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1.

METHODOLOGY NOTE ON

DISCLOSURE OF TRANSFERS OF
VALUES PURSUANT TO THE CODE
FOR DISCLOSURE OF TRANSFERS
OF VALUE BY PHARMACEUTICAL

COMPANIES TO HEALTHCARE
PROFESSIONALS AND HEALTH
ORGANIZATIONS

Introduction

In 2014 the European Federation of
Pharmaceutical Industries and Associations
(,EFPIA“) adopted the Code on Disclosure of
Transfers of Value from Pharmaceutical
Companies to Healthcare Professionals and
Healthcare Organizations, aiming to meet the
growing demand and expectations of the
public for transparency of the interactions
between pharmaceutical companies and
healthcare professionals. In 2019 EFPIA
incorporated the said Code on Disclosure into
consolidated EFPIA Code of Practice (“the
EFPIA Code”)!

As an EFPIA Member Association, the
Association of Research-based
Pharmaceutical Manufacturers in Bulgaria
(LARPharM“) has implemented the EFPIA
Code in full, by adopting of a national Code of
Ethics of the Research-based Pharmaceutical
Industry in Bulgaria (the ,Code“)? which,
among other issues, sets out the minimum
standards of transparency and disclosure of
financial interactions between the
pharmaceutical industry, as determined by
the EFPIA Code.

3. The Code requires that all companies that are

bound by it disclose certain ToVs (as defined
in Section II.1 below), made directly or

METO/0JI0TUI OTHOCHO
OTNOBECTSABAHE HA
HPEJOCTABSHE HA CTOMHOCT
CbIJIACHO KOJIEKCA 3A
OIMOBECTSABAHE HA CTOMHOCT
OT ®PAPMALIEEBTUYHU
JIPY)KECTBA KbM
MEJAWULMHCKU CIIELIMAJIMCTH
Y 3IPABHU OPTAHU3ALIMU

L. BbBeaeHue

1. Mlpe3 2014 r. EBponeiickaTa deaepanus Ha
dapmaleBTHYHUTE HHAYCTPUH U
aconuanuu (,EODPUA“) npue Kopekc 3a
OMOBECTsIBAaHe Ha  MpeAoCTaBsHe  Ha
CTOMHOCT OT ¢apManeBTUYHU APYKeCTBa
KbM MEJUIIMHCKU CHEelUaJUCTH U 3JpaBHU
opraHu3salyu, MMaii 3a 1eJi ia OTTOBOPH Ha
MOBUIIEHHUTE HYXJUM U OYaKBaHUS Ha
0oOLIeCTBOTO  3a  NIPO3PAvyHOCT  BBB
B3aMMO/ieHCTBHUSITA MEeXAy
dapMaleBTUUHHUTE KOMIaHUH u
MeJULMHCKUTE crneuuaaucty. Ilpes 2019
EQDPUA Briarouu BbOpocHuss Kopekc 3a
OTOBeCTsIBaHe B KoHcosugupaH Kojgekc Ha
noBefneHue Ha EODHUA (,KogekcbT Ha
EODPUAY)

2. Karo aconmanuga, uwiaeH Ha EDODOUA,

AconuanusaTa Ha
Hay4YHOU3CJIeJOBATE/ICKUTE
dbapmaleBTUYHU NPOU3BOIUTENN B

Bbarapus (,ARPharM*) npusara usysJo
Konekca Ha EQODUA, upes BbBeX/AaHETO Ha
HaI[MOHAJIEH ETuyen KOJIEKC Ha
HAy4YHOU3CJIe/I0BaTesICKaTa
dapmaneBTUYHA UHAYCTpUS B Bbarapus
(,KomekcwT“)2, KOUWTO, Hapexs ¢ [Jpyru
B'BITPOCH, yCTaHOBSIBa MUHUMAJTHUTE
CTaHJAPTH 32 MPO3PAYHOCT U OTIOBECTSIBAHE
Ha QUHAHCOBUTE B3aHMO/IENCTBUS MEXKAY
dapmareBTUYHATA UHIYCTPHUSI.

3. KojekcbT WH3UCKBA BCHYKH [IPYKECTBa,
KOUTO ca O6BBbp3aHM OT Hero, /Ja
omnoBecTsBaT ,IIpegocTaBsiHe Ha CTOMHOCT"

L https://www.efpia.eu/media/602690/310521-efpia-code.pdf
2http://arpharm.org/arpharm/files/ARPharM Consolidated CODE 03062020 final.pdf




4.

indirectly to HCPs (as defined in Section II.4
below),HCOs (as defined in Section IL5
below) and PO (as defined in Section IL5
below), which should be documented and
publicly disclosed on an annual basis.

This Methodology Note is adopted and
published in performance of Art. 23 of the
Code and aims to clarify how are the relevant
types of transfers calculated and disclosed, as
well as to provide other relevant information
that might facilitate the reader of information
disclosed under the Code to properly
understand and interpret the data concerning
ToVs.

5. This Methodology Note applies to disclosure of

IL

ToVs to HCOs, HCPs and POs with primary
practice, principal professional address or
place of incorporation in Bulgaria, made by
any of the following (each referred to as the
,Disclosing Company“ and jointly as
,Disclosing Companies*):

e Servier Medical EOOD, a sales and
marketing company with promotional
activities in Bulgaria (member of
ARPharM);

e Servier Bulgaria EOOD is a company
trading in medicinal products in Bulgaria;
and

e Any other companies within the Servier
corporate group.

Disclosures under the Code and this
Methodology Note are in the name of the
Recipient of the ToV and are presented as
total numbers, irrespective of the particular
entity that has provided the ToV and without
attributing parts of ToVs to the relevant
entities under item 5 above.

Definitions

(nedunupano B Pazzgen IL.1 mo-poay),
HampaBeHO MpSKO HJM KOocBeHo KbM MC
(nedunupanu B Paznen 1.4 mo-moay), 30
(nedunupanu B Pasgen I1,1.5 no-gony) wuau
[10 (meduuupanu B Pasgen II,1.5 mo-goay),
KoeTo Ja ObJe [AOKYMEHTHpPAHO U
ny6JMKYBaHO €Xero/{Ho.

4. Tasu MeTosoJiorus e npueTa U Nyo6JIHUKyBaHa

B U3N'bJHeHHUEe Ha 4. 23 oT Kozekca u uma
3a I1eJ Jla HU35ICHU KaK CbOTBETHHUTE
KaTeropuu Ha npeJiocTaBsiHe Ha CTOMHOCT ce
W34YHCJASIBAaT U ONOBECTSIBAT, KaKTO U Ja
npeaoCTaBU Apyra MpaKTUYecKa
HHbOpMalHs, KOSTO OU yJIeCHUIA YUTaATes
Ha omnoBecTeHaTa cbraacHo Kogekca
vHbopMalUsl B MPABUJIHOTO pa3bupaHe U
T'bJIKyBaHe Ha JAaHHUTe, OTHACAIIM ce 3a
[IpenocTaBsiHe HA CTOMHOCT.

5.Ta3u MeTopoJ10THsI Ce IpUJara rno OTHOLEHUE

e Bcako

OTNOBECTSIBAHETO Ha
[IpenocraBsiHe Ha ctorHOCT KbM 30, MC
[10, 4uATO OCHOBHA MNPAKTHUKA, OCHOBEH
npodecuoHaslleH ajJpec WJAM MSACTO Ha
peructpanus e B bbiarapus, U3BbpPIIEHO OT
KOWTO W Jia e OT c/lefjHUTe Cy6eKTH (BCeKH
HapuyaH nootjaenHo  ,OnoBecTsBalio
JApyXKecTBO“ U 3aeJHO HapU4YaHU
»OIOBECTABAIIM ApyKecTBaA“):

o ,CepBue Meguxkan“ EOO/, npyxecTBo 3a

IPOJIAXKOU U MapKEeTHHT, 3aHMMaBalllo Ce
C IPOMOIL[MOHAJIHA JIeHHOCT B Bbarapus
(unen Ha ARPharM);

o ,CepBue bobarapus“ EOO/] e npyxecTBo,

TBPryBall0 C JIeKapCTBEHU NPOAYKTH B
Bbarapus; u

Apyro JApYKeCTBo,
NpUHAAJIeXallo KbM KOpHopaTHBHATa
rpyna Ha CepBue.

6. OnoBecTaBaHUATa no To3u Kojekc u Ta3u

IL

MeTofosiorus ce NpaBAT Ha HKWMETO Ha

[lonyyatensa Ha IlpegoctaBsHeTo Ha
CTOMHOCT U Cce MpeJICTaBAT KaTo o611 c6op,
HEe3aBUCUMO OT TOBa KOe KOHKPEeTHO

JpyecTBo e u3Bbpuuiao [lpegocraBsHeTto
Ha CTOMHOCT, 6e3 yacTu oT [IpeocTaBsHeTO
Ha CTOMHOCTH Jia ce pasnpenessaT U OTHACAT
KbM ChOTBETHHTE APYKECTBa IO TOYKa 5
Mo-rope.

OnpepeneHus



The following terms used in this Methodology
Note have the following meanings, substantially
matching the ones ascribed to them by the Code:

1. Transfer of value (,ToV*, or in plural , ToVs“)is
the direct and indirect provision of value in
cash, in kind or otherwise, made to In Scope
Recipients (as defined in item 11 and Section
V below) for promotional purposes or
otherwise, in connection with the
development and marketing3 of prescription-
only medicinal products for human use,
subject to the exemptions and clarifications in
Section V, item 1, Section VIII, Section XI,
items 5, 7,14, 17 and 19 and Section XIII, item
3 below;

2. Direct ToVs are those made directly by
Disclosing Company for the benefit of an In
Scope Recipient of ToV (as defined in item 11
and Section V below);

3. Indirect ToVs are those:

¢ made on behalf of Disclosing Company for
the benefit of an In Scope Recipient of
ToV; or

e made through an intermediary, where the
Disclosing Company knows or can
identify an In Scope Recipient that will
benefit from the ToV.

The difference between the above two options is
basically that in the first option Disclosing
Company assigns activities associated to the
provision of the ToV to a Third Party selected by
itself, while in the second option the ToV
intermediary is not selected by Disclosing
Company but is rather determined by other
parties or by circumstances beyond Disclosing
Company’s control.

3 The term used in the EFPIA Code is ,sale”, while the
Code uses the term ,marketing”

TepMuHUTE, U3MI0JI3BAaHU B Ta3u MeTomoJiorusi,
UMaT CJAeJHUTEe 3HaYeHMUs, CbOTBETCTBAILM Ha
Te3H, KOUTO ca UM npujaaenu ot Kojekca:

1. IIpedocmaesHe Ha cmoiiHocm (WU B MH.U.
JpesocTaBsiHe,/TO Ha CTOMHOCTH") e MPSAKO
WJIM KOCBEHO IPEAOCTaBsIHE Ha CTOWHOCT B

mapy, B HaTypa WJIA 1O JAPYyr Ha4dHH,
U3BBPUIEHO KBbM  IMOJIy4aTeJNHd, KOHUTO
nomazaT B o6xBaTa Ha Kogekca (

Nebunupanu B T. 11 u Pazgen V no-goay), 3a
NPOMOIIMOHA/IHU LleJIM WJK BBbB BpPb3Ka C
pa3paboTBaHeTO (HAyYHOU3C/IeJOBATEICKAN

pasBoiiHa [JeHHOCT) W MapKeTHUHI? Ha
JIeKapCTBeHH TPOJAYKTH B XyMaHHaTa
MeJMIMHA, OTIYyCKaHM 10  JIeKapCKo
npeAlyCcaHde, KaTo Cce UMaT NpeaBU[,

U3KJIIOYEeHUsITa U ITosicHeHuATa B Pa3gen 'V, T.
1, Paspen VIII, Pazpen XI, Touku 5,7, 14, 17 n
19 u Pazpen XIII, T. 3 mo-goay.

2. lupekmuo IlpedocmaesiHe Ha cmoliHOCMU
ca Te3W, U3BBPUIEHU [JUPEKTHO OT
OmoBecTsiBalllo JpPYXeCcTBO B IoJiI3a Ha
[lonyyaTen, momazau] B o6xBata (ChbIJIacHO
JebununusaTa B T. 11 u Pazgen V no-goay);

3. KoceeHno IIpedocmaesiHe Ha cmoiliHOcmu e
TOBa:
e HampaBeHO OT MMeTo Ha OmoBecTABallO
ApyecTBo B mnoJs3a Ha I[loayyareu,
rormagall B 06XBaTa; UJIH

e HalNpaBeHO 4Ype3 IMOCPeJHHUK, KOraTo
OnoBecTABAILOTO APY:KECTBO 3Hae WJHU
Moxe Jia ujgentuduuupa Ilonydaresns,
KOUTO ce nos13Ba oT [IpefocTaBssHeTO Ha
CTOMHOCT U IToIaJla B o6XBaTa.
PassinkaTta Mexay ropHUATe JiBe Bb3MOXXHOCTH €
OCHOBHO Ta3W, 4Ye B [I'bpBUA  CJay4yaHd
OnoBecTsABaUIOTO APY>KeCTBO B'b3JIara
JIelHOCTH, CBBbp3aHU C H3BBPIIBAHETO Ha
[IpegocTaBsiHe HA CTOMHOCT Ha U36PaHO OT HETO
TpeTo JiMLe, [JOKaTO BBB BTOpPUA Cay4dau
nocpeJHUKDBT Ha [IpefjocTaBsiHe HA CTOMHOCT He
e u3bpaH oT OnoBecTABAILOTO [JPY>KeCTBO, a €
onpeJfesieH OT JApyrd JALA WIM  OT
06CTOSITE/ICTBA, W3BBH KOHTpOJ1a Ha
OnoBecTABaLLOTO APYKECTBO.

TepmuHbT, M3nons3saH B EOOUA Kogekca e ,,npoaarkbu”,
AokaTo KoAeKcbT M3N0N3Ba TEPMUHA ,,MaPKEeTUHT"



4. 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 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.

5. Healthcare Professional (,HCP") is any of the

following: medical doctors, doctors of dental
medicine, master pharmacists, nurses,
midwives, medical laboratory technicians,
paramedics and doctor’s assistants, assistant-
pharmacists or any other person who in the
course of his/her professional activity is
entitled to prescribe, purchase, supply,
recommend or administer medicinal
products and whose primary practice,
principal professional address or place of
registration is in Bulgaria. For clarity, the
definition of HCP includes: (i) any official or
employee of a government agency or other
organization (whether in the public or private
sector), which is entitled to prescribe,
purchase, supply, recommend or administer
medicinal products and (ii) any employee of a
company whose primary occupation is that of
a practicing HCP, but excludes: (a) all other
employees of a company and (b) a wholesaler
and distributor of medicinal products.

4. Tpema cmpaHa e WPUJUYECKO JIMIE WU

busnyecko JMIEe, KOeTO NpeAcTaBJ/sABa
OnoBecTsiBaIo ApyXKeCTBO WIN
B3auMoJelcTBa ¢ Jpyru TpeTH CTpaHU OT
MMeTO K 3a cMeTKa Ha OnosecTaBallo
Jpy’KeCcTBO WJH BBB Bpb3Ka C JlekapcTBeH
npoaykT Ha OnoBecTsABaLIO APYXKeCTBO, KaTo
JUCTPUOYTOPH, TBProBUM  Ha  efpo,
KOHCYJITaHTH, OpraHM3allM{, U3BbpLIBAILU
u3cjaefloBaTesJCKa JeHHOCT 10 JO0T0BOp,
npodecuoHalHU OpraHu3aTopH Ha
KOHIDeCcH, HaeTH IO JOroBOp TBProBCKU
npeJCTaBUTeH, KOMIIAaHWU 33 IpOy4YBaHe Ha
nasapa, pekJaMHU areHuu, JOCTaBYNIM Ha
yCJyry, cBbp3aHu c¢bc CbOUTHUSA, yCaAyru 3a
BPB3KH C OOLeCTBEHOCTTa, YCIYrH 3a
ylnpaBJieHue Ha HeKJIMHUYHH,
HeUHTepBEHLIMOHAIHU NIPOYYBaHUSL.

5. MeduyuHcku cneyuaaucm (MC) e Bcekd OT

U36poeHHUTe: JieKapy, JieKapu 10 JleHTalHa
MeJULIMHA, MarucTbp-$papMaleBTH,
MeJULUHCKH CecTpy, aKyLIEPKY,
MeJUIMHCKA JabopaHTH, MMapaMefuld U
IIOMOLIHUK-JIEKapH, MOMOLHHUK-
dapMaleBTH UM BCAKO JPYro Jule, KOeTo B
paMKUTe Ha CcBosTa IpodecroHalHa
JleIHOCT UMa [IpaBo Ja NpeANuCcBa, 3aKyNyBa,
CHab/aBa, NpenopbyBa WM aJMUHUCTPUPA
JIEKApCTBEHU MPOJAYKTH U YHUATO OCHOBHA
IpaKTUKa, OCHOBeH NpodecHoHasleH ajJpec
WJIA MSICTO Ha perucTtpanus e B bbarapus. 3a
M3064rBaHe Ha CbMHEHUe, ONpe/ie/IeHHeTo Ha
MEeJUIMHCKA CHelHasdcT BkJAYBa: (i)
BCSKO JJI'bKHOCTHO JIMLe UJIU CAYKUTes Ha
IIpaBUTEJICTBEHA areHUUd WX  Jpyra
opraHusanus (B myGJMYHMUA WJIHM YaCTHUA
CEKTOp), KOETO MMa MpaBo JAa HpeJIuCcBa,
3aKynyBa, CHabjsBa, INpenopbyBa WJIHU
aJJMUHUCTPHpA JIeKapCTBEHU NMPOLYKTH U
(ii) Bceku ciayxuTes Ha JAPYKECTBO, YUSATO
OCHOBHAa [IelHOCT e Ha IpaKTHUKyBall
MeJULUHCKH CIeLUaJIUCT, HO U3KJII0YBa: a)
BCUUKH JIPYTH CAYKUTEJH Ha PYKeCcTBo U b)
THProBLU Ha eApO WJIW AUCTPUOYTOPU Ha
JIeKapCTBEHH NPOAYKTH.



6. Healthcare Organization (,HCO") is any

entity (i) that is a healthcare, medical or
scientific  organization or association
(irrespective of the legal or organisational
form), such as a medical treatment facility
under the Medical-Treatment Facilities Act,
foundation, university or other teaching
institution, learned society (with the
exception of patient organizations according
to the Code for PO), whose business address,
place of incorporation or primary place of
operation is in Bulgaria or (ii) through which
one or more HCPs provide services.

7. Patient Organisation (“PO”) is 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.

8. Professional Congress Organizer (“POC”) is a

professional  organization for event
management appointed by HCOs to plan and
execute events on their behalf or organizing
events through their own initiative. For the
purpose of this Methodology commercial
companies participating in the organization
of travel (travel agencies) or accommodation
(hotels, banquets in hotels, etc.), are not
considered POCs.

9. Research and Development ToVs are ToVs,

which are disclosed only on an aggregate
basis, as per Section XI, item 21 below,
provided to HCPs or HCOs related to the
planning or conduct of:

(i) Non-clinical studies - in OECD
Principles on Good Laboratory
Practice those are defined as:

3dpaeHa opzavuszayusa (,30“) e BcsKka
opraHu3anus, koarto e: (i) 3apaBHa,
MeJIMITMHCKA WJIM Hay4Ha OpraHu3alus WJiu
capyxeHue (He3aBUCUMO OT IOpUANYECKATa
WIM  OpraHM3alMoHHa  ¢opma), Karto
HanpuMep Je4eGHO 3aBeJileHHe M0 CMUCBHJIA
Ha 3akoHa 3a Jie4yeGHUTe 3aBe/ieHUd,
doHanus, yHUBepCUTET WM  Jpyra
obpaszoBareJsiHa WHCTUTYLHS,
npodecroHa/NHO WM HAy4YHO JIPYKecTBO (C
W3KJII0OYeHHe Ha MalUeHTCKU OpTaHU3aluy B
pamkKuTe Ha o6xBaTa Ha Kogekca 3a II0),
YUATO ajZpec Ha ympaBJjieHHe, MSCTO Ha
yuypeAsiBaHe WJM 'bPBUYHO MSACTO Ha
JleliHocT e B Bbarapus wiau ii) ypes KosTO
e/luH uiu nopede MC npe[oCTaBAT YCAYTH.

7. IlayueHmcka op2aHu3ayusi e WPUIUYECKO

JIUIle W/WJM OpraHu3anus C HeCTOIaHCKa

e (BKJIIOUUTEHO opraHu3aIys,
oGeiMHSABAIIA TMAIlMEHTCKU CHApPYXeHHUs), B
KOUTO 4JeHyBaT MNPeJIUMHO MalUeHTHU

Y/WJM JIMIaTa, KOUTO Ce TPUXKAT 3a THX, U
YUSTO OCHOBHA JIEHHOCT U 11eJIU cen3passiBaT
B NIpe/ICTaBUTEJICTBO, 3aLIMTa U MOAKpeINa Ha
HYXXJWTe Ha NalUeHTUTe HW/WId JIMLATa,
KOUTO Ce TpWXaT 3a TAX, M YUUTO
Jlpy’KeCcTBeH ajJipec, MACTO Ha perucrpanus
WJIM OCHOBHO MSCTO Ha JleliHoCT e B EBpoma.

8. IIpodhecuonaseH opzaHuzamop HA KOHZpecu

(,II0OK”) e npodecroHalHa opraHu3anusa 3a
ynpaBJjeHue Ha cb6uTus, HazHadeHa oT 30
Jla IUIAaHUPA U MPOBEX/J1a ChbOUTHS OT TSIXHO
MMe WM OpraHudsupama CcbOUTHUSA 1O
cobcTBEHa WHUIMATUBA. 3a LeJdTe Ha
HacToslata MeTof0/M0TUA TBbProBCKUTE
KOMITaHUH, y4acTBal[A BOPTaHU3AUATaHA
'bTyBaHUS

(TypuCTHYeCKH areHIHM) UM HacTaHsBaHe
(xoTesn, 6aHKETH B XOTEJU U Jp.), HE Ce
cyuTart 3a [10K.

IlpedocmaesaHe Ha cmoiiHocmu 3a
Hay4yHou3c/iedogamesacka U pa3eoliHa
deiinocm ca [IpeocTaBIHETO HA CTOMHOCTH,
ONOBECTABAaHU caMO O060OIEeHO, CBbIJIACHO
Pazpgen XI, T. 21 mo-goJsy, npefocTaBAHU Ha
MC u 30, BBB Bpb3Ka C IJIAHUPAHETO WUJIHU
MpPOBEX/IaHETO Ha!

(i) HexJMHWYHH WU3CAeBaHHUSA - B
[IpuHUMIIUTE 32 [06pa JlabopaTopHa



,an experiment or set of experiments in which a
test item is examined under laboratory conditions
or in the environment to obtain data on its
properties and/or its safety, intended for
submission to appropriate regulatory authorities”;

(ii) Clinical trials - in Art. 2(a) of
Directive 2001/20/EC those are
defined as:

»,any investigation in human subjects intended to
discover or verify the clinical, pharmacological
and/or other pharmaco-dynamic effects of one or
more investigational medicinal product(s), and/or
to identify any adverse reactions to one or more
investigational medicinal product(s) and/or to
study absorption, distribution, metabolism and
excretion of one or more investigational medicinal

product(s) with the object of ascertaining its
(their) safety and/or efficacy.”,

(iii) 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. In Art. 2(c) of Directive
2001/20/EC non-interventional
trials are defined as:

»Study(ies) where the medicinal product(s) is (are)
prescribed in the usual manner in accordance with
the terms of the marketing authorisation. 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 medicine is clearly
separated from the decision to include the patient
in the study. No additional diagnostic or
monitoring procedures shall be applied to the
patients and epidemiological methods shall be
used for the analysis of collected data.”

Post Marketing Authorizations studies are also
included in the figures provided for Research and
Development activities.

npaktuka Ha  OECD,
JlepUHUpaHU KaTo:
,eKcnepumeHm uau nopeduya om ekcnepumeHmu,
npu Koumo u3c/iedeaH obekm ce u3c/a1edea 8
/1060pamopHU YCA08US, C Ye/ N0AyYa8aHe Ha
JaHHU OMHOCHO Hezo8uMe Kayecmad u/uau
6eszonacHocm, ¢ oz/1ed npedcmassiHemo um npeo

Co0MmBemHuU pezy1amopHuU 0p2aHu”

Te ca

(ii) K/NMHWYHY M3NUTBAHUA - B 4. 2(a)
ot [upektuBa 2001/20/EO, Te ca
JNlepUHUPAHU KaTO:

» BCSIKO NpOyY8aHe Npu 408eka, npedHa3Ha4eHo da
ce omKpusm u/Au nposepsm KAUHUYHUME,
dapmakosozuyHumMe u/unu dpyau
¢apmakoduHamuyHu epekmu Ha eOUH Uau nogeye
U3NUMEAHU JIEKapcmeeHu hpodykmu u/uau oa ce
onpedesim 8CUYKU HeXceNaHU peakyuu Kem e0uH
u/aU nogeve UINUMBAHU JeKapcmeeHu hpodykmu
u/unu da ce uscnedsa  abcopbyuama,
pasnpedeieHuemo, Mema6oausma u
eKcKpeyusima Ha eduH u/au hogede U3NUmMeaHu
JlekapcmeeHu npodykmu ¢ yes 0d ce yCmaHosu
msixHama 6ezonacHocm u/uau egpukacHocm.

(iii) HeuHTepBeHUUOHA/THU MPOYYBAHUS,
KOUTO Cca  NPOCHEKTUBHU IO
XapakTepa CHd M KOWTO BKJIIOYBAT
cbOHUpaHeTO Ha JJaHHU 3a NaLUEeHTH
OT WJIU OT UMeTO Ha GU3UYECKO JIUIIE,
nan ot rpyna MC, KOHKpeTHO 3a
LeJIUTe Ha Npoy4yBaHeTo. B wi. 2(B)
oT Jlupexktuna 2001/20/EO,
HEeVHTepBEeHLIMOHAHUTE
M3NIUTBAHMUA Ce ONpeJlesIAT KaTo:

LhpoyusaHe/us, npu Koemo/Koumo
sekapcmeeHusim npodykm(u) ce npednucsa(m)
no obuuaillHus HA4YuH 8 CcvBOMEeemcmeue ¢
ycaoguama, onpedejqeHu 6 paspeuleHuemo 3d
ynompe6a. HasHayasaHemo Ha mepanesmuyHa
cmpamez2usi Ha hayueHma He ce onpedes
npedsapume/iHo Ype3 NPOMmMoKo1 3d USNUMBAHe, d
nonada 6 mekywama npakmuka U peweHuemo 3d
npednuceaHe  Ha  Jekapcmeomo e  SICHO
pasepaHu4eHo om peweHuemo 0da ce B8KAKYU
nayuenma 8 uscsaedeaHemo. Ilo omHoweHue Ha
nayueHmume He mps168a da ce npuaa2amHUKaKeu
dons/HUMEAHU npoyedypu 3a OUAZHOCMUKQ

uau HabardeHue u
enudemuos02uyHume memodu ce u3no./138am 3d
aHAau3 Ha CobpaHume 0aHHU;

[locTMapKETUHTOBUTE IpOy4YBaHUS C
paspelieHu 3a  ynotrpeba  JieKapCTBEHHU
NPOAYKTHU CbILO Ca BKJIKYEHU B CTOMHOCTHTE,



10. Events are all professional, promotional,

11.

12.

13.

scientific or 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
Disclosing Company.

In Scope Recipients are any HCOs, HCPs or
POs whose primary practice, main
professional  address or place of
incorporation is in Bulgaria, subject to the
exemptions and clarifications in Section V
below.

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.

Disclosing Company or Disclosing
Companies are each and all of the companies
mentioned in Section 1.5 above.

14. Reporting Period means each calendar year,

15.

starting from 2015.

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

16. Sponsorship is a support provided by or on

behalf of a Member Company, when

npejiocTaBeHu 3a HayuyHouscienoBaTesicka u
pa3BoiiHA JeAHOCT.

10. Ce6umus ca npodecroHaHH,
MPOMOLIMOHAJIHH, Hay4HH WK
o6pa3oBaTeJiHU cbbpaHus, KOHIpecH,
KOHbepeHI[UY, CHUMIO3UYyMH U  Jpyru

11.

12.

13. Onosecmseaujo

14. OmuemeH

15.

MOJIOOHU CHOUTHUA (BK/IIOYHUTESHO, HO He
CaMO KOHCYJITATUBHH CpEIlH, MoCellleHrs Ha
W3C/IeIOBAaTEe/ICKH MW POU3BOJCTBEHH
IIEHTPOBE, Cpelly 3a NJIaHUpaHe, 06y4YeHUe
WJIM U3CJIeI0BAaTEICKU CPEIH, BbB Bpb3Ka C
KJIMHUYHU U3NATBAHUS 5
HEWHTEPBEHI[MOHATHU IpOyYBaHUs),
OpraHHU3MPaHM UJIH CIIOHCOPHUPAHH OT WJIU 34
cMeTKa Ha OMoBecCTsBalllo APYKECTBO

Ilonayyamenu, nonadawju 8 o6xeama ca
Bcuuyku 30, MC wmiam I10, 4yuATO OCHOBHA
MpaKTHKa, OCHOBEH MpodeCHOHA/NIEH ajapec
WM MSICTO Ha perucrpanus e B bwarapus,
KaTo ce HUMaT NpeABUJ, H3KJIHUYEHUATA U
nosgcHeHudTa B Pazznen V no-gosy.

IIpuHoc Kem pa3xodume, c86p3aHU CoC
Ce6umusi e TOJKpena, OCUTypsiBallla HWJU
MOKpUBAllla pa3Xx0oJUTe 3a XpaHa, I'bTYBaHe,
HacTaHsBaHe U /WM TAKCH 3a PETUCTPALUS B
MoJKpena Ha IPUCBCTBUETO HA OTJAEJIEH
MeaunuHCKHU CIIeIUAJIUCT UJIN
[IpepcraButed Ha [laneHTCKa OpraHu3anys
Ha Cbbutue, OpraHU3MUPaHo WY
WHULMUPaHO OT YseHyBalo [ApyKecTBO
v/uau Tpeta cTpaHa.

dpyasicecmeo uau
Onogecmssawju dpyscecmea ca
Jpy»kecTBaTa, nocoyeHu B Paspen L5 mo-
rope.

nepuod o3HauyaBa  BCSKa
KaJleHJlapHa roJiuHa, 3anoysamia ot 2015 .

JdapeHusi u 6e38e3Me30HU CpeJiCTBA €
0e3Bb3Me3/IHO NMpPeJOCTaBsIHE Ha CPeJCTBa,
dKTHBU HJIK YCJIYTHU C LieJl noArnoMaraHe Ha
3/ipaBeO0I1a3BaHETO, HAYYHUTE H3CJIeJBAHUA
Wan o6pas3oBaHHETO, 6e3 MOc/e/Ballo
3aJb/oKeHUe 3a [losyvyaTens Aa npefocTaBs
B 3aMsiHA CTOKM HWJIM YCIAYTH B I0OJI3a Ha
JIOHOpA.

16. CnoHcopcmeo e noAKpena, npelocCTaBsiHa OT

HWJIN OT UMETO Ha OHOBeCTHBaHJ,O APY>XeCTBO,
7



17.

18.

19.

1L

permitted by law, as a contribution to support
an activity (including an Event) performed,
organised or created by a HCO, a PO or a Third
Party. The Sponsorship suggests an adequate
consideration to be ensured by the sponsored
party (e.g. mentioning of the Disclosing
Company as a sponsor).

Informational or Educational Material
constitutes material worth 40 BGN VAT
included directly relevant to the practice of
medicine or pharmacy and directly beneficial
to the care of patients.

Fees for Service and Consultancy are
transfer of values ensuing from or connected
to contracts between a Disclosing Company
and HCP/HCO, according to which they
provide any kind of service to the Disclosing
Company, as well as any form of financing not
included in the other defined categories.

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).

General Information

1. The Code is a piece of self-regulation, which

ARPharM members have assumed to observe
on a voluntary basis. The Code is not an act of
legislation and therefore its legal force is of
lower ranking and priority compared to laws
established by legislature or by other law-
making bodies. In case of controversies
between the Code and mandatory provisions
of effective laws, the latter have prevalence
over the Code.

2. Disclosing Companies are committed to

monitor legislative developments that might
affect the scope and the performance of their
obligations under the Code and will make

17.

18.

19.

IIL

KOTaTO TOBa € pa3pellleHO OT 3aKOHa, KaTo
NpUHOC 3a MNoJAINOMaraHe Ha [JeHHOCT
(BryitouuTesHo CHOUTHE), OCBHIIECTBABAHA,
opraHvsvpaHa uau uHunuupasa ot 30, I10
wim ot Tpera crpaHa. CHOHCOPCTBOTO
npejmnoJiara aJleKBaTHa HacpeuiHa
npecTanus OT CTpaHa Ha CHOHCOPUPAHOTO
nuie (manp. CIIOMEeHaBaHETO Ha
OnoBecTsABaIOTO APYKECTBO KAaTO CIIOHCOP).

HudgpopmayuoHen uau o6paszoeameseH
Mamepuaja e MartepuaJl Ha CTOHWHOCT [0
40a8. ¢ JJC, npsiko cBbp3aH ¢ MeJULUHCKATA
win papmalleBTUUYHA NpPAKTHUKA U C MpsAKa
moJjisa B TPWXKUTe 3a 3J]paBeTO Ha
MalueHTHUTE.

Takcu 3a Ycayau u KoHcyamayuu.
[IpemocTaBsgHe Ha CTOMHOCT, MPOU3TUYALLO
OT WJHU CBBP3aHO C [JIOTOBOPU MeXIy
OnoBectsaBawo JApyxectso u  MC/30,
CBIJIAaCHO KOUTO Te MPeJOCTaBAT BCAKAKDHB
BU/J ycayru Ha OnoBecTABaLIOTO APYKECTBO,
KaKkTo M BCaAKa Jpyra ¢opma Ha
duHaHCcHUpaHe, KOSITO He € BKJIYEHa B
JApyrute JepUHUPAHU KaTETOPUH.

IIpomoyus BK/IIOYBA BCSIKA efHA JIeMHOCT,
npeAnpueTa, opraHu3upaHa WIn
CIIOHCOpHpaHa oT Komnanus, 15005
OCBblIleCTBSIBaHa OT HEWHO HMMe, U 3a HeWHa
CMeTKa KOSITO HacbpyaBa MNpeAIHCBAHETO,
CHabgBaHETOo, npoaaxoara,
MPUJIOXKEHUETO,  MPENOPBHYBAHETO  HJIU
ynoTpe6aTa Ha HeroB(u) JieKapcTBeH(H)

OpPOAYKT(H).

0O6ma nuagopmanys

1. To3u Kofiekc e akT Ha camoperyJialus, KosiTo

yneHoBeTe Ha ARPharM ca mnpuenu jpa
cnasBaT Jo6poBosiHO. KozekcbT He e
3aKOHOJiaTeJleH aKT M CJeJJ0BaTeJHo
IpaBHaTa My CHUJIA € C MO-HUCHK PAHT OT Ta3u
Ha HOPMaTHUBHUTE aKTOBe, MpPUETH OT
3aKOHOJiaTeJHaTa BJACcT WM OT JApPYTH
npaBOTBOpSALIM opraHu. [Ipu npoTuBOpeyre
mexay Kogekca W 33 'b/DKUTENHUTE
pasnope/i6y Ha AeHcTBallUTe HOPMAaTUBHU
aKTOBe, NTOC/IeJHUTEe UMAT NPUOPUTET Npej
Kopekca.

2. OnoBecTsBaluTe Apy»KecTBa ca
aHTaQXUpaHU JAa CAeldAT 3a 3aKOHOJAATEeJHU
NpOMeHH, HWMalld OTHOUIeHUe  BbpXy

ob6XBaTa M M3MbJIHEHHETO Ha TEXHUTE
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sure to adequately address any legal or
regulatory novelties that may be introduced
in the future in the most prudent, open and
justified manner. If disclosure approach and
practices need to be adapted, this will be done
and properly announced by way of
amendment to this Methodology Note.

3.In addition to applicable laws, the Methodology
is dependent on and might be potentially
affected by changes and amendments to the
Code. Disclosing Companies will take care to
accommodate its disclosure practices
accordingly, announcingthe relevant changes
by way of amendment to this Methodology
Note.

4. All ToVs made throughout a calendar year fall
in one Reporting Period.

5. ToVs are disclosed annually, not later than 6
months after the end of the relevant
Reporting Period.

6. Information about ToVs will remain disclosed
for a period of 3 (three) years from the time
of disclosure, unless any of the circumstances
envisaged in Section X, item 8 below arise at
an earlier time.

7. Documents and records of the disclosures are
retained and maintained for 5 (five) years
after the relevant Reporting Period, unless
legal considerations require shortening of the
period.

V. Country Specific Information

1. Unlike personally identifiable information,
information relating to legal entities, such as
most of the HCOs, and corporate data
pertaining to them, fall outside the scope of
the data privacy legislation and accordingly
do not enjoy the protection afforded thereby.
This applies, among others, to registered seat,
amount of registered share capital, unified
identity number and any other information,
which can serve as a basis for identifying of a
legal entity. Similarly, information relating to

3ab/okeHus o Kojiekca u J1a ce yBepsT, ye
npujaaraT aJleKBaTHO BCSAKAKBH IMPaBHU WU
peryJiaTOpHd HOBOCTH, KOWUTO MoOraT Ja
0'b/1aT BbBeJiIeHU B ObJellle 110 Hali-pa3yMeH,
OTKPUT U 000CHOBAH HAaYMH. AKO MOAXOAbT U
MPaKTUKHUTE 32 OTIOBECTSIBAHE Ce HYXK/IASIT OT
aJlanTHpaHe, TOBA Ille Ce U3BBPIIH U 11ie 6'bJle
HaJJIEXXHO OIIOBECTEHO, Ype3 MU3MeHeHHEe B
HacTosara MeTogoorus.

3. OcBeH OT MNPUJIOKHMOTO 3aKOHOJATEJICTBO,
HacTosara MeTo10/10TUsI, 3aBUCH U MOXKe
Jla 6bJie MOBJIMsIHA OT U3MeHeHUd B Kojekca.
OnoBecTsiBaliMTe JApYKECTBA e HMMaT
rpuxara /ia Cbo6passAT CBOUTE NPAKTUKHU 110
OIIOBeCTsIBaHe II0 CbOTBETEH  HaYHH,
CbOOILABallKU ChbOTBETHUTE MPOMEHHU, UpeE3
H3MeHeHHMe B HacTosmaTa MeToq0/10THS.

4. Bcako IlpepocraBsgHe Ha  CTOHHOCT,
HallpaBeHOo Npe3 eaHa KaJieHJapHa roJlHa,
nonaja B eiuH OTYeTeH NMePUO,

5. npeAOCTaBHHeTO Ha CTOMHOCT Ce OIMOBECTsIBA
€XeroJgHo, He IMO-KbCHO OT 6 Mecena cien
Kpad Ha CbOTBETHHA OT4yeTeH nepuoj.

6. HWHPopmanusaTa 3a IIpemocraBgHeTo Ha
CTOMHOCT 1Ille ocTaBa NyO6JHKyBaHa 3a
nepuoj ot 3 (TpHU) rOAUHU OT MOMEHTa Ha
OTNOBECTSIBAHE, OCBEH NpPU MO-PAHHOTO
B'b3HHKBaHe Ha 0OCTOSITE/ICTBATA, OMUCAHU B
Pasgen X, T. 8 mo-poay.

7. JlokyMeHTUTe 5 3anucuTe o
OIOBECTSBAHETO ce CbXpaHsIBaT B
npoAb/oKeHue Ha 5 (1meT) roguHu cief, Kpas
Ha CbOTBeTHUs1 OTYeTeH Mepuo/i, OCBEH NpHU

HaJiMyye Ha 3aKOHOBM OCHOBaHUA 3a
HaMaJisiBaHe Ha Ilepyo/ia.
IV. Conenuduyna 3a Bbarapus
uHpopManusa
1. 3a passMka OT JIMYHUTE  JaHHHY,
HHOOPMAIUATA, OoTHacsIa ce 0

IOpUIMYECKH JIMIa, KAKBUTO ca noBeveTo 30,
u GUpMeHHTe AaHHU, OTHACSIIH Ce JI0 TAX, ca
WU3BBH MPUJIOKHOTO noJie Ha
3aKOHOJATEJICTBOTO 3a 3al[MTA HAa JUYHUTE
JAaHHH, U CBOTBETHO HE€ Ce II0JI3BAaT OT
HeroBaTa 3akpuJa. Hapej ¢ apyro, ToBa ce
OTHacs 3a pPErdcTpUPaHOTO CeJasulile,
pa3Mepa Ha BIHCAaHUS KalWTaJd, e€JIUHHHA
UIeHTHPUKAIMOHEH KOJi W BCAKa Jpyra
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ToVs provided to legal entities, such as most
of the HCOs, is not considered personal data
and is not subject to data privacy regulations.
In view of this, the data privacy consent
collection and management requirements
under Section X below do not apply to HCOs
organised in the form of legal entities.

2. In some cases, in accordance with healthcare

V.

1.

sectoral legislation, HCPs organise their
medical practices in the form of self-
incorporated merchants, which are basically
physical persons, registered as merchants
with the Company Register and the Register
of Non-Profit Organizations. Despite of being
HCOs, self-incorporated merchants are
physical persons and, as such, enjoy the
protection ensured by the data privacy
legislation, as mentioned in Section VI below.
In view of this, the requirements under
Section X below, pertaining to collection and
management of data privacy consent are fully
applicable with respect to HCOs, organised as
self-incorporated merchants.

In Scope Recipients of ToV

ToVs which go to the benefit of
persons/entities other than In Scope
Recipients of ToV are not disclosed.

2. The following are normally not considered In

Scope Recipients of ToV, the list below being
non-exhaustive:

e Pharmaceutical companies (i.e. involved
in the promotion of medicines);

e Biotech companies (except
providing CRO services);

when

e Wholesalers;
e Association of chemistry professionals;

nHdopMalus, Bb3 OCHOBA HA KOSITO MOXKe /ia
ce UAeHTUOUIMPA €THO IOPUIUYECKO JIUIIE.
[To chiusa HayKH, HHPOopMalYs, OTHACALIA Ce
no IlpemoctaBsiHe Ha  CTOMHOCT Ha
IOPUAMYECKH JIUIQ, KAKBUTO ca noBeyeTo 30,
He ce CYMTa 3a JIMYHH JAaHHU U € W3BBbH
o6xBaTa Ha peryJalydUTe 3a 3allMTaTa Ha
JudyHu  ganHu. C  orjeg Ha  TOBQ,
HM3UCKBaHUSATA 3a ChOUpaHe U OCUTypsiBaHe
Ha CbhrJlIAacHsi 3a 06paboTBaHe Ha JIMYHU
JaHHU no Pazzen X mo-zoy He ce nmpuJarat
no orTHouleHne Ha 30, ydypeleHU BBB
dopmaTa Ha IOPUIUYECKH JIUIIA.

B HfKOM ciy4ad CBIJIACHO CEKTOPHOTO
3aKOHO/IaTeJICTBO B chepara Ha
3/ paBeona3BaHeTo, MC opraHu3upaT CBOUTE
JIeKapCKM TpakKTUKU 1oj ¢dopmaTta Ha
e/THOJINYHU TbPTOBIH, KOUTO ca GU3UIECKU
Jula, BIHWCAaHM KaTo  TbProBUUM B
TbproBCcKHsi PEruCTbP W PETUCTBP Ha
IOJIHL. HesaBucumMo oT ToBa, 4e ca 30,
e/IHOJINYHUTE THPTOBIH ca GU3UUECKHU JIUIA
Y KaTO TaKHBa Ce M0JI3BaT OT 3aKpuJjaTa Ha
3aKOHO/IATEJICTBOTO 32 3allMTa Ha JUYHUTE
JaHHH, KaKTo e nocodyeHo B Pasgen VI mo-
foay. C orses Ha TOBa, U3UCKBAHUATA MO
Paznen X mo-m0J1y, OTHACAIIM Ce 33 ChOUpaHe
U  ob6paboTBaHe Ha  ChLJlacusg  3a
ONOBECTSIBAHE, Ca HA'bJIHO MPHUJIOXKUMU MO
otHomleHWe Ha 30, yypeleHH KaTo
€IHOJIMYHU T'bPTOBIY.

V. Tlosay4yaTesu, nonajamiy B o6xBaTa Ha

IlpeaocTaBsiHe HA CTOMHOCT

1. llpepgocTaBsiHETO Ha CTOMHOCT B MOJI3a Ha

JINIa/0praHu3anyy, KOUTO He IonajaT B
o6xBara Ha [losyyatenu Ha IlpemocraBsiHe
Ha CTOMHOCT, He ce OII0OBeCTABA.

CnenHUTEe OOMKHOBEHO He Ce CMATAT 3a
[lonyyaTenu, mnomajamyd B o6xBaTa Ha
[IpefocTaBssHeTO0  Ha  CTOMHOCT, 6e3
M30pOsIBAHETO /A € U34YepIaTesHO:

e ®dapmaneBTMYHM  KOMIAHUM  (Hamp.
IPOMOTHpPAILH JIeKapCTBEHU IPOAYKTH);

e DBHOTexXHOJIOTUYHU KOMIIaHUHU (c
U3KJ/II04YeHue Ha IpeJioCTaBsAIIUTE
YCJIYTHY 10 KJIMHUYHU IPOYYBAHUA);

e Toprosuu Ha efpo;

e Aconuauuu Ha
XUMULY;

npodecHoHaUCTH
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e (Congress organisers that are not HCOs(i.e.
companies providing services for event
arrangement);

e (Companies providing services against
consideration for the payments they
receive, insofar as such payments do not
go ultimately to the benefit of any
HCPs/HCOs/POs; and

e Law firms (including in Patent and IP
Rights).

3. If commercial entity service-providercontracts

with HCPs/HCOs/POs for the provision of
services, or if HCPs/HCOs/POs indirectly
benefit from payments made to commercial
entity, then the related indirect ToV should be
disclosed as such under the appropriate
category and method, insofar as
HCPs/HCOs/POs have been selected by and
known to the Disclosing Company.

Identifying and differentiating
between HCPs, HCOs, and POs

1. For the purposes of ToV disclosure:

e HCPs are identified and reported by their
unique identification number
(abbreviated in Cyrillic as ,YUH"),
entered in the National Register
respectively of the Bulgarian Medical
Association, of the Bulgarian
Pharmaceutical Union, or of the
,Bulgarian Association of the Health Care
Professionals”;

e HCOs are identified by their unified
identity codes, entered in the Company
Register and the Register of Non-Profit
Organizations with the Bulgarian
Registry Agency (abbreviated in Cyrillic
as ,,EMK"), or if they do not have such, by
their BULSTAT number, enter in the
BULSTAT register; and

e POsareidentified by their unified identity
codes, entered in the Company Register
and the Register of Non-Profit
Organizations with the Bulgarian
Registry Agency (abbreviated in Cyrillic
as ,,EMK"), or if they do not have such, by
their BULSTAT number, enter in the
BULSTAT register.

e OpraHusaTopy Ha KOHT'pecH, KOUTO He ca
30 (mamp. KOMIIAHUH, IIPEJIOCTABAILH
YCJIYTHY 110 OpraHU3UpaHe Ha CbOUTHA);

e KomnaHuy, npefocTaBslid Bb3Me3JHU
ycayry, 3a  IUJIAl@HUATa,  KOUTO
noJ1y4aBarT, JOKOJIKOTO B KpaliHa cMeTKa
Te3W IJIALAHUs He OTHUBAT B I0J3a Ha
MC/30/1I0; u

e A/IBOKaTCKU KaHTOPH (BKJIOYUTEJHO IO
[larenTHO mnpaBo U HHTeseKkTyasHa
COGCTBEHOCT).

3. Ako TbProBCKO APY»KECTBO - AOCTABYHK Ha

VL

1.

yCayru ckiaodu gorosop ¢ MC/30/I10 BBB
Bpb3Ka C NPEeJOCTaBSAHETO Ha YCJAYTH WU
ako MC/30/TI0 kocBeHO ce moOJI3Ba OT
IJIalaHusl, U3BBpPUIEHM B 1M0J3a Ha
TBPrOBCKO JPYKECTBO, TOraBa KOCBEHOTO
[IpegocTaBsHe Ha CTOHHOCT cJ/e/iBa Ja ce
OTIOBECTH KaTO TAaKOBa CIOPe/] MOAX0A1IaTa
KaTeropussi W pejA, IMpPU YCJIOBHE, 4Ue
nosiydatesat MC/30/I10 e 6w u3bpad oT U
u3BecTeH Ha ONMOBECTSBAIOTO JPYKECTBO.

Onpepensine u
mexay MC, 30 u I10

pasrpaHUYaBaHe

3a neJnTe Ha OIIOBECTABAHETO Ha

[IpesocTtaBsiHe Ha CTOMHOCT:

e MC ce UJIeHTUGUIMpaT 5
ONOBECTSIBAHETO 3a TAX Ce U3BbPLIBA 10
TEeXHUS YHUKaJeH UAeHTUPUKALMOHEH
kon (YWH), Bnucan B HauuonanHus
perucTbp CbOTBETHO Ha bbarapckus
JIeKapCKu  Cbl03, Ha  bBbiarapckus
dapmMmareBTHYEH Cb103, WM  Ha
Bbarapckarta aconuyanus Ha
npo¢decHOHATMCTUTE N0 3APABHUTPIKY;

e 30 ce ueHTUUIMpPAT u
OTIOBECTSIBAHETO 3a TAX Ce U3B'bPILBA 10
EUK, BnucaH B TbproBCKUs perucTbp U
peructbp Ha IOJIHIl npu BwarapckaTta
areHUMs] 1O BIUCBAHUATA, HWJIM aKoO
HAMaT TakbB, no BYJICTAT HowMmep,
BnucaH B BYJICTAT peructspa; u

e IO ce uaeHTUUIMpPAT u
OTIOBECTSIBAHETO 3a TAX Ce U3B'bPIIBA 10
EUK, BniucaH B TbproBCKUsI PETUCTBP U
peructep Ha IOJIHL npu Bwarapckara
areHIys Mo BIMCBAHUATA UJIW aKO HAMAT
TakbB, 10 BYJICTAT HoMep, BmucaH B
BYJICTAT peructsbpa.
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2. As a rule, physicians, medical doctors,

pharmacists, midwifes, nurses fall in the
scope of ‘HCP’ definition. ,Physicians are
persons qualified to practice medicine. A
person identified as an HCP according to his
or her education/training is considered out of
the disclosure scope, if his/her current
professional activities, in connection with
which the ToV is done, are not medical
activities.

3. Professors in Medicine Universities are

considered HCPs.

4. As arule, the following categories fall within

the ,HCO“ definition:

e Hospitals;

e Healthcare Institutions or clinics;
e Group medical practices;

e (linical research organisations (,,CROs“);

e CRO Service provider in preclinical
research, biotech companies (* when
providing CRO services);

e Universities (* if involved in the medical
domain);

e Foundations (* if involved in the medical
domain);

e Medical or learned societies (including
when arranging their events or
congresses like the European Society of
Cardiology);

e Medical education companies; and
e Associations of healthcare professionals.

5. Medical practices, run in the form of self-

incorporated merchants are disclosed under
the HCO category.

6. As a rule POs are non-profit organizations,

registered in the form of associations,
designated to carry out activities in the public
interest. As such, they are entered in the
Company Register and the Register of Non-
Profit Organizations with the Bulgarian
Registry Agency and their goals are linked to
protection of patients’ rights and interests,
prevention, diagnostics, treatment,

3. Hayuynwure

[lo mnpaBuJo TepaneBTUTE, JIEKAPUTE,
dbapmManeBTHTE, aKylLIEPKUTE,
MEeJUIMHCKUTE  CecTpu nonajar B

nebununusara 3a ,MC“. TepameBTuTEe ca
JIUIA, KBIMQUIIMPAHU [l MNPaAKTUKYBAT
MeaulyHa. Jluue, uaeHTUPUIMPAHO KaTo
MC cnopej; 06pa3oBaHHETO/06yUEHHETO CH,
He TomaZla B TMPWIOKHOTO TII0Jie Ha
OTNOBECTSIBAHETO, aK0 HacTosIlaTa My
npodecus, BbB Bpb3Ka C KOSITO € U3BbPILIEHO
[IpeocTaBsiHe Ha CTOWHOCT, He € CB'bp3aHa C
MeJIUIIUHATA.

pPabOTHULM B MEIUIMHCKUTE
YHUBEpPCUTETHU ce cuuTatT 3a MC.

4. o npaBusio B AebuHunusTa 3a 30 monajat

C/eJHUTE KaTeropuu:

e bosiHUMIY;

e 3apaBHU UHCTUTYLUHU U KJIMHUKY;

e (OOLI0 MPaKTUKYBAILH JIEKApH;

e JloroBopHHU M3cJe/l0BaTeCKU
opranu3zanuu (,JAM10“);

e JIMO pgocTaBYMK Ha  YCIyTHd B
NpeaBapyUTESTHO KJIUHUYHO H3CJIe/IBaHe,
OMOTEXHOJIOTUYHU KOMNaHuU (* korato
NpesoCTaBAT YCJAYTH B 06J1acTTa Ha
AN0);

e YHUBepcUTETH (aKO Ca CBBP3aHU C
006J1acTTa HA MeIUIUHATA);

e @oHpanuu (* ako ca CcBBbp3aHU C
06J1acTTa HA MeIUIUHATA);

e Jlekapckh WJM HAyYHH  CbCJIOBUA
(BK/IIOUUTENIHO, KOraTO OpraHUsupar
CbOUTHA UM KOHTPecH KaTo
EBpomnelickoTo Kap/AUO0JIOTUYHO
JIPY’KeCTBO);

e KoMnaHuM 3a MeIULIMHCKO 00y4eHue;

e Acouunanuu Ha MeJULIUHCKU
CHelHalnCTH.

JlekapCcKkM TNpaKTHUKH, [JeHCTBalld IIOJ

dopmaTta Ha eAHOJUYHU TBHPTOBLH, Ce
OTIOBECTSBAT MO/ KaTeropusaTa Ha , 30"

[lo mpaBusno II0 ca ropuguyecku JauLa c
HeCTOMaHCKa LeJ, pEerucTpupaHd TMOJ
dopmaTra Ha CApPYKEHUs, ompejiesieHd 3a
M3BbpILIBAaHEe Ha [JEeMHOCT B 0O6IecTBeHa
nos3a. KaTo TakuBa, Te ca BIHCaHHU
TbproBckus perucTbp U peructbp Ha FOJIHI
npu bbarapckara areHIjys no BIUCBaHUATA
U LeJMTe UM Ca CBBbpP3aHU CbC 3alUTa
npaBaTa UM HWHTEpPeCcUTe Ha TNalUeHTH,
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facilitating access to treatment and others
related to medicine.

VI.  ToVs Subject to Disclosure

Subject to disclosure are only ToVs, which are

made:

e to the benefit of a In Scope Recipient of ToV
falling within the scope of the Code, as
specified in Section V above; and

e for promotional purposes or otherwise, in
connection with the development and
marketing/sale of prescription-only
medicinal products for human use.

The following common types of ToVs are subject
to disclosure pursuant to the Code, where
individual disclosure is the rule, while aggregate
disclosure is the exception, as noted in Section
X1.2 below:

1. ToVsto HCOs:

(i) Donations and Grants to HCOs/POs
(provided for in Article 12 and Article
13 of the Code);

(ii) Contribution to costs related to Events,
through HCOs or Third Parties,
including Sponsorship to HCPs to
attend Events, such as:

a. Registration fees;

b. Sponsorship agreements with
HCOs or with Third Parties
appointed by a HCOs to manage
an Event; and

c. Travel and accommodation (to
the extent governed by Article 10
of the Code ).

(iii) Fees for Service and Consultancy
(provided for in Article 23.04 of the
Code) - ToVs resulting from or
related to contracts with HCOs under
which the HCOs provide any type of
services or benefit from any other
type of funding not covered in the
previous categories.

2. ToVsto HCPs:

npeBeHIUs, JIUarHOCTHKa, JIeYeHHE,
yJIeCHSIBaHe Ha AOCTBII [l0 JiedeHue U JApyry
CB'bpP3aHU C MEIUI[MHATA.

VIIL IlpegoctaBsiHe Ha CTOHHOCTH,
nojJie;Kallii Ha OIOBeCTsIBaHe
[logsiexxi Ha  ONOBecTABAaHE CcaMO  TOBa

[IpenocTaBsiHe HAa CTOMHOCT, KOETO:

e [0OMaja B NPUJI0OXKHOTO noJie Ha Kofekca u e
B roJi3a Ha [losryyaTes, monajaiy B 06XBara,
CbIJIACHO MOCo4eHOoTO B Pazzen V nmo-rope u

® e 3a NPOMOLIMOHAJHU LeJU WU IO JpyT
HauMWH, BBB Bpb3Ka C pa3paboOTBAaHETO U
MapKeTHHTa/ MPOoAAKOHUTe Ha JIeKapCTBEHU
OpOJyKTH B  XyMaHHaTa  MeJUIHUH3,
OTIIYCKaHU 10 JIeKapCKO Mpe/ucaHue.

CirenHuTe HaW-4eCcTO CpellaHHd KaTeropuu
[IlpegocTaBssHe Ha CTOMHOCTH TMOMAJIEXaT Ha
omoBecTaBaHe cbriaacHo Kojgekca, kaTo 1o
NpaBUJIO Ce  U3BBPIIBA  WH/UBHU/YAJTHO
OIIOBECTSIBAaHE, a M0 U3KJIOYeHHe Ce U3BBbpIIBa
06006I1IeHO ONOBEeCTSBaHe, KAKTO € IMOCOYEeHO B
Paspen X1.2 no-pony:

1. IMpenoctaBsiHe Ha cToiHOCTH KbM 30/I10:
(i) Japenus u CnoHcopctBo kbM 30/I10
(mocouenu B wi. 12 u 4. 13 ot
Kopnekca)
(ii) MpuHoc, ype3 30 UM TPETH JIUIA, KbM
pasxoau, CBBp3aHU CbC CHOUTHSA,
BKJIIOYHTEHO

CnoHcopctBOo Ha MC 3a y4acTue B
CbbuTHA KaToO:

a. PerucrpannoHHU Takcy;

b. loroBopu 3a CrioHcopcTBO cbe 30
WA TpeTH CTpaHHu, HaeTu oT 30
3a opra”HusupaHeTo Ha CbOUTHE;
u

c. [I'bTyBaHe U HacTaHsBaHe (A0
CTENEeHTa, B KOSTO € yPeJEeHO B UJL
10 ot Kozekca).

(iii) Takcu 3a ycAyrd W KOHCYJITAIUU
(mocoyenu B 4. 23.04 ot Kogekca) -
[IpenoctaBsaHe Ha CTOWHOCTH,
NpPOU3THYAUId OT WJM CBBbpP3aHU C
poropopu cbc 30, mo cuaara Ha
kouTo 30 NpeAOCTaBAT KAaKBUTO U /1A
€ YCJIYTH UJIH Ce MOJ3BaT OT KaKBOTO
U Ja e ¢uUHAHCUpaHe, KOETO He
nomnajza B HAKOS OT NPeAXOJAHUTE
KaTeropuu.

2. llpemocTaBsiHe Ha CTOMHOCTH KbM MC:
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Contribution to costs related to

Events, such as:

a. Registration fees; and

b. Travel and accommodation (to
the extent governed by Article 10
of the Code).

(ii) Fees for Service and Consultancy

(provided for in Article 23.04 of the

Code) - ToVs resulting from or

related to contracts with HCPs under

which such HCPs provide any type of

services or benefit from any other

type of funding not covered in the

previous categories.

(1)

VIII. ToVs Exempt from Disclosure

1. Even if ToVs meet the cumulative conditions
under Section VII above, the following ToVs
(without limitation) are not disclosed:

)] are solely related to OTC medicinal
products;
(ii) are not required under Section 5 of

the Code, such as:

a. informational and educational
materials, meeting the
requirements of Art. 17 of the
EFPIA Code and respectively of
Art. 170of the Code;

b. items of medical utility, meeting
the requirements of Art. 17 ofthe
EFPIA Code and respectively of
Art. 17 of the Code;

c. meals and drinks, meeting the
requirements of Art. 10,
especially of Section 10.05 of the
EFPIA Code and respectively of
Art. 10.06 of the Code; and

d. medical samples, meeting the
requirements of Art. 19 of the
EFPIA Code and respectively of
Art. 19 of the Code; or

(iii) are part of ordinary course purchases
and sales of medicinal products by
and between a Disclosing Company
and an HCP (such as a pharmacist) or
an HCO.

(i) [IpyHOC K'BM pa3xo/y, CBbP3aHU CbC

Cb0OUTHS KaTO:

a. PeructpanuoHHU Takcy; U

b. II'bTyBaHe u HacTaHsBaHe
(ceryacHo 4. 9 ot ETHuHUA
kozekc Ha ARPharM).

(ii) Takcu 3a ycayru U KOHCYJTallUH
(mocouyenu B 4. 23.04 ot Kozexkca) -
[IpenocraBsne Ha CTOUHOCTH,
NpOU3THUYALM OT HWJMU CBBbP3aHU C
forosopu ¢ MC, 1o cusiata Ha KOUTO
MC npenocTaBAT KakKBUTO M Ja €
YCJYTHU UJIK Ce MOJI3BAT OT KAaKBOTO U
Jla e uHaHCUpaHe, KOETOo He Momajia
B HAKOf OT IPeJIXOJHHUTE KaTerOpHUHU.

VIII. IlpeaocraBsiHe Ha CTOHHOCTH,
0CBOGOJEHHM OT ONIOBECTSIBAHE

1. Jlopu korato [IpefocTaBgHeTO Ha CTOMHOCT
OTTOBOPSl Ha KYMYJIATUBHUTE YCJOBUS IO
Pasgen VII mo-rope, He ce onoBecTsABa
(mocouBaHeTO He e U3UePIATETHO) CJIEHOTO
[IpenocTaBsiHe Ha CTOMHOCT:

(1) KOEeTO € CBbP3aHO €UHCTBEHO C
JIEKapCTBEHU MPOAYKTH, OTIMYCKAHU
6e3 JIEKapCKO Mpe/UCaHUE;

KOeTO He Cce M3MCKBa CbIJIACHO

Paszgen 5 ot Kojekca, kaTo:

a. “”HGOpMaLMOHHHU u
o6paszoBaTeyiHU MaTepHaJy,
OTTOBApPSAIIU HA U3UCKBAHUSATA 10
ya1. 17 ot Kogekca Ha EODHUA u
CbOTBeTHO Ha 4JI. 17 oT Kogekca;

b. npeamern ¢  MeAUIMHCKO
npeaHa3HauYeHUE, OTroBapsily
Ha U3MCKBaHUATA HAa 41 17 oT
Kopekca Ha EODPHUA u cboTBETHO
Ha 4. 17 ot Kozekca;

C. XpaHa U HAlIUTKH, OTTOBAPSIIM Ha
U3HCKBaHuATa 1o 4. 10, ocobeHo
HaTe3u no T. 10.05 ot Kojekca Ha
ED®DPHUAu cboTBeTHO Ha 4. 10.06
oT Kogekca; u

d. MegUIMHCKU MOCTPH,
OTTOBapSLIY HA U3KUCBAHUSATA MO
y1. 19 ot Kozgekca Ha EODUA u
cboTBeTHO Ha 4. 19 ot Kogekca;
WU

(iii) xoeTo e 4YacT OT PYTHHHU MOKYIKO-

npoAaKoH Ha JIEKapCTBEHU
NPOAYKTH OT U MeXy
OnoBecTaABauoTo ApyxectBo u MC
(kaTo ¢papmarerTH) u 30.

(if)
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2. Payments made to commercial companies
service-providers for their services or for
indemnifying their damages and losses and
not made to the benefit of HCPs/HCOs/POs
are not disclosed, such as:

e fees paid to a forwarding company for
transportation of a booth/stand or
advertising materials intended for an
Event;

e payment to an advertising or publishing
company for the creating of design and for
producing
information/communication
and

e penalties, no show fees etc.

materials;

IX. ToV in case of partial attendances

In case of partial attendance, ToVs made for the
benefit of an In Scope Recipient will remain
within the disclosed information. Exception
applies when ToVs can be refunded.

X. Consent for Disclosure - Collection,
Management, Withdrawal

1. As a rule, ToVs to HCOs are disclosed on an
individual basis without having to obtain of
consent from them, unless organised as self-
incorporated merchants, in which case
obtaining of consent is required for an
individual ToV disclosure.

2. Individual disclosure of ToVs to HCPs andHCOs
organised as self-incorporated merchants
requires obtaining of their informed and
unambiguous consent.

3. Written consents are to be obtained using the
standard documentation approved by
Disclosing Company.

4. Consent is valid for all types of ToVs, for an
indefinite period of time and allows lawful
individual ToV disclosure for the complete

2. He ce omoBecTsABaT mJalllaHus, HallpaBEHHU
K'bM T'bPTrOBCKH JIPY>KECTBA — JIOCTAaBYMIIM Ha
yCJAYTH, 3a TeXHUTe YCJAYTH WIM 33
00e3lIeTsABaHe Ha TEXHUTE BPEIH U
MPOIYCHATH IOJI3U Y KOUTO He Ca HallpaBeHU
B nos13a Ha MC/ 30/I10, kaTo HanpuMep:

e TaKcy, IIJIaTEeHM Ha CHeJUlMOHHAa
KOMIIAHMsI 3a TpaHCIOpPTHpaHe Ha
O6yKY/ 1[aHI0BE UJIU pEKJIAMHU
MaTepHaJy, npeJHa3HavYeH! 3a
CbouTHeE;

e [UIAIIAHMS KbM  peKJaMHa WU

u3/iaTesCKa KOMIIaHHUs 3a Cb3/JaBaHETO
Ha JM3allH U 3a NPOU3BOJACTBO Ha
MHPOPMALMOHHNA,/ KOMYHUKALMOHHU
MaTepuasy; u

e  HEYCTOWKH U APYTH IJIALIaHUS CbC
CaHKIIMOHEH XapaKTep.

IX. IIpepoctaBssHe Ha CTOWHOCT IIpH
YacTUYHHU y4acTHUsd
B cayyallh Ha  4acTM4YHO  y4dacTHe,

[IpefocTaBssHEeTO Ha CTOWHOCT, B M0JI3a Ha
[lonydyaTes, momajan; B 006XBaTa, OCTaBa
M3LsJI0 onoBecTeHo. M3K/oueHHe OT TOBa

NpaBUJIO ce npuJara, KOraTo
[IlpefocTaBeHaTa CTOWHOCT MNOAJIEXKM Ha
B'b3CTaHOBSIBAHE.

X. Coriiacue 3a OIlOBECTSIBaHe -

C'bﬁﬂpal-le, ynpaBJieHUeE, OTTerJjigdHe

1. [lo mpaBusio IlpegocTaBsHETO HAa CTOMHOCT
kbM 30 ce omoBecTsiBa Ha WHAWBHAYaTHA
OCHOBa, 6e3 Jla e HY)XHO IMOJIyyaBaHe Ha
TAXHOTO CbIJIACHE, OCBEH B CJay4aH, 4e ca
e/THOJIUYHU TBProBIIY, KOraTo
MoJIy4aBaHETO Ha ChIJlache e He06X0AMMO 3a
WH/VBU/YyaJTHO OTIOBECTSIBAHE Ha
[IpenocTaBsHeTO HAa CTOMHOCT.

2. WHauBUAyamHOTO OINOBeCTsIBaHe Ha
[IpenocraBsiHe Ha cTtoitHOCT KbM MC u 30,
KOUTO Ca €eJHOJUYHU TbProBUH, U3KUCKBA
MoJiyuyaBaHe Ha TSIXHOTO HMHQPOPMHUPAHO H
W3PUYHO CbIJIacHe.

3. [lucmenuTe cbriaacus Tps6Ba Ja ce MoJydaT
M3M0JI3BallKU CTaHJApTHATA JOKYMeHTaLUs,
oznobpenHa ot OMoBecTABAILOTO APYXKeCTBO.

4. CbraacueTo e BaJIMJHO 34 BCUYKH KaTeropmuu

Ha Hpe,[[OCTaBHHe Ha CTOMHOCT, 3a
HeoIlpeaesieH CpOK OT BpeMe K I03BOJIABa
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period of at least 3 (three) years required by
the Code.

5. Once obtained, consent is retained, recorded
and kept for at least 5 (five) years after the
Reporting Period to which the relevant ToV
pertains.

6. ToVs provided to HCPs who have stated their
dissent or have otherwise demonstrated their
rejection to individual ToV disclosure, are
disclosed on an aggregate basis.

7.ToVs provided to HCPs who have given partial
consent for individual ToV disclosure (e.g.
only for disclosing of ,Fees for Service or
Consultancy“, but not for associated , Travel &
Accommodation“) are disclosed on an
aggregate basis, since partial disclosure could
be misleading with respect to the nature and
scale of the interactions with that HCPs, and
would as such not be in line with the spirit of
the Code.

8. If an HCP withdraws his/her consent for ToV
disclosure (which is a right guaranteed by
law) before ToV is disclosed (i.e. before due
disclosure date), then such ToV is disclosed
on an aggregate basis. If consent is withdrawn
after ToV is disclosed (i.e. after due disclosure
date), ToV is moved from individual to
aggregate disclosure with an effect for the
remainder of the 3-years period for which
disclosure will be availablet. Disclosing
Company is not responsible for any
information previously reproduced or
disseminated by Third parties based on its
disclosures prior to withdrawal.

4 The Bulgarian data privacy authority has officially stated
in its opinion Reg. No N 4963/2014, dated 15 January
2015, that withdrawal of consent for individual ToV
disclosure does not have a retroactive effect but only an
effect for the future

3aKOHOCBHOOPaA3HO WHJHWBUIya/THO
onoBecTsiBaHe Ha  IlpejsocraBAHe  Ha
CTOMHOCT 3a LgJ Nepuoj OT MUHUMYM 3
(Tpu) rofMHH, CBIJACHO W3UCKBAaHUATA Ha
Kogekca.

5. Beanbk Mosiy4eHo, CbIJIaCUETO Ce ChbXpaHsBa
3a MMHUMYM 5 (MeT) TOJUHU CJef Kpas Ha
OTyeTHUMS NepUOJ, 3a KOUTO Ce OTHacs
CbOTBeTHOTO [IpesijocTaBsiHe HAa CTOHHOCT.

6. IlpemocraBsiHe Ha cTOMHOCT KbM MC, KOUTO
ca U3pasuJid Hec'brJlacue WU N0 APYT Ha4MH
ca 3ag9BUJM OTKa3s OT UHAMBUAYATHO
onoBecTsiBaHe Ha [IpegocraBsgHeTO Ha
CTOMHOCT, Ce OII0BeCTsIBa 0000611eHO.

7. llpemocTaBsiHETO Ha CTOMHOCTU KbM MC,
KOUTO ca JaJi 4YacTHYHO ChIJacue 3a
WHIWBU/IyaJIHO OIOBECTSBaHe Ha
[IpenocTaBsHETO Ha CTOMHOCT (Hamp. camo
3a onoBecTsiBaHe Ha ,Takcu 3a ycayru uim
KOHCYJITAHTCKH JeWHOCTH", HO He U 3a
CB'bp3aHUTE c TAX JII'bTyBaHe U
HacTaHsiBaHe"), ce OMoBecTsABA 0G6O0OIIEHO,
THhH KaTO YaCTUYHOTO OIIOBECTSIBAHE MOXKE
Jla e 3a0JIy»K/1aBall0 OTHOCHO e€CTECTBOTO U
Malaba Ha B3auMo/JielcTBUATA ¢ Te3u MC, u
nopajau ToBa 6W OGUJIO B paspe3 C Ayxa Ha
Kogekca.

8. Ako MC oTTersM CBOETO ChbIJlacMe 3a
omoBecTsiBaHe Ha IlpegocTraBsgHeTo Ha
CTOMHOCT (KOETO e HeroBo IMpaBo,
rapaHTUpPaAHO OT 3aK0HA) mpeau jAa 6bje
OTNIOBECTEHO CHUIOTO (T.€. Npeiu U3TUYaHEHA
onpeje/ieHHsT CPOK 3a OIOBECTSBaHE),
ToraBa TakoBa [IpesjocTaBsiHe Ha CTOHWHOCT
ce OIMoBecTsIBa 0060011eH0. AKO CbIJIACUETO
O'bJle OTTErJIEHO, CJief KaTo [IpegocTaBsHETO
Ha CTOMHOCT € OINoBecTeHO (T.e. cJej
W3TH4YaHe Ha OINpeJieieHUs CPOK 3a
OIOBeCTsIBaHe), CbOoTBeTHOTO [IpesocTaBsiHe
Ha CTOMHOCT ce npeMecTBa OT
WHWBU/IyaJTHO KBbM 000011IeHO
OTOBECTsIBaHe, C JeWCTBHE 3a OCTaBallUs
CpOK OT 3 TOJAMHHM, B PaMKUTE Ha KOWTO

Bb/rapckata KOMUCUA 3a 3alLMTa Ha IMYHUTE JAHHU e
uspasuia csoeTo oduLMaNHO CTaHoBMWLLE B PelieHue
Per. Ne M 4963/2014 r., ot 15 saHyapu 2015 r., 4e
oTTernNfiHe  Ha  Cbr/lacMeTo  3a  MHAMBMAYANHO
onoBecTABaHe Ha lMpefocTaBAHe Ha CTOMHOCTU HAMA
obpaTHo aelicTeme, a UMa AelcTBUE caMo 3a B bbaele.
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9. Consent withdrawals and any requests made
by HCPs pursuant to the Personal Data
Protection legislation in relation to disclosed
ToV information, shall be considered by
Disclosing Company as soon as possible but
not later than 30 days, and only if:

(i) made in writing and signedpersonally
by the HCP or by a proxy, appointed
under a notarised power of attorney
with a clear identification ofthe HCP
and his/her address for
correspondence; or

(ii) submitted electronically, pursuant to the
Electronic Document and Electronic
Trust Services Act.

XI. Disclosure Rules. Specifics.

To the extent reasonably possible, ToV disclosure
is made, in adherence to the following main rules,
which are in line with the spirit and the purpose
of the Code:

1. ToV disclosure pertains to value/cost made by
Disclosing Company, not to the resulting
income/benefit to the HCP/HCO.

2. ToVs are disclosed on an individual basis, if the
required legal conditions are in place.
Aggregate disclosure is an exception. When
particular information, which can be
reasonably attributed to one of the categories
provided for in Section VII, cannot be
disclosed on individual basis due to legal
reasons, the Disclosing Company discloses
the amounts linked to such ToV for each
Reporting Period
on aggregated basis.

Such aggregated

OTNOBECTSIBAHETO 1Ille e MNyGJUKyBaHO*
OnoBecTsBAalOTO [JPYyKECTBO HEe HOCU
OTFOBOPHOCT 3a KakBaTo W Jia e
nHdopmManus, KOSITO e oua

BBb3MPOU3BE€AE€HA HWJIKM PAa3NpoOCTPaHEHa OT
TpeTH JIMl4, Bb3 OCHOBA HA OIMMOBECTABAHETO
)7 npeav OTTerJIdHeETO Ha CbrjlaCUETO.

9. OTTeryidHeTO Ha CbhIJIACME U BCIKaKBU
WCKaHus, HanpaBeHU oT MC Ha ocCHOBaHue Ha
3aKOHO/IaTeJICTBOTO 3a 3alllMTa Ha JIMYHUTE
JlaHHU, BBbB BPb3Ka C OINOBECTSBAaHETO Ha

uHnpopmanuss 3a I[lpegocraBsHeTo Ha
CTOMHOCT, ce pasriexzaar oT
OnoBecTABaLOTO JAPYXKECTBO BB3MOXKHO

Hal-CKOPO, HO He No-KbCHO oT 30-aHeBeH

CpOK, Y CaMO aKo:

(i) ca HampaBeHW MHUCMEHO W ca MOAIMCAHU
JudHo ot MC wuau  Heros
npeACTaBUTE/, YI'bJHOMOIIEH Ype3
I'bJIHOMOILHO C HOTapUuaJiHa 3aBepKa
Ha MO/IIKMCA U C ICHO 0003HAaYaBaHe
Ha MC wu HeroBusa ajapec 3a
KOPECMOHAEHIYS; WU

(ii) ca nomameHu Mo eseKTPOHEH II'bT, B

CbOTBETCTBHE CbC 3aKoHa 3a
eJIEKTPOHHMUSA JIOKYMEHT 5
eJIEKTPOHHUTE  YAO0CTOBEPUTEJHU
YCIyTHU.
XL IlpaBuaa 3a OIIOBECTsIBaHe.
Cnenudpukm.
Jlo cTeneHTa Ha pasyMHO BB3MOXHOTO,
onoBecTsiBaHeTo Ha IlpefgocTraBsaHeTo Ha

CTOHHOCT Ce H3BBPIIBA B ChOTBETCTBUE CBC
C/eJJHUTEe TPaBUJA, ChOTBETCTBAIM Ha JiyXa U
neaTta Ha Kogekca:

1. OnoBectsaBaHeTo Ha IlpegocTaBsiHeTO Ha
CTOMHOCT ce oTHacs JI0
CTOMHOCTTA/pas3xo/a, HalpaBeH oT
OmoBecTsIBallOTO JPYKECTBO, a He [0

nosiydyeHusi ot MC/30 poxon/ obaara.

2. llpemocraBsiHeTO HA  CTOMHOCTH  ce
OINOBECTsIBA UHAUBUAYAJIHO, aKO ca HaJsulle
HeoOXOJUMUTE 3aKOHOBH M3MCKBaHHUA 3a
ToBa. (000OIIEHOTO  ONOBECTSBaHe e
HU3KJIIDYEHUe. Korato onpezesieHa
nHbOpMaLUs, KOSTO MOXKe Jia 6'bJie Pa3yMHO
OTHeCeHa KbM e/lHa OT KaTEropUUTE,
nocoyeHn B Pasgen VII He Moxe ga 6bjae
OINOBeCTeHa Ha WHJAMBHAya/lHA OCHOBA IO
3aKOHOBU  OpuyvHH,  ONOBECTABAIOTO
JIPYKeCTBO OMOBECTSIBA CyMUTE, CBbP3aHU C
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disclosure states for each category: (i) the

number of Recipients covered by such
disclosure, as an absolute number and as a
percentage of all Recipients for the Reporting
period, and (ii) the aggregate amount of ToV
to those Recipients.

3. ToVs relating to the following items are

disclosed under the category “Sponsorship

Agreements”:
e hire of booths or stands at an external
Event;

e hire of advertisement space at an external
Event (in paper, electronic or other
format);

o satellite symposia at a congress;
e sponsoring of speakers/faculty;

e if part of a package included in a
sponsorship agreement, drinks or meals
provided by the organisers HCO/Third
Party appointed by the HCO to manage
the Event;

e courses provided by a HCO, provided that
no selection is made of the individual
participating HCPs.

TakoBa [IpefgocTaBsiHe Ha CTOMHOCT 3a BCEKHU
OTdeTeH mepuoJ, Ha 0000IlleHa OCHOBA.
TakoBa 0600611leHO OTIOBECTSIBAHE MOCOYBA 33
Bcika kKareropus: (i) O6pos IlosydaTeuy,
00XBaHAaTH OT TAaKOBa OMOBECTSIBaHE, KAaTO
abCoOJIIOTHO YMCJIO0 U KaTo IMpPOLEHT OT
BcuukHU [losrydaTenu 3a OTyeTHUS IEPUOS, U
(ii) ceBkynHaTa cyma Ha [lpemocraBsiHe Ha
cToMHOCT Ha Te3u [lonyyaTenu.

3. IlpefsocTaBsiHETO HAa CTOMHOCTH, OTHACALA

ce J10 CJIeIHUTE CIyYaH, Ce OMOBECTSIBA MO/

KaTeropusra ,Jorosopu 3a CnoHcopcTBO":

e HaeMaHeTO Ha MaBUJIMOHU WJIY I[aH/I0BE
3a BbHIIHU CBbOUTHUSA;

e HaeMaHe Ha peKJIaMHH IPOCTPAHCTBA
NpU IPOBeEX/jaHe Ha BbHIIHO ChoUuTHE (B

XapTHeH,  eJIeKTpOHeH  WJIUu  JipyrT
dopmar);

e CaTeJIMTHU CHUMIIO3UYMH 110 BpeMe Ha
KOHTI'PEC;

® (CIOHCOpUpaHe Ha roBopuTesn/
JIEKTOPU;

e XpaHaTa U HANUTKUTE, OCUTYPEHU OT
opranusatropute (30 uau TpeTo JHUIIE,
HaeTo oT 30 3a opraHu3vpaHe Ha
CB6UTHETO), aKO Te MPeACTABJSABAT YacT
OT MaKeT, BKJIOYEH B JOTOBOD 3a
CnoHCOpCTBO;

e KypcoBe, ocurypeHu ot 30, ako
OnoBecTsABAIllOTO  JAPYXKECTBO He €
n36pasio koHKpeTHUTEe MC, KOUTO Ja
y4acTBar.
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4. Indirect ToVs made through an intermediary

(Third Party) that is for example a
professional conference organiser, are
disclosed, subject to meeting of the applicable
legal requirements, in the name of the
sponsored In Scope Recipients of ToV, as in
such case the ToV is provided through the
Third Party, but with the intention to provide
a benefit to the In Scope Recipients of ToV.5

KocBeHnoto IlpegocraBssHe Ha CTOHWHOCTH,
HalnpaBeHHU ype3 nocpeaHuK (Tperta cTpaHa),
KaTo Hanpumep [Tpodecuonanexn
OpraHu3aTop Ha KOHTPECH, CE OINOBECTSBA,
JOKOJIKOTO Ca HaJulle Heob6XOoJUMHTe
3aKOHOBM YCJIOBHUS 3a TOB3, HA HUMETO Ha
cnoHcopupanus [losyyaTes, nomajan B
0o6xBaTa, TBU Karo B TO3U Cjay4yad
[IpegocTaBssHETO Ha CTOMHOCT Ce U3BBPIIBA
ype3 TPETOTO JIKIe, HO C HaMepeHHe Ja ce
ocurypu obJiara Ha I'bpBHUS.

5> For example, hire of booths or stand space at an Event
organised by a Third Party appointed by an HCO to
manage the Event are disclosed as an Indirect ToV in the
name of the HCO under the category “Sponsorship
Agreements”.

Hanpumep, HaembT Ha ByAKM MK LWAHAO0BO
NpPoCcTpaHCcTBO Ha Cbbutne, opraHmnsmpaHo ot TpeTa
CTpaHa, HaeTa ot 30 3a opraHusunpaHe Ha Cbbutme, ce
onosecTaABa KaTo KocseHo MNpeaocTassaHe Ha CTOMHOCT
Ha MMeTo Ha cboTBeTHaTa 30 nog KaTeropuaTa

5. ToVs provided through PCOs in relation to

Events (organized at the initiative of the PCO
or at the assignment of an HCO - that would
therefore be the end beneficiary of the ToV)
are considered indirect ToVs and are
reported on an individual basis. ToVs through
PCOs are reported in the name of benefitting
HCO. The full value of such ToVs shall not be
deemed to entirely benefit (in cash or in kind)
the HCO as the PCO may retain part of this
amount as “service fee”.

6. Payments made to commercial companies,

which are not In Scope Recipients of ToV and
are not acting as representatives or on behalf
of In Scope Recipients of ToV are not
disclosed, because they are exempt from
disclosure under the Code.¢

7. Logistical costs paid to commercial companies

in relation to internal stand-aloneEvents (e.g.
roundtables, half-day or one-day workshops),
such as hire of facility for conducting of Event
(other than for accommodation purposes) is
not disclosed.”

,[oroBopu 3a cnoHcopcTeo”

5.

[IlpenoctaBdHe Ha  CTOMHOCTU  4pes3
[IpodecroHaieH opraHU3aTOP Ha KOHIPeCH,
KOUTO ca CBBbp3aHU cbC CbbUTUA
(opranusupanu no uHunmatuba Ha [1KO unu
BBb3/70XXeHH oT 30 - KpaeH MoJy4yaTes Ha
cToMHOCcTTa) ce cuuTtaT 3a KocBeHo
[IpenocraBsHe Ha cTolHOCTHU. [IpefocTaBsiHe
Ha ctoiHocTu ype3 I[IKO ce onoBecTsiBaT Ha
MMeTO Ha KpaiiHud noay4vare 30. [I'baHaTa
CTOMHOCT Ha Te3U MpPeJIOCTABSIHUS He MOXe
Jla ce cyMTa 3a obJiara Ha 30, Tbi KaTto I[IKO
MOXKe [la 3aJbp>XU 4acT OT Ta3u CTOMHOCT
KaTo KOMHUCHOHHa.

6. He ce omoBecTABaT mJallaHWS, HalpaBeHU

KbM TBPTOBCKH [JIPY>KECTBa, KOUTO He
nonazgatr B o6xBarta Ha Kojgekca u He
JIeicTBaT KaTo IMpejCTaBUTENH Ha (WU
JIeNCTBUSAATA My He NMOPAXKAAT JeHCTBUE 3a)
[TonydyaTenu nomnajjaiy B 06XBaTa, ThbH KaTo
He MOoJJIeXaT Ha ONOBECTSIBAaHE CbIJIACHO
Kogekca.

7. He ce omnoBecTsaBaT JOTMCTHUYHH pa3xoauy,

IJIaTeHU Ha TBPrOBCKU JPYyKeCTBAa BbB
Bpb3Ka C BBTPEIIHH CaMOCTOSTEJIHU
Cb6uTHsa (Hamp. KP'bIJIM MacH, MOJIY/JHEBHU
WY eJHOJJHEBHU YBPKUIONH), KaTO Harmp.
HaeMaHeTO Ha NOMelleHHUs 3a NpOBeXJaHe
Ha Cp6UTHe (C U3K/IYEHHE HA Pa3xXxoju 3a
HacTaHsBaHe).
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8. Payments to commercial companies, other than

In Scope Recipients of ToV, covering (byway
of limitation) registration fees, travel or

accommodation expenses of HCPs (i.e.

8. [IlnamaHusgs 3a pPErucTpalyvoOHHU TaKCH,

pPa3xXoJay 3d NbTYBAHE UJIM HACTAHABAHE HA
MC |H36[20HBaHeTO € U3YEPNATEJIHO ), KOUTO

Indirect ToVs provided to them):

6 For example, hire of booths or stand at an Event or
advertising space in publications are not disclosed, if the
Event is organised or the publications are issued by a
commercial company, which is not an HCO, and is not
acting as a representative of or on behalf of an HCO but
rather organises the Event in its own name and on its own
behalf.

7 The Code does not require disclosing of such costs, for
example by calculating them through deemed
,Registration Fees“or otherwise.

e are disclosed individually as Indirect
ToVs in the name of the benefitting HCPs,
if they are clearly identifiable and have
consented to individual ToV disclosure;
or

e are disclosed on an aggregate basis, if
benefitting HCPs are clearly identifiable
but have not consented to individual ToV
disclosure; or

e are not disclosed, if benefitting HCPs are
not clearly identifiable, despite of taking
reasonable efforts and due diligence in
that regard.

Ca W3BBPIIEHU KbM THPrOBCKU APYKECTBQ,
KOMTO He ca TIomajamyd B ob6xBaTa
[Mony4yatenu Ha [IpefocTaBssHeTO Ha
ctoiiHocT (T.e. KocBeHo [lpenocTaBsaHe Ha

CTOMHOCT):

Hanpumep, HaemMbT Ha Byakun naum WwaHaose Ha CbbuTHe
WAW Ha PEKNAaMHO MPOCTPAHCTBO B Ny6/aMKaLMK He ce
onosecTaBa, ako CbbuTMETO ce opraHuMsMpa wau
ny6avKauuute ce mM34aBaT OT TbProBCKO AOPYMKECTBO,
KoeTo He e 30, 1 KOeTo He AeincTBa KaTo npeacTasuTen
Ha (Unu gencTBuATa My He nopaxkaart Aeicteme 3a) 30, a
opraHusnpa CbbuTtneTo OT cBoe cobCTBEHO MME U 33
cobcTBEHA CmeTKa.

KogeKcbT He M3MCKBa OMNOBECTABAHE Ha TaKMBA Pa3xoaMm,
Hanpumep, 4Ypes TAXHOTO M34MCAABAHE, Bb3 OCHOBA Ha
TPETUPAHETO UM KaTo NpueTwn ,,PernctpalMoHHN Taken”
WAW NO APYT HaYMH.

® (Ce omnoBeCTdBaT HWHAUBHUAYAJIHO KaToO
Kocseno [IpesjocTaBsgHe Ha CTOWHOCTH Ha
MMeTo Ha noJssamute ce MC, ako Te ca
SICHO olpefiesiseMU U ca JaJii CbIJacue
3a MHAWBHUAYAJ/JIHO OIOBECTABAHE Ha
I[IpefocTaBAHETO Ha CTOMHOCT; UM

e ce omoBecTABaT  0000IEHO,  aKoO
MOJI3BAIIUTE ce MC ca SICHO
omnpe/ie/iieMH, HO He ca JJa/Iu CbrjacHe 3a
WH/JMBHU/yaJIHO  OIOBeCTABaHe  Ha
I[IpesocTaBAHETO HAa CTOMHOCT; WK

e He ce ONOBECTSABAT, aKO NOJI3BALIUTE Ce
MC ne moraT Aa 6'b/1aT ACHO ONpe/ie/IeHH,
BBIPEKH [0JaraHeTOo Ha pPasyMHHU
ycuauss U HeobxoAuMaTa Tpuxa U
yCbp/iMe B Tasu MOCOKa.
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9. Indirect Sponsorships of HCPs through HCOs

10.

11.

are disclosed in the name of the HCPs, if the
ultimate beneficiaries HCPs are selected by
the Disclosing Company and have consented
to individual ToV disclosure. If the ultimate
beneficiaries HCPs are selected by the
Disclosing Company but if they have not
consented to individual disclosure, ToV is
disclosed on aggregate basis. If the HCPs are
not selected by the Disclosing Company, the
indirect Sponsorships of HCPs through HCOs
are disclosed in the name of the HCOs (as
HCOs are the Recipients of the ToV) under the
category “Contribution to Costs related to
Events / Sponsorship agreements with HCOs
/Third Parties appointed by HCOs to manage
an event.

Disclosures of ToVs should be made pursuant
to the national code of the country of the In
Scope Recipient’s Principal Practice (i.e. its
business address, place of incorporation or
primary place of operation in Europe -
“Principal Practice”). ToVs that fall within the
scope of the EFPIA Code should be disclosed
in the country where the In Scope Recipient
has his/her Principle Practice in Europe,
whether the ToV occurs in or outside of that
country.

ToVs associated with Events (e.g.
Sponsorship) organised by more than one
HCO (or by a Third Party, acting on behalf of
more than one HCO) are disclosed, to the
extent possible, based on the ToV received by
each In Scope Recipient, if the apportionment
of ToV among them is known, and if not, the
ToV is disclosed on an average basis per In
Scope Recipient, based on a reasonable
assumption of similar apportionment.

9. Koceno CnoncopctBo Ha MC, ypes 30, ce

10.

OTIOBECTSIBa Ha UMETO Ha nmoJsi3BauuTe ce MC,
aK0 Te ca KOHKpeTHO u36paHH oOT
OnoBecTABaIIOTO J[APYXeCTBO U ca Jalu
cbrJjlacMe 3a WHAWBHU/AYAJTHO OINOBECTsIBaHE
Ha [lpegocTaBsHETO Ha CTOMHOCT. AKO
nosizBanute ce MC ca wu36paHu oOT
OnoBecTABaIOTO APYXKECTBO, HO He ca Aalu
cbrJjlacue 3a WUH/JUBU/YAJHO OMOBECTSIBAHE,

[IpefocTaBsHETO Ha CTOMHOCT ce
omoBecTsBa o06061eHo. Ako MC He ca
omnpejiesieHU oT OnoBecTsIBaILlOTO

Apy¥ecTBo, KocBeHOTO CrioHcopcTBO Ha MC,
ypes 30, ce onoBecTsiBa Ha ©MeTo Ha 30 (TbH
kaTto 30 ca [lonyyatenu Ha [IpesocTaBsaHeTo
Ha CTOWHOCT), moj KaTteropusTta ,[IpuHoc
KbM pas3xojy, cBbp3aHU cbc CbOUTHSA/
JoroBopu 3a CrnoHcopcTtBO cbc 30 / TpeTu
guna, Haetu ot 30 3a opraHu3upaHe Ha
cbbuTHe".

OnoBectsiBaHeTo Ha IlpefocraBsiHe Ha
CTOWHOCT Ce H3BBpLIBA B CbOTBETCTBUE C
HallMOHAJIHUA KOJEeKC Ha JbpXKaBaTa OT
EBponeiickug cbl03, B KOATO € OCHOBHaTa
npakTuka Ha [losyyarens, mnomajan; B
obxBaTa (T.e. KbAETO Ce HaMHpa HETOBUA
aJipec Ha ynpaBJieHHe, MsICTO Ha yupe/isiBaHe
WJIM OCHOBHO MSICTO Ha JeHHocT - ,,0cHOBHA
npakTuka“). [lpegoctaBssHeTo HAa CTOMHOCT,
KoeTo Momaja B o6xBaTta Ha Kojekca Ha
EOQ®DUA, ce onoBecTsiBa B Tasu AbprKaBa B
EBpona, B koaAT0 e OCHOBHaTa MpaKTHUKa Ha
[lonyyaTens, nomnazalj B 06xBaTa,
He3aBUCHUMO OT ToBa JAaju lIpegocTraBsaHeTo
Ha CTOMHOCT B'b3HUKBA B WJMU U3BBH Ta3u
J'bprKaBa.

11. [IpefocTaBsHETO HA CTOMHOCT, CBbP3aHO ChC

CpbuTus (mamp. CnoHcopcTBO),
OpraHU3UpaHU OT noBeue oT eAHa 30 (UK OT
Tpeta cTpaHa, [JelicTBalla OT HMMETO Ha
noBedye oT efgHa 30), ce ONOBECTABA,
JIOKOJIKOTO € Bb3MOXHO, Ha 6a3a Ha
MOJIYYEHOTO OT BcekH [losydaTes, monmazarny
B 00XxBaTa, ak0 € M3BECTHO KakK e O6Wio
pasnpegeseHo [IpegocTaBaHETO HACTOMHOCT
MeXJy TAX, a aKko He e, [IpegocTaBsaHeTO Ha
CTOMHOCT Cce ONOBECTsIBA Ha CpeJHO-
apUTMeTH4YHa OCHOBA, HAa 6a3a Ha pa3yMHO
JIONyCKaHe 3a eJHaKBO pa3npejesieHue.
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12. ToVs relating to the following items are
disclosed under the -category “Fees for
Service and Consultancy” to a HCP/HCO,
directly or through a Third Party:

e speakers’ fees;
e speaker training;
e medical writing;

e data analysis;
e development of education materials;

e general consulting/advising;

Such ToVs are disclosed in the name of the
contracting party - Recipient of the ToV. ToV
related to services provided by an HCP through
an HCO (i.e. where the HCO is the contracting
entity and it determines at its discretion the
material aspects of the provision of the services)
are disclosed in the name of the HCO and not in
the name of the HCP.

13. Fees for services provided by a HCP/HCO in
connection with a Third Party Event are not
disclosed under the category “Contribution to
costs related to Events”, regardless of being
related to an Event, but under the category
“Fees for Service and Consultancy”, as this is
the actual nature of the activity performed by
the HCP/HCO.

14. Related incidental expenses under a contract
for services or consultancy (such as traveland
accommodation costs) that are not
included/integrated in the services or
consultancy fee are disclosed separately from

the fee in the relevant category (i.e. ,Related

expenses to services and consultancy”). When
such expenses are immaterial, are not
registered separately and cannot be easily
disaggregated, are disclosed under the
category ,Travel & Accommodation.

12. IlpepgocTaBssHETO HA CTOMHOCT, OTHACSLILO Ce
[0 CJIeJHUTe CJy4au, ce ONOBECTsiBa IO/,
KaTeropusra , TakcHu 3a ycJayra u
koHcynTtauuu“ kbM MC/30, HampaBeHHU
JUpeKTHO Uiy upe3 TpeTa cTpaHa:

® JIEKTOPCKU XOHOpapH;

e 00ydeHHe Ha JIEKTOPHY;

® TMUCMEHU pa3paboTKH Ha MEeJUIIMHCKHU
TeMU;

® aHaJ/IM3 Ha JIJaHHU;

e pa3spaboTBaHe
MaTepuaiy;

e 0010 KOHCYJITUPaHe/ ChBETBAHE;

Ha 00y4YUTEHU

TakoBa IlpemocTaBsgHe Ha CTOWHOCT cCe
OIIOBECTSBA Ha UMETO Ha CTpaHaTa Mo AOTOBOD -
[TonyyaTen Ha I[lpesocTaBsiHETO Ha CTOMHOCT.
[IlpefocTaBssHeTO Ha CTOHMHOCT, CBBP3aHO C
ycayry, npepoctaBeHu ot MC, ypes 30 (T.e.
KorarTo JioroBapsia crpaHa e 30 u T4 onpepens
M0 CBOSI TMpelleHKa OCHOBHUTE acleKTH Ha
NpeaoCTaBSIHETO HA YCJAYTHUTE), C€ OMOBECTSBAT
Ha uMeTo Ha 30, a He Ha uMeTO Ha MC.

13. Takcu 3a ycayru, npeaocraBeHu ot MC/30
BbB Bpb3Ka C BBHIIHO CHOUTHE, He ce
ONOBECTSABAT NoJ KaTeropusara ,[IppuHoc kbpM
pPasxou, CBbp3aHU CbC CHOUTHUSA", BBIPEKU
ye ca CcBbp3aHu Cbc CbbuTHE, a NOJ
kaTteropusata ,Takcu 3a ycayru H
KOHCYJITAallMU", ThHA KaTO TOBA ChOTBETCTBA
Ha eWCTBUTEJHATA ChIHOCT Ha JeWHOCTT],
usBbpuBaHa ot MC/30.

14. CpIrbTCTBALLUTE PA3X0AH, Bb3HUKHA/IA BbB

Bpb3Ka C JOTOBOpP 3a YCIYTH WU

KOHCYJITAlluU (KaTO pa3xo/iu 3a MbTYBaHE U

HacTaHsIBaHe), KOUTO He ca

BKJIDUEHH/MHKOPNOPUPAHU B TaKCUTE 3a

YCJIYTH WA KOHCYJITAllUH, Ceé OINOBECTSBAT

OTAEeJHO OT TakcaTa B CbOTBeTHaTa
kaTeropus (T.e.,Pa3xoau cBbp3aHu C ycayru
1 koHcyaTanuu“). Korato Te3u pasxoau ca
He3HAYWTeJHW MO0 pasMep WM He ca
BIMCAHU OTJeJIHO U He MOraT JIeCHO Jia ce
OTZEJISIT, Ce OIOBECTSABAT 0/, KaTeropusTa
JIIbTyBaHe u HacTansiBane".

22



15.

Payments for market research studies,
performed through market research
companies where the identity of the
respondents HCPs/HCOs participating in the
market research studies is not known, are not
disclosed. Where the identity of respondents
HCPs/HCOs and the amount they get paid is
known, ToVs are disclosed on the name of
respective HCPs/HCOs.

16. ToVs relating to the costs for the following

items are disclosed under the category
“Travel & Accommodation”:

flights;

trains;

hotel;
accommodation.

17.ToV associated with Travel of individual HCPs

18.

19.

is disclosed individually in the name of the
benefiting HCP, if he/she has consented to
individual ToV disclosure, or if not — on an
aggregate basis.

ToV to a group of HCPs for mass or group
transport (e.g. by bus/coach) organised for an
Event, is not disclosed as being considered as
not significant.

ToVs associated with Accommodation of a
group of HCPs, provided by Disclosing
Company through a third-party service
provider (e.g. travel agency), are individually
disclosed on an average basis, insofar as
group of HCPs having benefitted from the
“Travel and Accommodation” ToV are clearly
identifiable and have consented to individual
disclosure. Otherwise, disclosure is made on
an aggregate basis.

15.

[lnamaHuss 3a mNas3apHU NOPOy4YBaHUS,
OCBIIECTBABAaHKM  4Ype3  KOMIAHHUM  3a
MapKeTUHTOBU NpPOy4YBaHHUA, NPU KOUTO
CaMOJIMYHOCTTa Ha pecnoHgeHTuTe MC/30,
y4acTBalllu B IPOy4YBaHETO, € HEU3BECTHA, HE
ce onoBecTsABaT. KoraTto camo/aMyHOCTTa Ha
pecioHgeHTuTe MC/30 u pasMepbT Ha
IJIalllaHeTo, ca u3BecTHH, lIpesocTaBaHeTo
Ha CTOMHOCTH Ce OMOBECTSIBA HAa UMETO Ha
cboTBeTHUTE MC/30.

16. I[IpenocTaBssHETO HA CTOMHOCT, CB'bP3aHO CbC

17.

18.

19.

C/lleIHUTe Pa3Xo/JH, Cce ONOBECTSABA MOJ,
KaTeropusTa ,[I'bTyBaHe U HacTaHsBaHe":

® CaMOJIETHU IOJIETH;
e OHJIETH 34 BJIAKOBE;
e XoTeJ;

L] HaCTaH{dBaHe.

[IpesiocTaBssHETO HA CTOMHOCT, CBbP3aHa C
[IbTyBane Ha oTaenHu MC, ce omoBecTsiBa
WH/JUBHAYaJHO Ha UMETO Ha MOoJI3BALUs Ce
MC, ako TOH e pgan cbrJjacvde 3a
WHAWBU/IyaJIHO OIlOBECTSIBaHe Ha
[IpenocTaBssHeTO HA CTOMHOCT, a aKo He, ce
OIIOBECTsIBa 0000IIEHO.

[IpenocTaBssHETO HAa CTOMHOCT K'bM rpyna MC
3a 00IIECTBEH WJIM IPYIIOB TPAHCHOPT (HAIp.
¢ 6yc/ aBTOGYyC), opranusupas 3a Cb6uTHE,
He ce ONOBECTSIBA, ThW KaTO Ce CYMUTA 3a
HEeCDhIIECTBEHO.

[IpenocTaBsHETO Ha CTOMHOCTH, CBbP3aHU C
HacraHnsaBaHe Ha rpyna MC, U3BBbpILIEHO OT
OnoBecTABallLO APYXKECTBO, UYpe3 TPETO JULEe
- IOCTABYUK Ha ycayry (Hamp. TYpUCTUYeCKa
areHiMs1), ce OMOBeCTsIBAa UHAUBU/yaJHO Ha

CpefiHO-apuTMeTH4YHa 6as3a, JIOKOJKOTO
rpynata MC, Bb3noJ3Bald Cce  OT
[IpefocTaBsHeTO Ha CTOHHOCT oT

kKaTeropusTa ,[I'bTyBaHe M HacTaHsIBaHe", ca
SICHO OTpeJiesIieEMH U ca JJaJIU ChbIJIaCHETO CH
3a  MHJAWBHJYaJHO  ONOBecTsiBaHe. B
NPOTHUBEH C/IyYai, OTIOBECTABAHETO Ce MPaBU
Ha 060611eHa 6a3a.

23



20.

21.

22.

23.

24.

25.

ToV to a group of HCPs whose number is
unknown and who could not have been
clearly identified, despite of takingreasonable
efforts and due diligence in that regard is not
disclosed.8

Donations of medicinal products to
HCOs/POs are disclosed under the category
»,Donations and Grants to HCOs/POs" ata
wholesaler price + VAT, if applicable.

Research and Development ToVs, as defined
in Art. 23.4 from the Code, are disclosed only
on an aggregate basis, as per the
requirements of the Code.

Disclosing Companies disclose the amounts,
provided to POs within their interactions
with them, subject to the applicable
requirements and restrictions provided for in
the EFPIA Code and in the Code.

Disclosing Companies disclose a list of POs, to
whom they provide financial support and/or
significant indirect/non-financial support, or
to whom they entrust the provision of
services. The disclosure is carried out in a
form chosen by the Disclosing Companies and
includes a description of the nature of the
support or services provided, which
describes the essence of the support or of the
arrangement. Confidential information, if
any, is not disclosed.

With respect to POs the disclosure includes:

e For support:

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

- the non-monetary benefit that the PO
receives when no meaningful
monetary value can be assigned the
non-financial support.

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

8 For example, this is the case of mass transport made
available to unidentified number of participants.

20.

21.

22.

23.

24,

25.

[IpemocTaBsgHETO Ha CTOMHOCT KBM Trpyna
MC, 4yumiiTo 6pod e HEU3BECTEH, U UUATO
CaMOJIMYHOCT He OM MorJa Ja O0bjle
yCTaHOBEHA, BBIPEKH NoJlaraHe Ha pa3yMHU
YCUJIUA U HeoOXoiMMaTa rpuka U ycbp/ive B
Ta3u MOCOKa, He Ce ONOBECTSIBAT.

JlapeHusTa Ha JieKapCTBEHU NPOAYKTH Ha
30/I10 ce omoBecTsBaT IO/ KaTeropusTta
JJdapeaus u CnoHcopctBo Ha 30/I10“ mo
1eHa Ha Tbprosewa Ha eapo mwitc J/1C, ako e
NPUJI0KUMO.

[IpenocraBsaHeTo Ha CTOMHOCTH 3a
Hay4yHOMU3CJeZj0oBaTeCKa u pa3BoiiHa
JleHOCT, KakTo ca JgebuHupanu B wi. 23.04
ot Kopekca, ce omnoBecTsiBa 0006ILIEHO,
cnope/ u3uckBaHusaTa Ha Kojekca.

OnoBecTsiBal[UTE JpPYKECTBA OMOBECTSABAT
cyMuTe, npeaoctaBeHy Ha [10 B pamMKkuTe Ha
B3aMMOJIEUCTBHUSATA CH C TAX, IPU CIa3BaHe
Ha MPUI0KUMUTE W3UCKBaHUS U
orpaHuyeHus mnpeasuseHu B Kojekca Ha
E®DPUA u B Kogekca.

OnoBecTsBaLUTe JApPYyKecTBAa ONOBECTSBAT
cnucbk Ha [10, Ha KOWUTO NpeoCTaBAT
¢duHaHCOBa mMoJKpena /WM CbllecTBeHa
KoCcBeHa/HepUHAHCOBA NOJKpena, WM Ha
KOUTO B'b3JIaraT NpeJ0oCTaBIHETO Ha YCIyTH.
OnoBecTsiBaHe ce U3BbpIIBA B U36paHa OT
OnoBecTsiBamuTe ApyxectBa ¢opMa U
BKJIIOYBA OINMCaHWEe Ha ecTeCTBOTO Ha
npe/iocTaBeHaTa MOJKpena WM YCIyTH,
KOeTO OIKMCBa CBLUIHOCTTA Ha MOJAKpenaTa

50071 JOTOBOPEHOCTTA. [loBepuTesiHa
MHpopMaLMs, akKo HMa TakaBa, He ce
OIOBECTSIBA.

[Io otHomenue Ha I[I0 omnoBecTABaHETO

BKJIIOYBA:

e 3amojkpena:

- [MapuyHaTa CTOMHOCT Ha <¢HUHaAHCOBaTa
nojkpemna v pakTypupaHUTe Pa3XO/IH.

- HellapyhyHaTa 0JI33, KOeTo o
moJiydyaBa, KoraTo 3a HeduHaHcoOBarTa
oMol He MOXe JAa O'bJe ompejeseHa
CbAbprKaTe/HA NapUyHa CTOHHOCT.

e 3a J0roBOpeHMU YCAYTrH: obLjaTa CyMma,
miiateHa Ha [10 3a oT4eTHHA EPUOA,

Hanpumep, TakbB e C/1y4asT C MacoBMA TPAHCMOPT, KOUTO
e A0CTbMeH 3a HeonpegeneH 6Poi yyacTHUUM.
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26. Disclosing Companies disclose ToVs even if
they assign a Third Party to engage in such
activities.

XIL Recognition Date

ToVs are disclosed based on the date of effective
incurrence of the cost and not on the basis of the
date when the benefit was received by the
Recipient of the ToV. As a rule, ToVs recognition
date matches the recognition date applied for
accounting purposes, pursuant to the accounting
principles adopted by the Disclosing Company.

XIII. Tax Aspects

1. ToV amounts are disclosed net of VAT. Where
for some reason VAT has not been deducted,
the underlined VAT might be included in the
ToV amount.

2. Where applicable laws require the Recipient of
the ToV to deduct and pay at their own
account corporate income taxes, withholding
tax, personal income taxes or social security
contributions on the amount of the ToV
received, disclosed ToV amounts are
presented gross and are not netted.

3. If the provision of ToV triggers payment of
public duties (taxes or social contributions)
by Disclosing Companies at their own
account, the amount of such public duties are
not disclosed as part of the ToV.

XIV. Currency Aspects

ToVs made in foreign currency are disclosed in
the local currency (Bulgarian Lev), applying the
official exchange rate quoted by the Bulgarian
National Bank for such foreign currency for the
date of the invoice.

26. OnoBecTsIBallMTe JpyKecTBa ONOBECTSBAT,
[IpefocTaBsiHe Ha CTOMHOCTH JOpH, aKo ca

B'b3JIOXKUJIU Ha Tpera CTpaHa
OCBIIEeCTBSIBAHETO HA TaKHWBa AEeWHOCTHU OT
TAXHO UME.

XII. OT4yeTHa AaTa

[IpeiocTaBssHETO HA CTOMHOCTU Ce OIMOBECTSIBA
Ha ©6asa Ha JaTaTa Ha [JeHWCTBUTEJHOTO
M3BbpIIBaHe HA Pa3x0/la, a He HA 6a3a Ha JlaTaTa
Ha TMoJlyyaBaHe Ha I@oJi3aTa OT CTpaHa Ha
[TonyyaTens. [lo npaBu/io, AaTaTa Ha OTYUMTaHe
Ha [IpenocTaBsiHeTO Ha CTOMHOCT CBbBHOAJA C
JaTtara, Ha KosaTo [IpefjocTaBaHeTO HA CTOUHOCT
ce O0CYEeTOBOJASBA KaTO pasxofl, CbOOGPA3HO
CYEeTOBOJHHUTE NPUHIUIY, NpUeTHU oT
OnoBecTgBallaTa KOMIaHUS.
XIII. JlaHbYHU acneKTHu
1. PasmepuTe Ha IlpegocTtaBsaHeTO Ha CTOMHOCT
ce onoBectaBat 6e3 /1/]C. KoraTo o HakakBa
npuyuHa [J/IC He e 6un npucnagHat, J/1C
MOXKe Ja ObJe BKJIWOYEeH B pasMepa Ha
[IpefocTaBsiHETO HA CTOMHOCT.

2. KoraTo nmpu/jio)XMMHTe 3aKOHW H3UCKBAT OT
[lonyyaTens fga yABbpKA OT pa3Mepa Ha
[IpefocTaBsaHeTO Ha CTOMHOCT U Ja [J1aTH 3a
CBOSI CMeTKa KOPIOPAaTUBHU JlaH'bLIM, JaHbK
MpY U3TOYHHUKA, JaHbLIM BbPXY J0XOAUTE Ha
duznyeckuTe  JMOA WM COIIMAJIHO-
OCUTYPUTEJNHU BHOCKH, CcyMuTe Ha
onoBecTeHOTO [IpegocTaBsiHe Ha CTOMHOCTCE
MpeACTaBAT 6PYTHO U HE Ce HETUPAT.

3. Axo uspbpuiBaHeTo Ha I[IpemocraBsfiHe Ha
CTOHHOCT mopax/Ja 3a OnoBecTsBallOTO
JIPY’KeCTBO 3aJb/DKEHWEe 3a IIalllaHe Ha
NyOoJUYHU 33 b/DKEHUSA (maEbI  W®
COLlMAJIHM BHOCKH), CcyMaTa 3a Te3Hu
ny6JUYHU 33//b/DKEHUS] He Ce OMOBecTsABa
KaTo 4yacT oT [IpelocTaBsIHETO HA CTOWHOCT.

XIV. BasiyTHM acnieKTH

[IpenocTaBAHETO Ha CTOMHOCT, HANpaBeHO B

YyXJecTpaHHa BajlyTa Ce OIOBEeCTABa B

MecTHaTa BajayTa (O'bJArapckd JieB), KaTo ce

npuara oQUIMAIHUAT 06MeHEH KypC, 06sIBEH

oT bbarapckara Hapo/jHa 6aHKa 3a Tasu

qy)KJleCTpaHHa  BajJiyTa KbM  JaTaTa
daxkTypara.

Ha
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XV. Disclosure of Commercially Sensitive

Information

In some cases information related to ToVs may be
commercially sensitive or not suitable for being
disclosed. In cases where such concerns arise,
Disclosing Companies will decide on case-by-case
basis and after consulting with a legal advisor
whether and how to proceed with publication of
such information, in compliance with relevant
laws and regulations.

XVI. Disclosure form

1. Date of Publication

The date of publication is: up to 30 June
2, Reporting Year

The publication relates to the previous calendar

year (from 1st January to 31st December).

This information will remain available on
Internet for a period of 3 years after the date of
the publication.

3. Disclosure Platform

The publication is provided through:

Servier’s publication page on www.servier.bg

4. Disclosure Language

The publication is provided in Bulgarian.

XV. OnoBecTsiBaHe Ha  YYBCTBUTEJIHA

TbhProBcKa nHGOpMaLUa

B Hskou caydau uHPoOpMaIUATa, CBbp3aHa C
[IpenocTaBssHETO Ha CTOMHOCT, 6M MorJa Ja e
YyBCTBUTEJHA TbProBcka MHPOpMaLUsATa WU
HelmoAXoAdAIa Aa 6'bJie onoBecTsBaHa. B ciyyait
ye ce TMOpPOJAST TMOJOOHM NPUTECHEHWUS],
OnoBecTABaLIOTO JPYXXeCTBO lie pellaBa 3a
BCEKU OTAeJIeH CJAydall U cjef; KOHCYJTalus ¢
IOpUANYECKHM KOHCYJTAHT KakK Ja AelcTBa BbB
Bpb3Ka C 0051BIBAHETO Ha TakaBa UHoOpMalus,
B CbOTBETCTBHE CbC CbOTBETHUTE MPUJIOXKHUMHU
3aKOHU W Hapenou.

XVL dopma 3a onoBecTsAiBaHe

1. /laTta Ha nyG/IMKyBaHe

JlaTaTa Ha my6/MKyBaHe e 10 30 oHHu.

2. OTyeTHa roguHa

OmoBecTsiBaHETO Ce OTHacd 3a NpeAXoJHa
KajsieHgapHa roauHa (ot 1 sgHyapu jgo 31
JleKeMBpH)

Tasu uHpopmanus e 6’b/e Ha PAa3MOJI0KEHUE B
MHTepHeT 3a nepuof oT 3 TOAUHM CJef JaTaTa
Ha Ny6JIMKYBaHETO M.

3. IlnaTdopma 3a onoBecTsIBaHe

OmoBeCTSBaHETO Ce U3BbPLIBA YpPe3:

MHTepHeT cTpaHULaTa 32 ONOBECTSIBaHe Ha
CepBue: www.servier.bg

4. E3uK Ha OIOBEeCTABAHETO

OnoBecTsIBAaHETO Ce U3BBbPILBA HAa O'bJrapCKU
e3HK.
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