or PO’s logo
and/or proprietary material by a Member Company
requires written permission from that organisation. In
seeking such permission, the specific purpose and the
way the logo and/or proprietary material will be used
must be clearly stated

Den 13.02. 3a jaBHaTa ynoTpeba Ha noroTto Ha 3P
nam MO U/Mnm concTBEHMYKMOT MaTepujan og,
CTpaHa Ha KomnaHuWja-YneHKa Tpeba Aa nma
nnucmeHa 403B0J1a 04 Taa opraHusaumja. Mpwm
6aparbeTo Ha TakeBaTa A03B0J1a, MOpPaA jacHO Aa
6uaaT HaBegeHu cneunduyHaTa HAMEHA U HAYMHOT
Ha KOj I0r0TO U/MAK CONCTBEHMYKMOT MaTepujan ke
6uaaT ynotpebeHu.

Section 13.03. Member Companies must ensure that
their Sponsorship to HCOs and POs is always clearly
acknowledged and apparent from the outset.

Aen 13.03. KomnaHunte-4neHKn mopa Aa
oCcUrypaart AeKka HUBHOTO crnoH3opcTeo Ha 30 n MO
€ CeKorall jacHo NOTBPAEHO M BUAAMBO 04 CAMUOT
MOYEeTOK.




ARTICLE 14 - MEMBER COMPANY FUNDING

Y/IEH 14 - PUHAHCUPALE O[] KOMMNAHUIA-
YJ/IEHKA

No Member Company may require that it be the sole
funder or sponsor of a PO or HCO or any of its
programmes.

Member Companies welcome broad funding and
sponsorship of POs and HCOs from multiple sources

HuTy eaHa KomMnaHWja-yneHKa He cmee aa 6apa fga
6uae eaMHCTBEH GUHAHCMEP MAK cnoH30p Ha MO
nnun 30 UK Ha Koja buno o4 HejsMHUTE Nporpamu.
KomnaHuute-4yneHKun co 3a40BOJICTBO O
npudaraat onwWKUpHOTO GUHAHCKpPAtLE U
cnoH3opcTeo Ha MO 1 30 og noseKe N3BOPMU.

ARTICLE 15 - CONTRACTED SERVICES

YJIEH 15 - LOTOBOPHU YCNYTU

Section 15.01. Contracts between Member Companies
and HCPs, HCOs, POs or POs’ Representatives under
which those provide any type of services to Member
Companies (not otherwise covered by the Code) are
only allowed if such services: (i) are provided for the
purpose of supporting healthcare, research or
education; and (ii) do not constitute an inducement to
recommend and/or prescribe, purchase, supply, sell or
administer specific Medicinal Products

Den 15.01. JoroBopuTe nomery KomnaHunTe-
yneHku u 3P, 30, MO naun npetcrasHmumTte Ha MO
cnopej Kou Tne obesbenyBaaT KakoB 6UN0O BUA Ha
YCAYrY Ha KOMMNaHUUTE-UNIEHKN (KOM He ce MOUHaKy
ondateHn co KoaeKkcoT) eANHCTBEHO Ce A03BONEHMU
[NOKOJIKY TakBuTe ycnyru: (i) ce obesbeneHu 3a
LenuTe Ha NoAJpLUIKa Ha 3/1paBCTBOTO,
UCTPaXKyBakeTo UAn eaykaumjaTta; u (ii) He
npeTcTaByBaaT HaBeAyBakbe 3a [la ce npenopadaaT
n/vnu npenuwiar, Kynar, cHabaar, npoaaaar uam
Aa ce Aagat cneunduyHn meauLUuHCKM NPpor3BoaM.

Section 15.02. It is permitted to contract HCPs or POs’
Representatives as consultants, whether in groups or
individually, for services such as speaking at and/or
chairing meetings, involvement in medical/scientific
studies, clinical trials or training services, participation at
advisory board meetings, and participation in market
research where such participation involves
remuneration and/or hospitality. The arrangements that
cover these genuine consultancy or other services must,
to the extent relevant to the particular arrangement,
fulfil all the following criteria:

a. a written contract is agreed in advance of the
commencement of the services which specifies

the nature of the services to be provided and, subject to
clause (g) below, the basis for payment of those
services;

b. a legitimate need for the services has been clearly
identified and documented in advance of requesting the
services and entering into arrangements;

c. the criteria for selecting consultants are directly
related to the identified need and the persons
responsible for selecting the consultants have the

Den 15.02. jo3soneHo e aa ce gorosapaat 3P nau
npetcrasHuumnTe Ha MO KaKo KOHCYNTaHTKH, BO
rpynu Uan MHAMBUAYaNHO, 33 YCAYIM KaKo LITO ce
36opyBarbe Ha U/1UAn BoAerbe Ha COCTaHOoLM,
BKYY4EHOCT BO MeANLMHCKU/HaYYHN CTyanK,
KAMHUYKM UCNUTYBakba UKW YCYTU 33 06YKa,
Y4YeCTBO Ha COCTAHOLM HA COBETOAABHUOT 0460p U
Y4Y€eCTBO BO UCTParKyBarbe Ha Na3apoT Kaje WTo
TaKBOTO Y4E€CTBO BK/Ny4yBa HaZoMecT u/mnu
rocTonpuMmcTBO. YpeayBatbaTa Kou rn ondaraat
OBWE PeasiHN KOHCYNTAaHTCKU UKW OPYTU YCAYTU
MOpa, A0 CTeneH Koj e pesieBaHTeH 3a oapeaeHo
ypeayBare, Aa r'M UCMOHYBaaT CUTe C/Ie4HU
KpuUTEPUYyMHU:

a. NMCMeH J0roBop, ogHanpes AOroBOPEH 3a
OTNOYHYBAHETO HA YCAYIrUTE, KOj ja oapeayBa
npupoaarta Ha ycayrute Kou Tpeba ga ce obesbenat
1, 3aBMCHO 0/, KNay3ynaTa (e) noaony Bo TEKCTOT,
OCHOBATa 3a Niakare Ha TUe YyCayru;

6. nermTMmHaTa notpeba 3a ycayrute e jacHo
MAeHTUOMKYBAHa U ogHaNpes AOKYMEHTMPAHA 33
6apatbe Ha ycayruTe u cTanyBake BO A0roBapatba;




expertise necessary to evaluate whether the particular
consultant meets those criteria;

d. the number of consultants retained and the extent of
the service are not greater than reasonably necessary to
achieve the identified need;

e. the contracting Member Company maintains records
concerning, and makes appropriate use of, the services
provided by consultants;

f. the engagement of the consultant to provide the
relevant service is not an inducement to recommend
and/or prescribe, purchase, supply, sell or administer a
particular Medicinal Product;

g. the remuneration for the services is reasonable and
reflects the fair market value of the services provided. In
this regard, token consultancy arrangements must not
be used to justify compensating the HCPs or PO
Representatives

B. KpUTEPUYMUTE 32 N360P Ha KOHCYNTAHTU ce
OVPEKTHO MOBpP3aHu COo NAeHTUPUKyBaHaTa
notpeba 1 AMuaTa Kom ce o4roBOpPHM 3a N3b6op Ha
KOHCYNTaHTUTE ja MMaaT eKkcnepTm3ara Koja e
Heonxo4Ha 3a eBanyuparbe ganv ogpeaeH
KOHCYNITAHT I'M UCNOIHYBA TUE KPUTEPUYyMU;

r. 6pOjOT Ha KOHCYNTAHTM KOU Ce 3a4pXaHn U
CTEMEHOT Ha ycayraTa He ce Norosiemum oZ, Toa LWTo e
pa3ymHo NoTpebHO 3a Aa ce NOCTUrHe
naeHTMdurKyBaHaTa noTpeba;

4. LOroOBOPHATa KOMMNAHMja-4Y/IeHKa ja BOAU
€BUAeHUMjaTa Koja ce o4HecyBa Ha, 1 BpLWMK
cooageTHa ynotpeba Ha ycayruTe Koum ce
obe3beneHn o4 KOHCY/NITAHTUTE;

f. aHraXKMpareTO Ha KOHCYATAHTOT Aa ja 06e3beamn
peneBaHTHaTa yC/ayra He € HaBeAyBarbe 3a Aa ce
npenopaya u/uau npenuwe, Kynu, cHabam,
npogage wav a ce gage onpegeneH meguumHCKK
npowssog;

€. HQ4OMECTOKOT 3a YC/IyruTe e pasyMeH U ja
pebnekTMpa NpaBuaHaTa Na3apHa BPeAHOCT Ha
obesbeneHute ycnyrn. Bo Toj nornea, He cmeat ga
Ce KOPUCTAT CUMDBOIMYHN KOHCYNTAHTCKM
[0roBapakba 3a Aa ce onpaBga KoOMMeH3auujaTa 3a
3P uan npetcraBHuumTe Ha 0.

Section 15.03. In their written contracts with
consultants, Member Companies are strongly
encouraged to include provisions regarding the
obligation of the consultants to declare that they are
consultants to the Member Company whenever they
write or speak in public about a matter that is the
subject of the agreement or any other matter relating to
that Member Company.

Similarly, Member Companies that employ, on a part-
time basis, HCPs that are still practicing their profession
are strongly encouraged to ensure that such persons
have an obligation to declare their employment
arrangements with the Member Company whenever
they write or speak in public about a matter that is the
subject of the employment or any other matter relating
to that Member Company. The provisions of this Section
15.03 apply even though the FBN Code does not
otherwise cover non-promotional, general information
about Member Companies (as discussed in the “Scope of
the FBN Code” section).?*

Aen 15.03. Bo cBoMTeE NMCMEHM J0r0BOPU CO
KOHCYNTaHTWU, KOMMAHUUTE-YNIEHKM CUTHO Ce
NOTTMKHYBAAT Aa BKAy4YaT oapebu BO BPCKA CO
06BpcKaTa Ha KOHCYNTAHTUTE A U3jaBaT AeKa The
Ce KOHCYNTAHTM Ha KOMNaHWjaTa-4aeHKa Kora 1 aa
nuwwyBsaaT uaun 36opyBaaT BO jaBHOCT 3a Npallakbe
Koe e NpeaMeT Ha AOroBOPOT UK 3a Koe 61no
Apyro npalake NOBP3aHO CO Taa KOMNAHMja-
YfNeHKa.

CAnyHo Ha Toa, KomnaHMUTe-4Y1eHKU Komn
BpaboTyBaaT, co CKpaTeHo paboTHO Bpeme, 3P Kou
ce ywTe paboTaT Bo cBojaTa npodecuja, CUHO ce
NOTTUKHYBAAT Aa Ce OCUTypaaT AeKa The numua
MMaaT 06BpCKa Aa r'M HaBeayBaaT CBOMTE 40r0BOPU
3a BpaboTyBatbe CO KOMNAHMjaTa-Y1eHKa Kora 1 43
nuwysaaT uan 360pyBaaT BO jaBHOCT 3a Npallakbe
Koe e npeaMeT Ha BpaboTyBarbeTO UM 3a Koe Buno
ApYyro npalakbe NOBP3aHO CO Taa KOMNaHMja-
yneHka. Ogpenbute og osoj Aen 15.03 ce
npumeHyBaaT nako Kogekcot Ha ®BH He rn ondaka

24 Companies are strongly encouraged to include such provisions in any contracts covered by this Section 15.03




NOWHaKy HEMPOMOTUBHUTE, ONWTU UHPOPMaLUK 33
KOMMaHUNTE-Y1eHKU (KaKo LITO e AUCKYTUPaHO BO
aenot ,JJomeH Ha Kogekcot Ha ®BH") 2°.

Section 15.04. Limited market research, such as one-off
phone interviews or mail/e-mail/ internet
questionnaires are excluded from the scope of this
Article 15, provided that the HCP, HCO’s member or
PO’s Representative is not consulted in a recurring
manner (either with respect to the frequency of calls
generally or of calls relating to the same research) and
that the remuneration is minimal

Aen 15.04. OrpaHN4YEeHOTO UCTPaXKyBaHE Ha
na3apoT, KaKo eAHOKPaTHU TenedoHCKM
npawanHuum nam nowTa/e-mail/mHtepHer-
npaLwanH1LKM ce UCKAYYEeHN 04, AOMEHOT Ha OBOj
YneH 15, nog ycnos 3P, yneHoT Ha 30 nau
npetctaBHUKOT Ha MO ga He e KOHCYATUPaH Ha
NOBTOP/INB HauWH (Aanun BO nornes Ha
33a4eCTeHOCTa Ha NOBULLM OMLLUTO WX HA NOBULU
KOW ce oHecyBaaT Ha UCTOTO UCTPaXKyBarbe) n
HaAOMECTOKOT Aa € MUHMMANEH.

Section 15.05. If an HCP or a PO’s Representative
attends an Event (an international Event or otherwise)
in a consultant capacity the relevant provisions of Article
10 of this Code must apply

Den 15.05. Ako 3P unau npetcrtaBHUK Ha N0
npUcycTByBa Ha HacTaH (MefyHapoAeH HacTaH uan
NMOWMHaKy) BO CBOjCTBO Ha KOHCYNTaHT, MOpa 43 ce
npuMeHyBaaT pesieBaHTHUTE oapeabun og uneHoT
10 og oBoj Koaekc.

CHAPTER 3 - SPECIFIC REQUIREMENTS FOR
INTERACTIONS WITH HCPs AND HCOs

MOrNABIE 3. - CMELUDPUNYHU BAPAHA 3A
COPABOTKHU CO 3P 1 30

ARTICLE 16 MEDICAL EDUCATION

UNEH 16- MEAULMHCKA EAYKALMIA

Medical Education is aimed at increasing the scientific
knowledge and competence of HCPs to enhance medical
practice and improve patient outcome.

Member Companies can be engaged in different types of
Medical Education but such activities must not
constitute Promotion.

When funding independent Medical Education or
organizing Medical Education activities directly or in
collaboration with Third Parties, Member Companies
must ensure that their participation and role is clearly
acknowledged and apparent from the outset.

When organising Medical Education activities in which
Member Companies have input in the content, they are
responsible for what is communicated during the
activities. Such content must be fair, balanced and
objective, and designed to allow the expression of
diverse theories and recognized opinions

MeaununHckaTa eayKaunja Mma 3a uen ga ro
3ro1€MM HaY4YHOTO 3HAEHE N KOMMNETEHTHOCTA Ha
3P 3a ga ce 3ajakHe MeayUMHCKaTa NPaKTUKa U Aa
ce NoAobpu MCXoa0T Co NaumeHTuUTe.
KomnaHumute-4ieHKN MoxKe Aa bnaat aHraxKnpaHu
BO Pa3/IMYHM BMOOBM HAa MeAULUMHCKA egyKaumja,
HO TaKBUTE aKTUBHOCTM He CMeaT ga NpeTcTaByBaaT
npomoumja.

Kora ce ¢pMHaHCHpa He3aBUCHA MeANLMHCKA
eflyKauuja nnm ce opraHnM3mnpaaT akTUBHOCTU O,
TUNOT HA MeAUUMHCKA eayKaumja ANPEKTHO UK BO
copaboTKa co TPETU INLLA, KOMMNAaHUUTE-YNEHKN
MOpa Aa ce ocuUrypaaTt geKka HUBHOTO y4ecTBO 1
yAora ce jacHo NoTBpAEHU U BUAAUBMK 04, CAMUOT
NOYETOKOT.

Kora ce opraHusmpaaT akTMBHOCTM 32 MeAMNLMHCKa
eflyKauuja BO KOM KOMMAaHUUTE-Y/IEHKM MMaaT
NPMAOHEC BO COAPXKMHATA, TUE Ce O4TOBOPHM 3a

25KomnaHumnTe ce oxpabpysaaT Aa rv BKAyYaT BakeuTe oapenbu Bo cuTe gorosopw ondarteHn co Jen.15.03




TOa LWTO € KOMYHULMPAHO BO TEKOT Ha
aKTMBHOCTUTE. TaKBaTa COApKMHA Mopa ga buae
NpaBWYHa, ypaMHOTEXKEHA U 06jeKTMBHA U
KpeupaHa 4a OBO3MOMKM M3pa3yBakbe Ha PasInyHK
TEOPUWN U MPU3HAEHU MUC/IEHbA.

ARTICLE 17 - INFORMATIONAL OR EDUCATIONAL
MATERIALS AND ITEMS OF MEDICAL UTILITY

Y/1IEH 17 - UHOOPMATUBHU TN EAYKATUBHU
MATEPUIANU U NPEAMETU 3A MEOULMHCKA
YNOTPEBA

Section 17.01. The provision of Informational or
Educational Materials is permitted provided it is: (i)
“inexpensive” (up to 10 euro); (ii) directly relevant to the
practice of medicine or pharmacy; and (iii) directly
beneficial to the care of patients.

Den 17.01. Obe3benyBarbeTo MHGOPMATUBHU UK
eAyKaTUBHM MaTepunjann e L03BOJIEHO NOJA YC/0B:
(i) ma ,He e ckano” (go 10 espa); (ii) aa e AnpeKTHO
peneBaHTHO 3a MeAMLMHCKATA Un
dapmaueBTcKaTa npakca; u (iii) aa nma anpekTHa
KOPWCT 3a HeraTa Ha NaumeHTuTe.

Section 17.02. Items of Medical Utility aimed directly at
the education of HCPs and patient care can be provided
if they are “inexpensive” and do not offset routine
business practices of those who receive them

Den 17.02. NMpeameTute 3a meamUMHCKA ynoTpeba
KOW Ce AMPEKTHO HAMeHeTH 3a eayKaumja Ha 3P 1
HeraTa Ha NauMeHTU MoXKe Aa buaat obesbeaeHu
aKo ,,He ce cKanu“ n He ' 3aMeHyBaaT PYTUHCKUTE
OEN0BHM NPAKTUKN Ha TUE KOW M NpMmaaT.

Section 17.03. The nature of Informational or
Educational Materials and Items of Medical Utility
considered may not constitute a circumvention of the
prohibition on gifts defined under Article 11 of this
Code. The transmission of such materials or items must
not constitute an inducement to recommend and/or
prescribe, purchase, supply, sell or administer a
Medicinal Product.

Den 17.03. Npupoaarta Ha 3acerHaTute
MHGOPMATUBHU NN eAYKATUBHU MATEpPUjaIn U
npegMmeTu 3a MeaMUMHCKa ynoTpeba He moxke aa
npeTcTaByBa oaberHyBare Ha 3abpaHaTa 3a
nogapouu aedmnHMpaHa Bo YaeHoT 11 o 08BOj
KopgekKc. MNpeHecyBareTO Ha TUE MATEPUjann Unmn
npegmeTn He cmee Aa NpeTcTaByBa HaBedyBame 3a
[a ce npenopaya u/vauv npenuue, Kynu, cHabam,
npoaaze wau aa ce gaae cneumoduyeH
MeaMUMHCKU NPoU3BOA,.

Section 17.04. Informational or Educational Materials
and Items of Medical Utility can include the Member
Company name, but must not be product branded,
unless the Medicinal Product’s name is essential for the
correct use of the material or item by the patient

Den 17.04. NubopmaTUBHUTE NAN eAyKATUBHUTE
MaTepujann 1 NpeameT! 33 MeAnUMHCKa ynoTpeba
MOKe A o BK/ly4yyBaaT Ha3MBOT HAa KOMMNaHWjaTa-
Y/IeHKa, HO He cmeaT Aa buaaT 6peHampaHu co
Npowu3BOA0T, LOKOJIKY Ha3UBOT Ha MeAULMHCKNOT
Npou3BoA, He € OCHOBEH 3a NpaBwW/iHa ynoTpeba Ha
MmaTepmujanoT uan NnpeameToT o4, CTpaHa Ha
naumeHToT.

ARTICLE 18 - NON-INTERVENTIONAL STUDIES

YJIEH 18 - HEMHTEPBEHTHU CTYAUU




Section 18.01. Non-Interventional Studies must be
conducted with a primarily scientific purpose and must
not be disguised Promotion

Aen 18.01. HenHTepBEHTHUTE CTYANU MOpPa Aa ce
cnpoBeAyBaaT MPMMAPHO 32 Hay4Ha Uen 1 He
cMeaTt aa buaaT npuKkpueHa npomoumja.

Section 18.02. Non-Interventional Studies that are
prospective in nature and that involve the collection of
patient data from or on behalf of individual, or groups
of, HCPs specifically for the study must comply with all
of the following criteria:

a. There is a written study plan (observational
plan/protocol);

b. The study plan must be submitted to the National
Ethics Committee for review;

c. The study plan must be approved by the Member
Company’s scientific service and the

conduct of the study must be supervised by the Member
Company’s scientific service as described in Section
20.01.a;

d. The study results must be analysed by or on behalf of
the contracting Member Company

and summaries thereof must be made available within a
reasonable period of time to the

Member Company’s scientific service (as described in
Section 20.01.a), which service must maintain records of
such reports for a reasonable period of time. The
Member Company must send the summary report to all
HCPs that participated in the study and must make the
summary report available to industry self-regulatory
bodies and/or committees that are in charge of
supervising or enforcing Applicable Codes upon their
request. If the study shows results that are important for
the assessment of benefit-risk, the summary report must
be immediately forwarded to the relevant competent
authority;?® and

e. Medical Sales Representatives may only be involved in
an administrative capacity and such involvement must
be under the supervision of the Member Company’s
scientific service that will also ensure that the Medical
Sales Representatives are adequately trained. Such
involvement must not be linked to the Promotion of any
Medicinal Product

Aen 18.02. HenHTepBEHTHUTE CTYANMU KOU ce
noTeHLUMjaNHN MO NPUPOAA M KOW FO BKy4vyBaaT
36MpOT Ha NoAaTOLM 3@ NALMEHTU O UK BO MMe
Ha UHAMBMAYANHW nan rpynn og 3P cneundunyHo 3a
cTyamjata, Mopa ga ce yCornaceHu co cute
KpUTEPUYMM KOW CleayBaarT:

a. NOCTOM NUCMEH NAaH 3a CTygujaTta
(oncepsaumcku niaH/npoToKkon);

6. CTYAMCKMOT NAaH mopa Aa buae nogHeceH Ao
HaunoHanHaTa eTMYKa KOMUCKja 32 NPOBEPKA;

B. CTYAMCKMOT NaaH mopa aa buae oaobpeH oa
Hay4YHMOT O0a4en Ha KOMMaHMjaTa-YeHKa, a
CnpoBeAyBakeTO Ha CTyAMjaTa Mopa Aa buae nog,
HaA30p Ha Hay4YHWOT o4 4eN HA KOMNAHWjaTa-
YeHKa KaKo WTOo e onuwaHo Bo Aenot 20.01.3;

r. pesyntatuTe o cTyamjata mopa aa bupat
aHaNM3MpaHu og, cTpaHa Ha, Uan BO MMe Ha
[0roBOpHaTa KOMMNaHMja-4/ieHKa 1 KpaTKuTe
nperneau Kou ke npounsnesaT Mopa Aa cTaHaT
[OCTanHU Ha Hay4YHMOT oA4eN Ha KOMMaHKujaTa-
Y/ieHKa BO POK Of, pa3yMeH BPEMEHCKM Nepuos,
(kako wTo e onuwaHo Bo enot 20.01.a), a T0j
oAanen mopa fa BoAu eBUAEHLMja 3a TaKBUTE
n3BeLTan BO pa3yMeH BPEMEHCKU Nepuoga,
KomnaHujaTa-4aneHKa mopa Aa MCNpaTn n3BeLuTaj
3a KpaTKMOT nperneg Ao cmte 3P Kou ydecTsyBane
BO CTyAMjaTa M MOpa Aa ro HanpaBW M3BELTAjOT 3a
KpaTKMOT Npernes focTaneH 3a
camoperyampadkuTe Tena Ha MHAycTpujata u/mnm
KOMWCMM KOU Ce OArOBOPHM 33 HAA30p U
cnpoBefyBakbe HA NPUMEHINBUTE KOLEKCHU HA
HWBHO Baparbe. [loKONKyY CcTyaunjaTa gage
pe3ynTaTh KOW Ce BaXKHW 3a OLLEeHKATa HA KOPUCT-
PU3UK, U3BELUTAjOT 33 KPATKMOT Npernes mopa
BeAHalWw ga buae npenpaTteH A0 peneBaHTHUTE
HaANEeXHN UHCTUTYLUMM; Y 1

4. NPeTCTaBHULUTE 33 MeAMLMHCKa npoaaxkba
MOe eMHCTBEHO A3 BUAAT BKAYYEHU BO
aAMMHUCTPATUBHO CBOjCTBO M TaKBaTa BKIYYEHOCT

26 Member Companies are encouraged to publicly disclose the summary details and results of NIS in a manner that is

consistent with the parallel obligations with respect to clinical trials

27 KomnaHMUTEe-YNIEHKM Ce NOTTUKHYBAaaT jaBHO A4a rv 06jaBaT AeTa/iMTe Ha KPaTKMOT nperneg, v pesyatatute og HC Ha HaumH Koj
€ 40C/eAeH Co napanesiHuTe 06BPCKM BO NOr/es Ha KIMHUYKUTE UCMIUTYBakba




Mopa Aa buae noa Hag30p Ha HaYYHUOT oa4enN Ha
KOMMaHMjaTa-4neHKa Koj, UCTO TaKa, ke ocurypa
AeKa NpeTcTaBHUUMTE 33 MeANLMHCKa Npoaaxkba
ce afieKBaTHO 0by4yeHU. TakBaTa BKAYYEHOCT He
cMee Aa 6uae noBp3aHa co NpomMoLMjaTa Ha Koj
6110 MeANUMHCKU NPOM3BOA.

Section 18.03. To the extent applicable, Member
Companies are encouraged to comply with Section 18.02
for all other types of NIS, including epidemiological
studies and registries and other studies that are
retrospective in nature. In any case, such studies are
subject to Article 15.01

Aen 18.03. [lo cTeneHOT Ha NPUMEHINBOCT,
KOMMaHUUTE-YNEeHKKN Ce NOTTUKHYBaaT Aa ce
ycornacat co [enot 18.02 3a cute Apyrn BUAOBU Ha
HC, BKAy4dyBajkun ennaeMmosIoWKN CTyAnmn 1
perncTpu n Apyru CTyamum Kou ce peTpoCcneKTUBHU
no npupoaa. Bo cekoj cnyyaj, TMe ctyanm ce
npeamet Ha YneHot 15.01.

ARTICLE 19 - MEDICAL SAMPLES

YNEH 19 - MEAUUMUHCKU NPUMEPOLIN

Section 19.01. In principle, no Medical Samples should
be given, except on an exceptional basis. Medical
Samples must not be given as an inducement to
recommend and/or prescribe, purchase, supply, sell or
administer specific Medicinal Products, and must not be
given for the sole purpose of treating patients.

Medical Samples are provided to HCPs so that they may
familiarise themselves with the Medicinal Product and
acquire experience in dealing with them.

In accordance with national and/or EU laws and
regulations, a limited number of Medical Samples may
be supplied on an exceptional basis and for a limited
period. A reasonable interpretation of this provision is
that each HCP should receive, per year, not more than 4
Medical Samples of a particular Medicinal Product
he/she is qualified to prescribe for 2 years after the HCP
first requested samples of each particular Medicinal
Product (i.e. the “4x2” standard), or in accordance with
local regulations if stricter”2,

In this context, a new Medicinal Product is a product for
which a new marketing authorisation has been granted,
either following an initial marketing authorisation
application or following an extension application for
new strengths/dosage forms that include a new
indication

Extensions of the marketing authorisation to additional
strengths/dosage forms for existing indications or pack

Den 19.01. Bo npuHUmMn, He Tpeba ga buaat
0aBaHWN HUKAKBM MEONLMHCKN NPUMEPOLM, OCBEH
Ha UCKNy4nTeNnHa ocHoBa. MeanumHckuTe
NPUMepPOLM He CMeaT Aa ce AaBaaT Kako
HaBeAyBakbe 3a Aa ce npenopayaat u/mam
npenuwar, KynaT, cHabaat, npoaaaaT uam aa ce
Aanat cneyMdUYHM MeANLMHCKN NPON3BOAN U He
cMeaT fa Cce [aBaaT Co eANHCTBEHA LLen 3a
NIeKyBatbe NaLneHTH.

MeauumHCcKKUTE Npumepoun ce obesbeaysaat Ha
3P 3a ga morKaT ga ce 3ano3HaaTt co MeaULMHCKNOT
NpPou3BOA, M Aa CTEKHAT UCKYCTBO BO paboTereTo
CO HUB.

BO COrnacHOCT Co HaLMOHANHWUTE U/UAK 3aKOHMTE U
nponucute Ha EY, orpaHunyeH 6poj megULNHCKK
npumepoLn Moxe aa buaat cHabaeHu Ha
WCKyYUTE/IHA OCHOBA M 33 OrpaHUYeH nepuoa,.
PasymHo ToNKyBarbe Ha oBaa oapenba e Toa AeKa
ceKkoj 3P Tpeba aa aobue, roamiuHo, He noBeKke o,
4 MeANUMHCKN NPUMEpPOLM 04, o4 peeH
MeNLMHCKN NPOU3BO/, 3a KOj Toj/Taa e
KBanMbKMKyBaH/-a Aa ro NpenuuIysa Bo Nepuosa o,
2 roanHu oTkako 3P 3a npenat nobapan
NPUMepPOLLU 04, CEKOj oapeneH MeanLUNHCKK
npowussog, (T.e. cTaHAapaoT ,,4x2“), nan so
COrNACHOCT CO /IOKA/IHUTE NPOMMUCHK aKO Cce
noctporn.“?

28 | aw of drugs http://zdravstvo.gov.mk/10393-2/
29 3aKOH 3a nNeKkosu http://zdravstvo.gov.mk/10393-2/




sizes (number of units in the pack) cannot be considered
as new Medicinal Product.

Without prejudice to the ban on medical sampling of
Medicinal Product containing psychotropic and narcotic
substances, Medical Samples can only be given in
response to a written request from HCPs qualified to
prescribe that particular Medicinal Product.

Written requests must be signed and dated by those
who ask for the Medical Samples.

On an exceptional basis, FBN may allow, through
additional guidance, a longer period than 2 years if
required by local healthcare conditions

BO 0BOj KOHTEKCT, HOB MEAULIMHCKN NPOU3BOZ, €
Npon3BoA, 3a KOj e AaZleHa HOBA A03B0J1a 33
nyLwTare BO NPOMET, N0 NPUMEHaTa Ha NoYeTHaTa
[,03B0/1a 33 NyLWTakbe BO NPOMET MM no b6aparbe 3a
npoAo/iXKyBakbe 33 HOBM GOPMU Ha
jaunHun/go3nparbe Kov BKAy4YyBaaT HOBa
MHOUKaLW]ja.

MpoponrKyBaraTa Ha A03BONATA 3@ NYLITakE BO
NpomeT 3a A0NONHUTENHN GOPMU HA
jaumHn/no3nparbe 3a NOCTOEUYKUTE UHAMKALMN UK
BE/IMYMHKN Ha NaKyBarbe (6poj Ha eaAnHULN BO
NakyBa€TO) HEe MOXKe [la Ce CMeTaaT 3a HOB
MeaMLUMHCKM NpoM3BOA,.

bes Aa ce HawTeTM Ha 3abpaHaTta 3a MeAULNHCKO
ncnpobyBarbe Ha MeANLMHCKM NPOU3BOA, KOj
COAPXM NCUXOTPOMHU U HAPKOTUYHM CYNCTaHLUMK,
MeaNUMHCKUTE NPUMEPOLM MOXKE eaMHCTBEHO Aa
61aaT AaBaHM KaKo 04roBOp Ha NMCMeHo bapame
og, 3P KBannpUKyBaHN Aa ro NPenuLyBaaT Toj
ogpefeH meanUMHCKM NPOn3BOa,

Ha ncknyuntenHa ocHosa, PEH moxke aa no3sonu,
npeKy 40NOJHUTENHO YNAaTCTBO, MEPUOL NOAONT O,
2 rogyHu ako Toa ro 6apaaT NoKanHUTe
34PaBCTBEHM YC/IOBU.

Section 19.02. Member Companies must have adequate
systems of control and accountability for Medical
Samples which they distribute and for all Medicinal
Products handled by theirs Medical Sales
Representatives. This system must also clearly establish,
for each HCP, the number of Medical Samples supplied
in application of the provisions in Section 19.01.

Aen 19.02. KomnaHMnTe-4neHKn mopa Aa nmaat
afeKBaTHM CUCTEMM 3@ KOHTPO/1a M OA4rOBOPHOCT 33
MeANUNHCKUTE NPUMEPOLM KOW T AUCTPUBYMpaaT
W 33 CUTE MeANUMHCKM NPOU3BOAM CO KoM paboTaT
HWUBHUTE NPETCTABHMULM 32 MEAULIMHCKA NpoAaxba.
OBOj cucTeM Mopa, UCTO TaKa, jaCHO Aa ro yTBpau,
3a ceKoj 3P, 6pojoT Ha MeaULIMHCKN NpumepoLm
KOWu ce cHabayBaaT co NpUMeHa Ha oapeaduTe Ha
Jenot 19.01.

Section 19.03. Each Medical Sample must be no larger
than the smallest presentation of that particular
Medicinal Product in the relevant country.

Each Medical Sample must be marked “free medical
sample — not for sale” or words to that effect and must
be accompanied by a copy of the summary of product
characteristics.

Den 19.03. Cekoj MeaULIMHCKN NPUMEPOK He cmee
Aa buae norosem of Hajmanarta npeseHTalMja Ha
TOj oApeaeH MeauLMHCKM NPON3BOA BO
peneBaHTHaTa gp»KaBa.

CeKoj MeAMUMHCKM NPUMEPOK MOpa Aa buae
03HauyeH co ,,6ecnnateH MeanUUHCKM NPUMEPOK -
He e 3a npoaaxkba“ nam 36oposu co Toj epeKkT 1
Mopa Aa buae NnpuapyKeH co NPUMEPOK of,
36MPHMOT U3BELUTAj 32 0COOUHUTE Ha NIEKOT.

ARTICLE 20 - MEMBER COMPANY STAFF

YJIEH 20 - NEPCOHA/1 HA KOMIMNMAHWUIATA-
YJ/IEHKA




Section 20.01. All Member Company staff must be fully
conversant with the relevant requirements of the FBN
Code and laws and regulations.

a) Each Member Company must ensure a scientific
service (medical department) either locally or through
HQ resources in charge of information about its
Medicinal Products and the approval and supervision of
NIS. Member Companies are free to decide how best to
establish such service(s) in accordance with this Section
20.01 (i.e. whether there is one service in charge of both
duties or separate services with clearly delineated
duties), taking into account their own resources and
organisation. The scientific service must include a
medical doctor or, where appropriate, a pharmacist who
will be responsible for approving any promotional
material before release. Such person must certify that
he or she has examined the final form of the
promotional material and that in his or her belief it is in
accordance with the requirements of the FBN Code and
any relevant laws and regulations, is consistent with the
summary of product characteristics and is a fair and
truthful presentation of the facts about the Medicinal
Product. In addition, the scientific service must include a
medical doctor or, where appropriate, a pharmacist,
who will be responsible for the oversight of any NIS
(including the review of any responsibilities relating to
such studies, particularly with respect to any
responsibilities assumed by Medical Sales
Representatives). Such person must certify that he or
she has examined the protocol relating to the NIS and
that in his or her belief it is in accordance with the
requirements of this Code and any relevant laws and
regulations.

b) Each Member Company must appoint at least one
senior employee who must be responsible

for supervising the Member Company and its
subsidiaries to ensure that the standards of the

FBN Code are met

Aen 20.01. LlenoKynHWOT NnepcoHan Ha
KOMMaHMjaTa-4YneHKa Mopa LenocHo aa buage
ynaTeH BO pefieBaHTHUTe bapatba Ha KoaeKcoT Ha
®BEH 1 3aKoHUTE M NnponucuTe.

a) Cekoja KoMnaHM1ja-yeHKa mopa ga obesbeau
Hay4yeH oagen (MeauunHCKU oaaen), NoKaaHo UK
NnpeKky pecypcuTe Ha ceamTeTo, 04roBOPEH 3a
MHbOpMaLUMTE 33 CBOUTE MEAULIMHCKN NPOU3BOAN
n oaobpyBareTo U HagzopoT Ha HC. KomnaHuute-
YneHKM ce cnoboaHM Aa oa/yyaT KaKko Hajaobpo aa
ja/rv yTBpAaT Taa/Tne ycayra/-vu Bo COrnacHoCT co
Oenot 20.01 (T.e. Aanu ma efeH oaaen
0AroBopeH 3a AgeTe 06BPCKMN MK nocebHM ogaenm
CO jacHO 3alpTaHM 06BPCKK), 3eMajKKn 1 Npeasua,
HWBHWUTE COMCTBEHM PECYPCU M OpraHu3aLmja.
Hay4HMOT oagen mopa Aa BKAyyYyBa AOKTOP MO
MeAWUNHa UK, Kafe WTOo e CooABETHO, GapmaLeBT
KOj Ke buae oAroBopeH 3a 0406pyBakbe Ha KaKoB
6110 NpOMOTUBEH MaTepujan npes a3 buae
nywTeH Bo ynoTpeba. Toa amue mopa Aa noTepam
[AeKa Toj Au Taa ja uma ncnmtaHo puHanHarta
dopma Ha NPOMOTUBHMOT MaTepujan 1 cnopes,
CBOE BepyBakbe TOj € BO COMMacHOCT co baparaTta
Ha KogeKkcoT Ha ®BH 1 Kon 6uno peneBaHTHU
33aKOHW M NPONKCKU, AOCNEAEH € HA 36UPHMOT
M3BELUTAj 33 OCOOUHUTE Ha NEKOT U € NpaBuIHa U
BEPOAOCTOjHA Npe3eHTaunja Ha paKTuTe 3a
MeANLMHCKMOT Npoun3Bog,. LonoAHUTENHO Ha TOa,
Hay4YHMOT oa4en Mopa Aa BKy4YyBa AOKTOP MO
MeauLMHa UK, Kage WTo e cooaseTHo, apmauesT
KOj Ke bmMAae oaroBopeH 3a HaA30p Ha Kakea bunio
HC (BKny4yyBajku ro u npernenoT Ha Kakeu 6uno
OAroBOPHOCTU MOBP3aHM CO TUE CTyANN, ocobeHo
BO norsie Ha Kakeu 6110 04roBOPHOCTH
npesemeHu oA NPEeTCTaBHULMTE 33 MeAULMHCKA
npoaaxba). Toa nnue mopa Aa NOTBPAM AeKa TOj
WK Taa ro MMa UCMUTAHO NPOTOKO/IOT BO BPCKa CO
HC n cnopep, cBoe BepyBakbe TOj € BO COr1aCHOCT CO
6apatrbaTta Ha 0BOj KoaeKe 1 kov buno peneBaHTHU
3aKOHM U Nponucw.

6) CeKoja KoMnaHKWja-4neHKa Mopa Aa Ha3Hauu
6apem egeH noctap BpaboTeH Koj mopa aa buge
OAroBOpPEH 3a HaA30p Ha KOMMNaHWjaTa-YAeHKa U1
Hej3MHWUTE NOAPYKHMLM 33 Aa Ce OCUrypa AeKa ce
334,0BO/IEHM CTaHZapAnTe Ha KogeKcoT Ha OBH.




Section 20.02. Each Member Company must ensure that
its Medical Sales Representatives are familiar with the
relevant requirements of the FBN Code, and all
applicable laws and regulations, and are adequately
trained and have sufficient scientific knowledge to be
able to provide precise and complete information about
the Medicinal Products they promote.

a. Medical Sales Representatives must comply with all
relevant requirements of this Code, and all
applicable laws and regulations, and Member
Companies are responsible for ensuring their
compliance.

b. Medical Sales Representatives must approach their
duties responsibly and ethically.

c. During each visit, and subject to applicable laws and
regulations, Medical Sales Representatives must give
the persons visited, or have available for them, a
summary of the product characteristics for each
Medicinal Product they present.

d. Medical Sales Representatives must transmit to the
scientific service of their companies
forthwith any information they receive in relation to
the use of their company’s Medicinal
Products, particularly reports of side effects.

e. Maedical Sales Representatives must ensure that the
frequency, timing and duration of visits to HCPs,
pharmacies, hospitals or other healthcare facilities,
together with the manner in which they are made,
do not cause inconvenience.

f. Medical Sales Representatives must not use any
inducement or subterfuge to gain an interview. In an
interview, or when seeking an appointment for an
interview, Medical Sales Representatives must, from
the outset, take reasonable steps to ensure that
they do not mislead as to their identity or that of the
Member Company they represent.

Aen 20.02. Cekoja KOMNaHKWja-4NeHKa Mopa Aa
ocurypa geka HejsuHuTe NpeTcTaBHMUM 33
MeAWUMHCKa npoaakba ce 3an03HaeHun co
peneBaHTHUTe 6apara Ha KogeKkcoT Ha ®BH n cute
NPUMEHJIMBM 3aKOHW M NPOMUCHK, KAaKOo U AeKa ce
afleKBaTHO 0OYyYEeHU M MMaaT AOBOJIHO HAY4YHO
no3HaBaH€ 3a Aa MOKaT Aa 06e3beaat npeumnsHm
N KOMMNAETHN MHPOpPMALLMM BO BPCKA CO
MeAVLMHCKUTE NPON3BOAN KOWU MM MPOMOBMPAaAT.

a. [MpeTcTaBHMUMTE 33 MeAMUMHCKA Npoaarkba
MOpa A Ce YCOr/TaCeHU CO CUTE PeNEBAHTHU
6apatba Ha 0BOj KoaeKc 1 cute NpUMeEHNMBU
3aKOHM U NPOMNUCK, @ KOMNAHUUTE-YIEHKN Ce
OArOBOPHM Aa ja OCMrypaaT HUBHATa yCOr1aceHoCT.
6. MMpeTcTaBHUUMTE 32 MeAULIMHCKA NpoaaxKba
MOpa OArOBOPHO M €TUYKM A3 MM NpUCTanyBaaT Ha
cBOUTE 0OBPCKU.

B. Bo TekoT Ha cekoja noceTa, a 3aBUCHO 0,
NPUMEHJIMBUTE 3aKOHU U MPONUCH,
npeTcTaBHULMTE 33 MeAMLMHCKA Npoaark6a mopa
4a VUM JafaaT Ha ivuaTa Kou ry noceTysaaT, uam aa
MMaaT AOCTanHO 3a HMB, 3bMpeH M3BeLwTaj 3a
0COBUHUTE Ha NEKOT 3a CEKOj MeAULIMHCKM
npow3Bog, Koj ro npeseHTnpaar.

r. MpeTcTaBHMLMTE 33 MegULMHCKA Npoaarkba
MOpPa Ha HAay4YHMOT O44eN Ha HUBHUTE KOMMNaHUM
BeAHal Aa My MM NpeHecaT MHPOPMaLLUUTE KOU TU
nobusaat Bo BpPCKa co ynotpebaTa Ha
MeAVLMHCKMOT NPOM3BOA, 04, HUBHATa KOMMNaHMKja,
ocobeHo U3BecTyBatbaTa 3a HeCaKaHU epeKTu.

4. [peTcTtaBHULMTE 33 MeANLMHCKa Npoaakba
MOpa A2 OCUrypaaT AeKa 3a4eCTeHOCTa,
0ApeaeHOTO BpEME M BPEMETPAEHETO Ha NOCETUTE
Ha 3P, anTekuTe, bONHULNTE UK ApYTU
3[paBCTBEHM YCTAaHOBW, 3ae4HO CO HAYMHOT Ha KOj
THe Cce U3BeaeHu, He Npean3BUKyBaaT
HenpwujaTHocCT.

f. TMpeTcTaBHMLMUTE 33 MEAMLMHCKA NpoaaxKba He
cMmeaT 4a KopuCTaT HaBedyBakbe UN U3BPTYBakbE
3a Aga fobujaT MOXKHOCT 3a pasrosop. Bo
pa3roBopoT, UM Kora 6apaaTt cOCTaHOK 3a
pa3roBop, MpeTcTaBHULMTE 38 MEeANLMHCKA
npoaaxba mopaat, o4 CammnoT NOYETOK, Aa
HanpasaT pPa3yMHM YeKOopw 3a Aa ce ocurypaat
OEeKa TUe He goBesie A0 NorpeLlHa HacokKa 3a
HWUBHWOT MAEHTUTET UM 33 UAEHTUTETOT Ha
KOMMNaHMjaTa-4Y/eHKa KOja ja npeTcTaByBaart.




CHAPTER 4 - SPECIFIC REQUIREMENTS FOR
INTERACTIONS WITH POs

MOTNABIE 4. - CNELUU®UYHUN BAPALA 3A
COPABOTKHU CO NO

ARTICLE 21 - INTERACTIONS WITH POs

YJIEH 21 - COPABOTKM CO NO

Section 21.01. For cooperation with POs Member
Companies must comply with the following principles:

1. The independence of POs, in terms of their political
judgement, policies and activities, must be assured.

2. All interactions between POs and Member Companies
must be based on mutual respect, with the views and
decisions of each partner having equal value.

3. Member Companies must not request, nor shall POs
undertake, the Promotion of a particular POM.

4. The objectives and scope of any collaboration must be
transparent. Financial and non-financial support
provided by Member Companies must always be clearly
acknowledged and disclosed.

Den 21.01. 3a copaboTKa co N0 KomnaHuuTe-
YJIEHKN MOpa Aa Ce yCoraaceHun co cnegHuTe
Havena:

1. Mopa ga buge ocurypaHa HesaBucHocTa Ha MO,
BO CMWCJIA Ha NOJIMTUYKO pacyayBake, MOJUTUKN
Ha AenyBatbe U aKTUBHOCTU.

2. LlenaTta copaboTtka nomery MO 1 KomnaHuuTe-
YneHKM Mmopa aa buae 3acHoBaHa Ha mefycebHa
MOYMT, CO TOA LUTO FNeAnLITaTa N OANYKUTE HA CEKO]
napTHep Aa MMaaT e4HaKBa BPeaHOCT.

3. Komnaunute-yneHkn He cmeaT Aa bapaaT, HUTY
MO ga npesemaart, npomouuja Ha ogpeneH JIP.

4. Llennte n 4OMEHOT Ha KakBa buno copaboTka
mopa ga buaat TpaHcnapeHTHU. PUHAHCUCKATA U
HedMHaHCUCKaTa NnoaapLuka obesbeneHun o,
CTpaHa Ha KOMMNAHMUTE-YIEHKM MOPa CeKorall Aa
6uaat jacHo noTBpAeHN N 06jaBEHM.

Section 21.02. EU and national laws and regulations
prohibit the advertising of POM to the general public

Den 21.02. 3akoHUTe 1 nponucute Ha EY n
HaLLMOHATHWUTE 3aKOHM U Nponuncy 3abpaHysaaTt
peknamupatrse Ha JIP Ha onwTaTa jaBHOCT.

Section 21.03. When Member Companies provide
financial support, significant indirect support and/or
significant non-financial support to POs, they must have
in place a written agreement. This must state the
amount of funding and also the purpose (e.g.
unrestricted grant, specific meeting or publication, etc).
It must also include a description of significant indirect
support (e.g. the donation of public relations agency’s
time and the nature of its involvement) and significant
non-financial support.

Den 21.03. Kora KOMNaHMUTE-YNIEHKH
obe3benyBaat GMHAHCUCKA NOAAPLLIKA, 3HAYMTEHA
WHAMPEKTHA NOAAPLWKA U/UAM 3HAaUMTENHA
HedMHaAHCUCKa NoaapLIKa Ha MO, TMe mopa aa
MMaaT NOCTAaBEHO NMCMEHa cornacHocT. Taa mopa
[a ro HaBeZe U3HOCOT Ha PUHAHCUPaHbE U, UCTO
TaKa, HameHaTa (Ha np., HeorpPaHMYEH FPaHT,
cneymdUyeH CoOCTaHOK MM NybanKaumja, UTH.).
McTo TaKa, Mopa Aa BKAyYyBa ONWC Ha 3Ha4ajHa
WHOMPEKTHA nogapLKa (Ha np., AoHauMja 3a
areHuMja 3a 04HOCK CO jaBHOCTa M NpupoaaTa Ha
Hej3MHaTa BK/IYYEHOCT) U 3HayajHa HepUHaHCUCKa
noagpLuKa.

Section 21.04. Member Companies must not influence
the text of PO’s material they sponsor in a manner
favorable to their own commercial interests. This does
not preclude Member Companies from correcting

AOen 21.04. KomnaHnMTe-YNEeHKN He CMeaT Aa
B/IMjaaT HA TEKCTOT BO MaTtepujannTte Ha [0 Kou rn
CMOH30pMpPaaT Ha HauYMH KOj € NOBOJIEH 33 HUBHUTE
KomepunjanHn nHTepecu. Toa He rv cnpedvysa




factual inaccuracies. In addition, at the request of POs,
Member Companies may contribute to the drafting of
the text from a fair and balanced scientific perspective

KOMMNaHUNUTE-YNEHKU Oa KOpUrnpaart d)aKTMLIKM
HEeTOYHOCTU. [lONOAHMUTENHO Ha TOAa, Ha 6apa|-be Ha
MO, KOMNAHMUTE-YNEHKN MOXKe Aa npmnaoHecart BO
NnpaBeHEeTO HAUPT HA TEKCTOT O4 NpaBU/IHA U
YPaMHOTEXEeHa Hay4YHa nepcnexkTuea.

CHAPTER 5 - DISCLOSURE OF ToVs FROM MEMBER
COMPANIES

MOrNABIJE 5 - OBJABYBAHE HA NMHB O
KOMNAHUNTE-YNEHKHN

ARTICLE 22 - DISCLOSURE OF ToVs TO HCPs, HCOs, AND

POs

YJIEH 22 - OBJABYBAIE HA MuB HA 3P, 30 U MO

Section 22.01 - Time of Disclosure
Disclosures must be made by each Member Company

within 6 months after the end of the relevant Reporting

Period and the information disclosed must be required

to remain in the public domain for a minimum of 3 years
after the time such information is first disclosed unless,

in each case, (i) a shorter period is required under
applicable national laws or regulations, or (ii) the
relevant data protection legal basis (e.g. the legitimate

interest grounds, a legal duty or the Recipient’s consent
relating to a specific disclosure) is no longer applicable.
The common reporting period for publication of ToVs to

Recipients is set during the time interval from 20™ to
30™ June each year at the latest.

Oen 22.01. - Bpeme Ha objaByBare

O6jaByBarbaTa Mopa Aa 6uaaT M3BPLUEHN O, CEKOoja
KOMMNaHWja-4aeHKa BO POK o4, 6 meceum no
3aBpLIYBaHETO Ha peNeBaHTHMOT Nepmog Ha
n3BecTyBatbe 1 objaBeHUTEe MHGOpMauum mopa Aa
OCTaHaT BO jaBHUOT ALOMEH MUHUMYM 3 FTOANHU Of,
BpemeTo Kora Tue nHdopmaumnm 6muae npBUYHO
objaBeHU, ocBeH, BO ceKoj caydaj, (i) ako e
notpebeH NOKPaATOK Nepuos cnopes,
NPUMEHNBUTE HALMOHANHWN 3aKOHM M NPOMNUCH,
nnu (ii) ako penesaHTHaTa 3aKOHCKa OCHOBa 3a
3aWTUTa Ha nogatoumTe (Ha Np., TETMTUMHNOT
OCHOB Ha MHTepec, 3aKOHCKA 06BpCKa UK
COrNACHOCT Ha MPMMATENOT NOBP3aHa Co
cneymnodmyHo objaByBatbe) NOBEKE He €
npUMeH/IMBa.

BoobuyaeHMOT Nnepmos Ha u3BecTyBarbe 3a
objaByBatbe Ha MHB Ha NnpumaTenuTe e NocTaBeH
BO TEKOT Ha BpeMeHCKMOoT nHTepsan og, 20 go 30
JYHW HajoouHa ceKoja rogmHa.

ARTICLE 23 - DISCLOSURE OF ToVs TO HCPs AND HCOs

YJIEH 23 - OBJABYBAHSE HA NMuB HA 3P U 30

Section 23.01 - Rationale

The following article provides for disclosures of ToVs to

HCPs and HCOs, whether directly or indirectly. When
deciding how a ToV must be disclosed, Member
Companies should, wherever possible, identify and

publish at the individual HCP (rather than HCO) level, as
long as this can be achieved with accuracy, consistency
and in compliance with applicable laws and regulations

Den 23.01. - O6pasnorKeHue

CnepHVOT YneH rv npeasunaysa objaByBarbaTa Ha
MHB Ha 3P 1 30, 6e3 ornea ganv ANPEKTHO UK
MHAMPEKTHO. Mpn 0a1y4yBarbeTO KAKO MOpa Aa ce
ob6jasu MHB, KOMNaHUUTE-YNEHKU Tpeba, Kage 1 aa
€ MOXHO, Aa ro naeHTudUKyBaart 1 objaBaT Ha
HUBO Ha noeanHedeH 3P (oTKonKy Ha 30), ceé
[0[EeKa Toa MOXe Aa ce NOCTUTHE CO NPeLU3HOCT,
[0CNeHOCT 1 BO COM1aCHOCT CO NPUMEHNUBUTE
3aKOHW U Nponucu.

Section 23.02 - Implementation and deviations

Oen 23.02. - UmnnemeHTaLMja U OTCTanyBaka




This Article sets out the minimum standards which FBN
considers must apply to all Member Companies

OBOj Y/ieH ' NOCTaByBa MUHUMANHWUTE CTaHAAPAM
3a Ko ®BH cmeTa aeka mopa Aa ce npumeHyBaaT
Ha CMTe KOMMAHUMU-UYNIEHKM.

Section 23.03. Disclosure Obligation

General Obligation. Subject to the terms of this article,
each Member Company must document and disclose
ToVs it makes, directly or indirectly, to or for the benefit
of a Recipient, as described in more detail in Article
23.05.

Excluded Disclosures. Without limitation, ToVs that (i)
are solely related to over-the-counter medicines; (ii) are
not listed in Section 23.05 of this article, such as Items of
Medical Utility (governed by Article 17), meals
(governed by Article 10, especially Section 10.05),
Medical Samples (governed by Article 19); or (iii) are
part of ordinary course purchases and sales of Medicinal
Products by and between a Member Company and a
HCP (such as a pharmacist) or a HCO do not fall within
the scope of the disclosure obligation described above in
“General Obligation”

Den 23.03. - O6BpcKa 3a objaByBame

OnwTa 06BpcKa. 3aBUCHO 0f YC/IOBUTE Ha OBOj
Y/leH, CeKoja KoMMaHuja-4neHKka mopa aa rv
OOKYMeHTMpa n objaByBsa MHB Kou rv npasu,
OVPEKTHO NN NHANPEKTHO, 33 UJIN BO KOPUCT Ha
NPUMATE/IOT, KAaKO LUTO € NOAETa/IHO ONULLAHO BO
yneHot 23.05.

NcknyyeHn objaByBarba. bes orpaHnyyBsame, MHB
Kowm (i) ce eAMHCTBEHO NOBP3aHKN CO 1EKOBU KOU ce
naBaat 6e3 nekapcku peuenr; (ii) He ce HaBeaeHU
Bo [enot 23.05 o4 0BOj YneH, Kako WTOo ce
npeameT 3a MeAUUMHCKa ynoTpeba (peryampanu
co uneH 17), obpouu (perynmpanm co unex 10,
ocobeHo enot 10.05), meanUMHCKM Npumepoum
(perynupanu co unen 19); unu (iii) ce pen opg,
KynyBakba U Npoaaxba Ha MeguLMHCKM NPOM3BOaM
BO BOOOMYAEH TEK 0Z CTPaHA Ha U nomery
KoMnaHuja-yneHKa n 3P (Kako ¢papmauesT) nam 30,
He cnafaaT Bo LOMEHOT Ha 06BpCcKaTa 3a
objaByBatbe, onuwaH norope Bo ,,OnwTa o6BpCcKa“.

Section 23.04 - Form of Disclosure

Annual Disclosure Cycle. Disclosures must be made on
an annual basis and each Reporting Period must cover a
full calendar year.

Template. For the sake of greater consistency,
disclosures under this Article shall be made on a
standardised template set out in Annex A.

Platform of Disclosure. Disclosures can be made in either
of the following ways, provided that they are
unrestricted and publicly available on the relevant
Member Company’s website or their affiliates provided
that they are unrestricted and publicly available

Applicable National Code. Disclosures must be made
pursuant to the National Code of the country where the
Recipient has its professional address. If a Member
Company is not resident or does not have a subsidiary or
an affiliate in the country where the Recipient has its

Den 23.04. - Popma Ha objaByBare

logmuweH Lmkayc Ha objaByBare. ObjaByBaraTa
MOpa Aa ce BPLIAT Ha roAMLIHa OCHOBA W CEKOj
nepuos Ha U3BecTyBarbe Mopa Aa ja ondaka
Lenata KaneHaapcka rogmHa.

LLIabs1oH. 3a uennte Ha noronema A0C/aeAHOCT,
objaByBarbaTa cnopes 0BOj Y/eH Ke ce BpLaT Ha
CTaHAapAM3MpaH WabnoH 1M310XKeH BO AHeKC A.

MNnatdopma Ha objaByBarbe. Ob6jaByBarbaTa MOXKe
A ce HanpaBaT Ha Koj 6110 04, ceAHUTE HAUYUHM,
nog, ycaoB fa ce HEOrPaHUYEHM U jaBHO AOCTaNHU
Ha peneBaHTHMOT Beb-CajT Ha KOMNaHWjaTa-YNeHKa
WK Hej3MHWTE MapTHepU, Nog ycaoB 4a ce
HEeOorpaHMYeHM M jaBHO AOCTaMNHM.

MNpumeHAnB HauMoHaNeH kogekc. ObjaByBarbaTta
MoOpa Aa ce HanpasaT COr/IaCHO CO HAaLMOHATHNOT
KOZEKC Ha AprKaBaTa Kaje WTo NPMMATenNoT ja uma




physical address, the Member Company must disclose
such ToV in a manner consistent with the relevant
National Code in its home country.

Language of Disclosure. Disclosures must be made in
Macedonian language. Member Companies are
encouraged to make disclosures in English in addition to
the mandatory disclosures in Macedonian language.

Documentation and Retention of Records. Each Member
Company must document all ToVs required to be
disclosed pursuant to Section 23.03 and maintain the
relevant records of the disclosures made under this
article for a minimum of 5 years after the end of the
relevant Reporting Period, unless a shorter period is
required under applicable national laws or regulations.

cBOjaTa npodecnoHanHa agpeca. AKo KOMnaHuja-
YJIeHKa He e pe3naeHT UM Hema NogpyKHMLA Uu
napTHep BO ApKaBaTa Kaje LWTo NPMMaTenoT ja
MMa cBojaTa PU3MYKA apeca, KOMNAHMjaTa-YNeHKa
Mopa ga ro objasu Toj MHB Ha HauKH Koj e
JocneneH Ha peneBaHTHUOT HaLMOHaNeH KOLEeKC
BO Hej3MHaTa MaTU4Ha Ap’KaBa.

JasuK Ha objaByBare. ObjaByBarbaTa Mopa Aa ce
HanpaBaT Ha MaKeAOHCKM jasuK. KomnaHunTe-
Y/NIeHKM ce NOTTUKHYBAaT Aa HanpasaT objaByBarbe
Ha aHTINCKK jasUK JONONHUTENTHO HA
33401KUTENHUTE 06jaByBatba HA MAaKeAOHCKM
jasuk.

JOKyMeHTaLM|a U 3a4pKyBakbe Ha eBuaeHLUM|aTa.
CeKoja KOMNaHMja-YNeHKa mopa ga rm
OOKyMeHTMpa cuTe MHB Kou e noTpebHo Aa ce
objasart corniacHo co enot 23.03 1 Aa ja ogp:KyBa
peneBaHTHaTa eBMAeHLMja 3a objaByBarbaTa
U3BpLUEHW cropej 0BOj YeH BO Nepmosa o
MWHUMYM 5 roAvHKN 04, 3aBpLUYBaHETO Ha
pefnieBaHTHNOT Nepuoa Ha U3BeCTyBake, LOKOJKY
He e noTpebeH NOKPaTOK Nepmos crnopes,
NPUMEHIMBUTE HALMOHANHWN 3aKOHU U NPOMNUCHU.

Section 23.05. Individual and Aggregate Disclosure

Individual Disclosure. Except as expressly provided by
this article, ToVs must be disclosed on an individual
basis. Each Member Company must disclose, on an
individual basis for each clearly identifiable Recipient,
the amounts attributable to ToVs to such Recipient in
each Reporting Period, which can be reasonably
allocated to one of the categories set out below. Such
ToVs may be aggregated on a category-by-category
basis, provided that itemised disclosure must be made
available upon request to (i) the relevant Recipient,
and/or (ii) the relevant authorities.

1.For ToVs to a HCO, an amount related to any of the
categories set forth below:

Donations and Grants. Donations and Grants to HCOs
that support healthcare, including donations and grants
(either cash or benefits in kind) to institutions,
organisations or associations that are comprised of HCPs
and/or that provide healthcare (governed by Article 12).

Den 23.05. - MNoegnHeuyHn u 36MpHU 06jaByBaHba

MNoeanHeyHn objaByBarba. OCBEH Kora e U3pPeyHo
peryaMpaHo co oBoj uneH, MHB mopa ga buaat
ob6jaByBaHM Ha noeanHe4YyHa ocHoBa. CeKoja
KOMMaHMja-4neHKa mopa aa rv objasu, Ha
noeguHeYyHa OCHOBA, 3@ CEKOj NPUMATEN KOj MOXKe
jacHo pa ce naeHTMdUKyBa, USHOCUTE KOW ce
npunuwyBsaar Ha [MHB Ha Toj npumaTen BO CEKOj
nepuoz, Ha U3BEeCTyBake, KO MOXe A1a ce Pa3syMHO
AoAeNneHn Ha eHa Of, KaTeropumTe Kou ce
M3/10XKEeHM NOAO0NY BO TEKCTOT. TakBuTe MHB moXke
Aa 6upat cobpaHM Ha OCHOBa Ha KaTeropwuja no
KaTeropuja, noz ycnos 0bjaByBarbeTO MO CTaBKU A3
MOpa Aa ce Hanpasu A0CTanHo Ha baparse Ha (i)
pefnieBaHTHUOT npumaTen u/mau (ii) penesaHTHUTe
UHCTUTYLUN.

1. 3a MHB Ha 30, n3HOC Koj e NoBpP3aH co Koja buno
0fL, KaTeropmmTe U3I0KeHU NoJ0NY BO TEKCTOT:

JoHauuu n rpaHToBU. JOHaUMUTE U FPAaHTOBUTE Ha
30 Kou ro noaap:KysaaT 34paBCTBOTO, BKAy4yBajKu




Contribution to costs related to Events. Contribution to
costs related to Events, through HCOs or Third Parties10,
including support to HCPs to attend Events, such as:

e Registration fees;

e Sponsorship agreements with HCOs or with Third
Parties appointed by an HCO to manage an Event; and

e Travel and accommodation (to the extent governed by

Article 10).

Fees for Service and Consultancy. ToVs resulting from or
related to contracts between Member Companies and
HCOs under which such HCOs provide any type of
services to a Member Company or any other type of
funding not covered in the previous categories. Fees, on
the one hand, and on the other hand ToVs relating to
expenses agreed in the written agreement covering the
activity will be disclosed as two separate amounts.

2.For ToVs to a HCP:

Contribution to costs related to Events.
Contribution to costs related to Events, such as:

e Registration fees;
* Travel and accommodation (to the extent governed by

Article 10).

Fees for Service and Consultancy. ToVs resulting from or
related to contracts between Member Companies and
HCPs under which such HCPs provide any type of
services to a Member Company or any other type of
funding not covered in the previous categories. Fees, on
the one hand, and on the other hand, ToVs relating to
expenses agreed in the written agreement covering the
activity will be disclosed as two separate amounts.

Aggregate Disclosure. For ToVs where certain
information, which can be otherwise reasonably
allocated to one of the categories set forth in Section
23.05, cannot be disclosed on an individual basis for
legal reasons, a Member Company must disclose the
amounts attributable to such ToVs in each Reporting
Period on an aggregate basis. Such aggregate disclosure
must identify, for each category, (i) the number of
Recipients covered by such disclosure, on an absolute
basis and as a percentage of all Recipients, and (ii) the

AOHaLMM U FPaHTOBM (BO rOTOBMHA Man beHedunLmm
BO HaTypa) Ha MHCTUTYL MU, OPraHU3aLum Unm
34pY*KEeHNja Kou ce cocTaseHm og 3P n/mam kom
06e3beayBaaT 34PaBCTBEHA 3aLUTUTA (peryampanu
co uneH 12).

MpuaoHec 3a TpoLIOLM NOBP3aHU CO HAaCTaHMU.
MpuaoHec 3a TPOLIOLM NOBP3aHU CO HACTaHW,
npeky 30 uan tpetn anualo, BKAydyBajKku ja
noagpwekaTa Ha 3P ga npucycTeyBaaT Ha HACTaHM,
KaKo LTO ce:

e Kotuzaumu;
e JloroBopu 3a cnoH3opctBo co 30 nam co Tpetu

VU@ HaszHavyeHu oA cTpaHa Ha 30 aa ynpasyBaaT
CO HACTaHOT; U

e [laTyBake M CMeCTyBake ([0 cTeneH Koj e
peryavpaH co yaeH 10).

XoHopapwu 3a ycnyru n KoHcyataumu. [MHB Koun
pe3ynTupaaTt oA UK ce NOBP3aHU CO JOroBopU
nomery KomnaHumTe-yneHku n 30 cnopes Kou The
30 obesbenyBaaT KakoB 6UI0 BUA Ha YCyrK Ha
KOMMaHMja-4Y1IeHKa MW KaKoB 610 Apyr BUA HA
drHaHcKpatrbe Koj He e ondaTeH BO NpeTXo4HUTe
KaTeropuun. XoHopapuTe, o4, egHa CTpaHa, a o4,
Apyra ctpaHa MHB noBp3aHmM co TpowouuTe
[0roBOpPEHN BO MMCMEHATA COrNacHOCT Koja ja
ondaKka aKTUBHOCTa, Ke buaaT ob6jaBeHN Kako ABa
nocebHu n3Hoca.

2.3aMHB Ha 3P:

MpugoHec 3a TPOLWOUM NOBP3aHU CO HACTaHM.
MpuaoHec 3a TPOLIOLM NOBP3aHN CO HacTaHM, Kako
o Ce:

e KoTtusaumu;
e [laTyBaHbe M cMmecTyBakrbe (0 cTeneH Koj e

peryaupaH co ynex 10).

XoHopapwu 3a ycnyru n KoHcyataumu. [MHB Koun
pe3ynTupaaT o4 UaK ce NOBP3aHU CO J4OroBopU
nomery KomnaHumTe-4neHKM u 3P cnopes Ko Tme
3P obe3beayBaaTt KakoB 6110 BMA Ha YCAYrK Ha
KOMMaHWja-4Y1eHKa MU KaKoB 610 Apyr BUA HA
dUHaHCKpabe Koj He e ondaTeH BO NPeTXoaHuTe
KaTeropuun. XoHopapuTe, o4, egHa CTPaHa, a o4,
Apyra ctpaHa lNHB noBp3aHu co TpowouuTte




aggregate amount attributable to ToVs to such
Recipients.

Non duplication. Where a ToV required to be disclosed
pursuant to Section 23.05 is made to an individual HCP
indirectly via a HCO, such ToV must only be required to
be disclosed once. To the extent possible, such
disclosure must be made on an individual HCP named
basis pursuant to Section 23.05.

Research and Development ToV. Research and
Development ToVs in each Reporting Period must be
disclosed by each Member Company on an aggregate
basis. Costs related to Events that are clearly related to
activities covered in this section can be included in the
aggregate amount under the “Research and
Development Transfers of Value” category.

Methodology. Each Member Company must publish a
note summarising the methodologies used by it in
preparing the disclosures and identifying ToVs for each
category described in Section 23.05. The note, including
a general summary and/or country specific
considerations, must describe the recognition
methodologies applied, and should include the
treatment of multi-year contracts, VAT and other tax
aspects, currency aspects and other issues related to the
timing and amounts of ToVs for purposes of this article,
as applicable.

[OroBOpPEeHM BO NUCMEHATa COMAcHOCT Koja ja
ondaka aKTMBHOCTa, Ke buaaT objaBeHM Kako 4Ba
nocebHW nsHoca.

36upHo objaByBame. 3a MHB Kaae WTo oapeaeHa
nHbopmauuja, Koja MOMHAKY MOKe pasyMHO A3
6uae foaeneHa Ha efHa og KateropuunTe
nsnoxeHu so enot 23.05, He moxke ga buae
objaBeHa Ha noeaMHeYHa OCHOBA O, 3aKOHCKM
NPUYMHU, KOMNAHWjaTa-4Y1eHKa Mmopa Aa rm objasu
M3HOCKTE KOM ce NpunuwyBsaaT Ha MNHB BO ceKoj
nepuog, Ha U3BecTyBake Ha 36MpHa ocHOoBA.
TakBuTe 36UpHM 06jaByBarba Mopa 4a ro
naeHTUGUKyBaaT, 3a ceKoja Kateropwja, (i) 6pojoT
Ha npumaTenun ondateHn co Toa objaByBarse, Ha
anco/lyTHA OCHOBA M KAaKO NPOLEHT 04, cuTe
npumaTtenu u (ii) 36MpPHNOT U3HOC KOj ce
npunuwysa Ha MHB Ha TMe npumartenu.

Heaynauparwe. Tamy Kage wTto MHB Koj e noTpebHo
Aa ce objasu cornacHo co lenot 23.05 ce BpwK Ha
noeguHeyeH 3P nHampeKktHo npeky 30, Tne MNHB
Mopa Aa ce objaBaT camo eaHall. [1o cTeneH KOAKY
LUTO e BO3MOMHO, Toa 0bjaByBatbe Mopa Aa ce
Hanpasu Ha OCHOBAa Ha NoeguHe4YeH uMeHyBaH 3P
cornacHo co enot 23.05.

MHB 32 ucrtpaxkyBame 1 paseoj. [MHB 3a
NCTPaXKyBatbe U Pa3Boj BO CEKOj Nepmos Ha
n3BecTyBatbe Mopa Aa buae objaBeH oA cekoja
KOMNaHMja-4aeHKa Ha 3bMpHa ocHoBa. TpowouuTe
noBp3aHKn co HacTaHM Kowu ce jacHO NoBp3aHu Co
aKTUMBHOCTM ondaTeHn BO OBOj Aen, MoXe Aa buaat
BK/ly4eHU BO 36MPHMOT M3HOC NOZ KaTeropujaTa
,IpeHoC Ha BpeAHOCTM 33 UCTPaXKyBatbe 1 pa3Boj”.

MeTtogonornja. Cekoja KOMnaHuja-4n1eHKa mopa 4a
objaBu 3abenellKa Bo Koja Ke r'v pesmmmpa
MeTOA0/I0TUUTE KOW M KOPUCTU BO NOArOTBYBaHE
Ha objaByBarbaTa U NAEHTUPUKYBarbe Ha IHB 3a
CceKoja Kateropwuja onuwatHa 8o Jenot 23.05.
3abenewukata, BKAy4YyBajKM FO U ONLWITUOT KPATOK
npernea v/vnun pasrieaysatbata cneumduyHm 3a
Taa Ap»KaBa, MOpa 43 I'M ONULIYBa NpUMeHeTUTe
MeTOA0/10MMM Ha Npu3HaBakbe M Tpeba aa ro
BK/ly4yBa TPETMAHOT Ha NOBEKEroANLLIHMU
porosopu, OB v gpyrn AaHOYHM acneKkTn, BanyTHU
aCMeKTU 1 Apyru npalarba NoBpP3aHu co




oapenyBakbeTo Ha BpeMeTOo U USHOCUTE Ha MHB 3a
uennte Ha OBOj Y/1€H, KaKO WTO € NPUMeHINBO.

ARTICLE 24 - DISCLOSURE OF SUPPORT AND SERVICES
PROVIDED TO POs

YJIEH 24 - OBJABYBAIGE HA NOAAPLUKA U
YCNYIr OE3BGEAEHU HA MO

Each Member Company must disclose a list of POs to
which it provides financial support and/or significant
indirect/non-financial support or with whom it has
engaged to provide contracted services for that Member
Company.

This disclosure must include a description of the nature
of the support or services provided that is sufficiently
complete to enable the average reader to form an
understanding of the nature of the support or the
arrangement without the necessity to divulge
confidential information.

In addition to the name of the PO, the following
elements must be included:

a) For support:

i. the monetary value of financial support and of
invoiced costs.

ii. the non-monetary benefit that the PO receives when
the non-financial support cannot be assigned to a
meaningful monetary value.

b) For contracted services: the total amount paid per PO
over the Reporting Period.

This information must be disclosed on the Member
Company website either on a national or European level
on an annual basis and each Reporting Period shall cover
a full calendar year.

Methodology. Each Member Company must publish the
methodologies used by it in preparing the disclosures
and identifying supports and services provided.

CeKoja KomnaHWja-4YneHKa mopa Aa ob6jaBu CNUCOK
Ha MO Ha Ko um obe3benysa GpUHAHCUCKA
noaApwKa u/vunm 3HayajHa
UHANPEKTHA/HePUHAHCKMCKA NoAAPLIKA UK CO KOU
€ noBp3aHa 3a Aa 06e3b6enyBaaT LOrOBOPHMU YCAYrn
3a Taa KOMMNaHWja-YNeHKa.

OBa o6jaByBarbe MOpaA Aa BKy4yBa ONKUC HA
npupoaaTta Ha NoAApLIKATa UK YCAYTUTe Kou ce
o0be3beneHu, Koj e 4OBOHO KOMMJIETEH 3a Aa MYy
ce OBO3MOXM Ha NPOCEYHUOT YmTaTten ga popmmpa
CTaB 33 NpMpoAaTa Ha NoaApLIKaTa Uan
AorosaparbeTo 6e3 noTpeba o4 pa3oTKpPUBaHE Ha
[0BepAnBU MHPOpMaLUN.

JonosHUTeNHO Ha Ha3uBOT Ha MO, mopa ga buaat
BK/IYYEHU CIeAHUTE eNEMEHTH:

a) 3a noaapLuKa:

i. MOHeTapHaTa BpeAHOCT Ha GUHAHCKCKATA
noaAapLKa U Ha GakTyprpaHUTe TPoLoLY;

ii. HemoHeTapHaTa KopwucT Koja MO ja gobusa Kora
HedMHaAHCUCKaTa NoAApLIKa He MOXe Aa buae
oApeaeHa co 3HaYajHa MOHeTapHa BpeaHOCT.

6) 3a 4OrOBOPHM YCAYTW: BKYMHUOT M3HOC NA1aTeH
no MO BO TEKOT Ha LEenMoT Nepmnoa, Ha
N3BeCTyBaHbe.

OBue nHbopmaumm mopa ga 6muaat objaBeHU Ha
Beb-CajTOT Ha KOMMaHMjaTa-Y1eHKa UK Ha
HALLMOHATHO MM HA €BPOMNCKO HMBO, Ha rOAMLIHA
OCHOBAa, 1 CEKOj Nepmnos Ha n3BecTyBakbe Ke ja
ondaKka KaneHaapckaTta roguHa.

MeTtogonornja. Cekoja KOMNaHKWja-4n1eHKa Mopa 4a
r 06jaBn MeTOL0N0rMUTE KOU TM KOPUCTU BO
noAroTByBaHeTO Ha 0bjaByBaHbaTa U BO
naeHTMdMKyBareTO Ha obesbeaeHMTe NOAAPLLKA
nycnyru.

CHAPTER 6 - PROCEDURAL REQUIREMENTS

MNOrNABIE 6 - MPOUEAYPAZTHU BAPAHA




ARTICLE 25 - ENFORCEMENT

YJIEH 25 - CNTIPOBEYBAKE

Section 25.01 - Enforcement through Member
Companies

Member Companies must, within current applicable
laws and regulations enforce the provisions of this Code.
In the event that a breach is established pursuant to the
procedures of this Code, FBN shall require from the
offending company an immediate cessation of the
offending activity and a signed undertaking by the
company to prevent recurrence.

FBN has set forth the framework for the implementation
of this Code, the processing of complaints and the
enforcement of sanctions in a manner consistent with
applicable data protection, competition and other laws
and regulations.

Aen 25.01 - CnpoBeayBarbe NPeKy KOMNaHUKU-
YNIEHKMU

KomnaHmnnTe-4yneHKkn mopaaT, BO paMKUTE Ha
TEKOBHUTE MPUMEH/IMBU 3aKOHW U NPONKUCK Aa U
cnposeaaT oapenbute og osoj Kogeke. Bo ciyyaj
[a ce yTBpAW NpeKpLlyBake COrNacHo Cco
npouenypute Ha oBoj Kogekc, PEH ke nobapa oa
KOMMNaHMjaTa Koja € NpeKkpLInTeN UTEH NPECTAHOK
Ha aKTMBHOCTA Ha NpPeKpLUyBate M NOTAMLIAHA
06Bp3aHOCT 04 cTpaHa Ha KOMMNaHuWjaTa 3a Aa ce
cnpeyn NoBTopyBakoe.

®BbH ja ma n3HeceHo pamKaTa 3a
nmnaemeHTaumja Ha oBoj Koaekc, npouecmpareto
Ha NONMIaKMTE N CNPOBEAYBAHETO HAa CaHKLMK Ha
Ha4YMH KOj e JocneaeH Ha NPMMeHNMBaTa 3alWTUTa
Ha NOAaTOLLM, KOHKYPEHLMjaTa U APYTW 3aKOHU U
nponucu.

ARTICLE 26 - AMENDMENTS TO, AND GUIDANCE
REGARDING COMPLIANCE WITH, THE FBN CODE

YJIEH 26 - AMAHAMAHMU U YNATCTBA BO BPCKA
CO YCOINMACEHOCTA CO KOAEKCOT HA ®BH

Section 26.01. Code Compliance

Responsibility for assuring compliance with the present
Code is borne by all FBN members. FBN Ethical Council
shall assist FBN members to comply with their
obligations under this Code. The key tasks of the Council
are set forth in ANNEX D.

Den 26.01. YcornaceHoct co Koagekcor
OAroBopHOCTa 32 OCUTYpPYBaHs€ YCOrIaceHoCT Co
cerawHMoT KoaeKc ja cHocaTt cuTe YieHKn Ha OBH.
ETWMYKKMOT coBeT Ha PEH ke M nomara Ha YNeHKuTe
Ha ®EH pa ce ycornacaT co HUBHUTE 06BPCKMU
cnopep oBoj KogeKc. KnyyHuTe 3a4a4mn Ha coBeToT
ce nsHeceHn so AHEKC .

Section 26.02. Amendments to the FBN Code

The FBN Ethical Council shall regularly review this Code

and any guidance issued regarding compliance with this

Code.

Amendments or adjustments of the Code may be

adopted on the basis of a majority vote of Member

Companies at the General Assembly. The Code may also

be amended:

a) upon amendment of the EFPIA Code of conduct.

b) upon a request submitted to the FBN Board by a one
or more Member Companies, which shall, after
review, be submitted for approval to the General
Assembly.

Adoption shall require the majority of present votes at a

General Assembly.

Den 26.02. UsmeHun Ha Kogekcot Ha ®BH
ETnuknot coseT Ha PEH penoBHO Ke ro pesnampa
0BOj KogeKc v cekoe ynaTcTBo n3ganeHo Bo 04HOC
Ha ycornaceHocTa co 080j Koaekc.

N3meHnTe nam npunarogysarbata Ha Kogekcot
MoKe Aa buaaT ycBOEHM BP3 OCHOBA Ha
MHO3WHCTBOTO 11aCOBU Ha KOMMaHMUTE-Y/IeHKM Ha
leHepanHoTo cobpaHue. KoaeKkcoT MorKe, UCTO
TaKa, Aa buae nsmeHer:

a) no uameHa Ha KogeKcoT Ha ogHecyBake Ha
EFPIA;

b) no 6apare noaHeceHo ao Oab6opoT Ha PEH
04, CTpaHa Ha efHa Uan noBeke KOMMNaHUK-
Y/IEHKM, KOE, NO pasraenyBareTo, Ke buae
nogHeceHo 3a ofobpeHune fo NeHepanHoTO
cobpaHue.




3a ycBojyBarbe Ke buae noTpebHO MHO3UHCTBO
rNacoBu O NPUCYTHUTE Ha eHepanHoTo cobpaHue.

ARTICLE 27 - ENFORCEMENT OF THE CODE YJIEH 27 - CNTIPOBEAYBAKE HA KOAEKCOT

Section 27.01 - This Code comes into force on the date Den 27.01. - OBoj KogeKc cTanysa BO cuia Ha
of its adoption DATYMOT Ha HEroBOTO YCBOjyBakbe.

Section 27.02 - This Code obliges all members of the FBN | Aen 27.02. - Ooj Kogekc rn obBp3yBa cute
Association to fully comply with its provisions and to yneHoBW Ha 3apyxkeHuneto PEH uenocHo ga ce
respect them ycorsiiacaT co HeroBuTe oapeadbu n aa rm
noynTyBaar.




ANNEX A (binding)

AHeKc A (06Bp3yBauKmu)

FBN disclosure template

O6paseu 3a NMHB Ha PEH

Mpunor 2: MOAEN HA TABE/IA

3apascraenn
paGomuw: Mpan

Vive v npeauve Ha
peal Ha NpUMapHoTO

sapaecraenor [ CESPIERIOT0 EnuHcTeeH 6poj Ha
pabotHnie Ha Oprasa CryxGera anpeca Apiasara
3npaecTeeHara 3apascrse OMUMOHATHO
opratusaua | OPraHMsaumm: pan
kage ce
pervcTpupanin
(4n. 1.01) (4n.3) (Mpunoz 1) (4n.3) (4n.3)

OBJABYBAHME HA UHANBUAYATHA

OCHOBA - ede ped o 30paecmeeH paGomHuK (cofpau CUMe MPEHOCU Ha 8pE3HOC 60 MeK Ha 200uHama o edeH 30pas

Tpowouy 3a cobupw (471, 3.01.1.6 1 3.01.2.a)

XoHOpapw 3a yenyrit u KoHeyTauuy (7,
3.01.1.4u3.01.2.u)

FoHaunm u
Henosparhn
cpenctea sa
3ppaBcTBeHN Torosopw 3a
yeTanosu CrioH30pCTBO CO Tpowouy nospsar
(4n.3.01.1.8) 3npascTeenn O XoHOpapH 3a
opraHuaL/TPeTH yenym u
nia vmeysawrog | TPOLOUA A | TpoloLy 3aa Xoropapn KOHCYTaLMI,
pervicTpauna cmecTysae

sppascTeHara

opraHmsauuja sa

opraaupaise Ha
cobupor

pabom#uk unu GpasHu opaanu)
Toduura cywa

cmaen pabomu: o

Toduwra cyma

Toduwra cyma

BKnyuUTEnHO 1
Tpowouy 3a nat u
cmecTyBarbe

Toduwra cyma

| roouuna cyma

Toduwna cywma

Toduwna cywma

Toduuwna cyma

OCTAHATO, LUTO HE E BK/TY4YEHO OPE -

Toduwna cyma

Toduwna cywma

Toduwna cywma

Toduuwna cyma

OBJABYBAHE HA UHANBHAYATTHA OCHOBA

0 edet ped 3a 30paccmeeHa opeaHu3auuja (cobparu cume rpe

Ha 6pedkocm 60 meK Ha 20durama o e
30pa6cmaeHama opeau3alLja Un OpaseH opzak)

Bryo Ha By Ha Bryno na Bryn+o na
[06eaHeTo o6jasysarbe Ha nopaTouy 3a npeHoc Ha BpeAHoG - 1. 3.02 NA NA
Bpoj Ha paGoTHALM Wa nopatou - 4. 3.02 NA NA 00 600 6poj 6po]

4 63;:;” e a0 o0dHOC Ha akynHuOm NA NA o o “ “

OPT
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ANNEX B (binding)

AHEKC b (06Bp3yBauKu)

STUDIES

GUIDANCE ON DISCLOSURE OF NON-INTERVENTIONAL

cTyanm

YNATCTBO 3A ObJABYBAKE HA HEMHTEPBEHTHM

Transfers of Value relating to non-interventional studies
(NIS) that are not within the definition of R&D ToVs
under the FBN Disclosure Code must be reported on an
individually named basis. In this regard, prospective
versus retrospective NIS will be considered following
classification in the table below:

AOoNyHaBeaeHaTa Tabena:

MpeHocuTe Ha BpeAHOCT NOBP3aHMU CO
HenHTepBeHTHUTe cTyamm (HC) Koun He ce BO
pamKkuTe Ha gednHuMunjaTa Ha MNHB 3a
ncTpaxkyBake u pa3Boj cnopes KogekcoT Ha
objaByBarbe Ha PBH mopa aa 6uaaT npujaseHun Bp3
OCHOBAa Ha MHAUBMAYanHo nme. Bo Toj norneg,
NOTEeHUMjaNHNTE HAaCNPOTU peTpocnekTnsHmte HC
Ke ce pasrnenysaaT cnopep Knacudukaumjata Bo

PROSPECTIVE NIS

RETROSPECTIVE NIS

NOTEHUMJANTHA HC

PETPOCMNEKTMBHA HC

Prospective cohort studies in
which

the prescription of the
medicine is

independent from the
inclusion

of the patient in the study

A retrospective study to
which a

prospective element is
subsequently
introduced

Long-term extension studies
with patient

follow up beyond trial
protocol specified

time for observation and
active collection

of additional data

Purely observational
database review and/or
research

Retrospective review of
records where all the events
of interest have already
happened

- e.g. case-control, cross-
sectional, and purely
retrospective cohort studies

Studies in which the
prescriber later becomes an
Investigator, but prescribing
has already occurred

- e.g. retrospective data
collection from individual
medical records at the site of
the investigator

MoteHuunjanHu ctyaum co
rpynu Bo Kou
npenuwyBabeTo Ha IeKOT
€ He3aBMUCHO of,
BK/ly4yBaH€TO Ha
nNayueHToT BO CcTyAujaTa.

PeTtpocneKTtusHa ctygmja
BO KOja nocnepoBaTesiHO e
BOBeAEeH NoTeHuujaneH
eNeMeHT.

AonropoyHu
NPOAO/IKUTENHU CTYAUN
CO KOHTpOJ1a Ha
nauueHTUTE No
oApeAeHoTo Bpeme Ha
MCTPaXKyBauKUOT
NPOTOKOA 3a oncepBaumja
M aKTUBHO NpubuUpame Ha
BOMNONIHUTE/IHU NOAATOLM.

Yucro oncepsaTMBHO
pasrnegysarbe Ha 6a3arta Ha
nogarouu n/mnu
ncTpakysarbe.

PeTpocnekTUBHO
pa3rnepysare Ha
eBuAeHuMjaTa Kage WTo cuTe
HACTaHU 04 UHTepec BeKe ce
cayumne.

Ha np., cTyauu Ha rpynu co
KOHTPOAA Ha C/lyyYaj, Ha npecek
M YNCTO PETPOCMNEKTUBHM.

CTyaumM BO KOU NNLLETO Koe ro
npenuiwyBa EeKOT NOAOLHA
CTaHyBa UCTPaXKyBay, HO
npenuwlyBaHeTo BeKe ce
cayuumno.

Ha np., peTpocnekTuBHO
cobuparbe nogatoum oa,
noeaMH4YHa MegMLMHCKa
eBMAEeHLMja Ha MecToTo Ha
NCTPaKyBa4oT.

For sake of clarity, activities not falling within the
definition of R&D ToVs, including NIS that are not
conducted to maintain a marketing authorisation (in
application and following definitions of the “Clinical
Trials” Regulation 536/2014), will be disclosed under
“consultancy/fee-for-services”.

Mopaan jacHOCT, aKTMBHOCTUTE KOW He cnaraaT BO
neduHuumjaTta Ha MHB 3a UcTpaXkyBakbe 1 pPa3Boj,
BKAy4yBajkn HC Kou He ce cnpoBeayBaar 3a Aa ce
O4PXM A03B0O/1aTa 3a NyLTakbe BO NPOMET (BO
npvmeHaTa v no aedumHMUMUTE Ha Perynatneata




Member Companies are encouraged to include a
comment in the Methodological Note, where
appropriate

536/2014 3a ,, KAMHUYKNTE UCNUTYBaHba“), Ke BuaaT
objaseHun nog ,,KoHcynTauumn/xoHopap 3a ycayrn”.

KomnaHuute-yneHku ce NOTTUKHYBAAT Aad BKAy4daT
KOMEHTap BO MeTO40/10WKaTa 336EHELLIKa, Kajge wTo e
COOABETHO.

DISCLOSURE OF INDIRECT TRANSFERS OF VALUES
(ToVs) THROUGH THIRD PARTIES

OBJABYBAHE HA UHOUPEKTHU NPEHOCU HA
BPEAHOCTU (NHB) NPEKY TPETU INLIA

Support to / Sponsorship to Events through
Professional Conference Organisers (PCOs

MNopapwkKa 3a / CNOH30PCTBO 32 HAaCTaHU NpPeKy
npodecnoHaHM OPraHM3aTopu Ha KOHdepeHLUn
(NOK)

Guidance

YnarcrBo

Contributions provided to Events through PCOs — that
would therefore be the Recipient of the ToVs — must
be considered as indirect ToVs.

When a Member Company contributes to the costs
related to Events through PCOs, the following
reporting approaches are considered compliant with
EFPIA reporting requirements:

— All ToVs to an HCO (either as Recipient or as
Beneficiary) are reported in the relevant
category under the name of the HCO

— ToVs through PCOs are reported:
either in the name of benefitting HCO
(through include the name of Recipient PCO), if
not included in direct ToVs to the HCO;
or in the name of Recipient PCO (to the
benefit of include the name of benefitting
HCO)

This Guidance applies whether PCOs organise Events
on their own initiative, or at the request of an HCO.

For further clarification, the attached table reviews
scenarios of support / sponsorship to Events through
PCOs that may help in preparation of reporting
according to this Guidance.

For good order, it is reminded that contribution to
costs related to Events paid through third parties to
the benefit of individual HCPs that the Member
Company knows, must be reported on an individually
named basis, as Indirect ToVs to HCPs.

MNpuaoHecuTe 0be3beneHn 3a HacTaHuM npeky MNOK —
Kou cnopepg Toa 61 6une npumatenu Ha MNHB — mopa aa
ce cmeTaaT 3a MHAUPEKTHU MNMHB.

Kora egHa KomnaHuja-yneHKa npnaoHecysa 3a
TpoLoumTe NOBP3aHM Co HacTaHu npeky MNOK,
cnefHUTe NPUCTanu Ha U3BEeCTyBare Ce CMeTaarT 3a
ycornaceHu co baparaTa 3a n3BecTyBatse Ha EFPIA:

— Cute MHB Ha 30 (ganu Kako npumaTen unu
KaKO KOPUCHUK) ce n3BecTyBaaT BO
peneBaHTHATa KaTeropmja noa Ha3meoT Ha 30.

— [HB npeky MNMOK ce nssecrtysaar:

WU BO UMe Ha KopucHuuykaTa 30 (npeky:
BK/aAyYeme 20 Ha3Uusom Ha npumamesnom [10K),
AKo He e BKayyeHa Bo gupekTeH MHB Ha 30;
UK BO UMe Ha npumaten NMOK (Bo Kopuct Ha:
BK/yYeme 20 HA3UB0M HA KopucHuuykama 30).

OBa YnatcTtBo ce npumeHysa ako MOK rn opraHmsmpaar
HaCTaHWUTEe Ha CONCTBEHA MHUUMjAaTUBA, UK Ha Bapatbe
Ha 30.

30 noHaMamowHo nojacHysare, NpuaoxeHama
maberna a2u pasanedysa cyeHapujama 3a nodopwkxa /
CrnoH3opcmeo Ha HacmaHume npeky NNOK Kou moxce 0a
omoz2Ham 80 Mo020mosKama Ha Uu3secmyearbemo
crioped osa Ynamcmaeo.

3a nobap pegocnea, Uma NoTceTyBakbe AeKa
NpuMAoHECOT 3a TPOLLOLM MOBP3aHN CO HacTaHUTE,
naaTeH Npeky TPeTn AnLa BO KOPUCT Ha noeauHeyHn 3P




KOM 'Y NO3HaBa KOMNaHMWjaTa-4/aeHKa, Mopa aa buae
0b6jaBeH BP3 OCHOBA HAa UHAMBUAYA/THO UME, KaKo
mHanpekteH MHB Ha 3P.

Further recommendation

MoHaTamoLwHa npenopaka

EFPIA recommend that Member Companies confirm
support / sponsorship to Events through PCOs in
written agreements, and encourage them to include
provisions relating to information that the PCOs must
communicate to the Member Company to allow
appropriate reporting of ToVs following the EFPIA
Disclosure Code.

The Member Companies are encouraged to describe
the process followed to collect the information in their
Methodological Note, where it must also be stated
that the full value ToVs to the PCO will not constitute a
benefit (in cash or in kind) to the HCO as the PCO may
retain a “service fee”.

Additional Guidance adopted at national level or
requested by national legal requirements may
complement this EFPIA Guidance (for such cases,
Article 4.03 of EFPIA Disclosure Code applies).

EFPIA npenopayvysa KOMNAHUUTE-YNEHKM Aa
noTBpPAYBaaT NoAAPLLKA/CNOH30PCTBO Ha HACTaHM
npeky NMOK Bo nnucmeHn JoroBopu 1 rm NOTTUKHYBA 43
BK/y4YaT ogpenbu noBp3aHu co MHpopmaumm Kom MOK
Mopa Aa rm ncnpaTtu Ha KoMNaHujaTa-yYaeHKa 3a ga
[,03BONM COOABETHO U3BecTyBare Ha [MHB cnopes,
Koaekcot 3a ob6jaByBatbe Ha EFPIA.

KomnaHunTe-4neHKN ce NOTTUKHYBaaT Aa ro onuwar
NpPOLLecoT KOj e c/iefieH BO cobupareTo MHbopmaumm
BO HMBHATa MeTOA0N0LWKaA 3abenellka, Kage WTo, UCTO
Taka, Mopa ga buae HaBeaeHO AeKa LenocHaTa
BpeaHocT Ha MHB Ha NOK Hema aa npeTcTasysa KOpPUCT
(B0 roToBMHa MK BO HaTypa) 3a 30, 6uaejkm NOK
MOXKe Aa 33[ipXKKN ,XOHOpap 3a ycayra“.

JononHuTtenHo YnaTcTBo yCBOEHO Ha HaLMOHaHO
HWUBO UM NOBGAPaHO 0A, CTPAHA HA HALMOHaNHUTE
3aKOHCKM Haparba MOXKe Aa ro HaZoMNOo/IHU 0Ba
YnatctBo Ha EFPIA (Bo Tne cnydyam, ce nprmeHyBa
yneHot 4.03 og KogekcoT 3a objaByBare Ha EFPIA).

Additional Guidance on ToVs through PCOs

SUPPORT TO / SPONSORSHIP TO EVENTS

THROUGH PROFESSIONAL CONFERENCE ORGANISERS
(PCOs)

JAononHutenHo ynatcreo 3a NMHB npeky MNOK
noAAPLLUKA 3A/CMOH30PCTBO 3A HACTAHMU
NPEKY NPO®ECUOHA/THN OPTAHU3ATOPU HA
KOH®EPEHLU UM (NOK)

For further clarification, the table below reviews
scenarios of support / sponsorship to Events through
PCOs, which may help in preparation of reporting
according to this EFPIA Guidance.

3a NnoHaTaMoOLHO NojacHyBarbe, Tabenarta nogony rv
pasrneaysa cueHapwujaTta 3a NoAApLIKa/CNOH30PCTBO Ha
HacTaHuTe npeKy NOK Kon moKe ga NOMOrHaT BO
NoAroToBKaTa Ha M3BECTYBaHE€TO CNope, 0Ba YNATCTBO
Ha EFPIA.

Examples of possible scenarios in support of Events

Mpumepun Ha MOXKHU cLLeHapMja 3a NOAAPLLKA Ha
HacTaHu

These examples are offered to help Member
Companies when preparing their disclosure reports in
the perspective of optimal reporting of Events which
they sponsor / support

OBwue npumepw ce NOHyAEeHM 3a A4a UM NOMOTHaT Ha
KOMMaHMUTE-YNEHKM KOTa 'Y No4roTBYBaaT HUBHUTE
n3BeLTan 3a 0bjaByBarbe BO HACOKa HAa ONTUMANHO
N3BECTYBatbe 33 HACTaHWUTE KOW THE TU
cnoH3opupaat/noaap:Kysaar.




PCO on behalf of /
in collaboration
with a HCO

PCO on behalf of /
in collaboration
with HCO

PCO with HCO
Scientific
Committee

PCO with HCP
Scientific
Committee

PCO developing /
organising an
Event at its own
initiative
(independent
event)

PCO developing /
organising an
Event at its own
initiative
(independent
event)

where the Member
Company knows
the HCP/HCO
benefitting

where the Member

Company does not
known the
HCP/HCO
benefitting

HCO(s) is (are)
known to the
Member Company

HCP(s) is (are)
known to the
Member Company

where the Member
Company knows
the HCP/HCO
participating in the
Event

where the Member

Company does not

know the HCP/HCO

participating in the
Event

Individual disclosure
following guidance

Whilst disclosure on an
individual HCP/HCO
named basis, the
Member Company may
consider disclosing
under the PCOs name
with indication of the
specialty area

Individual disclosure
following guidance

Individual disclosure
following relevant
EFPIA HCP/HCO
Disclosure Code
provisions

Individual disclosure
following guidance

Whilst disclosure on an
individual HCP/HCO
named basis, the
Member Company may
consider disclosing
under the PCOs name
with indication of the
specialty area

MOK Bo ume Ha/
BO cOopaboTKa co
30

MOK Bo ume Ha/
BO copaboTKa co
30

MNMOK co Hay4yHa
Komucwmja Ha 30

MOK co Hay4yHa
Komucuja Ha 3P

MNOK Koja
passuBa/
opraHusupa
HaCTaH Ha
concreeHa
MHULMjaTUBA
(He3aBuceH
HACTaH)

MNOK koja
passuBa /
opraHusupa
HacraH Ha
concreeHa
WHULMjaTUBA
(He3aBuceH
HacTaH)

Kage wro
KOMMaHujaTa-
YNeHKa rm

nosHasa
KOPUCHUYKUTE
3P/30

Kaze Wwro
KOMMNaHWjaTa-
YNeHKa He 1
nosHaBa
KOPUCHUYKUTE
3P/30

30 n e/ce
nosHata/-u Ha
KOMMaHujaTa-

uneHKa

3P 1 e/ce no3Hart/-
M Ha KOMMNaHujaTa-
yneHka

Kage wrto
KOMnaHwujaTa-
YneHKa rm
nosHasa 3P/30
KOM y4yecTByBaar
BO HaCTaHOT

Kaje WwTo
KOMMaHujaTa-
Y/ieHKa He 1

nosHasa 3P/30

KOM yyecTByBaaT
BO HacTaHoT

NMoeanHeuyHo
objaByBare co
cneperbe Ha ynaTcTBo

Mpu objasyBarbeTo BpP3
OCHOBa Ha NoeAnHeYHU
mmeHyBaHu 3P/30,
KOMMaHMjaTa-YeHKa
MOXe [la 3eme npeasus,
objaByBarbe Nojg UMeTo
Ha MOK co
NnpuKaxyBate Ha
obnacTa Ha
cneumjanHocT.

MoeanHeuyHo
objaByBare co
cnepgetrbe Ha yNnaTcTBOTO

NMoeanHeuyHo
objaByBate co
cnepere Ha
peneBaHTHU oapenbm
opa Kogekcort 3a
o6jasysarbe 3P/30 Ha
EFPIA

MoepguHeuHo
ob6jaByBatbe co
cnepere Ha ynaTcTBoTo

Mpu objaByBarbeTO BP3
OCHOBa Ha NoeAMHEYHN
nmeHysaHu 3P/30,
KOMMNaHujaTa-4YneHkKa
MOXKe A3 3eme npeasus
objaByBare Nog UMeTo
Ha NOK co
NPUKaXKyBarbe Ha
obnacTa Ha
cneumjanHocT.

Disclosures on an individual names basis are subject to
appropriate consent; where such consent cannot be
secured, related ToVs will be disclosure in aggregate

Ob6jaByBarbaTa BP3 OCHOBA Ha NOeANHEUYHN UMUHbA
ce npeAMeT Ha AONOMIHUTEIHA COrNacHOCT; KOora Taa
COrNacHOCT He MoKe Aa ce obesbeaun, noBp3aHUTe

MHB Ke 6upat objaBeHU BO 36Up




ANNEX C (binding)

AHEKC B (06Bp3yBauKu)

Guidance obligations for Member Associations under
the EFPIA Code

0O68BpcKM cnopea ynaTcTBOTO 3a 34 pYyXKeHujaTa-
uneHku cnopep Kopekcot Ha EFPIA

Member Companies must comply with any relevant
guidance provided under this Annex or in connection
with any Applicable Code(s).

KomnaHuuTe-41eHKM Mopa Aa Ce YCOrNaceHu co Koe
6110 peneBaHTHO ynaTcTBO 06e36e4HO co 0BOj AHEKC
WY BO NOBP3aHOCT CO Koj/-u 6uno npumeHauns/-u
KoaeKkc/-u.

Article 10 Events and hospitality

YneH 10 HactaHu u roctTonpumcrBo

Member Association must set a monetary threshold in
its National Code, failing which EFPIA will set such
threshold in lieu of such Member Association.

Member Associations must provide guidance on the
meaning of the term “reasonable”, as used in the
Article 10. Member Associations must also provide
guidance on “appropriate”, “renowned” and

“extravagant” Venues, as used in the Article 10.
FBN guidance on the meaning of the following terms:

For the purpose of this Article 10, an “appropriate”
Location with the most convenient access for majority
of participants and available capacities for organisation
of the Event.

By “appropriate” is considered venue with no more
than 4%, out of season (summer resorts July-August,
winter resorts Jan-Feb)

“Renowned” — places that are known for their
entertainment, recreational or luxury content.
“Extravagant” - 'Extravagant and luxurious hotels for
the purposes of this Code are all 5 star hotels, located
in year-round resort destinations, as well as all hotels,
regardless of the class, located in seasonal resort
destinations during the summer or winter tourist
season respectively; wine tourism complexes,
regardless of their class and location

“Reasonable” hospitality in the sense of this Article
shall mean hospitality within the limitations healthcare
organisations would normally observe in the
organisation of events for their own needs, whereby
events aimed predominantly at leisure should be
avoided.

34pyKeHMeTo-41eHKa Mopa Aa NOCTaBU MOHeTapeH
npar BO CBOjOT HaLMOHaNeH KOAEKC, a AOKO/KY He
ycnee, EFPIA ke noctasu TakoB npar HAMecTo Toa
34 pYy’KeHMe-YNeHKa.

34pyKeHujaTa-uNeHKM mopa aa obesbenat ynaTcTeo
3a 3HaYeHETO HAa TEPMUHOT ,,Pa3yMHM", KaKo WTo ce
KopuncTh BO UneHoT 10. 3gpyKeHunjaTa-4neHKM Mmopa,
WCTO TaKa, Aa obe3benat ynatcTeo 3a ,,CO0ABETHM",
,PEHOMMPAHU" U ,,eKCTpaBaraHTHM" mecTa Ha
O4pXKyBahe, KaKo LUTO ce KopucTaT Bo YneHoT 10.

YnatctBo Ha ®BH 3a 3Hayer€eTO Ha cneaHuTe
TEPMUHN:

3a uenTa Ha oBoj YneH 10, ,,cooaBeTHA" 3HaUM
JIOKaLMja co HajnoBOJIEH NPUCTan 3a NOBEKETO
YYECHUUM W JOCTaNHU KanauuMTeTH 3a opraHM3aunja Ha
HacTaH.

3a ,,cooaBeTHO” ce cMeTa MECTO Ha OApPXKyBaHe CO He
noseke og 4*, HaaBop o4 ce3oHa (NeTHU LEeHTPU jyau-
aBryCT, 3MMCKM LEHTPU jaHyapu-pespyapm).
,PEHOMMpPAHN” — MmecTa KoM ce No3HATK No HUBHATA
3abaBHa, peKkpeaTMBHA MM NIYKCY3HA COAPKMHA.
,EKCTpaBaraHTHU" - eKcTpaBaraHTHU U NIYKCY3HU
XOTeNn 33 uennTe Ha oBoj Koaekc ce cute xotenm co 5
sBe3aM, ToUMpPaHN Ha AEeCTUHALMM CO LLIEHTPU aKTUBHMU
BO TEKOT Ha LiefiaTa roguHa, Kako U cute xotenu, bes
ornep Ha Knacata, 10UMpPaHu Ha AeCcTUHaLUN CO
CE30HCKU LIeHTPM BO TEKOT Ha IeTHaTa UKW 3MMCKaTa
TYPUCTUYKA Ce30Ha NOeAMHEYHO; KOMM/IEKCH 3a
BUHCKU Typu3am, 6e3 ornes Ha HUBHaTa Knaca u
NloKauumja.

,Pa3yMHO" rocTONpMMCTBO BO CMMUC/IA Ha OBOj YEH Ke
3HauYM rocTONPUMCTBO BO PaMKUTE Ha
OrpaHnYyBarbaTa KOH KOW 34paBCTBEHUTE
OpraHusaunmn HopmanHo 6u ce NnpuapKysane Bo




opraHM3aumjaTa Ha HaCTaHW 3a HUBHM NoTPebu, Npu
LUTO HAaCTaHWUTE KO Ce NPeTeXHO HameHeTH 3a
cnoboaHu akTMBHOCTU Tpeba aa ce nsberHyeaar.

Article 15 Contracted services

YneH 15 loroBopHU ycayru

Member Associations must provide guidance on the
meaning of “minimal” under the Section 15.03 or in
connection with any Applicable Code(s).

FBN guidance on “minimal” - does not exceed 30 EUR
per survey or questionnaire

34pyrKeHujaTa-4neHKM mopa ga obe3benat ynaTcTBo
33 3HaYerETO Ha ,,MUHUMANHO” Bo Jenot 15.03 nau
MoBP3aHO CO KOj/-v BUI0 NPUMEHINB/-M KOAEKC/-W.

YnatctBo Ha ®BH 3a ,, MUHMMaANHO" - OHa LWITO He
HaamuHysa 30 EYP no aHKeTa Uan npawaaHuK.

Article 21.03

Ynen 21.03

Member Associations must provide guidance on the
meaning of the term “significant”.

FBN guidance on the term "significant" support shall
mean any support or service, with an attributable
monetary value exceeding 5% of the total project value
or exceeding:

25% of POs’ annual budget

50% of POs’ annual budget in the 1% year

50% of POs’ annual budget if no other sponsors from
pharma industry (eg. Rare disease)

34pyKeHujaTa-uyneHKM mopa Aa obe3besat ynaTcTeo
3a 3HAYEHETOo Ha TEPMUHOT ,,3HavajHa”.

YnatcTBoTo Ha ®BH 3a TepMMHOT ,3HauYajHa”
noaapLlKa Ke 3Hauu Koja buno noaapluka uam ycnyra,
CO MOHEeTapHa BpeAHOCT Koja MOXKe Aa ce onuile Aeka
HagMMHyBa 5% o, BKYNHaTa BPeAHOCT Ha NPOEKTOT
WU AeKa HaaMWHYBa:

25% o rogmwHmoT byuet Ha MO

50% opa rogmwHmoT 6yueT Ha MO Bo npBaTta rogMHa
50% opa rogmwHMoT byueT Ha MO ako Hemano apyru
CnoH3opu oA papmaleBTcKaTa MHAYCTpUja (Ha np.,
peTKka 6onecrt).




ANNEX D (binding)

AHEKC T (06Bp3yBauku)

Standard operating
procedure in case of violation of the Farmabrend
Nova’s (FBN) Code

CraHpapAaHa onepaTuBHa npoueaypa BO Cy4vaj Ha
HapywyBare Ha Kogekcot Ha PapmabpeHa HoBa
(®BH)

Section 01.01- Member Companies Implementation
The Implementation and Procedure Rules set forth
herein establish the framework for the implementation
of this Code, the processing of complaints and the
initiation or administration of sanctions by FBN Ethical
Council

It is recommended that members of the FBN
Association endeavor to resolve all cases of alleged
violation of this Code, which only applies to these two
companies, amicably and in direct conversation. The
principle of amicable settlement is also recommended
in case of disputes between members of FBN and
pharmaceutical companies that are not members.

If a reasonable solution cannot be reached, an
application for a violation of the Code may be filed.

Oen 01.01 - UmnnemeHTauMja HA KOMNAHUUTe-
YNEeHKU

MpaBunaTa Ha UMNAEeMeHTauMja 1 npoueaypuTe
M3HeCeHM BO OBOj AOKYMEHT ja yTBpAyBaaT pamkara 3a
UMnaemeHTaumja Ha oBoj Kogekc, obpaboTkaTa Ha
Xanbute N OTNOYHYBAHETO UAW aAMUHUCTPALMjATa Ha
CaHKUWKM o, cTpaHa Ha ETMukunoT coseT Ha PBH.

Ce npenopayyBa YneHKkUTe Ha 3apyeHneto PBH aa
HACcTOjyBaaT Aa rv peLiar cuTe cayvyaun Ha HaBoOAHO
HapyLwyBakbe Ha 0BOj KoaeKc, KOoj e ANHCTBEHO ce
OofHecyBa Ha OBMe ABe KOMNAHUW, Ha NpUjaTencKm
HAUYMH N CO ANpPEKTEH pa3rosop. MPUHLKMNOT Ha
npujatencka cnoroaba, UCTo Taka, ce npenopayysa BO
CNyyaj Ha cnopoBu Nomery YneHkmuTe Ha PBH n
dbapmaLeBTCKMTE KOMMNAHUKN KOU HE Ce YNEHKM.
JOKOoNKy He MoXKe aa ce NOCTUTHE Pa3yMHO peLleHue,
MOXe fa ce noAHece npujaBa 3a HapyLwyBake Ha
Kogekcor.

Section 01.02. Two-stage procedure

Members of the FBN Association are aware that
adherence to the rules of the FBN Code is crucial to
building and maintaining public confidence in the
integrity of members. The further provisions stipulate a
two-stage procedure that it implements:

- The Ethical Council, in the first instance, and
- Assembly of FBN, in the second instance

Oen 01.02 AisocTeneHa npoueaypa

YneHkuTe Ha 3apyxeHneto ®BH ce cBecHM Aeka
NpMAPXKYBaHETO KOH NpaBunaTta Ha KoaekcoT Ha ®BH
€ MpecyAHo 3a rpageme u ogpKyBakbe Ha jaBHaTa
posepba BO MHTEFPUTETOT HA YSIEHKUTE.
MoHaTamolwHWTe oapenbu ja gorosapaat
ABOCTeneHaTa npoueaypa Koja Toj ja umnaemeHTmpa:

- ETMYKMOT coBeT, BO NPBUOT CTENEH, U
- CobpaHueTo Ha PEH, Bo BTOpPMOT cTeneH

Section 01.03 - Appointment of the Ethical Council (EC)

Den 01.03 - 3aKarKyBake Ha ETuukumor cosert (EC)

Section 01.03.01 The Ethical Council consists of 5
members, 3 association’s members, by one
representative from the three working groups of the
Association and besides any industry members,
membership from other stakeholders, including legal
adviser. The members of the EC should not be from the
same FBN member companies. If any member of the EC
has a conflict of interest, it is replaced with another
representative from the same working group for the

Aen 01.03.01. ETMYKMOT COBET Ce COCTOM 04,5 uneHa, 3
YneHa Ha 34pyrKEHMETO, N0 eAeH NPETCTAaBHUK 0f,
TpuTe paboTHM rpynu Ha 34pYHKEHNETO N NOKPaj
YNeHOBUTE 04 UHAYCTPUjaTa, Y1IEHCTBO 04 ApYrn
3aCerHaTu CTpaHu, BKAY4YyBajKM U NpaBeH COBETHUK.
YneHoBuTe Ha EC He Tpeba aa 6bmuaat oa uctute
KOMMNaHUKN-YneHKn Ha PEH. [1oKoKy KOj 6110 YneH Ha
EC nma KOHPNIMKT Ha MHTepec, Toj ke buae 3aMeHeT co
ApPYr NPeTCTaBHUK oA, uctaTa paboTHa rpyna 3a




first instance procedure. The legal adviser has the right
to advice, but has no right to vote.

npoueayparta o4 npse CTeneH. npaBHVIOT COBETHUK MMa
npaBo Aa coBeTyBa, HO HEMA MPaBO Aa rnaca.

Section 01.03.02. The members elect an EC president
and his/her deputy that is designated to handle
complaints and consists of a non-industry chairperson,
for a term of 1 year, and they report to the president of
FBN about it.

Den 01.03.02. YneHkuTe nsbupaat npetcegaten Ha EC
M Heros/Hej3anMH 3aMeHMK KOj e Ha3HaueH Aa ce
CnpaByBa CO }anbute 1 e NnpeTcesasay Koj He e o,
WMHAycTpujaTa, co maHgat og 1 roamHa, n Tne my
noAHecyBaaT M3BeLLTaj Ha npeTcegatenoT Ha ®BH.

Section 01.03.03. All members participating in the
procedure have an obligation to keep the
confidentiality of the data during the first and second
instance proceedings, but also afterwards.

Oen 01.03.03. CuTe YneHKM KoM y4yecTByBaaT BO
npoueaypata Mmaat o6BpcKa Aa ja yysaar
[,0BEpP/IMBOCTA Ha NoAaToumuTe BO TEKOT HA MOCTankurte
Of, NPB 1 BTOP CTeMeH, HO, UCTO Taka, M NoToa.

Section 01.04 - Application for violation of this Code

Oen 01.04. - Npujasa 3a HapyLwyBake Ha 0BOj Koaekc

Section 01.04.01- All members of FBN and non-
members have the right to file an application for breach
of the provisions of the Code.

Oen 01.04.01. - Cute uneHkn Ha BH n TMe Kou He ce
YNEHKM MMaaT NpPaBo Aa NogHecaT Npujaea 3a
npekpLuyBake Ha ogpenbute Ha KogeKkcoT.

Section 01.04.02. The application for violation of the
Code against a member and nonmember of the FBN
Association shall be addressed in writing to the
President of the FBN at the address of the Association
or at the email: prijaviprekrsok@gmail.com

Oen 01.04.02. - MNMpwnjasaTa 3a HapyLyBaHe Ha
KoaeKcoT npoTUB UneHKa 1 Koja He e YsieHKa Ha
3apyxeHuneTto PBH, ke buae agpecmpaHa no NUCMeH
naTt ao npetcegatenot Ha PbH Ha agpeca Ha
34py»KeHMeTo nan Ha e-mail:
prijaviprekrsok@gmail.com

Section 01.04.03 - An application against a FBN
member may be filed only for alleged violations
occurred from the moment of the entry into force of
this Code.

Oen 01.04.03 - MNpwnjaBa npoTUB YneHKa Ha PEH moxe
[a ce noAHece eANHCTBEHO 33 HABOAHM HapyLlyBaka
KOM Cce Cnyumne og, MOMEHTOT Ha CTanyBakbe BO CUa
Ha 0Boj KogeKc.

Section 01.04.04 - The application must contain the
following information:

(a) name and address of the applicant;

(b) information on the activities considered to be in
violation of the provisions of the Code and appropriate
evidence thereof (the application must contain an
accurate and detailed description of the activities,
documentation and argumentation of the party
submitting the application, as well as other available
data and facts);

(c) indicating the provisions of the Code in accordance
with which the application is filed

Oen 01.04.04. - lMpwnjaBata Mmopa 4a rm coapKu
cnegHuTe MHopmaumm:

(a) Ha3mB 1 agpeca Ha noaHecyBayoT;

(6) nHdOpMaLMK 32 aKTUBHOCTUTE 32 KOU Ce CMeTa
AeKa r'v HapylwyBaaT ogpeabute Ha KogekcoT n
CoOABETeH A0Ka3 3a Toa (NpujaBaTa Mopa 43 COAPHKU
npeumseH 1 geTasieH Onuc Ha akTUBHOCTUTE,
JOKyMeHTaumjaTa M aprymeHTalMjaTa Ha CTpaHaTa
KOja ja nogHecyBa nNpujaBaTa, Kako 1 Apyrv AOCTanHU
nogatoum un daktn);

() yraxkyBarbe Ha oapenbute og Kogekcot Bo
COrNIAacCHOCT CO KOW € NoAHEeceHa Npujasarta.

Section 01.04.05 - If the application does not contain all
the requested information, the president of FBN shall

Oen 01.04.05. - AKO npujasaTa He ' COAPHKMU cute
nobapaHu nHopmaumu, npetcegatenot Ha PBH 3a




notify the applicant thereof. The applicant has a
deadline of 15 days from the receipt of the notification
to complete the application. If this is not done by the
expiry of the deadline, the application shall be rejected

TOa Ke ro n3secTu nogHecysa4vot. NogHecyBayoT nma
pok oa 15 aeHa o4 NpMemoT Ha M3BEeCTyBakeTo Aa ja
KomnaeTupa npujasata. [lOKo/Ky TOa He ce Hanpaswu
[,0 UCTEKOT Ha POKOT, NpwujaBaTa Ke buge oabueHa.

Section 01.04.06 - If the application is filed in
accordance with the requirements of paragraph
28.04.04, the President of FBN shall forward the
application to the President of the EC. The President of
the EC shall forward the said application to the member
to whom the application relates within 8 days, with a
request to declare the allegations in the application

Oen 01.04.06 - Ako npunjaBaTa € nogHeceHa BO
cornacHocT co 6apamaTta o ctaBoT 28.04.04,
npetcegatenot Ha PBH Ke ja npocneau npujasata o
npetcegatenot Ha EC. NpeTtcepgatenot Ha EC ke ja
npocnean HasegeHaTa NpujaBa A0 YeHKaTa Ha Koja
npwjaeaTa ce o4HecyBa BO POK o4, 8 AeHa, co baparbe
A3 ce U3jacHM 3a HaBOAMTE BO NpujasaTa.

Section 01.04.07 - The registered member has a
deadline of 15 days from the receipt of the request to
submit a written explanation regarding the application.
The written explanation may contain:

(a) a statement to acknowledge the violation of the
Code by taking the obligation to immediately
discontinue the activities that constitute a violation of
the Code and refrain from future activities that could
lead to violation of the Code by signing the statement
of termination of the Code violation (Statement of
Termination);

(b) a statement for challenging the violation of the
Code by stating arguments for such an attitude

Oen 01.04.07. - PeructpupaHaTta YaeHKa uma poK oz,
15 peHa oa npuemMoT Ha bapareTo Aa noaHece
nMcmeHo objacHyBarbe BO 04HOC Ha nNpujasarTa.
MucmeHoTo objacHyBakbe MOXKe Aa COAPXKM:

(a) usjaBa co Koja ro npu3HaBa HapyllyBarETO Ha
KogeKcoT co npesematbe 06BpCcKa BegHaLW Aa
NpPeKnHe aKTMBHOCTUTE CO KOW € BOCTAHOBEHO
HapyLwyBakeTo Ha Ko4eKCcoT 1 Aa ce BO3APHKM 04,
WAHM aKTUBHOCTM KOU B MoKene ga aoseaar go
HapyLwyBake Ha KoaeKcoT Npeky NoTnuLyBarbe
M3jaBa 3a NPeKMH Ha HapyLyBatbe Ha KogekcoT
(M3jaBa 3a npekuH);

(6) nsjasa 3a ocnopyBarse Ha HapyLyBaHEeTO Ha
KoaeKcoT npeky HaBeayBake Ha apryMeHTH 3a
TAKBMWOT CTaB.

Section 01.04.08 - If the President of the EC assesses
that the statement for challenging the violation of the
Code is valid and substantiated, it shall notify the
applicant thereof within 8 days. If the applicant does
not agree with such an opinion of the President of the
EC, he/she must notify the President of the EC within 8
days

Oen 01.04.08. - [lokonKy npetcegatenot Ha EC oueHun
[eKa n3jaBaTta 3a 0OCnopyBakbe Ha HapyLlyBareTo Ha
KogeKcoT e Barkeuka u NoTKpeneHa, Toj Ke ro u3sectu
nogHecyBayoT 3a Toa BO POK 04, 8 aeHa. AKo
noAHeCcyBayoT He ce COrnacyBa Co MUCNEHETO Ha
npetceaartenot Ha EC, Toj/Taa mopa Aa ro ussectu
npetcegatenotT Ha EC Bo pok oz 8 aeHa.

Section 01.04.09 - The EC President shall schedule an
EC meeting if:

(a) the reported member did not submit a written
statement within the requested deadline;

(b) he/she assessed that the statement of the reported
member with which the violation of the Code is
disputed is not supported and substantiated;

(c) the applicant does not agree with the decision of the
President of the EC that, based on the statement of the
reported member, the application is unfounded.

Den 01.04.09. - NpeTtceaaTenoT Ha EC Ke 3akarke
cocTaHoK Ha EC ako:

(a) npujaBeHaTa uneHka He NnoaHeNa NMCMeHa M3jaBa
BO OAPEeAEHNOT POK;

(6) Toj/Taa oueHnna AeKa U3jaBaTa Ha NpujaBeHaTa
Y/ieHKa CO Koja Ce 0CnopyBa HapyLyBaEeTO Ha
KogeKkcoT He e noaapKaHa 1 NOTKpeneHa;

(8) noaHecyBayoT He ce cornacyBa co oAJyKaTta Ha
npetceaatenot Ha EC aeKa, Bp3 0CHOBA Ha M3jaBaTa Ha
npujaBeHaTa YaeHKa, NpujaBaTa e HEOCHOBAHa.




The EC meeting must be scheduled within 15 days from
fulfilling the conditions for scheduling. The President of
the EC, when scheduling the meeting, submits all the
documents received about the case to the members of
the EC

CocTaHoKoT Ha EC mopa ga buae 3aKarkaH BO POK 04,
15 peHa o4 MCNONHYBAHETO HA YC/I0BUTE 33
3aKarKkyBarbe. [petcegatenot Ha EC, npu
3aKaXKyBarbE€TO Ha COCTAHOKOT, ' NOAHECyBa cUTe
[OKYMEHTU Kou ce gobreHmn Bo BpCKa CO CNy4YajoT 4o
yneHosuTe Ha EC.

Section 01.05 - Ethical Council, the first instance
procedure

[en 01.05. - ETM4KM coBeT, NpBOCTENEeHa npoueaypa

Section 01.05.01 - The EC takes decisions by a simple
majority of votes, in the presence of at least 75% of its
members. The EC can make the following decisions:

- refusal of the application in case it is found to be
unfounded because the action which is the subject of
the application does not constitute a violation of the
Code or there is insufficient evidence that can be
reliably confirmed that there has been a violation of the
Code;

- declaring the reported member guilty of violating the
Code.

Oen 01.05.01. - EC goHecyBa o4NyKKU NPeKy NpOCTO
MHO3MHCTBO [1aCOBMU, BO NPUCYCTBO Ha Hajmanky 75%
oA HerosuTe yneHosu. EC moxe aa rv goHecysa
cnefHUTe OANYKN:

- ogbuBare Ha NpujaBaTa BO C/yyaj Aa ce cmeTa 33
HeOoCHOBaHa Nopaam Toa LWTO AejCTBOTO Koe e
npeameT Ha NpujaBaTa He NpeTCTaByBa HapyLlyBakbe
Ha KoZ.eKkcoT namM nma HelOBOJTHO A0KA3M KON MOXKe
CO CUTYPHOCT Aa NOTBPAAT AEKAa MMA/0 HapyLUyBare
Ha KoaekKcor;

- Nporaacysame AeKa NpujaBeHaTa YaeHKa e BUHOBHA
3a HapylwyBare Ha KoaeKcoT.

Section 01.05.02 - If the EC decides that the reported
member is guilty, at this stage it may invite the member
to act in accordance with the requirements of
paragraph 28.04.07 (a).

Oen 01.05.02 - Ako EC oanyum aeka npujaBeHaTa
YNeHKa e BUHOBHA, BO OBOj CTENEH MOMKe Aa ja NOBMKA
Yy/seHKaTa ga AenyBa BO COrnacHOCT co baparbata of
cTaBoT 28.04.07 (a).

Section 01.05.03 - The decision must also contain a
legal advice for lodging an appeal against the decision.
The applicant and the reported member have the right
to appeal within 15 days of receiving the decision of the
EC. The appeal shall be submitted to the President of
the FBN, who must initiate a second-instance
procedure within 15 days of receiving the appeal.

Oen 01.05.03. - OgnykaTa, UCTO TaKa, Mopa 43
COAP*KM NpaBHa NOyKa 3a nogHecyBake *anba
npoTMB ogayKaTa. [MogHecyBayoT M NpujaBeHaTa
YneHKa MMaaT NpaBo Ha *Kanba Bo poK oz 15 aeHa og,
npuemoT Ha oanykaTa Ha EC. }KanbaTa Tpeba ga buge
noaHeceHa ao Mpetcepgatenot Ha PBEH, Koj mopa aa
OTMNoYHe BTOpOCTeNeHa npoueaypa Bo poK o4 15 aeHa
O/, NPMEeMOT Ha KanbarTa.

Section 01.06. Assembly of the FBN, the second
instance procedure

In the second-instance procedure, the Assembly of FBN
decides, which consists of legal representatives of all
FBN member companies, except the companies that
are directly involved in the dispute. The representatives
of companies involved in the dispute can participate in
the work of the Assembly, but do not have the right to
vote. The Assembly in the second instance procedure
shall make a decision with a simple majority of votes,

Den 01.06. CobpaHue Ha ®BH, BTOpOCTENEHA
npoueaypa

Bo BTOpOCTeneHaTa npoueaypa ogayyvysa CobpaHneTo
Ha ®BH Koe ce cocTon oa NpaBHW NPETCTAaBHULM Ha
cuTe KOMNaHUM-YNeHkn Ha ®BH, ocBeH KomnaHuuTe
KOM Ce ANPEKTHO MHBOJIBUPAHU BO CMOPOT.
MpeTcTaBHULMUTE HA KOMMAHUUTE MHBOJIBUPAHU BO
CMOPOT MOXKe Aa yyecTByBaaT BO paboTaTta Ha
CobpaHuneTo, Ho HemaaT npaBo Ha rnac. CobpaHueTo
BO BTOpOCTeneHaTa npoueaypa Ke goHece oAslyKa co




with more than 50% of the voting members being
present.

NPOCTO MHO3WHCTBO rNacoBu, co noBeke og 50% oz
NPUCYTHUTE YNEHOBM KOW r1acaarT.

Section 01.06.01 - The Assembly may make the
following decisions:

(a) rejection of the appeal and confirmation of the
decision of the EC;

(b) abolishing or amending the decision of the EC,
wholly or in part.

Den 01.06.01. - CobpaHMETO MOXKe Aa MM AoHece
cnegHuTe oaNyKU:

(a) opbmBarbe Ha kanbaTta M NOTBPAYBaHbE Ha
ognykKaTta Ha ECG;

(6) noHUwWTYBare UM M3MeHa Ha ogayKaTa Ha EC,
Le/I0CHO NAn AeNyMHO.

Section01.06.02. Based on the Assembly decision:

(a) The EC shall ensure that any final decision taken in
an individual case shall be published in its entirety or,
where only selected details are published, in a level of
detail that is linked to the seriousness and/or
persistence of the breach as follows: (i) in cases of a
serious/repeated breach, the company name(s) should
be published together with details of the case; (ii) in
cases of a minor breach, or where there is no breach,
publication of the details of the case may exclude the
company name(s).

(b) The EC is encouraged to publish summaries in
English of cases that have precedential value and are of
international interest (keeping in mind that cases
resulting in the finding of a breach as well as those
where no breach is found to have occurred may each
have such value and/or interest).

The decision of the Assembly is final, without the right
of appeal and it is submitted to both parties within 15
days of the adoption.

Aen 01.06.02. - Bp3 ocHOBA Ha o4/lyKaTa Ha
CobpaHuerto:

(a) EC ke ocurypa aeKka Koja 61Mno goHeceHa KOHeYHa
0fAJ1yKa BO NoeAnHeYeH ciyyaj ke buae objaBeHa Bo
LEeNoCT AN, Kage WTo caMo oabpaHu AeTanm ce
0b6jaBeHM, Ha HMBO Ha AETaNn KoM Ce NOBP3aHK CO
CepMOo3HOCTa U/UAN NPOAONKYBaHETO Ha
NpeKpLUyBaeTO Ha CNeAHMOT HauuH: (i) Bo cayyanTe
Ha CepMo3HO/NOBTOPEHO MpeKpLlyBarbe, Ha3neoT/-ute
Ha KomnaHwujaTa/-ute Tpeba aa ce ob6jasu/-aT 3aegHO
COo AeTanuTe Ha caydajoT; (ii) Bo cnyyante Ha nomano
NpeKpLyBakbe, UM Kage LWTO HeMa NpeKpLlyBatbe,
06jaByBarbETO Ha AETaNUTe 04, C/Ty4ajoT MOXKe Aa
ro/rv UCKAyYM Ha3nBOT/-MUTe Ha KoMnaHujaTa/-ute.
(6) EC ce noTtTnKHyBa Aa rn ob6jaBu KpaTkuTte
COOPXMHU Ha QHTIUCKM ja3MK 3a Cly4anTe KoM Mmaat
npeceaaHCcKa BPeAHOCT U ce 04 MefyHapoaeH UHTepec
(Mmajkn Ha ym peKa cnydanTe Kom pesynTnpaat co
OTKpPMBaHbE HA NPEKPLIYBAHE, KAKO M OHWE Kaje WTo
He e HajAeHO AeKa ce CYYMI0 HEKAKBO
NpPeKpLyBake, MOXKe A3 MMa TaKBa BPeLHOCT U/nau
UHTepec).

OanykaTta Ha CobpaHmneTo e KoHeyHa, 6e3 nNpaBo Ha
*Kanba un ce nogHecyBa A0 ABeTe CTpaHW BO poK og, 15
AEHa 04, yCBOjyBaHETO.

Section 01.07. Sanctions available to the EC and
Assembly:

(a) a warning requesting immediate termination of the
Code violation;

(b) publishing the decision on the FBN website if the
warning is not respected;

c) a notification to the head office of the parent
company about the final decision by which the member
is found guilty of violating the provisions of the Code;
(d) a notification to the competent authorities if local
laws are violated;

Oen 01.07. CaHKUUM KoM ce AoCTanHu Ha EC n
CobpaHuerTo:

(a) npeaynpeayBatrbe co Koe ce bapa UTEH NPEKUH Ha
HapyLwysareTo Ha KoaeKcoT;

(6) objaByBarbe Ha oanyKaTa Ha Beb-cajToT Ha PBEH
[OOKOJIKY NpeaynpeayBarbeTo He ce NoYnUTyBa;

() M3BecTyBarbe A0 ceAMLLTETO Ha MaTMUHaTa
KOMMAHMja 32 KOHeYHaTa 04J/1yKa cnopes, Koja
Y/IeHKaTa e NporsiaceHa 3a BUHOBHA 3a HapyLLyBae
Ha ogpenbute oa Kopekcor;




(e) a suspension of the member at 3, 6 or 12 month:s.
During the duration of the suspension, the member
must fulfil all obligations to the Association, but its
representatives may not participate in the work of the
Association;

(f) exclusion of a member from the Association.

The sanctions may be cumulative.

(r) nseectyBatbe A0 HagNEKHUTE BNACTU aKO ce
NPEeKPLUEHN NOKA/IHUTE 3aKOHW;

(&) cycneHsmja 3a uneHkaTa Ha 3, 6 namn 12 meceum. Bo
TEKOT Ha BPEMETPAEHETO HA CYCNEeH3MjaTa, YeHKaTa
MOpa Aa ' UCMOJIHU CUTE 0OBPCKM KOH 34pYKEHMETO,
HO HEj3MHUTE NPETCTaBHMUUM HE MOXKAT Aa Y4ecTByBaaT
BO paboTaTta Ha 34pyrKeHUNETo;

(F) ncknyuyBarbe Ha YNeHKa of, 3ApyrKeHMneTo.
CaHKumMnUTe MoXe Aa buaat KYMynaTuBHM.

Section 01.07.01. When imposing sanctions, it is
necessary to take into account the following aspects:
(a) the severity of offense;

(b) the impact of the offense on the integrity of the
pharmaceutical companies;

(c) whether it is a matter of first or repeated an
offense;

(d) internal penalties and corrective measures taken by
the sanctioned member of the Association;

(e) the constructiveness of the sanctioned member
during the whole procedure.

Oen 01.07.01. Kora ce HameTHYBaaT CaHKLMN,
HEONXxo4HO e Aa ce 3emaT NpeaBus cnegHuTe
acnekTu:

(a) cepmosHoCTa Ha NPEKpPLIOKOT;

(6) BAMjaHMETO Ha NPEKPLUOKOT BP3 UHTErPUTETOT Ha
bapmaLLeBTCKUTE KOMMaHWMK;

(8) manu ce paboTu 3a NPB UM NOBTOPEH MPEKPLLOK;
(r) BHaTpELLHM Ka3HN N KOPEKTUBHU MEPKMU
npesemeHun of CTpaHa Ha CaHKUMOHMPaHaTa YieHKa
Ha 34pyXKeHuneTo;

(&) KOHCTPYKTMBHOCTA Ha CAHKLUMOHMpPAHATA Y1eHKa BO
TEKOT Ha LienaTa npoueaypa.




ANNEX E (binding)

AHEKC [ (06Bp3yBauku)

EFPIA edethics rules and procedure

MpaBuna n npoueaypa Ha edethics Ha EFPIA

1. Background

1. No3aguHa

Article 10 of the EFPIA Code defines the requirements
applicable to pharmaceutical companies when
organising events (professional, promotional, scientific,
educational meetings, congresses, conferences) and/or
providing hospitality during these events (paying for
travel, meals, accommodation and genuine registration
fees).

In 2011, EFPIA coordinated the monitoring of European
third-party organised events (with more than 500 HCPs
coming from 5 different countries in the scope of the
EFPIA Code) by setting up an on-line platform to pre-
assess events (named e4ethics).

Through edethics, EFPIA helps ensure a consistent
implementation of the EFPIA Code provisions, enhances
compliance with the Code and allows collaboration with
our stakeholders (e.g. learned societies, congress
organisers). While an EFPIA member company needed
to take its individual decision to sponsor, participate or
collaborate to an event, edethics provided an
independent reference to inform such a decision.

YneH 10 oa KogeKkcot Ha EFPIA rn pednHupa 6apamaTta
KOM Ce MPUMEHNMBU Ha dapMaLeBTCKUTE KOMNAHUMU
KOra ce opraHu3upaat HactaHu (npodecnoHanHu,
NPOMOTUBHM,  HAY4YHW, eOyKaTMBHM  COCTaHOLMW,
KOHrpecu, KoHdepeHuMn U CAMYHO) M/uam Kora ce
06e36eayBa roCTONPMMCTBO BO TEKOT Ha OBME HACTaHM

(TpaHcmopTHM Tpolwouu, obpouu, cmecTyBare U
KOTU3aummn).

Bo 2011 roguHa, EFPIA ro KoopauHupale
HaArneayBareTo Ha €BpPOncKuTe HaCTaHU

opraHusupaHu of Tpetn auua (co noseke og 500
34paBCcTBEeHU paboTHMUM (3P) Kon NoTekHyBaa o4, 5 unu
noBeKe pas/INyHM APKaBM BO LOMEHOT Ha KoaeKcoT Ha
EFPIA) npeky noctaByBakbe Ha OHAajH nnatdopma 3a
npeTxogHa MNpoueHa Ha HacTaHuTe (HapeyeHa
edethics).

Mpeky edethics, EFPIA nomara ga ce ocurypa
JocnefHa uMnaeMeHTaumja Ha oapeabute og,
Kogekcot Ha EFPIA, ja 3ajakHyBa ycornaceHocTta co
KoaeKcoT 1 oBO3MOXKyBa copaboTKa co HawuTe
copaboTHMLM (Ha Np., HAYYHW 34PYKEHMU]a,
OpraHM3aTopu Ha KoHrpecu). AKo focera efHa
KOMnNaHWja-yneHka Ha EFPIA Tpebana ga aoHece
WHAMBMAYANHA O4J/1yKa 33 Aa CMOH30pUpa, y4ecTByBa
WUnn aa copaboTyBa BO HacTaH, edethics obesbeaysa
He3aBWCHa Npenopaka 3a AOoHecyBatbe Ha TaKBaTa
oAnyKa.

2. edethics decisions binding and mandatory
assessments

2. 0O6Bp3yBakbe cO opgaykute Ha edethics un

3a4,0/13KUTENIHU NPOLLEHM

Based on a recommendation of the EFPIA Codes
Committee (CodCom) and Ethics & Compliance
Committee (E&CC), the EFPIA Board decided, in March
2020, to make the edethics platform binding, meaning
that sponsoring, participation or collaboration in an
event that has not been approved or has been qualified
as non-compliant by e4ethics is considered as a
potential breach to the EFPIA Code which could be
enforced by the competent national Code authorities.
In summary, this means that edethics decisions are
binding for EFPIA Member Companies and that

Bp3 ocHoBa Ha npenopakata Ha Komwucumjata 3a
KoaekcoT Ha EFPIA (CodCom) n KomucmjaTta 3a eTrka u
ycornaceHocT (E&CC), OpbopoT Ha EFPIA oanyuu, Bo
mapt 2020 roguHa, pa ja Hanpasu o6Bp3yBayka
nnatdopmaTta edethics, wTo 6K 3Hayeno pAekKa
CNOH30pMpPaHEeTO, Y4ecTBOTO WM copaboTKaTa BO
HacTaH Koj He 6un oaobpeH nan Koj bun kBanmdpuKysaH
KaKO HeycoriaceH o cTpaHa Ha edethics ce cmeta 3a
noTeHuujanHo npekpwysare Ha KogekcoTt Ha EFPIA n
®BH , W10 6M MOXKeNo Aa cTaHe NpeAMET Ha NPOBEpPKA
O/, CTPaHa Ha HaA/1eXKHUTE HaLlMOHAIHU MHCTUTYLMM Ha




Member Companies must verify that an e4ethics
positive assessment is available.

KogekcoT. HakpaTtko, Toa 3HauuM AeKa OpNyKute Ha
edethics ce 06Bp3yBauYKM 332 KOMNAHMUTE-YNEHKMU HA
EFPIA n ®BH 1 peka KOMNaHMUTE-YNEHKMU Mopa Aa
NOTBPAAT AeKa e AO0CTanHa No3UTUBHA MPOLEHA Of,
edethics.

3. Collaboration with MedTech Europe

3. Copabotka co MedTech EBpona

In 2012, MedTech Europe, the European Association for
Medical Devices, set up the Conference Vetting System
(CVS) as an independently managed system that checks
the compliance of third-party educational events with
MedTech Europe’s Code of Ethical Business Practice and
Mecomed’s Code of Business Practice. The outcome of
the assessment determines the appropriateness for
MedTech Europe and Mecomed member companies to
provide financial support to the events. The decisions
rendered by the Compliance Officer are binding on
MedTech Europe and Mecomed members. This means
that these members cannot provide support to an event
which is found to be non-compliant.

In March 2020, the EFPIA Board approved the
collaboration with MedTech Europe in the field of
congresses’ assessments. Therefore, edethics
assessments will be integrated in CVS even if the
assessments will be directed to two different websites:
edethics and CVS. Based on the EFPIA Board
recommendation, a testing period of 6 months will be
implemented and will start on 1% January 2021. During
this testing period, the binding effect of decisions and
the mandatory nature of assessments will be in force.

Bo 2012 roguHa, MedTech EBpona, EBponckoTo
34py)KeHMe 33 MegMUMHCKM nomarana, nocTasu
Cuctem 3a KoHdepeHumcKka nposepka (CVS) Kako
HE3aBUCHO YMpaByBaH CUCTEM KOj ja MpoBepyBa
YyCOF/laceHOCTa Ha eAyKATMBHWUTE HaCTaHM Ha TPeTu
amua co KogeKkcoT Ha eTuMdKa AeNoBHA MpaKTUKa Ha
MedTech EBpona u KoaekcoT Ha Aen0BHa NPaKTMKa Ha
Mecomed. NcxopoT of npoueHaTa oapeayBa Aanu e
C00/BETHO KOMMNaHMnTe-4neHKN Ha MedTech Espona u
Mecomed pa obes3bepat ¢uMHaHCUCKa Noadpluka 3a
HacTaHuTe. O4NYKUTE AOHECEHW O, CTPAHA Ha JIMLETO
33J0/PKEHO 33 ChnpoBeAyBakbe Ha KOAEKCOT ce
06Bp3yBaYykM 3a uneHkute Ha MedTech EBpona u
Mecomed. Toa 3HauM [eKa YEHKUTE He MoXe Aa
o6e3bepaT noaapliKa Ha HAcTaH Koj ce cmeTa 3a
HeycornaceH co bapamara.

Bo mapT 2020 rogmHa, Opbopot Ha EFPIA ja 0og06pu
copaboTkaTa co MedTech EBpona Bo o6nacTa Ha
npoueHyBaka Ha KoHrpecute. Cnopes T0a, NPOLEHUTE
Ha edethics ke Bupat nHTerpupanun so CVS aypu 1 ako
NPOLEHUTE Ce yNaTeHW 3a ABe pa3InNyHK Beb-
cTpaHuum: edethics u CVS. Bp3s ocHoBa Ha
npenopakaTa oa Oabopot Ha EFPIA, ke buge
MMNieMeHTUpaH NpobeH nepuog on 6 meceum Koj Ke
3anoy4He Ha 1 jaHyapu 2021 r. Bo TeKOT Ha 0BOj
npobeH nepuoa Ke 6MAaaT BO cM/ia 06BP3yBaUYKMOT
edeKT Ha 04NYKUTE U 3340/ KUTENHATa NpMpoaa Ha
NpoLEeHUTE.

a. Key elements

a. KnyyHn enemeHtH

Each platform keeps its identity and branding, meaning
that each one would have its own page with relevant
information, including specific user-friendly routing to
the submission form, but both pages will be hosted on
www.ethicalmedtech.eu. An edethics banner will be
added on MedTech Europe website but decisions
rendered by CVS Compliance Officers shall be posted on
what will become the joint online calendar. Technical
adjustment will have to be made within the CVS

CeKkoja nnatpopma ro 4yBa CBOjOT WAEHTUTET MU
obenexje, LWITO 3HAYM AeKa CeKOja 04 HMB Ke MMma CBoja
CTpaHWLA CO peneBaHTHU MHPOPMALMK, BKAYYYBajKM
ro cneumdnyHOTO HacodyyBame A0 PopmynapoT 3a
nogHecyBake, KOe € IeCHO 338 KOPUCHWUKOT, HO U ABeTe
CTpaHuum Ke buapat XOCTUPaHU Ha
www.ethicalmedtech.eu. baHepoT Ha edethics ke buae
[ofafeH Ha Beb-cTpaHuuaTta Ha MedTech Espona, HO
OANIYKUTE AOHECEHM O CTPaHA Ha AnLATa 33a40/KEHM




software to allow profile separation, while keeping a
shared history of knowledge and an optimisation of
service level.

Common back end®®: In the back end, all assessment
requests will be received by MedTech Europe
Compliance Officers, which will become the Compliance
Officers also for Pharma Events.

The scope of edethics will remain the same: European
congresses, organised by a third party, with 5 different
countries in the scope of the EFPIA Code and more
than 500 HCPs. Virtual congresses are out-of-scope.

3a crnpoBegyBatbe Ha KogekcoT Ha CVS ke 6uaar
ob6jaBeHM Ha OHa WTO Ke MNpeTcTaByBa 3aeAHUYKM
OHnajH KaneHaap. Ke Tpeba oa ce HanpaBaT TEXHUYKM
ycornacyBaka BO paMKkuTe Ha codTBepoT Ha CVS 3a aa
ce OBO3MOXW oafenyBare Ha NpoduaoT, foaeka ce
4yyBa CrnojeneHata wUcTopuja 32 3Haeke MU
onTMMM3aLMja Ha HUBOTO Ha ycayra.

BoobuyaeH KpaeH pgen®': Bo KpajHuoT pen, cute
baparba 3a OUEHKa Ke 6MAaaT NpMMeEHU of, CTpaHa Ha
iMuaTa 3a40/1KEHU 3a CNpoBeayBakbe HAa KOLEKCOT Ha
MedTech EBpona Kou, UCTO Taka, Ke cTaHaT Auua
3afl0/1KEHM 33 CnpoBeAyBakbe Ha KOAEKCOT M 3a
HacTaHuTe Ha Pharma.

DomeHoT Ha edethics Ke ocTaHe UCT: eBPONCKU
KOHrpecu opraHMsnpaHu og, TpeTo auue, co 5 nam
noseKe pPas/IniuHU 3eMjU KOU Ce BO AOMEHOT Ha
Kopekcot Ha EFPIA u co noseKke og, 500 3P Kako
yyecHUUU. BUpTyenHuTe KOHrpecu ce HagBop oA
DOMeHOT Ha edethics

b. Alignment of criteria

6. YcornacyBake Ha KpUtepuymmu

The criteria applying to edethics will be aligned to those
of CVS:

- The submission for events assessment must be
done proactively and online by the EFPIA
member companies or the congress organisers.

- The travel arrangements and meals & drinks
threshold will no longer be part of the criteria
assessed. Therefore, the EFPIA Member
Associations will not be consulted.

- Submission in edethics will be mandatory, i.e.
EFPIA Member Companies need to verify that an
edethics positive assessment is available for the
Event prior to being able to provide any kind of
support, from the first day of the pilot phase.
The submission for such assessment can be
made by the Member Company or the Congress
Organiser (HCO/PCO).

- Binding nature of all decisions rendered by
edethics on the EFPIA members during and after
the pilot phase, meaning that an Event assessed

Kputepuymmnte Kou ce npumeHyBaaT Ha edethics Ke
6uaat ycornaceHu co tme Ha CVS:

- MopgHeCcoKOT 3a NpoueHa Ha HaCTaHW Mopa Aa
ce Hanpasu NPOAKTUBHO M OHJIAjH 04 CTpaHa Ha
KOMMAHMUTE-YNEHKMN Ha EFPIA nnm
OpraHM3aTopPUTE HA KOHIpecu.

- @OWHAHCUCKMOT MNpar 3a OpraHM3Mpare Ha
natysare, obpoum M nNujanaum Hema noseke
na buae aen of NpoUeHyBaHUTE KPUTEPUYMU.
Cnopeg, 103, acoumjaunmnTe-u4neHKn Ha EFPIA,
oaHOCHO ®BH u yneHkute Ha ®BH Hema Aaa
6unaaT KOHCYNTUPAHM.

- MopHecyBarweTo Bo edethics ke 6uae
3a40/I)KUTE/IHO, T.e. KOMMaHWUTEe-YNIeHKM Ha
EFPIA n ®BH Tpeba aa noTBpaaT AeKa e
[OoCTanHa No3uTUBHA nNpoueHa og edethics 3a
HacTaHOT NpeA Aa moxKaT Aa obe3benat Kakea
6uno noapplika, ywTte of NpPBMOT AeH Ha
nunot-¢dasata. OBa NogHecyBake MOXKE 4a ce

30 For the IT project, were underlined the importance to build-in data analytics tools as well as necessity to transfer historic data

of edethics, to be used for later data analytics purposes.

31 33 IT npoeKkToT 6ea HarnaceHM BaXXHOCTa Aa Ce Brpa4aT ajaTKu 3a aHa/iv3a Ha NoAaToumMTe, Kako M HEeOMXo4HOCTa 4a ce
npeHecaT UCTOPUCKUTE NoaaToum Ha edethics, 3a ynotpeba 3a LuesvTe Ha NOAOLHEXHA aHaM3a Ha nogaTouumTe.




as non-compliant cannot receive any form of
support from EFPIA members.
Full MedTech Europe/EFPIA alignment on the approach
and interpretation of the six assessment criteria?,
which means that there will not be a difference on how
Pharma and MedTech Events will be assessed.

HanpaBW oA CTpaHa Ha KOMMNaHWjaTa-YneHKa
WV OpraHM3aTopoT Ha KoHrpecot (30/MNOK).
- 06Bp3yBayka npupoaa Ha CcuTe OANYKU

[JOHeceHW of, cTpaHa Ha edethics Bp3 uneHkute
Ha EFPIA n ®BH Bo TeKOT Ha 1 no NnunoT-dpasara,
CO 3Ha4yeHe AeKa aKo efeH HacTaH e npoueHeT
KaKO HeyCcornaceH, He MoXe Aa obue Kakea
6uno dopma Ha noaapuliKa Of YNEHKUTe Ha
EFPIA n ®BH.

LlenocHo ycornacysarbe Ha MedTech Espona/EFPIA Bo

NPUCTaNoT W TONIKYBAHETO HA LIEeCTe KpUTEPUYMU Ha

npoueHa,® WTo 3Haun AeKa Hema Aa Mma pasfinKa Bo

TOa Kako Ke 6bmAaaT NnpoLeHyBaHW HaCTaHUTE Ha

Pharma n MedTech.

c. Important considerations

B. BaxkHu pabotm wto Tpeba pga ce 3emar
npeasup,

The following considerations are important:

- Decisions are rendered on the basis of the
documents and information provided to the CVS
Compliance Officer via the online submission
form. The CVS Compliance Officer does not
independently verify whether the information
or documents are up to date.

- Decisions do not consider, nor supplant national
and local laws, regulations or professional and
company codes that may impose more stringent
requirements upon members, HCPs, HCOs or
PCOs.

- The schedule and relevance of scientific
programme sessions of an Event are reviewed,
but not their value or quality.

- The sole purpose of the vetting system is to
assist corporate members in determining the
appropriateness for member companies to
provide support to an Event.

CnepaHute paboTu wWto Tpeba aa ce 3emaT npeasua ce
BaXKHMU:
- Opnykute ce poHecyBaaT Bp3 OCHOBa Ha
OOKYyMeHTUTe M MHpopmauumte obesbeaeHu
Ha /MLETO OAroBOPHO 3a CNpoBeAyBake Ha
KogekcoT Bo CVS npeKky ¢dopmynapoT Koj ce
nogHecysa OHAajH. JlMUeTO 0AroBOpPHO 33
cnposeaysatbe Ha Kogekcotr Bo CVS He

noTepAyBa  He3aBMCHO 33 Toa  Janu
UHOPMAUMUTE  MAM  JOKYMEHTUTe  ce
aXypupaHu.

- Opnykute He v 3emaat npeasui, HUTY U
3aMeHyBaaT HaUMOHaNHUTE W NOKaNHUTe
3aKOHM, Nponucu unm npodecuoHanHuTe u
KOMMAHUCKMUTE KOAEKCM KOM MOXKe Aa
HameTHaT nocTporn 6aparba 3a 4YieHkute, 3P,
30 nan MOK.

- Ce pasrneaysaaT pacnopenot "

peneBaHTHOCTa Ha cecuMmuTe oJf, HayyHaTa
nporpama Ha HacTaHOT, HO He W HMBHaTa
BPEAHOCT UM KBaNUTET.

- EauHCcTBEHATA LEn Ha CMCTEMOT 3a NpoBepKa e
[a UM MOMOTHe Ha KOpNopaTUBHUTE YNEHKMU BO
oApeayBateTo Ha CO0ABETHOCTa 3a
KOMMNaHUuTe-4YeHKM aa obesbeaat noagpluKka
Ha HacTaH.

32 Event Programme - Geographic Location - Event Venue Facility — Hospitality - Event Registration Packages - Communication

Support

33 Mporpama Ha HacTtaHoT — [eorpadcka fokaumja — MecTo Ha oapsKyBarbe Ha HacTaHoT — loctonpumcTso — Maketu 3a

perucTpaumja Ha HacTaHOT- KoMyHMKaLMCKa NoaApLUIKa




4. Procedure applicable to edethics

4. Mpoueaypu Kou ce NnpumeHAnBU Ha edethics

a. Appeal

a. Xanba

The assessments for edethics will follow the CVS
process: the MedTech compliance panel will be in charge
of the appeal procedure for the assessments. An appeal
of the CVS Compliance Officer’s assessment is possible.
The body responsible for reviewing such appeals is the
MedTech Europe Compliance Panel, given the value of
having one single authority overseeing the decision
processes respectively pertaining to MedTech and
Pharma Events.

An appeal may be filed by the Member Company or the
Congress Organiser (HCO/PCO) with the Compliance
Panel provided that the following requirements are
respected:

- Appeals must be filed within a deadline of 10 days for
Pre-Clearance and Regular Submissions after the
Compliance Officer’s assessment decision has been
published on the joint online calendar.

- Aformal appeal needs to be addressed to the Chair
of the Compliance Panel at cvs@ethicalmedtech.eu

The Compliance Panel will endeavour to respond to
appeals within 72 hours of receipt.

MpoueHuTe 3a edethics Ke ro cnegat npouecoT Ha CVS:
Komucnjata 3a ycornaceHoct Ha MedTech ke buge
OArOBOpPHA 33 NpoueaypaTa Ha *anbu 3a npoueHuTe.
Mo>KHa e 1 kanba 3a NpoLeHaTa Ha IMLLETO 3a40/1XKEHO
3a cnposeayBake Ha KoaeKcoT Bo CVS. OpraHoT Koj e
OArOBOPEH 3a pasrfiefyBatbe Ha TaKBUTE XKanbu e
KOMMCHMjaTa 3340/1KeHa 3a cnpoBeAyBakbe Ha KOAEKCOT
Ha MedTech EBpona, 3emajku ja npenBug BpeaHoCTa
4a Ce MMa efHa eOMHCTBEHA WMHCTUTYUMja Koja I
Haarneayea npouecutTe Ha OaJyvyyBarbe KoM ce
oAHecyBaaT NnoeAuHeYHOo Ha HacTaHuTe Ha MedTech u
Pharma.

anba moxke ga ce nogHece o4 CTpaHa Ha KOMMaHWja-
YNeHKa WAWM 0f, OpPraHM3aTopoT Ha HACTAHOT A0
KOMMCKjaTa 3a401KEHA 3a CNpoBeAyBatbe HA KOAEKCOT
noA yc/ioB Aa ce NoYnTyBaaT cnegHuUTe baparba:

- XWanbute mopa ga ce nogHecart Bo pok og 10 geHa
3a NpeTxoAHo ofobpeHne U peAOBHU NoAHECYBaHba
OTKaKO OA/1yKaTa 3a OLEHKa OZ NLETO 33a401KEHO
3a CnpoBeayBakbe Ha KogeKkcoT 6una objaBeHa Ha
33e4HUYKMOT OHNAjH KaneHaap.

- ®opmanHaTa xanba Tpeba aa buge agpecmpana oo
npeTcefaBayoT Ha KOMMCMjaTa 3af0/KeHa 3a
cnpoBeayBakbe Ha KOZEeKcoT Ha
cvs@ethicalmedtech.eu.

KomucnjaTa 3a40/1KeHa 3a cnpoBeayBakbe Ha
KOAEKcoT Ke ce obuae aa o4roBopu Ha Kanbure Bo
POK 04, 72 Yaca o4, HABHUOT Npuem.

b. Complaint related to an Event

6. Xanb6a Bo BpcKa co HacTaH

In case of a complaint related to a European congress
(and not related to an assessment), the EFPIA SOP is
applicable (Annex D part A of the EFPIA Code). EFPIA will
forward the complaint to the relevant national Code
authority. The final decision of the national Code
authority will be shared with the MedTech compliance
panel for information.

“A. Complaints® received by EFPIA

Bo cnyyaj Ha kanba Bo BPCKa CO €BPOMNCKU KOHrpec (a
He BO BPCKa CO NpoLeHa), ce NpumMeHyBa CTaHgapaHaTa
onepaTtuBHa npoueaypa (SOP) Ha EFPIA (AHekc D gen A
o Kogekcot Ha EFPIA). EFPIA ke ja npocneau xanbata
[0 peneBaHTHaTa MHCTUTYUMja Ha HaUWMOHAAHWMOT
Kofekc. KoHeyHaTa opgnyKa Ha WHCTUTyUMjaTa Ha
HaUMOHA/NIHMOT KoJdeKc Ke 6uae cnogeneHa co
KOMMCHjaTa 3a0/1KeHa 3a CNpoBeayBatbe Ha KOAEKCOoT
Ha MedTech 3a uHpopmauuja.

34 EFPIA will consider as a complaint any concerns raised about an EFPIA Member Company for materials or activities related to

EFPIA Codes’ implementation and/or enforcement.




Section 3 of the “Implementation & Procedural Rules” further
provides that complaints received by EFPIA shall be processed
as follows:

I

ii.

iii.

EFPIA will forward any complaints it receives (without
considering their admissibility or commenting upon
them) to the relevant member association(s).

EFPIA will send an acknowledgement of receipt to the
complainant, indicating the relevant national
association(s) to which the complaint has been sent for
processing and decision.

In addition, upon receipt by EFPIA of multiple external
complaints (i.e. several complaints on the same or
similar subjects lodged from outside the industry
against several subsidiaries of a single company), EFPIA
will communicate these complaints to the national
association either of the parent company or of the EU
subsidiary designated by the parent company.

Procedural Steps

1

When a complaint is received by EFPIA, the EFPIA
Compliance Officer forwards it, within 10 working days,
to the relevant Member Association(s) for action under
the Member Association(s)’s procedure for dealing with
complaints, and the complainant will be informed of
which Member Association(s) are responsible for
dealing with the complaint;

Simultaneously, the EFPIA Compliance Officer will
inform, in writing, the responsible senior employee® of
the company(ies) against which the complaint is made.
If the complaint involves a number of countries, EFPIA
will forward the complaint to the Member Association
of the parent company and to the relevant company’s
subsidiary(ies);

The Member Association(s) must acknowledge receipt
of the complaint from EFPIA within 30 days following
EFPIA’s communication;

The Member Association(s) should consider the
complaint under its usual procedure, including
timelines. During the adjudication period, EFPIA will
not intervene, neither will it answer questions neither
from the complainant nor from the Member
Company(ies) involved in the case;

When the Member Association(s) has(ve) completed
its(their) consideration of the matter, EFPIA must be so

»A. Xan6u*¢ npumeru 00 EFPIA
Aenom 3 00 ,MimnaemeHmauuja u npouedypasaHu npasuna”
noHamamy npedsudysa Oexka xanbume npumeHu 00
cmpaHa Ha EFPIA Ke 6udam npoyecupaHu Ha crieOHUOM
HAYUH:
I EFPIA ke au npocnedu wanbume Kou 2u dobusa
(6ez Oa ja 3eme npedsud HusHama
npugamasausocm uau 0a KomeHmupa 3a Hue) 00

penesaHmHama/-ume acouyujauuja/-ja-
YneHKa/-u.

l. EFPIA Ke ucnpamu nomepda 3a npuem 00
Hanumesnom, co Hasedysare Ha
penesaHMHama/-ume HayuoHanHa/-u

acouujayuja/-u 0o Koja/-u e ucnpameHa
wanbama 3a npouecuparbe U 00yKa.

1. JononHumenHo HaO Moa, rno nNpuem Ha rnoseke
HadsopewHU ¥anbu o0 cmpaHa Ha EFPIA (m.e.
HeKonKy wanbu 3a ucmu uau  CAUYHU
npeomemu nodHeceHu Hadeop 00
UHOYyCmpujama npomue HeKosKY NoOPYIHHUUU
Ha edHa KomnaHuja), EFPIA Ke 2u coonwmu
mue xanbu 0o HAYUOHAAHAMa acoyujayuja Ha
mamu4yHama KomnaHuja unu Ha
nodpyxHuyama eo EY, odpedeHa 00 cmpaHa
HO MaMu4yHama Komnaxuja.

MpoyedypanHu yekopu

1 Koea nonnakama e npumeHa 00 cmpaHa Ha EFPIA,
auyemo 002080pHO  3a  crnpogedysare  Ha
kodekcom 80 EFPIA ja npocnedyesa, 8o pok 00 10
pabomHu deHa, 00 penesaHmHama/-ume
acoyujayuja/-u-4neHKa/-u 3a nocmanyeare o
npouedypama Ha acoyujayujama/-ume-4aeHKa/-
U 30 cripasysarbe co #anbu, a xanumenom Ke
bude  uHgopmupaH 30  moa  Koja/kou
acouujayuja/-u-uneHka/-u e/ce od2o080pHa/-u 3a
cripasysarbe co #anbama;

2 Ucmospemero, auyemo 002080pHO 3a
cnposedysarbe Ha Kodekcom 60 EFPIA Ke eo
UHGopmupa, no nucmeH nam, 002080pHUOM
nocmap epabomen®” Ha KomnaHujama/-uume
npomus Koja/-u e nodHeceHa x#anbama. [JOKOKy
wanbama exknayvyea odpedeH bpoj Opxcasu, EFPIA
Ke ja npocnedu xuanbama 0o acoyujayujama-

35 Each Member Company must appoint at least one senior employee who shall be responsible for supervising the company
and its subsidiaries to ensure that the standards of the Applicable Code(s) are met. See EFPIA Charter and Section 18.02 of

the EFPIA HCP Code

36 EFPIA ke ro 3eme npezBua Kako »Kanba cekoe npallarbe NocTaBeHo BO BPCKa co KomnaHuja-uneHka Ha EFPIA 3a maTepujanu
WU aKTUBHOCTM MOBP3aHKM CO MMNeMeHTaumjaTa u/Mam cnposeaysBareTo Ha KogekcoT Ha EFPIA.

37CeKoja KOMNaHWja-YNeHKa Mopa Aa Ha3Hauu Gapem efieH noctap BpaboTeH Koj Ke 6uae 0AroBopeH 3a Hag30p Ha KomnaHujaTa
M HEj3MHUTE MOAPYXKHMUM 33 Aa Ce Oocurypa Aeka Ce WCMOJIHETU CTaHAapAuTe Ha NPUMMEHAMBMOT/-UTe KopeKc/-u. Budeme

nosenba Ha EFPIA u [en 18.02 00 Kodekcom 3a 3P Ha EFPIA




informed of the decision(s) made by the adjudication
bodies, including, where appropriate, the sanction
imposed. The Member Association(s) should provide
updates to EFPIA as the matter proceeds no later than
6 months after it receipt of the complaint, and
subsequently within each following quarter until a final
decision is made on the compliant (within a reasonable
timeframe);

6 A summary of decisions made on cases submitted to
EFPIA will be published in EFPIA’s Codes Activity Report
— once the complaint has been concluded, the learnings
might lead to further discussion by the Codes
Committee including enhancing code consistent
implementation, where relevant.

Throughout the complaint procedure (from receipt of the
complaint at EFPIA to decision of the competent adjudication
bodies), EFPIA will not communicate with parties involved in
the complaint within the limits of its involvement set out in the
EFPIA Codes and following the procedural steps described in
this SOP. In this context, communications within EFPIA will be
limited to General Counsel and EFPIA Compliance Officer; the
Director General will be involved to the extent justified by the
complaint.”

YleHKd HO Mamu4yHama Kommnavuja u 00
penesaHmHama/-ume nodpymHuya/-u Ha
KomnaHujama;

3 Acoyujayujama/-uume-yneHka/-u mopa 0a 2o
nomepadu/-am npuemom Ha ¥anbama o0 EFPIA eo
pok 00 30 OeHa o coonwmeHuemo 00 EFPIA;

4 Acoyujayujama/-ume-yneHka/-u mpeba da ja
paseneda/-am  wanbama cnoped  csojama
soobuyaeHa  npouyedypa,  BKaAy4dysajKu  au

spemMeHCcKume pamku. Bo mekom Ha nepuodom Ha
pewasarwemo, EFPIA Hema Oa uHmMepseHupa,
HUMy, nak, Ke o00208apa HA npawarba Ha
wanumesom uau Ha  KomnaHujama/-ume-
Y1eHKA/-U UHB0ABUPAHU 80 CAy4ajom;

5 Koea acoyujayujama/-uume-vneHKa/-u 20
3aepwuna/-e  ceoemo  pasenedysare  HA
npawarbemo, EFPIA mopa da 6ude uHopmupaHa
30 00s1yKama/-ume 0oHeceHa/-u 00 opaaHume Kou
pewasaam, BKAy4Yye8ajKu ja, Kade wmo e
coodsemHo, HamemHamama caHkyuja.
Acoyujayujama/-uume-uneHka/-u  mpeba  0da
o0be3zbedu/-am axcypuparba 0o EFPIA, kako wmo
ce 800U NpawaHemo, He NodoyHa 00 6 meceyu 00
npuemom Ha xanbama, a nocsedo8amesnHoO 80
POK 00 ceKoj cnedeH Keapman 000eKa He ce
OdoHece KoHeyHama 00ayKa 3a xcaaumesnom (8o
PA3yMHQ 8peMeHCKa pamMKa);

6 Kpamok npezned Ha o00ayKume OoHeceHu 3da
cnayyaume rnodHeceHu 00 EFPIA Ke 6ude objaseH 80
M3gewmajom 3a akmugHOCMU Ha KOOeKcume Ha

EFPIA — omkako Ke ce 3aKay4u xcanbama,
CO3HaHuUjama  Moxe da  Oogedam do
noHamamowHa  duckycuja 00 cmpaHa Ha

Komucujama Ha KoOeKcume, 8KaAyvyeajku ja
3acuneHama 00cne0HA uMnAeMeHmayuja  Ha
KodeKkcom, Kade WMo e pesesaHmMHO.

Bo mekom Ha uenama xanbeHa nocmanka (00 npuemom
Ha wanbama 6o EFPIA 0o 0daykama Ha HadnexcHuUme
opeaHu 3a pewasarbe), EFPIA Hema da KomyHUUyupa co
CMmpaHUMe UHB80/8UPAHU 80 #an6ama 80 epaHuyume Ha
c80emo UHB8o18UpPAH-€ nocmaseHu 8o Kooekcom Ha EFPIA u
cnedejru 2u npouyedypanHume Yyekopu onuwiaHu 8o SOP. Bo
moj KoHmMeKcm, KomyHuUKauyuume 8o pamkume Ha EFPIA ke
6udam oepaHu4eHuU Ha [eHepasnHUOM cosem U AUYEMO
002080pHO 30 criposedysarbe Ha Kooekcom 8o EFPIA;
2eHepasnHUom oupekmop Ke 6ude UHB0A8UPAH 00 cmerneH
Koj e onpasdaH co xanbama.”




