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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 IL.1 below), made directly or

1 https://www.efpia.eu/media/602690/310521-efpia-code.pdf

METOA0/10Ir'ud OTHOCHO
OINIOBECTABAHE HA
MPEJJOCTABAHE HA CTOMHOCT
CbIJIACHO KOJAEKCA 3A
ONMOBECTABAHE HA CTOMHOCT
OT PAPMALEBTUYHHU
APYKECTBA KbM
MEAUIHUHCKH CIIEHUA/IUCTH
U 31IPABHU OPTAHU3 AL

BbBeaeHue

1. llpe3 2014 r. EBpomneiickaTta denepanus Ha

dapManeBTHYHHUTE WH]IyCTPUHU U
aconuanuu (,EODUA“) npume Koxekc 3a
ONOBECTSIBAHE Ha  TMpeJOCTaBsiHE Ha
CTOMHOCT OT QapMaleBTHUYHH [[PYyKeCTBa
KbM MEJUIMHCKH CIELUATUCTH U 3APaBHU
OopraHu3allyH, UMall] 3a 11eJ1 J]a OTTOBOPH Ha

MMOBHUIIEHWUTE HYXJIW W O4YaKBAHHUA Ha
O6I.L[€CTBOTO 3a IMpO3pavHOCT BbHB
BBaHMOAeﬁCTBHHTa MeXxay
(l)apMaLIEBTI/I‘{HI/ITe KOMIIaHHUH "

MeJULUHCKUTe crheyuaaucty. [lpes 2019
E®PUA Bkawuyd BbhpocHuss Koaekc 3a
OTNOBeCTsIBaHe B KOHcoauaupaH Kojekc Ha
noBejleHue Ha EODPUA (,KomekcbT Ha
EODUA")

Kato acommanms, 4yaeH Ha EOQODHUA,
Aconuyanugara Ha
Hay4YHOU3CJIeI0BATEICKUTE

dbapMalneBTUYHHN NPOU3BOJUTENU B

Bwarapus (,ARPharM“) npusara uansJsio
Kopekca Ha EQODUA, upe3 BbBeXK/JaHETO HA
HalMOHaJIeH ETuyen KOJIEKC Ha
Hay4YHOU3CJIe/l0BaTeICKaTa
dbapmaneBTUYHA UHAYCTPUSA B bbirapus
(,KopekcnT“)?, KOWTO, Hapen C [Apyru
BBIPOCH,  YCTAaHOBSBA  MUHHUMAJHHUTE
CTAHAAPTH 3a MPO3PAaYHOCT U OTIOBECTSIBAHE
Ha QUHAHCOBUTE B3aUMOJIEHCTBUSA MEXKIY
dbapmMaleBTUYHATA UH/YCTPUSI.

KosekchT HW3UCKBA BCUYKU JPYKECTBA,
KOUTO ca O0OBBp3aHHM OT Hero, Ja
onoBecTaBaT ,lIpenocTaBsHe Ha cTolHOCT"

2http://arpharm.org/arpharm/files/ARPharM_Consolidated CODE 03062020 final.pdf
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indirectly to HCPs (as defined in Section 1.4
below),HCOs (as defined in Section IL5
below) and PO (as defined in Section IL.5
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

(nepunupano B Pazzgen IL.1 mno-poay),
HalpaBeHO MNpSIKO WJHM KOCBeHO KbM MC
(nedunupanu B Paszpen 1.4 mo-moay), 30
(nedunupanu B Pazzen II,1.5 no-gony) uiau
[10 (medunupanu B Paznen I, 1.5 mo-goay),
KoeTo JAa ObAe [JOKYMEHTHPAHO W
NyGJIMKYBaHO €XXeroJHO.

4.Tasu MeToz0/10THS € IpHeTa U My6JNKyBaHa

B U3N'bJHeHHe Ha 4. 23 oT Kojiekca U uma
3a LeJq Ja MU3ACHH KaK CbOTBETHUTE
KaTeropyuu Ha IpeJloCTaBsiHe HA CTOUHOCT ce
W34YMCIASIBAT M OIOBECTSIBAT, KAKTO U Ja
npesoCTaBU Apyra MpaKTHU4YecKa
vHbopMalus, KOSTO OU yJIeCHUIA YUTATEIS
Ha omnoBecTeHaTta cbriaacHo Kogekca
vHbopMalus B MPaBUJIHOTO pa3bupaHe U
T'bJIKYBaHe Ha JaHHWUTe, OTHACAIIU ce 3a
[IpenocTaBsiHe HA CTOMHOCT.

5.Tasu MeTO,LIOI[OI‘I/IH CeIlpuJiara 1o oOTHOLIEHHe

e Bcako

OINOBECTSIBAHETO Ha
[IpenoctaBsHe Ha cToWHOCT KbM 30, MC u
[10, 4uATO OCHOBHA MNpPAKTHKA, OCHOBEH
npodecroHaseH ajApec WJIM MsICTO Ha
perucrtpanus e B bbjarapus, U3BbpLIEHO OT
KOWTO U Jia e OT C/IefJHUTe Cy6eKTH (BCeKH
HapyvyaH  mnooTjesHo  ,0OnoBecTaBallo
JpyKecTBO“ U 3ae/JHO HApUYAHU
,OTOBeCTsBallY pyxKecTBa"):

o ,CepBue Megukan“ EOO/], npy»ecTBo 3a

HpOAa)K6I/I U MapKeTHHTI, 3aHNMaBallo ce

C IPOMOLMOHA/IHA JJeHHOCT B Bbirapus
(uneH Ha ARPharM);

o ,CepBue boarapusa“ EOO/l e npy»xecTBo,

T'bPTyBall0 C JeKapCTBEHU NPOAYKTU B
Bbarapug; u

ZApyro JpYyKecTBO,
NpUHAJAJEXKaAIl0 KbM KOpHIOpaTUBHATA
rpyna Ha CepBue.

6. OmoBecTsiBaHUSITA MO TO3U KO,ILeKC N Ta3u

IL

MeTopmosiorus ce npaBAT Ha MMETO Ha
[lonyyatens Ha IlpepocTaBsgHeTO Ha
CTOMHOCT U Ce MPEJICTAaBAT KaTo o611 coop,
He3aBUCMMO OT TOBAa KOe KOHKDETHO
JIPY?>KeCTBO e U3BbpLIKIO0 [IpesocTaBsHETO
Ha cToMHOCT, 6e3 yacTu oT [IpeiocTaBsAHETO
Ha CTOMHOCTH Jja ce pa3npesessaT U OTHACAT
KBM CbOTBETHHUTE JpPY:KecTBa IO TOYKa 5
no-rope.

OnpepaeneHust



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:

e 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”

TepMI/IHI/ITe, H3I10JI3BAHHU B Ta3HU METOAOJ'IOFI/IH,
HUMAaT CJIE€eJHHUTE 3HAa4Y€HHd, CbOTBETCTBAIIKM Ha
T€3U, KOUTO Ca UM IIpUAAJECHHU OT Ko,ueKca:

1. IIpedocmaesHe Ha cmotHOCM (WX B MH.Y.
JIpefiocTaBssHe /TO HA CTOMHOCTH") € MPSKO
WJIM KOCBEHO MpeJoCTaBsiHEe Ha CTOMHOCT B

napd, B HaTypa WM 0O Jpyr Ha4duH,
U3BBPIIEHO KBbM  MOJyYaTeJd, KOHUTO
momazatr B o6xBata Ha Kogekca (

Nebunupanu B T. 11 u Pazgen V no-go.y), 3a
IPOMOLMOHA/JIHU LleJIM WM BBbB Bpb3Ka C
pa3paboTBaHeTo (Hay4HOU3C/Ief0BaTeICKau

pasBoMiHa [JeHHOCT) W MapKeTHUHI3 Ha
JIeKapCTBEHW TPOJAYKTHU B XyMaHHaTa
MeJMIIMHA, OTNYCKaHW 10  JIeKapCKo
npeAnuvcaHde, KaTo Ce WMarT HpejBu/j

W3KJ/II0YEeHHUsTa U NosicHeHUsATa B Pa3en 'V, T.
1, Paspen VIII, Paspen XI, Touku 5,7, 14,17 u
19 u Pazpen XIII, T. 3 no-goay.

2. AlupekmHo IlpedocmaesiHe Ha cmoliHOCMu
ca Te3W, U3BBpPIIEHM JUDPEKTHO OT
OnoBecTsiBalllo JpYy>XeCTBO B IoJi3a Ha
[TosryyaTes, monajauy B o6xBaTa (CbIJIacHO
nebununuaTa B T. 11 u Pazgen V no-goay);

3. KoceeHo IlpedocmassiHe Ha cmoiiHocmu e
TOBa:
e HampaBeHO OT uMeTO Ha OMmoBecTsBaIlO
Jpy’KecTBO B mosida Ha [losydare,
nonajail B 06XBaTa; Uuiu

e HampaBeHO upe3 IMOCPeAHUK, KOraTo
OmoBecTsABaIOTO JIPY>KECTBO 3HAe WU
MoxKe ga uaeHTuduirpa Iloaydaresns,
KOWTO ce moJi3Ba oT [IpeiocTaBsiHeTO Ha
CTOMHOCT Y Nonaja B o6xBaTa.
PassinkaTa MexJy ropHUTE [BE Bb3MO>KHOCTHU €
OCHOBHO Ta3W, 4Ye B II'bpBUA CcJaydai
OnoBecTsABaILOTO APY>KeCTBO B'b3J1ara
JeWHOCTH, CBBbpP3aHU C U3BBPLUIBAHETO HA
[IpegocTaBsiHe HA CTOMHOCT HA U36paHO OT HEro
TpeTo JiUle, JOKaTO BBbB BTOPUS Ciay4yai
NoCcpeIHUKBT Ha [IpeflocTaBsiHe HA CTOMHOCT He
e n3bpaH oT OMOBECTSBALIOTO JIPY>KECTBO, a €
ompejeyseH OT  Apyrd JiMoa HWJIH  OT
06CTOSATEJICTBA, W3BBH KOHTpOJIa Ha
OnoBecTABaUIOTO APYKECTRBO.

TepmunHbT, M3nonssaH B EPOUA Kogekca e ,,npogarkoun”,
AoKaTo KoAeKCbT n3non3sa TepMmnHa ,MapKeTUHr



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 WPUIUYECKO JIALE WU

bu3nYecKo JiMlle, KOeTO MpeACTaBJsABA
OnoBecTsABauo APY>KEeCTBO WIN
B3auMo/ieiicTBa ¢ Jipyru TpeTu CTpaHu OT
MMeTO M 3a cMeTka Ha OmoBecTdBalio
JIPYy’KECTBO WJIM BBbB BpPb3Ka C JlekapcTBeH
npoaAyKT Ha OmoBecTSBaNIO0 APYKECTBO, KATO
JUCTPUOYTOpPH, THProBUM  HA  eZpo,
KOHCYJITAaHTH, OpPraHM3aluH{, HU3BbPIIBALIA
u3cje/loBaTesICKa [JIeHHOCT 10 J0r0BOp,
npodecruoHaJHU OpraHU3aTOpHU Ha
KOHTPEeCH, HaeTH IO JOTOBOP TBHProBCKHU
npeJ/iICTaBUTEH, KOMIIAaHUY 33 IPOyYBaHe Ha
nasapa, pekJIaMHHU areHIiyuy, JOCTaBYMIU Ha
yCJIyTH, CBBbp3aHu cbc CbOUTHSA, YCAYTH 3a
BpBb3KH C OOLIECTBEHOCTTa, YCJAYTd 3a
yHpaBJeHue Ha HEKJIMHUYHH,
HEVMHTEPBEHIIMOHAIHH NPOYYBaHHUSL.

5. MeduyuHcku cneyuaaucm (MC) e BCeKH OT

M30pOeHUTe: JieKapH, JieKapHu Mo JieHTaJHa
MeJIULIMHA, Maructbp-papmaneBTy,
MeJJULIUHCKH cecTpy, aKylIepKH,
MeJJMLIMHCKA JIaOOpaHTH, NapaMeAuuyd |
MOMOLIHHUK-JIEKAPH, MOMOUIHHUK-
dbapManeBTH UM BCAKO JIPYTo JIMLE, KOETO B
paMKHTe Ha CcBoATa INpodecroHalHa
JIeMHOCT MMa NpaBo Jia NPeANUCBa, 3aKyNyBa,
cHa6/sBa, MpenopbyBa WM aJIMUHUCTPUpPA
JIeKapCTBEHU MPOAYKTH W YHUATO OCHOBHA
IIpaKTHKa, OCHOBeH NpodecruoHasleH ajapec
WJIM MSICTO Ha peructpanus e B bbarapus. 3a
M30sirBaHe Ha CbMHEHUE, ONIpe/ie/IEHUETO Ha
MeJULMHCKU ClenuaJucT Bkao4YBa: (i)
BCAKO JUTBXKHOCTHO JIMLEe WUJIA CIYKUTeJ Ha
NpaBUTEJCTBEHA areHUus WJIM  Jipyra
opraHusanus (B MyOGJUYHUS WUJIU YACTHUSA
CEeKTOp), KOeTO MMa INpaBo Ja NpeANUCBa,
3aKylyBa, CHabjAgBa, IpenopbyBa WU
aIMUHUCTPHUpA JIeKapCTBEHU NPOAYKTH U
(ii) Bcexku caykuTes Ha JAPYXKeCTBO, YHUATO
OCHOBHAa [JIeMHOCT € Ha NpaKTHUKYyBall
MeJJULIMHCKU CIIelIMaJIMCT, HO U3KJII0YBa: a)
BCUYKHU IPYTH CJAY>KUTE/IU Ha JPY>KECTBO U b)
TBProBUM Ha €po WJIW JAUCTPUOYTOPU Ha
JIeKapCTBEHH NPOJYKTH.



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 (“P0O”) 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 ofincorporation 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:

3dpasena opeanuzayusa (,30“) e Bcska
opranusanus, kosato e: (i) 3apaBHa,
MeJJMLIMHCKA WM Hay4YHa OpraHU3alus WUIu
CApy>keHHe (He3aBUCUMO OT IopH/JHYyecKaTa
WIM  opraHusanuoHHa ¢opma), KaTo
HalpuMep JieyeGHO 3aBeJieHUe N0 CMUCBJIA
Ha 3akoHa 3a Jie4yeOHUTe 3aBe/leHus,
boHzanMsa, YHUBEPCUTET WJIM  Jpyra
ob6pa3soBaTesiHa WHCTUTYLUS,
npodecOHaIHO WJIM HAy4yHO JPYXKeCTBO (C
M3KJ/II0YeHHe Ha NalMeHTCKU OpraHu3alyy B
pamkuTe Ha ob6xBata Ha Kogekca 3a I10),
YUWTO ajJipec Ha ynpaBJeHHe, MACTO Ha
yupe/isiBaHe WJIM II'bPBUYHO MACTO Ha
JleiiHocT e B Bbarapus wiu ii) upes kosTo
e/JuH wiu noBevye MC npeJjoCTaBsAT YCIAYTH.

7. llayuenmcka opz2aHu3ayusi e rOPUSUIECKO

JIMIle W/WJIW OpraHu3alMsi C HeCTOIaHCKa
e (BKJTIOYHTETHO opraHu3anys,
oGeJIMHABAIA MAIMEHTCKU CApPYXEeHUs), B
KOUTO 4YJIEHYBaT MpeJAUMHO MallueHTU
Y/WJIH JIMIaTa, KOUTO Ce TPHXKAT 3a TAX, U
YUSATO OCHOBHA JEWHOCT U I[eJIV Cen3pa3siBaT
B IIPe/ICTAaBUTEJICTBO, 3al[UTA U MOJIKpena Ha
HY)K/JUTEe Ha TalUeHTUTe W/WJIU JIMIATa,
KOWUTO Ce TpmKaT 3a TAX, WU YHUUTO
JPY?KeCTBEH aapec, MSICTO Ha perucTpaius
WJIK OCHOBHO MSICTO Ha JleiiHoCT e B EBpona.

8. IlpogpecuonasieH opzaHu3amop Ha KoHzpecu

(,IIOK”) e npodecroHasHa opraHyu3alys 3a
ynpaBJieHHe Ha CbOUTHSA, Ha3HaueHa oT 30
Jla TUIaHMpa U NPOBeX/Ja CbOUTHA OT TAXHO
MMe WJIM OpraHMsypama CcbOUTHA 1O
CcO6CTBEHAa MHULMATHBA. 3a LeJUTe Ha
HacrosijatTa MeTo/0JIOTUSI TBPrOBCKUTE
KOMIIaHUH, y9acTBalll¥ BOpraHU3alMgTaHa
I'bTYBaHUA

(TypuCcTHYeCKHM areHIMU) WM HacTaHsBaHe
(xoTesu, 6GaHKETU B XOTeJNU U [Ap.), HE ce
cuuTar 3a [I0K.

IlpedocmasssHe Ha cmoliHocmu  3da
Hay4yHou3c/iedosamesicka U pa3eoliHa
deiinocm ca [IpelocTaBSIHETO Ha CTOMHOCTH,
OINOBECTSIBAHM CaMO O00O0OIEHO, CBIJIACHO
Paspgen XI, T. 21 no-gosy, npefocTaBsgsHU Ha
MC u 30, BbB Bp'b3Ka C IJIAHUPAHETO WUJIU
NpPOBEX/JAaHETO Ha:

(i) HexknWHWYHM wU3cC/HeABaHUSA - B
[IpuHnMnuTe 3a Jo6pa 1abopaTopHa



,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,
JNebUHUPAHU KATO:
,eKChepuMeHm uau nopeduya om ekchepumeHmu,
npu Koumo usc/iedeaH obekm ce u3c/a1edea 8
/1a60pamopHuU yca08Usl, C Yea hoay4asaHe Ha
JaHHU OMHOCHO Hezo8ume Kavecmeda u/uau
6e3onacHocm, ¢ 02/1ed hpedcmasssHemo uM nped

C50M8eemHu pe2y1amopHu op2aHu”

Te ca

(ii) KiaumHWYHU M3NUTBaHUSA - B Wi 2(a)
oT Jlupexktuna 2001/20/EQO, Te ca
JeduHMpaHU KaTo:

,» BCSIKO NPOy48aHe npu 408eKa, npedHasHa4eHo da
ce omkpusm UAuU npogepsim  KAUHUYHUME,
dapmakoaozuuHume u/uau dpyau
¢dapmakoduHamuuHu ehekmu Ha eOUH UAU hogeyde
usnumMeaHu siekapcmeeHu npodykmu u/uau da ce
onpedeasim 8CUYKU HexXceNaHU peakyuu KoM eOuH
u/au noseye UNUMBAHU JeKapcmeeHu npodykmu
u/uau  da ce u3cnedsa  abcopbyuama,
pasnpedesieHuemo, Memabouzma u
eKkckpeyusima Ha eduH uau noseve U3NUMEAHU
JlekapcmeeHu npodykmu ¢ yesa da ce ycmaHosu
msixHama 6e3onacHocm u/uau egoukacHocm.

(iii) HeuHTepBeHUMOHANHU MNPOYUYBAHUS,
KOUTO ca  TPOCNEKTUBHU MO
XapaKTepa CM U KOUTO BKJIIOYBAT
CbOMpaHeTO Ha JAHHU 3a MaLUEHTH
OT WJIM OT MUMeTO Ha GU3NYECKO JIMLE,
win ot rpyna MC, KOHKpeTHO 3a
I[eJIUTe Ha Npoy4uBaHeTo. B uia. 2(B)
ot Jupexktuna 2001/20/EO,
HEUHTEepPBEHLUOHATHUTE
M3NUTBAHUS Ce ONpeJieAT KaTo:

»Npoy4yeaHe/us, npu Koemo/koumo
JsekapcmeeHusim npodykm(u) ce npednucea(m)
no ob6uyaillHusi Ha4yuH 8 cwvoMeemcmeue «C
ycaosuama, onpedesneHu 8 paspewleHuemo 3d
ynompeb6a. HasHauyasaHemo Ha mepanesmu4Ha
cmpamezusi Ha nayueHma He ce onpedeAas
npedeapume/iHo Ype3 NpoOMoKo/1 3a U3nUmaeaHe, a
nonada 8 mekywjama npakmuka u pewleHuemo 3a
npednuceaHe Ha  /eKapcmeomo e  SICHO
pasepaHu4eHo om peweHuemo 0a ce BKANYU
nayueima 8 uscsedsaHemo. [lo omHoweHue Ha
nayueHmume He mpsi68a da ce npu1a2amHuUKaKeu
donsaHumMenHU npoyedypu 3a OUA2HOCMUKA

uau Hab.1todeHue u
enudemuoso2uyHuUmMe mMemoodu ce u3no/a3eam 3d
aHa/1U3 HA CobpaHume OaHHU;

[TocTMapKeTUHTOBUTE MpOy4YBaHUSA c
paspelieHd 33  ynoTpeba  JIeKapCTBEHU
NPOAYKTH ChINO Ca BKJIOYEHU B CTOMHOCTHUTE,



10.

11.

12.

13.

Events are all professional, promotional,
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 HayuyHouscieioBaTeICKa U
pa3BoOMHA e HOCT.

10.

11.

12.

13.

14.

15.

Ce6umus ca npodecroHaHy,
IIPOMOLMOHAJIHH, Hay4HH W
obpasoBaTeJHU  CbOpaHHS,  KOHTpecH,
KOHpepeHIUH, CUMIOO3UYMHU U  JPYyTrH

NoJI06HU CHOUTHUSA (BKJIOYHUTENHO, HO He
CaMO KOHCYJITATHBHM CPENIH, IOCEIeHHUs Ha
W3CJIeJIOBATE/ICKM WJIHM  TMPOU3BOJCTBEHU
IIEHTPOBE, Cpelly 3a IJIaHUpaHe, 06yYyeHUe
WJIM U3CJIeJIOBATEJICKHM CpelH, BbB Bp'b3Ka C
KJIUHUYHU W3IUTBaHUSA U
HEUHTEePBEHIMOHATHU Ipoy4YBaHUs ),
OpTraHU3WPaHU UJIU CIOHCOPUPAHU OT UJIH 33
cMeTKa Ha OMoBecCTsBallo JPY:KECTBO

IHloayyamenau, nonadawju 6 o6xeama ca
Bcuuyku 30, MC wiam IIO, yuato ocHOBHa
NpaKTUKa, OCHOBEH MpodecroHaleH ajipec
WM MSCTO Ha peructpauus e B bbarapus,
KaTo ce WMaT NpeJBUJ U3K/IOYEHUSATA U
nosicHeHusTta B Pazznen V no-goay.

IIpuHoc Kem pa3zxodume, c86pP3aHU CoC
Ce6umus e TOJKpena, OCUTypsiBallla HWJIA
NOKpHUBallla pa3XxoJUTe 3a XpaHa, IbTyBaHe,
HacTaHsBaHe U/WJIM TaKCH 3a PETUCTpaIis B
NoJiKpena Ha NPUCBCTBUETO HAa OTAeJEeH
MeauuuHCKU CreLnuaJucT WU
[IpexacraBuTen Ha [lanMeHTCKa OpraHu3anus
Ha CbbuTHE, OpTaHU3UPaAHO WU
HHUIUUPAHO OT YseHyBawo JApyKeCcTBO
u/wau Tpeta cTpaHa.

Onosecmssaujo dpyasicecmeo uau
Onogecmsisawju dpystcecmea ca
Jipy’KecTBaTa, mocoyeHu B Paszzgen 1.5 mo-
rope.

OmuemeH nepuod o03HadyaBa  BCsKa
KaJleHJlapHa roJiMHa, 3ano4ypama ot 2015 .

JdapeHuss u 6e38v3Me30HU CpejcTBa e
6e3Bb3Me3/IHO NpeJIoCTaBsAHe Ha CPEeJCTBa,
aKTUBU WM YCIYTH C Lies MoJrnoMaraHe Ha
3/ipaBeola3BaHeTO, HAYYHUTE U3C/eBaHUsA
uaM  obpa3oBaHMeTo, 0e3 IocJe/Ballo
3aJb/KeHMe 3a [losyyaTena Jja npefocTass
B 3aMsHa CTOKM WJM yCJAyrM B IoJ3a Ha
JlOHODA.

16. CnoHcopcmeo e nofKpena, NpeJocTaBsAHa OT

HNJIKX OT UME€TO Ha OHOBECTHBaH_IO APYXKECTBO,
7



17.

18.

19.

II1.

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.

II1.

KOTaTO TOBA € pa3pelnieHo OT 3aKO0HA, KaTo
OpUHOC 3a [MoJANoMaraHe Ha [JIeMHOCT
(BryrounTesiHO CHOMTHE), OCBILECTBSBAaHA,
opraHusvpasna uau uHupguupana ot 30, I10
unu ot Tpera crpaHa. CHOHCOPCTBOTO
npejnoJara aJleKBaTHa HacpelHa
npectalnys OT CTPaHa Ha CIOHCOPUPAHOTO
JIAIiEe (Hamp. CTIOMEeHaBaHETO Ha
OnoBecTsBalIOTO APYKECTBO KATO CIIOHCOP).

HugopmayuoHeH uau o6pazoeamesieH
Mamepuaa e MaTepuaJ Ha CTOUHOCT [0
40a8. c J/IC, npsiko cBbp3aH ¢ MeJUIUHCKATa
win papMmalleBTUUHA NpPaKTHUKAa U C MpsKa
noji3a B TPWXKUTe 3a 3JpaBeTO Ha
nalnueHTHUTe.

Takcu 3a Ycayau u KoHcyamayuu.
[IpenocTaBsaHe Ha CTOWHOCT, NPOU3THYAILO
OT WJIM CBBbpP3aHO C JOTOBOPU MeXIy
OmosecraBamo  apyxectso u  MC/30,
CBIJIACHO KOUTO Te NPeAOCTaBAT BCAKAKBB
BU/, ycayry Ha ONoBecTABalloTO [PYKeCcTBo,
KakTo M BCcaka Jjpyra ¢opma Ha
dbuHaHCcUpaHe, KOSITO He e BKJKYeHa B
JApyrute jeGUHUPAHU KaTerOpUH.

IIpomoyus BKJIOYBA BCAKA efjHA JeHWHOCT,
npeAnpueTa, OopraHu3upaHa WU
cnoHcopupaHa  oT  Kommanusa,  wiau

OCBIIECTBSIBAHA OT HEMHO MMe, U 33 HelHa
CMeTKa KOSTO HachpyaBa HpeJIUCBAHETO,
CHabsIBaHEeTo, npoJiax6aTa,
OpUJIOKEHUETO, MPENnopPbYBaHETO  WJHU
ynoTpe6aTta Ha Heros(d) JieKapCTBeH(H)

NpPOAYKT(H).

061ma napopmanus

1. Tosu Kogzekc e akT Ha camoperyJiaius, KOsATo

yyneHoBeTe Ha ARPharM ca mnpuenu pa
cna3BaT [J06poBosiHO. KojekchT He e
3aKOHOJiaTeJleH aKT U  CJeJloBaTeJHO
npaBHATaA MY CUJIA € C TO-HUCHK PaHT OT Ta3u
Ha HOpPMAaTUBHUTE AaKTOBe, NpPUETH OT
3aKOHOJaTeJHaTa BJacT WIX OT [JApYyru
NpaBOTBOPAIU opraHu. [Ipu npoTuBopedune
Mexay Kojgekca ©  3agb/KUTENHUTE
pasnopeabu Ha JAeHCTBaLIMTE HOPMATHUBHU
aKTOBe, NOCJeJHUTE UMaT NIPUOPUTET IpeJ,
Kopekca.

OnoBecTsABalLIUTE Apy»KecTBa ca
AHTQXXUPaAHU Jla CJeAST 33 3aKOHOJATEJHU
NpOMEHHM, HUMalld OTHOIIEHHWEe BbPXY

ob6XBaTa U W3I'bJHEHHETO Ha TEeXHHUTe
8



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 throughouta 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.

IV. 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

4. Bcdako

3ab/oKkeHus o Kojiekca u Jja ce yBepsT, ue
npujaraT aJleKBaTHO BCSIKaKBH IpPaBHU U
peryJlaTOpHd HOBOCTH, KOWUTO MoTaT [Ja
O0'bJIaT BbBE/IEHU B O'b/lellle 110 Hal-pa3yMeH,
OTKPHUT U 060CHOBAH HAaYMH. AKO MOJAXOAbT U
MPAaKTUKUTE 3a ONOBECTSIBaHE Ce HYXKJASAT OT
a/lanTUpaHe, TOBA e Ce U3BBPIIHU U 11ie O'bjie
Ha/IJIEXKHO OTIOBECTEHO, Ype3 U3MeHeHUEe B
HacTtosIara MeTogo10rus.

3. OcBeH OT MPUJIOKUMOTO 3aKOHO/IATEJICTBO,
HacTosara MeTo1010THsI, 3aBUCH U MOXKe
Ja 6'bJe MoBJAYsIHA OT U3MeHeHus B Kogekca.
OnoBecTsiBaliMTe JpYy)KecTBa Ie HMaT
rprXaTa /ia CboOpa3sAT CBOUTE MPAKTUKHU 110
ONOBEeCTsIBaHE 110 CbOTBETEH  HA4UH,
CbOOIaBalKU CbOTBETHUTE IMPOMEHH, Ype3
W3MeHeHMe B HacTosaTa MeTo40J10THS.

[IpegocTaBsHe Ha  CTOHHOCT,
HalnpaBeHO Mpe3 e/[HA KaJleHJapHa TOJIMHA,
nomnaza B eJuH OTYeTeH Mepro/I.

5. HpeL[OCTaBHHeTO Ha CTOMHOCT Ce OMOBeCcTsIBa
€XerogHo, He IMO-KbCHO OT 6 Mecela cJjen
Kpad Ha CbOTBETHHUA OTyeTeH nepuon.

6. HadbopmanuaTa 3a IlpemocTaBsaHeTO Ha
CTOMHOCT 1e oOocCTaBa MyO6JMKyBaHa 3a
nepuo/; oT 3 (TpU) TOAWHU OT MOMEHTA Ha
OTMOBECTSIBAHE, OCBEH IMpPU [0-pPAaHHOTO
B'b3HHKBaHe Ha 06CTOSITEJICTBATA, ONIMCAHU B
Pasgen X, T. 8 nmo-gouy.

7. JlOKyMeHTUTe 5 3allUCUTE o
OTIOBECTSIBAHETO ce CbXpaHABaT B
Npoab/KeHUe Ha 5 (MeT) roANHU cjae]l Kpas
Ha chOoTBeTHUS OTYETEH NMEPUO/], OCBEH NPHU
HaJiM4Me Ha 3aKOHOBU OCHOBAaHUA 3a
HaMaJisiBaHe Ha Iepuo/a.

IV. CoenuduynHa 3a Bbiarapus
uHpopmManua

1. 3a passMKa OT JIMYHUATE [ aHHH,

WHOpMaNUATA, OTHacsIa ce 0

I0pUJIMYECKU JIMLA, KaKBUTO ca mosevyeTo 30,
¥ GUpMeHUTE JaHHH, OTHACSIIHU Ce /10 THX, ca
U3BBbH IPUJIO)KHOTO noJse Ha
3aKOHO/IaTeJICTBOTO 3a 3alllUTa Ha JIMYHUTE
JlaHHU, M CHOTBETHO He ce TIO0JI3BaT OT
HeroBarta 3akpuJsa. Hapen c apyro, ToBa ce
OTHaci 3a perucTpUpaHoOTO CeJaJUlle,
pasMepa Ha BNMCAHUs KaluTajl, eJUHHUA
uJeHTUGUKALMOHEH KOJ, M BCsIKa 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 when
providing CRO services);

e Wholesalers;
e Association of chemistry professionals;

MHpopMaLUs, Bb3 0CHOBA Ha KOSATO MOXe [Jia
ce UAeHTUPULMpPA eJHO I0PUAUIECKO JIUIIE.
[To cbuMa HaYMH, MHPOpMaLMs, OTHacAIA ce
fo IlpemoctaBsHe Ha  CTOMHOCT Ha
I0OpUAUYECKU JINLA, KAaKBUTO ca nosedeTo 30,
He Ce CYMTA 3a JIMYHU JAHHU U € U3BBH
obxBaTa Ha peryJjaludTe 3a 3alllUTaTa Ha
JuyHd  jJaHHd. C  orjes Ha  TOBa,
M3UCKBAHUATA 3a CbOUPaHe U OCUTypsIBaHe
Ha cCbIJIacua 3a 06paboTBaHe Ha JIMYHU
JaHHU 1o Pasgen X no-zoJy He ce npujaraT
no otTHouweHue Ha 30, ydypeJeHU BbBB
dbopmMaTa Ha PUAUYECKH JIMLA.

2. B Hsakown CJlydanu CbIJIaCHO CEKTOPHOTO

3aKOHO0/IaTeJICTBO B chepara Ha
3ApaBeonasBaHeTo, MC opraHu3upaT CBOUTE
JIeKapCKh TNpakKTUKU 1oJi ¢opMaTa Ha
e/IHOJIMYHU ThProBIH, KOUTO ca GU3UYECKU
JIUlla, BIHCAaHUM KATO TBProBUU B
TbproBCcKUsl pPErucTbp U PErucTbp Ha
IOJIHL. HezaBucumMo oT ToBa, 4ye ca 30,
eTHOJINYHHUTE T'bPTOBIU ca GU3NUECKH UL
Y KaTo TaKUBa ce MO0JI3BaT OT 3aKpujaTa Ha
3aKOHO/IaTeJICTBOTO 3a 3al[MTa Ha JIUUHUTE
JaHHH, KaKTo e nocodyeHo B Paszzgen VI no-
noay. C oryie Ha TOBa, U3WCKBAHMUATA IO
Pazzen X mo-m0J1y, OTHACSAIIM Ce 3a ChOHpaHe
U o6paboTBaHe Ha cbrjaacus 3a
OTIOBECTSIBAHE, Ca HAM'bJHO MPUJI0KHUMHU IO
oTHomweHWe Ha 30, yupeAeHH KaTo
€/IHOJINYHHU ThbPTOBIIH.

V. IlosryyaTesy, nonajamy B 06XBaTa Ha
IIpegocraBsiHe HA CTOMHOCT

1. llpepocTaBsAHETO Ha CTOMHOCT B IOJ3a Ha
JIlla/opraHusalnuy, KOUTO He IonajaT B
o6xBaTa Ha [losyyatenu Ha IlpenocraBsHe
Ha CTOMHOCT, He ce ON0BeCTsBa.

2. CJ'Ie,ZLHI/ITe OOMKHOBEHO He ce cMATaT 3a

[losnyyaTesnu, mnomazamu B o6XBaTra Ha
[IpegocTaBsHeTO Ha CTOMHOCT, 6es
HM36pOSIBAHETO /1 € U3YePIaTEHO:

e ®dapMauneBTUYHM KOMNaHuUM  (Hamp.
NPOMOTHPAIH JIEKaPCTBEHU IPOLYKTH);

e BHOTEXHOJIOTUYHU KOMITAaHUH (c
U3KJI0YeHWe  Ha  [peJoCTaBsLUTe
YCJIyTH N0 KJIMHUYHU IPOYYBAHUA);

e TbproBuu Ha e/ipo;

e AconmauMu  Ha  NpodeCHOHANNCTH
XUMHULY;
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e (Congress organisers thatare 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).

3.1f 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 ,EHK"), or if they do not have such, by
their BULSTAT number, enter in the
BULSTAT register; and

e POs areidentified 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 ,EHMK"), or if they do not have such, by
their BULSTAT number, enter in the
BULSTAT register.

e OpraHu3aTopU Ha KOHI'pecH, KOUTO He ca
30 (Hamp. KOMIIaHWUM, MPeOCTaBAIIH
yCJIyT'Y 110 OpraHu3vpaHe Ha CbOUTUA);

e KomMmmaHuy, MpefoCTaBALlM Bb3Me3JHU
yCIyrd, 3a  IJIAl@HUATA,  KOUTO
II0JIy4aBar, JJOKOJIKOTO B KpalHa CMeTKa
Te3W IJIALaHUsl He OTHMBAT B I0JI3a Ha
MC/30/II0; n

e AJIBOKaTCKM KaHTOPH (BKJ/IIOYMUTEJIHO 1O
[laTeHTHO mnpaBo U HWHTesnekTyasHa
CO0OGCTBEHOCT).

3. AKO TBProBCKO JPY>XeCTBO - JOCTaBYMK Ha

VL

1.

yCaAyru ckiao4du porosop ¢ MC/30/I10 BBB
Bpb3Ka C MPeJOCTaBIHETO HAa YCAYTH WU
ako MC/30/II0 kocBeHO ce moJi3Ba OT
IJIAl[aHWsl, U3BBpPUIEHHM B 1032 Ha
TBPrOBCKO JAPYXECTBO, TOraBa KOCBEHOTO
[IpenocTaBsiHe Ha CTOWHOCT cCJe/Ba Jla ce
OTIOBECTH KaTO TAKOBA CIIOPE/] MOX0/IAIaTa
KaTeropusi W pej, 0OpU YCIOBHUE, 4e
nosiydatesaT MC/30/I10 e 6w u3bpaH oT U
n3BecTeH Ha OMOBECTSBAIOTO JAPYKECTBO.

OnpeaensstHe WU
mexay MC, 30 u I10

pa3rpaHu4aBaHeE

3a LesuTe Ha  ONOBECTABAaHETO

[IpefocTaBsaHe Ha CTOMHOCT:

e MC ce UAeHTUOUIUPAT u
OTIOBECTABAHETO 33 TAX Ce U3BBbPIIBA 10
TeXHUS] YHUKaJleH HJeHTUPUKALMOHEH
koa (YWUH), Bnucan B HauuonanHus
perucTbp CBOTBETHO Ha bbiarapckus
JIeKapCKM  Cbl03, Ha  Dbwbarapckusa
dapmaLeBTHYeH  Cbl03, WJIM  Ha
BbarapckaTta acoyyanus Ha
npodeCHOHa/MCTUTE 10 3[,paBHUTPUNKY;

Ha

e 30 ce UeHTUPUIMpPAT U
OTIOBECTSIBAHETO 3a TSX Ce U3BbPIIBA M0
EUK, BnrcaH B TbproBckusi perucTbp 4
peructbp Ha HOJIHI] npu Bwarapckarta
areHUus MO BIMUCBAHUATA, WJIMU aKo
HaMaT TakbB, no BYJICTAT Howmep,
BnucaH B BYJICTAT peructbpa; u

e [IO ce UeHTUGUIUpaT U
OTIOBECTABAHETO 33 TAX Ce U3BbPIIBA 10
EUK, BoucaH B TbproBckusi peructsp 4
peructbp Ha HOJIHI npu Bwarapckara
areHuysd 10 BIMCBAHUATA WJIM 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 a rule, the following categories fall within

the ,HCO" definition:

e Hospitals;

e Healthcare Institutions or clinics;

e Group medical practices;

e C(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,

[lo mnpaBWO TepamneBTUTE, JIEKAPUTE,
dapmaueBTHUTE, aKyIIEepKUTE,
MeJIUITUHCKUTE cecTpu nomnajiaT B

nebunuiusaTa 3a ,MC“ TepaneBTuTe ca
JIMLA, KBalMULMpPAHM Ja M[paKTHUKyBaT
MeuLMHa. Jluue, UAeHTUGUIMPAHO KaTo
MC cnopej, o6pa3oBaHueTO/06yUEHUETO CH,
He TIonaja B TPUJIOKHOTO IoJe Ha
ONOBECTSIBAHETO, aKO HacToslaTa My
npodecus, BbB Bpb3Ka C KOSITO € U3BbPILEHO
[IpefocTaBsiHe HAa CTOMHOCT, He € CBbp3aHa C
MeJJMLIMHAaTA.

Hayynute paGoTHUIM B MeJUIMHCKUTE
YHUBEPCUTETHU ce cauTat 3a MC.

4. Tlo npaBuso B febuHunuaTa 3a 30 nmomnagat

CJIeJTHUTE KaTerOpuHu:

e bosiHULIY;

e 3/paBHU UHCTUTYIMU U KJIUHUKY;

e (0010 MPaKTHUKYBAIHU JIEKapH;

e JloroBopHHU HU3CJeI0BaTeJICKU
opranuzanuu (,JANU0");

e JIMO  pgocTaBUMK Ha  YCIAYyTM B
npeJIBApUTENHO KJIMHUYHO U3CJe/IBaHe,
OHUOTEXHOJIOTUYHU KOoMNaHuu (* koraTo
NpeaoCTaBAT YCJAYTH B 06J1acTTa Ha
AN0);

e YHUBepcHUTETH (AKO ca CBbP3aHHU C
06J1acTTa Ha MeIUI[MHATA);

o @onpganuu (* ako ca CBBp3aHU C
o06J1acTTa Ha MeIUI[MHATA);

e JlekapcKM WJM HAyYHU CHCJIOBUA
(BKJIFDYHTE/NIHO, KOraTo OpraHu3upar
CbOUTHS UM KOHTPECH KaTo

EBpomneiickoTo KapAHu0JIOTUYHO
APYKeCTBO);

[ ] Komnanuu 3a MeJUIIUHCKO o6yquI/Ie;

e Aconuanuu Ha MeJMIMHCKH
CliegquaJInuCTHu.

Jlekapcku TOpaKTUKM, [JeNCTBallM MO/,

dopMara Ha eAHOJUYHHU TBHProOBIH, Ce
OTIOBECTSIBAT MO/ KaTeropusaTa Ha ,30“.

[Io mpaBusio II0 ca wopuauyeckd Jvpa c
HECTONMaHCKa LieJ, perucTpupaHd TMOJ
dopmaTta Ha cApyXKeHHUs, OmpesiejieHU 3a
W3BbpIUIBAaHE Ha [JIEHHOCT B 06lecTBeHa
nos3a. KaTto TakuBa, Te ca BHOUCaHU
TbproBckus perucTbp U peructTbp Ha KOJIHI]
npu bbarapckara areHius no BIUCBaHUATA
U 1[eJIMTe UM ca CBbpP3aHU CbC 3alllUTa
npaBaTa W HWHTepecUuTe Ha MalleHTH,
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facilitating access to treatment and others
related to medicine.

VII. 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
XI.2 below:

1. ToVsto HCOs:

i) Donations and Grants to HCOs/POs
(provided forin 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:

IpeBeHl N4, AHarHoCTHKa, JiedyeHHe,
yJeCHABaHEe Ha AOCTBII A0 JIEYeHHe U JPpyTru
CBBbpP3aHU C MeJUIIUHATA.

VII. IlpeaocraBsaHe Ha CTOMHOCTH,
nojJie;Kaly Ha OIoBecTABaHe
[lognexk Ha  oONOBecTsBaHe caMO ToOBa

Hpe,ZLOCTaBHHe Ha CTOﬁHOCT, KO€TO:

e [0M3/ia B MIPUJIOXKHOTO noJie Ha Kozgekca u e
B noJi3a Ha [losiyyaTes, monajaiy B 06XBaTa,
CbIJIACHO Moco4yeHOoTO B Paszen V mo-rope u

e € 32 NPOMOIMOHAJHHU IeJU WJIH O JApPYT
HAauWH, BBB Bpb3Ka C pa3paboTBAHETO U
MapKeTHUHra/ NpoJaXOUTe Ha JIEKapCTBEHU
OpOAYKTH B  XyMaHHaTa  MeJHWLMHa,
OTIIYCKaHHU I10 JIEKapCKO MpeJnrcaHue.

C/iiefHHMTe Hall-4eCcTO CpelllaHd KaTeropuu
[IlpefgocTaBsgHe Ha CTOHMHOCTHM MOAJEXAT Ha
onoBecTssBaHe cbriaacHo Kogekca, kKaTo 10
npaBUJIO ce W3BBpUIBA  UHAUBU/YaJHO
OINOBECTsSIBAaHe, a N0 U3KJKYeHUe Ce U3BbPIIBa
0000II[eHO OINOBECTsIBaHe, KAKTO € MOCOYEHO B
Paspen X1.2 no-poay:

1. IlpepocTtaBsine Ha cToliHOCTU K'bM 30/I10:

(i) Japenus u CnoHcopctBo kbM 30/I10
(mocoyenu B 4. 12 1 wi. 13 ot
Kogekca)

(ii) MpuHOC, ype3 30 WaM TpeTH JHULA, KbM
pasxojaH, cBbp3aHu cbc CbOUTHS,

BKJIIOUUTEJHO

CnoHcopctBo Ha MC 3a yuyactue B

Cb6uTHA KaTO:

a. PerucrpaljMoHHU TaKCH;

b. loroBopu 3a CnoHcopcTBO cbc 30
WM TPETHU CTpaHH, HaeTu oT 30
3a opraHu3upaHeTo Ha CbO6UTHE;
U

c. [I'bTyBaHe W HacTaHsiBaHe (70
CTEINEHTA, B KOSTO € ypeJIeHO B YJI.
10 ot Kogekca).

(iii) Takcu 3a ycayru ¥ KOHCYJTaLUHU
(mocouenu B 4. 23.04 ot Kogekca) -
[IpenocTraBsiHe Ha CTOHWHOCTH,
NpPOU3THYAINU OT WU CBBP3aHU C
poroBopu cbc 30, mo cunata Ha
kouTo 30 npeoCTaBAT KAKBUTO U A
€ YCJIYTHU WJIH Ce TI0JI3BAT OT KaKBOTO
U na e ¢QuHaAHCUpaHe, KOETO He
nomnaZla B HAKOS OT MPEeAXOJHUTE
KaTeropuH.

2. IlpenocTtaBsiHe 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.

(D)

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:

(i) 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. 17of 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.

)] [IpyHOC KBM pa3xo/iy, CBbP3aHU CbC

Cb6UTHS KaTO:

a. PeructpaunoHHM Takcy; U

b. II'bTyBaHe U HacTaHsIBaHe
(ceraacHo 4. 9 ot ETuyHus
kojiekc Ha ARPharM).

(ii) Takcu 3a ycaAyrd W KOHCYJTALlUU
(mocouenu B 4. 23.04 ot Kozsekca) -
[IpepgocTaBsHe Ha CTOMHOCTH,
NpOMU3TUYAIM OT WJIHU CBBP3aHU C
Jorosopu ¢ M(C, no cuiaTa Ha KOUTO
MC npenocTaBAT KakBUTO U Ja e
YCJIYTU UJIK Ce T0JI3BAT OT KAKBOTO U
Jla e pMHAHCHUpaHe, KOeTO He Momnaja
B HSIKOSI OT MPEJX0/JHUTE KaTETOPUH.

VIII. IIpeaocraBsiHe Ha CTOMHOCTH,
0CBO0OO/J€eHH OT ONIOBECTABAHE

1. Jlopu korato IlpesocTaBssHeTO Ha CTOWHOCT
OTTOBOpPS HA KyMYJIATUBHUTE YCJOBHUS IO
Pazpen VII no-rope, He ce onoBecTsABa
(mocoyBaHeTO He e U34YepIaTeHO) CIETHOTO
[IpegocTaBsiHe HA CTOMHOCT:

(i) KOETO e CBbP3aHO0 eIMHCTBEHO C
JIEKAPCTBEHU MPOAYKTHU, OTIYCKAHU
0e3 JIEKapCKO Mpe/IN1MCcaHue;

KOETO He Cce M3MCKBa CbIJIaCHO

Paspnen 5 ot Kogekca, kaTo:

a. MHGOPMAIMOHHU u
o6pa3oBaTeJHU MaTepHuasH,
OTroBapsIM HAa U3UCKBAHUSTA 10
ya. 17 ot Kogekca Ha EODPUA u
CcbOTBeTHO Ha 4JI. 17 oT Kosiekca;

b. nOpeaMeTH ¢ MeIUIUHCKO
npeAHa3HAuYeHUE, OTroBapsIiv
Ha U3HCKBaHUATA Ha 4. 17 oT
Kopekca Ha EODPHUA u cboTBETHO
Ha 4. 17 oT Kopiekca;

C. XpaHa ¥ HAallUTKU, OTTOBapPsIIY Ha
HM3HCKBaHMsITa 110 4. 10, ocob6eHo
HaTe3u no T. 10.05 ot Kozgekca Ha
E®DUA u choTBeTHO Ha 41 10.06
oT Kopekca; u

d. MegUIIMHCKU MOCTpHY,
OTroBapsIM HAa U3KMCBAHUSTA 1O
1. 19 ot Kogekca Ha EQOUA u
cboTBeTHO Ha 4. 19 ot Kogekca;
WIn

(iii) xoeTo e 4YacT OT PYTHHHU MOKYIKO-

POJIaXKOHU Ha JIEKapCTBEHU
OPOJyKTH oT u MeXAy
OnoBecTsABauoTO Apy:xKectBo U MC
(kaTo ¢papmareBTH) u 30.

(ii)
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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 materials;
and

e penalties, no show fees etc.

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 omoBecTsiBaT MJalllaHWs, HalpaBeHU
K'bM T'bPIOBCKH APY>KeCTBA — JJOCTABYMLIH Ha
yCJAYTH, 3a TeXHUTe YCIyrd WM 3a
o6e3lleTsBaHe Ha TEXHUTE BpeaU U
IPOINYCHATH [T0JI3U U KOUTO He ca HallpaBeH!
B nosiza Ha MC/ 30/I10, kaTo HanpuMep:

e Takcy, IUIATEHH Ha CHeJUIMOHHA
KOMIIaHUSl 3a TpaAHCIOPTHpAaHe Ha
OyaKu/ UaHJ0BE WJIU PEKJAaMHU
MaTepuaJy, npeJiHa3HayeHU 3a
Cbburue;

e IUIAl@HUS KBbM  peKJaMHa WM

u3/iaTesCKa KOMIIaHHUS 32 Cb3/JaBaHETO
Ha JM3allH ¥ 3a NPOMU3BOACTBO Ha
MHPOpMaLlMOHHU,/ KOMYHUKAIlMOHHU
MaTepuaJsy; U

e  HEYCTOWKH U APYTH IJIAIAHUA CbC
CaHKIIMOHEH XapaKTep.

IX. IIpeaocraBsiHe Ha CTOWHOCT NOpH
YaCTUYHH y4aCTUA
B ciayyai Ha  YacTUYHO  y4yacTHe,

Hpe,ZLOCTaBHHeTO Ha CTOMHOCT, B I0JI3a Ha
HonyaneJI, nomnagan B 06XBaTa, OCTaBa
HN30AJI0O OIIOBECTEHO. H3kiaoyeHWe OT TOBa

IpaBHJIO ce npuJjara, KoraTto
Hpe,[[OCTaBeHaTa CTOWHOCT noaJie’Xxmu Ha
Bb3CTaHOBsABAHE.

X. Cobryiacue 3a onoBecCcTsABaHe -

cb6upaHe, ynpaB/ieHHE, OTTErJIsTHE

1. Tllo npaBuJsio IlpeaocTaBIHETO Ha CTOWHOCT
kbM 30 ce onoBecTABA HAa WHAMBHJYaTHA
OCHOBa, 6e3 Ja e HYXHO IoJiyyaBaHe Ha
TAAXHOTO CbIJIacMe, OCBEH B CJyyai, ye ca
e/IHOJINYHHU TBProBIY, KOraTo
I10Jly4aBaHETO Ha C’bI/Iache e He0OX0AUMO 3a
WHAUBUAYATHO OIIOBECTsIBaHe Ha
[IpefpocTaBsiHETO HA CTOMHOCT.

2. WUHaUBUAYaTHOTO ONOBeCTSBaHe Ha
[IpepoctaBsHe Ha ctoiiHocT kbM MC u 30,
KOUTO Ca €eJHOJUYHM TbProBUH, U3HUCKBA
MoJiydyaBaHe Ha TAXHOTO HWHPOPMHPAHO U
HU3PUYHO ChIJacHe.

3. [lucmenuTe cbraacus TpabBa jAa ce mojydaT
M3M0JI3BaliKU CTaHAApPTHATa AOKYMeHTaL s,
oslo6peHa oT OnoBecTABAILOTO IPY>KECTBO.

4. CprjacueTo e BaJINJHO 3d BCUYKH KaTEroprumn

Ha IlpegocTtaBssHe Ha  CTOHMHOCT, 3a
HeomnpeJieJieH CPOK OT BpeMe U IN03BOJISIBA
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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

3aKOHOCBHOOPa3HO WHUBUAYATHO
onmoBecTsiBaHe Ha IIpemocTaBsiHe  Ha
CTOMHOCT 3a IsJ Nepuoj OT MUHUMYM 3
(Tpu) roauHU, CHIIACHO U3WCKBAHHUSATA Ha
Kopekca.

5.BeiHBbXK MOJIyYeHO, ChIJIACHETO Ce ChbXpaHsBa
3a MMHUMYM 5 (meT) roguHu cjeldKpas Ha
OT4yeTHHS1 TepuoJ, 3a KOUTO ce OTHAcCs
cboTBeTHOTO [IpeocTaBsiHe Ha CTOMHOCT.

6. llpenocTaBsiHe Ha CTOMHOCT KbM MC, KOUTO
ca U3pa3uJid HeChIJIaCHe UJIH 10 APYT Ha4MH
ca 3afgBWJIM OTKa3 OT WHJUBUAYAIHO
omoBecTsiBaHe Ha [lpejocTaBsiHeTO Ha
CTOHHOCT, Ce OII0OBeCTsIBa 000011eHO.

7. llpemocTaBsiHETO Ha CTOMHOCTU KbM MC,
KOMTO Ca JajJud 4YaCTUYHO CbIJlacke 3a
UHJUBUAYATHO OIIOBECTSIBaHE Ha
[IpenocTaBssHETO HA CTOMHOCT (Hamp. caMo
3a omoBecTsBaHe Ha ,Takcu 3a ycayru uau
KOHCYJITAaHTCKH JeWHOCTH, HO He M 3a
CBbpP3aHUTE C Tax ,II'bTyBaHe u
HacTaHsBaHe"), ce omoBecTsiBa 00606IIEHO,
ThU KaTO YaCTUYHOTO ONOBECTSIBaHE MOXKe
Jla e 3a0JIy»K/1aBalll0 OTHOCHO €CTECTBOTO U
Maiaba Ha B3auMOJIecTBUSATa ¢ Te3u MC, u
nmopagy ToBa O6M OWJIO B pa3pe3 C Ayxa Ha
Kopekca.

8. Ako MC oTTersu CcBOeTO CcCbIJlacde 3a
onoBecTsiBaHe Ha [lpegocTaBAHEeTO Ha
CTOMHOCT (KOeTo e HeroBo MpaBo,
rapaHTHpPaHO OT 3aKOHAa) mpeau Ja 6bje
OIIOBECTEHO ChIIOTO (T.€. Mpeu U3THYaHeHa
ompeJieJieHUs] CPOK 33 OMOBECTsBaHe),
ToraBa TakoBa [IpejjocTaBsgHe Ha CTOWHOCT
ce OIOBeCTsIBa 0000IEHO0. AKO CBHIJIACHETO
O'bJie OTTETJIEHO, CJief KaTo [IpeocTaBIHETO
Ha CTOMHOCT e omnoBecTeHO (T.e. cJef
W3THYaHe Ha oOlpeJeJeHUs CPOK 3a
OTNOBecTsiBaHe), CboTBeTHOTO [IpenocTaBsiHe
Ha CTOHHOCT ce nmpeMecTBa OT
UHJVUBUAYATHO KBbM 060011IeHO
OINOBECTSBaHe, C JeHCTBME 3a OCTaBalusd
CpOK OT 3 TOAWHH, B PaMKHUTE Ha KOHTO

Bb/irapckata KOMMUCKA 3a 3alliMTa Ha JINYHUTE AAHHU e
n3pasuna csoeto opuuUManHO cTaHosuile B PeweHue
Per. Ne M 4963/2014 r., ot 15 saHyapu 2015 r., ue
oTTernAHe Ha  CblacMeTo  3a  WHAMBMAYaSHO
onosecTABaHe Ha lMpeaocTaBaHe Ha CTOMHOCTU HAMA

obpaTHo aelicTBMe, a MMa AeNCTBME CaMo 33 B bbaelle.
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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 ofattorney
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.

XL 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

ONOBECTSIBAHETO Ille € MyOGJUKyBaHO*.
OnoBecTABaLOTO JpPYXXeCTBO He HOCHU
OTTOBOPHOCT 3a KakBaTo M Ja e
nHdopmanus, KOSITO e 6uia

BB3MpOU3BEeA€HA HWJIN PA3NPOCTPAHEHA OT
TPETHU JINL]a, Bb3 OCHOBA HA OIIOBECTABAHETO
% npean OTTerJiAHeTO Ha CbIJIACUETO.

9. OTTersisHeTO Ha CbIJlacCMe U BCSIKAKBHU
HCKaHH{, HAlIpaBEHH OT MC Ha ocHOBaHMe Ha
3dKOHOAATEJICTBOTO 3a 3alliliTa Ha JIMYHUTE
AaHHH, BBB BPBb3Ka C OIIOBECTABAHETO Ha

nHpopmauusa 3a llpefsocTaBaHeTOo Ha
CTOMHOCT, ce pasrJiexzar oT
OnoBecTABalIOTO  JPYXECTBO  Bb3MOXHO

Hal-CKOPO, HO He MOo-K'bCHO OT 30-AHeBeH

CpOK, U CaMO aKo:

(i) ca HampaBeHU MUCMEHO U Ca MOANUCAHU
JUYHO oT MC WU Heros
Npe/iCTaBUTEJ, YII'bJIHOMOILIEH 4pe3
MI'bJIHOMOIIHO C HOTapHuaJ/iHa 3aBepKa
Ha IoJINHCca U C ACHO o603HaYaBaHe
Ha MC wu HeroBusag ajpec 3a
KOpEeCHOHAeHIUST; UIU

(ii) ca momameHu Mo eJIeKTPOHEH ITBT, B

CbOTBETCTBHE CbhC 3aKOHa 3a
eJIEKTPOHHUSA JIOKyMEHT U
eJIEKTPOHHUTE  YJOCTOBEPUTENHHU
YCJIYTH.
XI. IIpaBuiaa 3a omoBecCTABaHe.
Cnenudukm.
Jo cTemeHTa Ha pasyMHO BB3MOXXHOTO,
omoBecTsiBaHeTO Ha llpefocTaBsHeTO Ha

CTOMHOCT Ce U3BBPIIBA B ChOTBETCTBHE CbC
C/leIHMTEe TpPaBUJa, ChOTBETCTBAIM Ha JiyXa U
earta Ha Kozekca:

1. OnoBectsiBaHeTo Ha IIpesocTaBsgHeTO Ha
CTOMHOCT ce OTHacs J0
CTOMHOCTTA/pas3xo/a, HalnpaBeH oT
OnoBecTsIBalIOTO /JPy»KeCTBO, a He [0

nosiydeHust ot MC/30 goxos/ o6.ara.

2. IlpegocTtaBsaHeTO Ha  CTOHWHOCTH ce
OTIOBECTSIBA MHAUBHU/AYAIHO, aKO Ca HaJUle
HEeOOXOJAMMUTE 3aKOHOBU HW3HCKBaHMUS 3a
ToBa. 06OOIIEHOTO  ONOBecTdBaHe e
HU3KJIIOUEHHE. KoraTto omnpejeseHa
vHbOopMalUs, KOSITO MOXKe a O'bJie pa3yMHO
OTHECeHa KbM eJlHa OT KaTeropuure,
nocoyeHu B Pasgen VII He Moxe ga 6bae
OMOBeCTeHa Ha WHJAMBHUAya/HA OCHOBa IO
3aKOHOBU  NpU4YMHY, OnoBecTsABalOTO
JPY>XeCTBO ONOBECTsIBA CYMHUTE, CBbpP3aHHU 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.

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 [IpefocTaBsHe Ha CTOMHOCT 32 BCEKU
OTueTeH mnepuoJ, Ha 00600IeHA OCHOBA.
TakoBa 06006111€HO ONIOBECTSIBaHE OCOYBA 3a
BcsiKka Kareropus: (i) 6pos IlosydaTesy,
006XBaHAaTH OT TAKOBA OMOBECTSIBaHE, KaTo
abCoJMIIOTHO YHUCJO UM KaTo IMpPOLEHT OT
BcuukHU [lonydaTenu 3a OTUeTHUSA TepUO/, U
(ii) ceBkymHaTa cyma Ha [lpemocTtaBsiHe Ha
CTOMHOCT Ha Te3u [losydyaTenu.

[IpefocTaBsAHETO HAa CTOWHOCTH, OTHACALIU
ce JI0 CJIeJHUTE CJIyYaH, ce ONIOBECTSIBA MO/,
kaTeropusra ,Jorosopu 3a CnoHCcOpcTBO:
e HaeMaHETO Ha MaBUJIMOHU WJIU IAHJ0BE
3a BbHUIHU CHOUTHS;
e HaeMaHe Ha peKJIaMHH IPOCTPAHCTBA
MU MPOBEXK/]aHe Ha BbHITHO ChOUTHE (B

XapTUeH, eJIeKTPOHeH WJU  Jpyr
dopmar);

e CaTeJUTHHU CHMIIO3UYMH IIO BpeMe Ha
KOHI'DEC;

e CIIOHCOpHpaHe Ha roBOpHUTeNH/
JIEKTOPY;

e XpaHaTa U HANUTKHUTE, OCUTYPEeHH OT
opraHusatopute (30 wiau TpeTo Jule,
HaeTo oT 30 3a opraHusdpaHe Ha
CBO6UTHETO), aKO Te NpeCTaBJIABAT YaCT
OT INaKeT, BKJIIOYEH B JI0OTOBOP 33
CrnoHcopcTBO;

e KypcoBe, ocurypeHu ot 30, ako

OroBecTsIBallOTO  APYKECTBO He e
n36pasio KoHKpeTHUTE MC, KOUTO J1a
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

KocBeHoto IlpesocTaBsaHe Ha CTOWHOCTH,
HanpaBeHU ype3 nocpeaHuK (TpeTa cTpana),
KaTo Hanpumep [IpodecronaneH
OpTaHU3aTOpP Ha KOHTPECH, Ce OTOBECTSRBA,
JOKOJIKOTO Ca HaJulle Heob6XO0JUMUTE
3aKOHOBHM YCJOBHUS 3a TOBa, HA MMETO Ha
cnoHcopupanus IlosiydaTes, nomajany B
o6xBaTa, TBU KaTo B TO3U CJayda
[IpegocTaBssHETO Ha CTOMHOCT Ce U3BBbPIIBA
Yype3 TPETOTO JIMIle, HO C HAaMepeHHe Ja ce
ocurypu o6Jiara Ha IbPBUS.

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 AW LWaHA0BO
nNpocTpaHCcTBO Ha CbbUTHe, opraHM3npaHo oT TpeTa
CTpaHa, HaeTa oT 30 3a opraHu3npaHe Ha CbbUTHe, ce
onosecTABa KaTto KocseHo MNpeaoctaBaHe Ha CTOMHOCT
Ha umeTo Ha cboTeBeTHaTa 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.”

»JAorosopwu 3a cnoHcopcTBo”

5.

[IpefocTaBssHe Ha  CTOMHOCTH  ypes3
[IpodecronaeH opraHu3aToOp Ha KOHIpecHy,
KOUTO ca CBbp3aHu cbCc CpOUTHA
(opranusupanu no uuunuatusa Ha [1KO niu
Bb3JI0keHU 0T 30 - KpaeH moJjiyyaTes Ha
cToOMHOCTTA) Cce cyutaT 3a KocBeHO
[IpenocraBsAHe Ha cTolHOCTH. [IpejocTaBsHe
Ha ctoiHocTH upe3 [IKO ce omoBecTsiBaT Ha
MMeTO Ha KpaiiHus noJy4vartes 30. [I'baHaTa
CTOMHOCT Ha Te3U NpeJOCTaBAHUA He MOXe
Ja ce cuuTa 3a obsara Ha 30, Te# KaTo [1KO
MOXe [a 3aJ’bp>KH 4YacT OT Ta3h CTOMHOCT
KaTO KOMHCUOHHaA.

6. He ce omoBecTsaBaT IJIalllaHWA, HaAllpaBEeHH

KbM TBProBCKM [JIpyXeCcTBa, KOWTO He
nomnajatr B o6xBaTa Ha Kogekca u He
JlecTBaT KaTo NpejCcTaBUTeNM Ha (UaH
JIeMCTBUSATA My He MOpaXJaT JlelicTBUe 3a)
[TosryyaTesin nmonajaliy B 06xBaTa, Thi KaTo
He NoJJeXXaT Ha OIOBeCcTsABaHe CBbIJIACHO
Kopekca.

7. He ce omoBecTsABaT JIOTUCTUYHU pa3xoauy,

IJIaATEHX Ha TBProBCKU [IPY’KECTBA BbBB
Bpb3Ka C BBTPEIIHM CaMOCTOSTEJHHU
CpbuTusa (Hamp. KpbrJd MacH, MOJTyAHEBHU
WM eJHOJJHEBHU YBPKIIONH), KaTO Harp.
HaeMaHEeTO Ha MOMelleHHs 3a NMPOBeXAaHe
Ha CbOuUTHe (C M3K/IIOUYEHHE Ha pasxoju 3a
HacTaHsBaHe).
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8. Payments to commercial companies, other than
In Scope Recipients of ToV, covering (byway

8. HJIaL[IaHI/IH 3d PEruCTpanvmoOHHU TJKCH,
Pa3xoJy 3a NbTYBAHE WJIKM HACTAHABAHE HA

of limitation) registration fees, travel or

accommodation expenses of HCPs (i.e.
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.

MC II/I36QOHBaHeTO € U34YepraTeJHO ), KOUTO

Ca M3BBPHIEHHW KbM TBHBPrOBCKHU APYKECTBAQ,
KOMTO He Ca Iolajgaumy B o6xBaTa
HonyaneJm Ha HpeﬂOCTaBHHeTO Ha

ctorHocT (T.e. KocBeHo IlpepocTaBsiHe Ha

CTOMHOCT):

Hanpumep, HaembT Ha ByaKM nnun waHaose Ha Cbbutne
WM Ha PEKNaMHO MpPOCTPaAHCTBO B NybauKaumm He ce
onosecTaABa, ako CbbUTMETO ce opraHuM3Mpa Wwau
nybnnMKaummnTe ce M34aBaT OT TbPrOBCKO APYMKECTBO,
KoeTo He e 30, 1 KoeTo He AeilCTBa KaTo npeactaBuTen
Ha (Mnn peicTBMATa My He NopakaaT aelicteue 3a) 30, a
opraHmnsmnpa CbbuTneTo oT cBoe cobCTBEHO MME U 3a
cobcTBEHA CMETKa.

KogeKcbT He M3MCKBa ONOBecTABaHE Ha TakMBa pasxoau,
Hanpumep, Yypes TAXHOTO M34YUC/ABaHe, Bb3 OCHOBA Ha
TPETUPAHETO MM KaTo NpueTu ,PernctpauMoHHnN Takem”
WAN NO APYT HAYMH.

® (e OINOBECTABAT HWHAWBUAYAJIHO KaTo
KocgeHo IlpesjocTaBsiHe Ha CTOWHOCTH Ha
MMeTo Ha noJi3BaluTe ce MC, ako Te ca
SICHO OIpeJiesIIEMH U Ca JJa/Id ChlJlache
3a UHAMBHU/IYAJIHO ONOBECTSIBAHE Ha
[IpeiocTaBsIHETO Ha CTOWHOCT; UJIU

e ce OINOBECTABAT 060011eHO, aKko
MoJI3BalUTe ce MC ca SACHO
ompe/iesisieMH, HO He ca JIaJIv CbrJacue 3a
VHAWBUJYATTHO OIlOBeCTABaHe Ha
[IpenocTaBssHETO HA CTOMHOCT; UJIH

e He ce OIOBECTsBAT, aK0 MOJI3BALIUTE ce
MC He MoraT J1a 6'b/IaT SICHO OTIpe/IeJIeH Y,
BBIPEKH TOJIaTaHETO Ha  pPa3yMHHU
yCWJIMSA U HeoOXoJguMaTa TpHKa U
yCbpAHe B Ta3M 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. KoceHo CnoHcopcTtBo Ha MC, upe3 30, ce

10.

OIOBEeCTsIBA HA UMeTO Ha noJi3BauuTe ce MC,
ako Te ca KOHKpeTHO u36paHu OT
OnoBecTABalOTO APYXKECTBO MU ca Jald
ChrJIacHe 3a WHAMBHUJYa/JHO OINOBECTsBaHe
Ha IlpefocraBssHeTO Ha CTOMHOCT. AKO
nosi3Bamurte ce MC ca wu3bpaHd OT
OnoBecTABaLOTO APYKECTBO, HO He ca AajIu
CbIJIacHe 3a MHAMBUJYATHO ONOBECTSABaHe,

[IpeocTaBsHeTO Ha CTOWHOCT ce
onoBecTssBa o00606meHo. Ako MC He ca
omnpenesieHU oT OrnoBecTSBaIOTO

Jpy»ecTBo, KocBeHOTO CrioHcopcTBO Ha MC,
ypes 30, ce onoBecTsiBa Ha UMeTo Ha 30 (Tbi
kato 30 ca [losydarenu Ha [IpegocTaBaHeTO
Ha CTOMHOCT), moj kaTteropusaTa ,lIpuHoc
KbM pasxojd, CBbp3aHU cbc CbbUTHA/
JoroBopu 3a CnoHcopcTBO cbc 30 / TpeTu
auna, HaeTh oT 30 3a opraHusupaHe Ha
cbbuTHE".

OnoBecTtAiBaHeTO Ha [IpefgocTtaBsaHe Ha
CTOMHOCT ce WU3BBbpLIBA B CHOTBETCTBHE C
HallMOHA/JIHUSI KOJEKC Ha J'bpXaBaTa OT
EBponeiickusi cblo3, B KOITO € OCHOBHATa
npakThka Ha [losydaTesns, mnonajam, B
ob6xBaTa (T.e. KbJIeTO Ce HaMUpa HEroBUs
aZipec Ha ynpaBJ/ieHHe, MACTO Ha yupe/siBaHe
WJIM OCHOBHO MSICTO Ha AeHHOCT - ,,0CHOBHA
npakTuka“). [IpefocTaBssHeTO Ha CTOMHOCT,
KoeTo momaja B o6xBata Ha Kogekca Ha
EDOUA, ce onoBecTsiBa B Ta3u JbprKaBa B
EBpona, B koaTo e OCHOBHaTa NpaKTHKa Ha
[TonyyaTens, nomajan; B o6xBara,
He3aBHMCUMO OT ToBa JaJuu [IpefgocTaBsHeTo
Ha CTOMHOCT Bb3HUKBA B WJIM U3BBH Tasu
J'bp>KaBa.

11. [IpeiocTaBssHETO HA CTOMHOCT, CBbP3aHO ChC

CbbuTHSA (Hamp. CroHCOpCTBO),
OpraHu3upaHu OT noBeve oT efHa 30 (WU OT
Tpeta cTpaHa, JelcTBalia OT HMMETO Ha
noBeye oT efHa 30), ce ONOBECTSB],
JOKOJIKOTO € BB3MOXHO, Ha 6asa Ha
MoJIy4eHOTO OT BcekH [losiyyaTes, nomnaaary
B 00xBaTa, aKO € H3BEeCTHO KaK e OMJIOo
pasnpeaeseHo [IpenocTaBsHeTO HACTOMHOCT
MexX/Jy TsX, a ako He e, llpenocTtaBsaHeTO Ha
CTOMHOCT Ce OIOBeCTsBa Ha CpeaHo-
apuUTMeTHYHa OCHOBA, Ha 6a3a Ha pas3yMHO
JIOTIIyCKaHe 3a eIHaKBO pasnpe/eeHue.
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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. llpegocTaBsaHETO HA CTOMHOCT, OTHACSLIO Ce
JI0 CJIeIHUTE CJy4au, ce OMOBecTsBa MOJ
KaTeropusita ,Takcu 3a yciayra u
koHcysaTanuu“ KbM MC/30, HampaBeHU
JUPEKTHO Wu uype3 TpeTa cTpaHa:
® JIEKTOPCKHU XOHOPApH;

e 00y4yeHHe Ha JIEKTOPH;

® [HUCMEHU Pa3pabOTKU HA MEJUIUHCKHU
TEMU;

e aHaJIM3 Ha JIaHHY;

e paspaboTBaHe
MaTepuay;

e 00610 KOHCY/ITHPaHe,/ CbBETBAHE;

Ha 00y4YHUTESHU

TakoBa IlpesocTaBsiHe Ha CTOHWHOCT ce
OIOBEeCTSABA HA UMEeTO Ha CTpaHaTa I10 J0r0BOp -
[losmyyaten Ha IlpefsocraBAHeTO Ha CTOMHOCT.
[IpefocTaBsAHETO Ha CTOWHOCT, CBBP3aHO C
ycayry, npenoctaBeHu ot MC, upe3 30 (T.e.
KOraTo Aorosapsua ctpasa e 30 u T4 onpejeJs
IO CBOA IIpelleHKa OCHOBHUTE aclleKTH Ha
IpeJloCTaBsIHETO Ha YCJIYTUTe), Ce ONOBECTSABAT
Ha uMeTo Ha 30, a He Ha UMeTOo Ha MC.

13. Takcu 3a ycayry, npeaocraBeHd ot MC/30
BbB Bpb3Ka C BbHIIHO CbOUTHE, He ce
ONOBECTABAT M0/ KaTeropusTa ,[[puHoc KM
pasxo iy, CBbp3aHu ¢bC CHOUTHA", BBIPEKH
ye ca cBbp3aHu cbc CbO6UTHE, a TOJ
KateropusiTa ,Takcu 3a yciayru U
KOHCYJITalMU", ThH KaTO TOBAa CbOTBETCTBA
Ha JelCTBUTEJHATA CBILHOCT Ha AEWHOCTTA],
u3BbpuiBaHa ot MC/30.

14. CpobTCTBALUTE Pa3X0/JH, Bb3HUKHA/IU BbB

Bpb3Ka C JOTOBOp 3a YCAyId WU

KOHCYJTalUM (KaTo pa3xo/iu 3a I'bTyBaHe U

HaCTaHsBaHe), KOUTO He ca

BKJ/IIOYEHH/MHKOPNOPHUPAHU B TaKCUTE 3a

YCIAYTU WA KOHCYJTALlu{, Ceé OMOBECTABAT

OTZEJHO OT TakcaTa B ChOTBETHaTa
kaTteropus (T.e. ,Pa3xoiu CBbp3aHH C yCJAYTH
1 KoHcysaTanuu“). KoraTo Te3su pasxonau ca
He3HAYMUTEeJHU 1O pa3Mep WJIM He ca
BIKCAaHU OTJIEJIHO U He MOraT JIECHO Jia ce
OTZEJISIT, Ce OMOBECTSBAT M0/ KaTeropusTa
JII'bTyBaHe 1 HacraHsBaHe".
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15.

16.

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.

ToVs relating to the costs for the following
items are disclosed under the category
“Travel & Accommodation”:

o flights;
e trains;
e hotel;

e 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.

16.

17.

18.

19.

[lnamaHuss 3a mNa3apHd  NPOyYBaHUS,
OCBINECTBABAHU  4Ype3  KOMIAHUU  3a
MapKeTUHIOBM MPOYYBaHHUS], HPH KOUTO
CaMOJIMYHOCTTA Ha pecnoHgeHTUTe MC/30,
ydacTBallly B IPOYYBaHETO, € HEU3BECTHA, HE
ce omnoBecTaBar. Korato caMoJIMYHOCTTa Ha
pecniongenTute MC/30 u pasMepbT Ha
IJIal[aHeTo, ca u3BecTHH, [IpegocTaBsHeTO
Ha CTOWHOCTHU Ce ONMOBECTSIBA HA MMETO Ha
cboTBeTHUTE MC/30.

[IpeiocTaBsAHETO HA CTOWHOCT, CBBP3aHO ChC
CJIeJTHUTE Pa3X0Jih, Ce OTOBECTSABA MOJ,
kaTeropusra ,[I'bTyBaHe U HacTaHsIBaHe":

® CaMOJIETHHU IOJIETH;

e OWJIETH 32 BJIAKOBE;

® XOTes;

e HacTaHsBaHe.

[IpenocTaBssHETO Ha CTOMHOCT, CBbp3aHa C
[IbTyBaHe Ha oTAenHu MC, ce omoBecTsiBa
WHJUBHAYAJHO Ha MMETO Ha IOoJI3BalUs Cce
MC, ako TOHM e Jajn cbIjJachie 3a
WHJVMBUAYATHO OIIOBECTsAABaHe Ha
[IpefocTaBsHEeTO HA CTOMHOCT, a aKO He, Ce
oInoBecTsBa 06006I11eHO.

[IpenocTaBssHETO HA CTOMHOCT K'bM rpyna MC
3a 0611[eCTBEH WJ/IM IPYNOB TPaHCHOPT (Hamp.
¢ 6yc/ aBTOOYC), opraHusupaH 3a Cb6UTHE,
He Ce OINOBECTsIBa, ThbH KaTO Ce CYMUTaA 3a
HeCbLeCTBEHO.

[IpefocTaBssHETO HA CTOMHOCTH, CBBP3aHU C
HacransaBaHe Ha rpyna MC, U3BBpLIEHO OT
OnoBecTsABalL0 APY>KECTBO, UYpe3 TPETO JulLie
- IOCTAaBYMK Ha YCIYTH (Hamp. TypuUcTHYecKa
areHIMs), ce OMOBeCTsIBa MHAUBU/YaJHO Ha

CpefHO-apUTMeTH4YHa 06a3a, [IOKOJKOTO
rpynmata MC, Bb3moJs3Baumid ce  OT
[IpemnocTaBsiHeTO Ha CTOHHOCT OT

kateropusTa ,[I'bTyBaHe 1 HacTaHsABaHe", ca
SICHO OTpeie/isieMH U ca JaJid CbIJIACUETO CH
3a  WHAMBHUJAyaJHO  OIOBecTsiBaHe. B
MPOTHUBEH CJIy4al, OMOBECTSIBAHETO Ce MPaBU
Ha o060611eHa 6a3a.
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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“ at a
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.

[IpegocTaBsHETO HAa CTOMHOCT KBbM rpyla
MC, 4yuilTo 6poii e HEW3BECTEH, U YHUSATO
CaMOJIMYHOCT He 6M MorJia Ja 6bje
yCTaHOBEHA, BbIIPEKH IoJIaraHe Ha pa3yMHHU
YCUJIMS M HE0OX0JMMaTa IPUkKa U yCbpive B
Tasu I0COKa, He Ce OMOBEeCTABAT.

JlapeHusiTa Ha JleKapCTBEHU MPOAYKTH Ha
30/I10 ce omoBecTsIBAaT MHOJ, KaTeropusTta
»Jdapenus u CnoHcopctBo Ha 30/I10“ mo
LleHa Ha Tbprosena Ha eapo mwiaroc J/1C, ako e
MPUJI0KUMO.

[IpenocTaBgHeTO  HA  CTOMHOCTH  3a
Hay4YHOU3CJIe/I0BaTeICKa u pa3BoiiHa
JIeHHOCT, KaKTo ca JepHUHUpaHU B 4. 23.04
ot Kopgekca, ce omoBecTsiBa 0060061€eHO,
cnopeJ; usuckBaHusATa Ha Kosekca.

OnoBecTsiBal[UTE JIPY’KECTBA OIMOBECTSBAT
cyMuTe, pesocTaBeHy Ha [10 B paMmKkuTe Ha
B3aUMO/JIECTBUATA CH C TAX, PU ClIa3BaHe
Ha NPUIOKUMUTE HM3UCKBaHMSI U
orpaHuyeHus mpeaBuseHd B Kojekca Ha
E®OUA u B Kogekca.

OnoBecTsIBalllUTE JAPY’KeCTBA OIOBECTSIBAT
cnucbk Ha [0, Ha KOWUTO mpefOCTaBAT
¢uHaHCOBa MOJKpena W/WJW CbhIeCTBeHa
KOCBeHa/HepHUHAHCOBA MOJKpeNa, WM Ha
KOHWTO B'b3J/IaraT MpeJioCTaBIHETO Ha YCIYTH.
OnoBecTsiBaHe ce M3BBpIIBA B U36paHa OT
OnoBecrsiBamuTe ApyxectBa ¢opma U
BKJIIOUBA ONKMCAaHMEe HAa €eCTeCTBOTO Ha
npejoCTaBeHaTa IOJKpena WU YCIyTH,
KOETO OIKMCBAa CBUIHOCTTA HA MOJAKpenara

HJIN AOTOBOPEHOCTTA. HOBepI/ITeJIHa
I/IH(l)OpMaL[I/IH, dKO HMa TaKaBa, He Cce
OIIOBECTABA.

[lo otHomenne Ha I[I0 omnoBecTsIBAHETO

BKJIIOYBA:

e 3amnojkpena:

- TMapuyHaTa CTOMHOCT Ha (UHAHCOBATa
noJikpena u GakTypupaHHUTe Pa3xou.

- Helapu4HaTa 110J13a, KOEeTo 10
nmoJiyyaBa, KoraTo 3a HedHUHaHCOBaTa
MOMOII, He MOXe Ja O'bjJie onpejesieHa
CbAbpKaTe/NHa MapUyHa CTOMHOCT.

e 3a J0TOBOpEHM YCJYyru: obIlmaTa cyMma,
miateHa Ha [10 3a oT4eTHUSA IEPUOS,

Hanpumep, TakbB € CNy4anT C MacoBMA TPAHCMOPT, KOUTO
e AOCTbreH 3a HeonpeaeneH 6poi yyacTHULM.
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26. Disclosing Companies disclose ToVs even if
they assign a Third Party to engage in such
activities.

XII.  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. OHOBECTHBaL[H/ITe APY>XKeCTBa OIMOBECTABAT,
HpeﬂOCTaBHHe Ha CTOUHOCTU AOPH, aKO cCa

B'b3JIOKHJIU Ha Tpera CTpaHa
OCBIIeCTBABAHETO Ha TaKWBa JeHHOCTH OT
TAXHO UMe.

XII. OT4yeTHa AaTa

[IpegocTaBsiHETO Ha CTOMHOCTU Ce OMOBECTSABA
Ha 6asa Ha JlaTaTa Ha JeUCTBUTEJTHOTO
M3BbpIIBaHE HAa pa3x0/ia, a He Ha 6a3a Ha JjlaTaTa
Ha TMoJiydyaBaHe Ha MoJ3aTa OT CTpaHa Ha
[TonyyaTens. [lo npaBu/o, AaTaTa HAa OTYUTAHE
Ha [IpenocTaBsiHeTO Ha CTOWHOCT CbBHAAa C
JaTaTa, Ha kosiTo [IpesjocTaBsIHETO HA CTOMHOCT
Cce O0CYeTOBOJSIBA KaTO pas3xo/i, CbOOpa3HO
CYE€TOBOJHUTE 1100)70:000%000% 8 NpUETH OT
OnoBecTsBallaTa KOMNaHUs.
XIII. /JlaHBYHH aClIeKTH
1. PaamepuTe Ha [IpefocTaBssHeTO Ha CTOHHOCT
ce onoBecTsBaT 6e3 /1/1C. KoraTo mo HAKakBa
npuunHa J/JIC He e 6w mpucnazgHat, J/C
MOXKe Ja ObJie BKJIWOYEH B pa3Mepa Ha
[IpefocTaBssHETO Ha CTOMHOCT.

2. KoraTo nmpuioXKMMHUTe 3aKOHM HM3HUCKBAT OT
[lonyyaTens Ja yAbpKM OT pa3Mepa Ha
[IpefocTaBsaHeTO HAa CTOMHOCT U Jia IJIATH 3a
CBOSl CMeTKa KOPNOPAaTHBHU JJAHbLH, JaHBK
IIPU U3TOYHMKA, JAHBIY BbPXY L0XOAUTE HA
dusryeckuTe JIMLA  MJIM  COLMAJIHO-
OCUTYpDUTEJHU  BHOCKM, CyMUTe  Ha
onoBecTeHOTO [IpefjocTaBsiHe Ha CTOWHOCTCE
npeACcTaBsaT OPYTHO U HE ce HETUPAT.

3. Axo wuspbpuiBaHeTo Ha [lpefgocrtaBsHe Ha
CTOMHOCT mnopaxja 3a OnoBecTaBalloTo
JPY’KeCcTBO 3aJb/DKeHUe 3a IJalllaHe Ha
nyoJUYHU 33’ b/DKEHUS (manbIuU U
COLlMa/IHM  BHOCKH), cymMaTa 3a Te3H
nyb6JUYHU 334 b/DKEHHUS He ce OIOBecTsABa
KaTo 4yacT oT [IpesjocTaBssHETO HAa CTOMHOCT.

XIV. BasyTHM acnieKTH

[IpefnocTaBAHETO Ha CTOWHOCT, HANpaBeHO B

yy)KJecTpaHHa BajJyTa ce OIIOBecTsiBa B

MecCTHaTa BajayTa (O'bJArapcku JieB), KaTo ce

npusara oQUIMAJHUAT 0OMeHEH KypcC, 06sBEH

oT bbsrapckata Hapo/iHa 6aHKa 3a Ta3u
yyJecTpaHHa BajJdyTa KbM JarTaTa
dakTypara.

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. OmnoBectsiBaHe Ha  YYBCTBUTE/IHA

TBProBcKa HHpopManus

B Hskou ciaydaum wHOpMAIMATa, CBbp3aHa C
[IpefocTaBsgHEeTO HAa CTOWHOCT, 6M MoOrJa Jia e
YYBCTBUTEJIHA THProBCKa HMHQOpMaANUATA WU
HenoAXo/is1ia Aa 6'bJie OoBecTsBaHa. B ciaydai
4ye ce TOpOAAT TMOJOOHU NPUTECHEHHS,
OnoBecTABAIIOTO [IPYXKECTBO Ille peliaBa 3a
BCEKU OT/IeJIeH CJy4dall U cjiefi KOHCYJTalUs C
IOPUUYECKH KOHCYJITAaHT KaK Ja JeMCTBa BbB
Bp'b3Ka C 00SIBABAaHETO Ha TakaBa UHOpMaIus,
B CbOTBETCTBHE ChC CbOTBETHUTE MPUJIOKHUMHU
3aKOHHU ¥ HapeA0u.

XVI. ®opma 3a onoBecTsiBaHe

1. JlaTa Ha nyG/JIMKyBaHe

JaTtaTa Ha ny6JinkyBaHe e /1o 30 IoHU.

2. OTyeTHa rogmHa

OnoBecTsiBaHETO ce OTHacd 3a HpeJxoJHa
KajeHjapHa roauHa (ot 1 saHyapu po 31
JleKeMBpHU )

Tasu uHdopmanus e 6'bje Ha pa3noJiokKeHUe B
WuTepHeT 3a nepuok oT 3 roAMHU CJe[ JaraTa
Ha My06JIMKyBaHETO M.

3. Ilnardopma 3a onoBecTsABaHe

OnoBecTsIBAHETO Ce HU3BBbPUIBA YpeE3:

WHTepHeT cTpaHUIIaTa 3a ONOBECTSIBAHE Ha
CepBue: www.servier.bg

4. E3uK Ha onmoBeCTSAIBAHETO

OnoBecTsiIBAHETO ce HU3BBbpPIUIBA HA 6'bJII‘apCKI/I
€3HK.
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