Methodological Note

Merck Bulgaria EAD -

an affiliate of Merck KGaA,
Darmstadt, Germany

1.Introduction

This Methodology note summarizes the
methodologies wused in preparing the
company’s disclosure according to the
European Federation of Pharmaceutical
Industries and Associations (EFPIA) Code of
Practice and Code of Ethics of the
Association of the Research-Based
Pharmaceutical Manufacturers in Bulgaria
(ARPharM) identifying Transfers of Value,
made directly or indirectly to or for the
benefit of a Recipient.

2.Definitions

Recipients

Any HCP or HCO, whose primary practice,
principal professional address or place of
incorporation is in Europe!.

1As of June 2019, these countries include:
Austria, Belgium, Bosnia and Herzegovina,
Bulgaria, Croatia, Cyprus, Czech Repubilic,
Denmark, Estonia, Finland, France, Germany,
Greece, Hungary, Iceland, Ireland, Italy, Latvia,
Lithuania, Malta, the Netherlands, North
Macedonia, Norway, Poland, Portugal, Romania,
Russia, Serbia, Slovakia, Slovenia, Spain,
Sweden, Switzerland, Turkey, Ukraine and the
United Kingdom.

HCO (Healthcare Organization)
Any legal person

(i) that is a healthcare, medical or
scientific association or organization
(irrespective of the legal or organizational
form) such as a hospital, clinic, foundation,
university or other teaching institution or
learned society (except for patient
organizations within the scope of the EFPIA

MeTogonornuecko YkasaHue

Mepk bbnrapua EAL] -
dunnan Ha Mepk KlraA, Japmwar,

fepMaHng
1.BbBegeHue
HacTtoswoTo MeToaonornyecko
yKasaHue oboblaBa MeToaonormuTe,

M3MN0N3BaHW 3@ U3roTBSHE Ha OMOBECTSIBAHETO
Ha KOMNaHuATa, B cboTBeTCcTBME ¢ Koaekca Ha
EBponerickaTa denepaums Ha
(hapMaueBTUYHUTE MHAYCTPUM WM acoumaunm
(EFPIA) n EtnuyHua Kopgekc Ha AcoumaumsaTta
Ha Hay4HoO n3cnepoBaTesickuTe
dapmaueBTMYHM nNpousBoguTenn B bbarapus
(AP®apM), wu 3a MaeHTUdUnUMpaHeTo Ha
NpenocTaBAHETO Ha CTOMHOCTW, HanpaBeHOo
OVPEKTHO WIN WHAMPEKTHO KbM MAM B Mon3a
Ha lNonyuarten.

2.0npepeneHusn

Monyyartenun

Bcekn MC nnu 30, 4nato oCHOBHa NpakTukKa,
OCHOBEH npodecmoHaneH agpec nim MsACTo
Ha peructpauus e B EBponal.

1KbM toHM 2019 1. Tesu ObpXXaBu BK/KOYBAT:
Asctpud, benrnga, bocHa u XepuerosuHa,
bbnrapusa, Xvpeatusa, Kunbp, Yexusa, JaHug,
EcToHna, ®uHnangmsa, ®paHuus, N'epmaHus,
Mpumns, YHrapusa, Ucnangmsa, Upnanaua, Utanus,
Nateus, Jiutea, Manta, XonaHausa, CesepHa
MakepoHusa, Hopserus, MNMonwa, MNopTyranus,
PymbHusa, Pycusa, Copbusa, Cnosakus, CnoseHus,
McnaHusg, Weeuuns, LWeenuapus, Typuus,
YkpaiiHa n O6eaAnHEHOTO KpancTeo.

30 (3apaBHa opraHusaumsn)

Bcako ropugnyecko nuue

(i) koeTto npeacrasnisaBa 34paBHoO,
MeAVMUMHCKO W/IN HAy4yHO CApPYXEeHWe uimn

opraHusauus (He3aBMCUMMO oT
topuanyeckara nnu OpraHm3aumoHHa
¢dopma), KaTo Hanpumep
6onHNUa, KNMHUKa,  doHaauums,

yHUBEpPCUTET uAM Apyra obpasoBaTtenHa



Code article 21) whose business address, WHCTUTYUUS, WM HAY4YHO ApYyXecTBO (C
place of incorporation or primary place of wu3kAO4YeHMe Ha NauMeHTCKU OpraHusaumu

operation is in Europe B paMkuTe Ha obxBaTa Ha Koaekca Ha

(ii)through which one or more HCPs provide EFPIA wu4neH 21), uunto appec Ha

services. ynpaBneHue, MACTO Ha ydypeasiBaHe unu
NbPBMYHO MSACTO Ha AenHoCcT e B EBpona
nnn

(i) ype3z koeto eauH wnu noseye MC
npeaoCcTaBsaT yCnyru.

MC (MeaMUMHCKM cneyMnasnmncT)

HCP (Healthcare Professional)
Bcsiko pu3nyecko nuue, KOeTo € 4YeH Ha

Any natural person that is a member of the
medical, dental, pharmacy or nursing MeAMUMHCKATa,CTOMaTONIOMM4YHaTa,

professions or any other person who, in the $apMauesTWyHaTa  wanM  CecTpuHckaTta
course of his or her professional activities, MPOPECHA NAM BCAKO APYrO NMLE, KOETO
may  prescribe,  purchase, supply, KaTo 4acT oT npodecuoHanHaTa cn AeHocT

recommend or administer a medicinal “Ma MNpaBo Aa MNpeanuncea, 3aKynysa,

product and whose primary practice, CHabAsBa, npenopv4sa nnu
principal professional address or place of @AMUHWCTPUpa JleKapCTBeHW NpoAyKTH, U
incorporation is in Europe. For the “WATO OCHOBHa NpakTu1ka, OCHOBEH

avoidance of doubt, the definition of HCP MPO®dEecMoHaneH agpec WM MACTO Ha
includes: pernctpaums e B EBpona. 3a nsbsirsaHe Ha

CbMHeHMue, onpepeneHneTo 3a MC
BKJ/1OYBA:

(i) any official or employee of a (i) BCAKO — ANBXHOCTHO — jMue  wm
government agency or other organization C/1YXWTEN Ha TpaBUTE/ICTBEHA areHuus
(whether in the public or private sector) YW Apyra opraHusauns (8 nybnndHus

that may prescribe, purchase, supply or WM YaCTHWS CEKTOP), KOETO MMa Npaso Aa
administer Medicinal products and Npeanucea, 3akynyea, cHabassa wu
aAMUHUCTpUpa JlekapcTBEHN MPOAYKTU U

(i) any employee of a Member Company (i) Bcekwm cnymm:ren Ha KomnaHusa-4neH,
whose primary occupation is that of a YSITO OCHOBHA AEHOCT € Ha NpaKTuKyBaLy
practicing HCP, but excludes (x) all other MC, HO w3kmouBa (X) BCUYKM Apyry
employees of a Member Company and cnyxutenn Ha Komnauus- uneH u (y)

(y) a wholesaler or distributor of Medicinal TPProBeu Ha eapo unu AnCTpubyTop Ha
products. NeKapcTBEHWU NPOAYKTH.

Kind of Transfers of Value (ToVs) BuaoBe npeaocraBsiHe HA CTOVIHOCTU(HC)
Direct and indirect transfers of value, [PSIKO M HEMPAKO NPEAOCTABAHE HA CTONHOCT
whether in cash, in kind or otherwise, made, B Map¥, B HaTypa win no Apyr Ha4yuH,
whether for promotional purposes or HanPaBEHO 3a MPOMOLMOHANHM Lienn, Uan no
otherwise, in connection with the APYF HauuH, BbB Bpb3Ka C pa3paboTBaHeTo u
development and sale of prescription-only MPOAX6aTa Ha JlekapcTBeHW NPOAYKTM B

Medicinal Products exclusively for human XYMaHHaTa MEAKLMHA, OTNYCKaHW No
use. NeKapcko npeanucaHue.,

-Direct ToVs - AvpekTHo MNC

ToVs made directly by the company for the MpenocCTtaBAHETO Ha CTOMHOCT € U3BbpPLUEHO
benefit of a Recipient. ONPEKTHO OT KOMMaHusTa B Non3a Ha



-Indirect ToVs

ToVs made on behalf of the company for
the benefit of a Recipient, or Transfers of
value made through a Third party and
where the company knows or can identify
the Recipient that will benefit from the
Transfer of Value.

-Aggregate ToVs

For Transfers of Values, which cannot be
disclosed on an individual basis for legal
reasons, the amounts attributable to such
ToVs will be disclosed on an aggregate
basis. The aggregate disclosure identifies

(i) the number of Recipients covered by
such disclosure on an absolute basis and as
a percentage of all Recipients, and

(ii) the aggregate amount attributable to
Transfers of Values to such Recipients.

Research and Development Transfers
of Value

Transfers of Value to HCPs or HCOs related
to the planning or conduct of

(i) non-clinical studies (as defined in OECD
Principles on Good Laboratory Practice)
medical research within the meaning of the
Health Act

(ii) clinical trials (as defined in Regulation
536/2014 and Drug Act )

(iii) NIS that are prospective in nature and
that involve the collection of patient data from
or on behalf of individual, or groups of, HCPs
specifically for the study.

i)

Monyuaten.

- UnanpekTHo MNC

MpenocTaBsHETO Ha CTOMHOCT € U3BbPLUEHO OT
MMETO Ha KOMMNaHusATa B nonsa Ha Monyyaren,
mnn  lNpepocTtaBsgHETO Ha  CTOMHOCT e
M3BbpLUEHO 4Ype3 nocpeaHunk-TpeTa CTpaHa, B
KOWTO CNyyanm KOMMNaHuaTa 3Hae Uan Moxe Aa
naeHtuduumpa TllonydaTtens, KOUTO LWe ce
nonsea ot [1peoCcTaBsHETO Ha CTOMHOCT.

-0606wweHo INC
3a lMNpepocTaBsiHe Ha CTOMHOCTU, KOUTO He

MoraT na 6baat OMOBECTEHU
MHOMBUAYANHO nopaamu npaBHU
CbObpaxeHus, CyMmTe, KOUTO Ce OTHACAT A0
nogobHo TIC, we 6baaT oONOBECTEHMU
obobuweHo. 0O606WeHOTO OnoBecTsBaHe
naeHTuduumpa

(i) 6posar Monyuatenn, obxBaHaTu OT
TakoBa onosBecTaBaHe KaTto abCostoTHO
YNCNO M KaToO MPOUEHT OT BCUYKMU
Mony4yaTtenu, u

(ii)obwata cyma, oTHacsdAwa ce Ao
MNpepocTtaBsAHETO Ha CTOMHOCTU Ha Te3un
Mony4atenu.

NMpenocraBsiHe Ha CTOMHOCTU BbB Bpb3Ka
C HayuyHou3csiegoBaTesiCKa U pa3BoOMHa
AenHoCT

MNpenocraBsHe Ha CTOWMHOCTU Ha
MeaAMUMHCKM cneunannctn wnun ma34paBHU
opraHm3auum, CBbpP3aHO C MNJAAHUPAHETO
WKW NpoBeXAaHeTo Ha:

(i) HEeKAMHWYHM un3NUTBaHMSA (KakTo ca
onpeaenenn B [llpuHunnmute 3a A[06pa
n1abopatopHa rnpakTnka Ha OECD);
MEAMLUMHCKM  Hay4yHM uM3cneaBaHus no
CMMCb/1a Ha 3aKoHa 3a 34paBeTo

(i)  KAWHWMYHWM  un3nNuTBaHMSA  (CbraacHo
aedbuHmnumnata B PernameHt 536/2014 n
3aKOHa 3a JieKapCTBEHUTE TMpPOAYKTU B
XyMaHHaTa MegmumnHa )
HenHTepBeHLUMOHaHN

Nnpoy4YyBaHUsi, KOUTO WMMaT MNpPOCNEKTUBEH
XapakTtep M BKAOYBAT CbbupaHe Ha AaHHMU
3a MauMeHTn OT UM OT UMETO Ha OTAESHU
MeaANUMHCKM cneunannuctn wuam rpynum ot



3. Disclosure’s scope

Products concerned

Prescription-only medicine. (Applicable
for Bulgaria)

Exception: In addition to disclosing ToV’s
concerning prescription-only medicine, some
countries are bound by legislation or local
Pharma Association provisions to disclose

their OTC interactions as well.

Excluded Transfers of Value

a. solely related to over-the-counter
medicines (except in some countries in
which over-the-counter-medicines are
required to be included in the
disclosure);

b. provision of materials and objects of

informative or educational character;

c. meals (except in some countries

which meals are required to be included

in the disclosure);

d. samples;

e. fees charged by logistics agencies
assisting in organizing travels and
meetings;

f. discounts, price reductions and other
trading devices commonly used in the
sale of medicinal products;

MeaAnUMHCKM cneunannctn, cneumanHo 3a
LEeNnTe Ha NpPoy4YBaHeTo.

3. O6xBaT Ha
onoBecTaABaHeTo

MpoayKTH, KOMTO Kacae

JlekapcTBa, OTAyCKaHW Mo NeKapcKo
npeanucaHuve. (Mpunoxnmosa
bvarapus)

UN3Ko4yeHne: B OonbJ/IHEHUNE KbM
onoBecTsBaHeTO Ha [lpepocrtaBsaHe Ha
CTOMHOCT, CBbpP3aHO C JieKapCTBEHMU
NpoOAYKTH, OTMNYCKaHn no  Nnekapcko
npeanucaHue, HAKOM AbpXXaBu ca
3a4b/IKEHM MO 3aKOH UK pasnopeabuTe Ha
MecTHa ®apmaueBTMYHa acoumaums Aaa
onoBecTaABaT U CBOUTE AENCTBUS CBbpP3aHU
C JeKapCTBEHW NpPOAYKTM, OTNyCKaHu 6e3
NleKkapcKo npegnucaHue.

NMpenocraBssHe Ha CTOMHOCT, KOEeTOo e

M3KJIIO4YEHO OT ONOBEeCTABaHEeTo

a. CBbp3aHO €AMHCTBEHO C JIEKAPCTBEHMU
NpoAyKTW, OTNyckaHm 6e3 nekapcko
npeanucaHune (6e3 HAKOM ObpXKaBwu, B

KOUTO NeKapCcTBEHUTE npoayKTH,
OTNYCKaHn 6es NeKapcko
npeanucaHne, Tpsabea ga  6bvaar

BKJIIOYEHM B OMOBECTSABAHETO);

b. npegoctaBaHe Ha  MaTepuanm U
npeamMeTm Cc MHGOOPMALUMOHEH  Wan
obpa3oBaTeneH xapakrep;

C. XpaHu (6e3 HAKOW AbpXaBu, B KOUTO
XpaHuTe TpsibBa Aa 6bAaT BKIOYEHU B

ONOBECTABAHETO);

d. mocTpm;

TakCuM, HanaraHMm OT TPaHCNOPTHMU
burpmu, nomarawum 3a
OpraHu3MpaHeTo Ha NbTyBaHUa U
cpewn;

f. OTCTbNKM, HaMansiBaHe Ha LUeHaTa WU
APYrM  TbProBCKM MNOXBATWU, KOMUTO
obukHOBEHO  ce n3nonseat  npwu
npoaaxb6ata Ha MeaANLMHCKN

npoAYyKTH,



g. healthcare packages provided by 9. 3ApaBHW NaketW, NpeAocTaBAHn — OT

private entities purchased by H4aCTHW  ApYyXecTBa, 3aKyneHun ot
Signatories for their employees; Mpeacrtasutenu 3a TEXHUTE
CNYXUTENu;

h. related to anonymous marketing h. cBbp3aHO C @HOHUMHO MapKETUMHIOBO
research npoy4saHe

Transfer of value date [lata Ha npeaocTaBsiHe Ha CTOMHOCT

a. Date of Transfer of Value is the date of a. [arata Ha lpenocraBsHe Ha CTOMHOCT e
the effective payment to the Recipient. AaTata Ha peasHoTo MNnaulaHe  KbM

MonyJaTend.

b. If the payment is executed at several b. Ako nrawaHeTo e W3BbLPLEHO Ha
different dates (e.g. for one and the HAKONKO ~ pasnuubn  patm - (Hanp.
same assignment fees are paid at TakciTe 3@ €AHO M Cblo 3ajaHve ca
another date than travel costs) the nAaTeHU Ha AaTa, pasnnyHa oT AaTtata Ha
date of the largest amount of payment niawaxe Ha MbTHUTE pasxoam), 3a Aata
effected is taken as payment date. Ha NnallaHe ce npueMa AaTaTa, Ha KOATO

€ U3BbPLEHO Hal-roNsaMOTO NnauaHe.
c. B cnyyan Ha cnoHcopupaHe Ha MC/30 pa

c. In case of sponsorship of HCP/HCO to NpUChbCTBA  Ha  MEAWMLMHCKN/Hay4HN
attend  medical/scientific cpewn/cebuTtnsl, opraHMsnpaHmn oT TpeTa
meetings/events managed by third CTpaHa 1 BK/OYBaLLM MnalaHe oT TpeTa
party incl. payment by third party the cTpaHa, [patata Ha cbbuTHeTO ce
event date is taken as Transfer of Value npuema 3a fata Ha NpeaocTaBaHe Ha
date if the effective payment date of CTOMHOCT, aKo AaTataHa nnallaHe Ha
registration fees to event organizer, PErMcTpaunoHHuTe Takcm - Ao
accommodation costs to hotels etc. OpraHusaTopa Ha CbbuTneTo, pasxoauTe
significantly differ from the transfer of 3a XoTen w1 Apyrm  ceé pasnn4vasa
value date (= receipt of the congress 3HaYUTE/THO oT Aatata Ha
batch, date  of accommodation MpepoctaBaHeTo  Ha  CcToWHOCT (=

etc.) of the recipient. nony4yasaHe Ha KOMMieKTa 3a

KOHIrpeca, AaTtaTa Ha HOWYBKWUTE U Ap.)
KbM [Nony4yaTtens.

d. All belated payments with a date falling
in a closed-out reporting period will be
consolidated over the year and
published each year in Q4.

d. Bcuukun 3akbcHenu nnawaHua ¢ aaTta,
nonajawa B MNPUKIOYEH OT4YeTEH
nepuvoa, uwe 6bAaT KOHCONMAMPAHWU
npes rogvHaTa n e 6baat
nybnnkyBaHM BCSKa roAMHa npes
YEeTBbPTOTO TpUMeceuue.

Direct Transfer of value AvpexkTHO [MpepocraBsiHe Ha
CTOMHOCT

a. Transfers of Value are represented as  2- [IPEAOCTaBSHETO Ha  CTOMHOCT  ce
the cost amount for the company and not npeacrasa KaTo pasxoa 3a
the Recipient’s revenue. KOMNaHMsATa, a He KaTo Mpuxoa 3a

b. Non-financial Transfers of Value are Monyvarens.
disclosed based on the financial P- HeduHancoso TpesoctasaHua  Ha
valuation of the non-financial spend CTOMHOCTM ce onoBecTsaBaT Ha 6asaTa
(goods / service time spend etc.). Ha ¢uHaHcoBa Ou€HKa Ha

HedunHaHcoBMs enemeHT (CcTokum /
BpeMe Ha W3BbpLUBaAHE Ha ycnyra u

Ap.).



Indirect Transfer of Value

a.

b.

C.

Transfers of Value provided to HCOs by
a third party company, e.g. through
an organizer of medical events are
reported with the HCO as recipient.

Transfers of Value to individual HCPs
executed by a third party company are

reported with the individual HCP as
recipient.
Transfers of Value to individual HCPs

(e.g. invitations, covering travel or
accommodation costs) executed by a
HCO are reported as Transfer of Value
to the HCO.

Transfer of value in case of partial
attendances or cancellation

In case of partial attendance or
delivered, but value was transferred
anyway e.g. according to contract
clause, the Transferred Value is
disclosed.

Due to cancellation of an event (under
circumstances considered force-
majeure), but registration fees paid,
these ToVs are disclosed on aggregate
base. This is based on EFPIA
statement, that companies have to
disclose such amounts without linking
them with HCPs.

If no Value was Transferred, the
information on the Transfer of Value is
not part of disclosure.

Cross-border activities

a. Cases

of cross-border Transfers of

Value to HCPs/HCOs, falling in the
scope of the EFPIA Code of Practice, are
disclosed in accordance with the
Recipient’s country of practice (HCP) or

MupupekTHo MNpepocTtaBAHe HA CTOMHOCT
a. MpenocraBsHETO Ha CTOMHOCT KbM 30,

. [lpepocraBsaHeToO

KOETO Cce u3BbpWBa OT TpeTa
KOMMaHu1s4, Hanpumep ypes
OpraHu3aTop Ha MeAULMHCKW CbbuTus,

ce goknaaeaT cbc 30 KaTo nonydaTten.

Ha CTOMHOCT KbM
otaenHn MC, KoeTo ce wu3BbpliBa OT
TpeTa KoMNnaHus, ce aoknagasa cbc MC
KaTo nonyyaren.

MNpenocTaBsSHETO HA  CTOMHOCT A0
otaenHn MC  (HanpuMmep  MOKaHW,
BK/IIOUYBALUM  pasxoaum 3a MbT WK

HacTaHsBaHe), KOeTo Ce M3BbpliBa OT
30, ce goknagBa KaTo npenocraBsiHe Ha
CTOMHOCT kbM 30.

NMpepocraBssHe Ha CTOMHOCT B CJly4yau

4YaCTUYHO npnconcrene nin

OTMEeHsIHe
a. B cnyyalt Ha 4acTUYHO npuUCbCTBUE

WM OTMEHSIHE, WM aKo Yyciayra He
6bae npenocTtaBeHa, HO BbNpeku ToBa
mMa lpenoctaBsgsHe Ha  CTOWHOCT
(HanpuMep BbB Bpb3Ka C Khaysa oOT
aorosop), [MpegocrtaBeHaTa CTOMHOCT
ce onoBecTsiBa.

NMopaan aHynupaHe Ha cvbutne (npu
obcrogaTtencrea, cMgaTaHM 3a dopc
Maxxop), HO perncTpaumoHHW TakKcu ca
nnaTeHu, MpepocTaBsHMATA Ha
CTOMHOCT ca onoBecTeHu Ha obobLieHa
6a3a. Toea e 6a3mpaHoO Ha CTaHOBULLE
Ha EFPIA, 4ye komnaHuuTe Tpsibsa Aa
onoBecTaBaT TakumBa Ccymu 6e3 pga rum
cBbp3BaT cbC MC.

AKO HaMa [lpepocTtaBeHa CTOMHOCT,
nHdopmaumsaTa 3a lpenocrtaBsHETO Ha
CTOMHOCT He e yact oT
OMOBECTABAHETO.

TpaHCrpaHU4YHU AEeNHOCTH

a. Cnydaute

Ha

TPaHCrpaHU4YHO
NpepoctaBsHe Ha CTOMHOCT KbM
MC/30, kouTo nonagaT B obxBaTa Ha
Kooekca Ha EFPIA, ce onoBecTsiBaT B
CbOTBETCTBME C AbpXxaBaTa Ha



country of registration (HCO).

b. If one HCP/HCO has several countries of
practices / registration, the country in
which context the assignment took place
discloses the Transfers of Value.

Disclosure Type

a. Disclosure of individual data:

- If the signed consent declaration, with
disclosure explicitly consented in a given
validity period, is obtained the individual
data and Transfer of Value in the
reporting period are disclosed as required
by the EFPIA disclosure template.

- If in the closed contract, the disclosure
consent has been explicitly granted by
signature, and consent has not been
denied (non- consented) or withdrawn in
at least one assignment by signature the
individual data and Transfer of Value in
the reporting period are disclosed as
required by the EFPIA disclosure template.
This is applied for countries with individual
consent declaration required by local law
or codices.

b. Disclosure of aggregated data:

- Signed consent declarations with
disclosure explicitly non-consented in
the given validity period lead to
disclosure of aggregated data of
Transfer of Value in the reporting
period as required by the EFPIA
disclosure template.

- Transfers of Value to Recipients from
which consent declaration could not be
obtained are disclosed on an aggregated
basis.

- Ifinany (at least one) contract closed, with

npaktnkysaHe (MC) unu gbpxaBaTa Ha
peructpaumsa (30) Ha lMonyuatens.

Ako egnH MC/30 npakTtukyBa/ wMa
perncTpaums B HSKONKO AbpXaBu, TO
AbpXaBaTa, B KOSATO € W3BbPLUEHO
AeNCTBMETO  ONnoOBecTsABa
MNpenocrtaBsHEeTO Ha CTOMHOCT.

Bua onoBecraABaHe

a. OnoBecTsaBaHe Ha JINYHU AAHHMU:

AKO e nony4deHa nognuvcaHa geknapauus
3a Cbrnacue, B KOATO WM3PUYHO € fafeHo
cbrflacue 3a onoBecTdBaHe B onpenesieH
CPOK Ha Ba/IMOHOCT, JINYHUTE AAHHW U
MpenocTaBsHETO HA CTOMHOCT B OTYETHMUS
nepuoa ce onoBecTdaBaT criopef
N3NCKBAHETO Ha obpaseua 3a
onoBecTsiBaHe Ha EFPIA.

AKO B JgoroeBopa cbrnacumeto 3a
onoBecTsBaHe e U3PUYHO AaZleHO, 4pe3
noaAnnuC W CbrNacnMeTo He e OoTKasaHo
(HAMa Hecbrnacme) Unn oTTers1eHo, Ypes
noannC B MNOHE eAuH Ciy4val, NUYHUTE
AaHHN 1 MNpenocTaBAHETO Ha CTOMHOCT ce
onoBecTsaBaT B OTYETHMSA Nepuog cropen
M3UCKBAHETO Ha obpaseua 3a
ornoBecTaBaHe Ha EFPIA. ToBa Baxu 3a
ObpXKaBW, B KOUTO MO cuiaTa Ha 3aKOH
MM KOAEKC Ce U3UCKBA MoAnMcBaHe Ha
MHAMBMAYaNHa Aekfapaums 3a cbracue.

b. OnoBecTtAsBaHe Ha 0606L1eHne AaHHuU:
MoanucaHuTe AeknapauuMm 3a cbrnacue, B
KOUTO WM3PUYHO e oTbensi3aHo Hecbriacume
3a ONnoOBecTsBaHEe B OMNpeAesieH CPOK Ha
Ba/INAHOCT, BOAST OO OMOBEcCTsABaHe Ha

o6obweHn paHHM3a [lpenocraBsAHETO
Ha CTOMHOCT B OT4YEeTHUs nepuoa, B
CbOTBETCTBME C M3NCKBAHETO Ha obpaseua
3a onoBecTsaABaHe Ha EFPIA.

lMpenocrtaBsAHETO Ha CTOMHOCT KbM
Monyyatenu, OT KOUTO He MOXe pna ce
nonyym peknapaumss 3a Ccbrnacume, ce

onoBecTtsiBa 0606wWeHo.
Ako npwu T[lpepoctaBssHe Ha CTOMHOCT B
OTYETHUA Nepuoa B KOUTO M Aa e (MnoHe




Transfer of Value in the reporting period,
the disclosure consent has explicitly not
been granted by signature all Transfers
of Value in the reporting period to the
Recipient are disclosed on an aggregated
basis as required by the EFPIA disclosure
template. This is applied for countries with
individual consent declaration required by
local law or codices.

4. Specific considerations

Country unique identifier

As guidance on the professional code in the
EFPIA country, the unique identifiers include:

- the Full Name
for a HCP: the City of Principle Practice
for a HCO: the City where Registered
- the Country of Principal Practice
- the physical address of the Principal
Practice

Whether such full details can be publicly

disclosed depends on local applicable
personal data protection laws and
regulations.

Self-incorporated HCP
A self-incorporate HCP constitutes a HCO
(see above section ‘Definition of HCO’)

Multiannual agreements and transfers of
value in different calendar years

In case of multiannual agreements or other
agreements based on which the Transfers of
Value are provided in different calendar years,
the information is included in the report about
those which were effectively paid to the
recipient in a given calendar year/ reporting
period.

€4WH) OT CKJIIOYEHUTE AOrOBOPU CbIIaCUETO
3a ONOBeCTsIBaHe He e [aAeHO W3PUYHO,
ype3 noanuc, usnoto [llpepnocraBsiHe Ha
CTOMHOCT B  OT4YeTHUA nepuos  KbM
Mony4daTtens ce nosecTtsBa 0606L1eHo, B
CbOTBETCTBME C M3NCKBAHETO Ha obpaseua
3a onoBecTtsaiBaHe Ha EFPIA. ToBa Baxu 3a
ObpXaBW, B KOUTO MO cuiaTa Ha 3akoH Unu
KOJEeKC ce UM3UCKBa NOAMUCBaHE Ha
MHAMBMAYaNHa Aeknapauns 3a cbriacue.

4. CneunanHum
CbobparkeHusn

YHuKaneH naeHtndukKaumoHeH HoOMep Ha
Abpi)KaBaTa

Cnopes HacokuTe Ha npodecuoHanHuTe
Koaose B AbpxasaTa oT EFPIA, yHukanHuar
naeHTnduKaumoHeH HoMep BKJIOYBA:

-MbJ/IHOTO UMEe
3a MC - rpag Ha OCHOBHa MnMpakTuka,
3a 30 - rpagbT, B KOMTO € HanpaBeHa
permcrpaumsaTa
- AbpXXaBaTa Ha OCHOBHa MpakKTuKa
- hM3MYecKnaT agpec Ha OCHOBHAaTa
npakTuka

[Janun Te3n NbJHM AaHHM MoraT Aa
6baaTt NnybIMYHO ONOBECTEHU 3aBUCU
OT MPUJIOXKUMUTE MECTHU 3aKOHU U
pasnopeabu 3a 3awuta Ha NUYHUTE
OAHHW,

CamocronaTenHo perncrpupaH MC

CamocTodaTenHo perncTpupaHuaT MC
npeacrasnisiBa 30 (BUXxTE pasaen
"Onpepenenne 3a 30" no-rope).

MHororoagniwlHN crnopa3syMeHus n

npeaocraBssHEe Ha CTOMHOCT B pPa3/InuHMU
KaNleHAapHN roauHN

B cnyyam Ha MHOrorogvllHW CriopasyMeHus
wnn Apyru crnopasymeHusi, Ha 6asaTta Ha
Kouto [lpenocTtaBAHETO Ha CTOMHOCT ce
M3BbPLWBA B Pas/IMYHK KaneHaapHW TFOAUHM,
MHpopMaumaTa ce BKKYBA B AOK1ada 3a
nnawaHmaTa, KOUTO Cca HanpaBeHW KbM
nonyyatens B onpejeneHa KaneHaapHa
roanHa / oTyeTeH Nnepuoa.



Methodology for R&D spend
documentation

Research and Development Transfers of
Value will be disclosed in aggregate.

In scope are ToV to HCPs/HCOs related to
the planning and conduct of:

a. Non-clinical studies (as defined in the
OECD Principles of GLP)

b. Clinical trials (as defined in Regulation
536/2014)

c. Independent Investigator Trials and
Investigator Sponsored Trials

d. 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 (refer to Section
18.02 of the EFPIA Code of Practice)

Non-interventional studies that are
retrospective in nature will be disclosed
under the individual HCO spend
category.

The determination of R+D spend according
to EFPIA regulations is based on company’s
regular internal expense reporting and
allocations derived from Clinical
Operations Statistic.

Metogonorma 3a [OKYMEHTUpPaHe Ha
pa3xoaM 3a HayuyHou3c/egoBaTesicka M
pa3BoOMHa AEeNHOCT

MpenoctaBsaHETO Ha CTOMHOCT 3a
Hay4Hou3CneaoBaTeNIcka U pa3BoiHa AEAHOCT
ce onoBecTaBa 0606LeHo.

B o6xBaTa e lNpenocraBAHETO Ha CTOMHOCT 3a
MC/30, <cBbp3aHO C T[UIAQHUpPAHETO U
npoBeXAaHeTo Ha:

a. HekMMHMYHM un3nuTBaHMA (KakKTo ca
onpeaeneHn B [lpuHumnute 3a AJI Ha
OECD)

b. KnnHn4HM NU3NUTBaHUSA (cvrnacHo
aeduvHnumnaTa B PernameHT 536/2014)

c. HesaBucmmu N3cnefoBaTeNCKU
Npoy4YyBaHMss  WUAM  CMOHCOPUPaHM  OT
n3cnepoBaTesnisi MpPoy4YBaHuUs.

d. HemHTepBeHUMOHANHMU Npoy4YBaHuS,
KOMUTO Ca MU3cnenoBaTesiCKM Mo Xapakrtep u
KOMUTO BKOYBAT CbbMpaHeTo Ha AaHHU 3a
nauyMeHTn oT UaM OT UMeTo Ha PU3nyecko
nvue, mnm rpynm ot MC KOHKpEeTHO 3a
uenute Ha npoy4yBaHeTo (BuxTe Paspen
18.02 ot Kogekc Ha EFPIA).

HenHTepBeHUMOHaNHNTE npoy4ysaHus,
KOUTO Ca peTpOCNeKTUBHU MO XapakTtep, ce
ornoBecTaBaT B KaTeropuaTa 3a
nHamemnayandm 30 pas3xoau.

Cnopen pasnopeanbute Ha EFPIA,
onpenensiHeTo Ha pasxoaute 3a
Hay4HOM3Cnea0oBaTeNCKa n pa3BoiHa
AenHoCcT e 6asuMpaHo Ha  pefoBHOTO
AOKMaABaHE Ha BbTPEWHW pasxoaum Ha
KOMMaHusaTa W  CyMUTe, MNOJyYeHu OT
CraTnucTMKaTa 3a KJIMHUYHM onepauuu.



5. Consent management

Consent collection
Disclosure consent declaration is obtained in
accordance with GDPR.

Management of recipient consent

withdrawal

a. If the consent to disclose individual data
and transfer of value is withdrawn the
individual data will be removed from the
disclosed form within a period of 14
days after submitting written withdrawal.

b. Consent may not be partially withdrawn
or granted for selected assignments.
Withdrawal of a disclosure consent for
selected assignments leads to revocation
of disclosing any individual data in the
reporting period.

Management of recipient’s request
Requests and/or complaints by Recipients
may be lodged with the local company Legal
Entity and the company contact person
named in the contract.

Partial consent

No partial consent is granted. The
Recipient only may give full consent to any
aspect of disclosure or may decline consent in
full.

5. AAMUHUCTpMpPaHEe Ha
Cbrnacwume

MonyyaBaHe Ha cbrnacue
JeknapauusaTa 3a cbrnacue 3a
onoBecTdaBaHe ce rnoJsiyyaBa B CbOTBETCTBUE
c GDPR.

YnpassnieHue Ha oTTernsHeTo Ha
Cbriacue oT nojsay4yarten
a. AKO cbriiacMeTo 3a onoBecTaBaHe Ha

JIMYHN  OaHHM WM NpeaocTaBsiHE Ha
CTOMHOCT 6bae OTTerneHo, NUYHUTE
AaHHW wWwe 6baaTt npeMaxHatu oT

dopmMynsipa 3a onoBecTsiBaHe B CPOK OT
14 agHn cneg nogaBaHETO Ha MUCMEHO
MCKaHe 3a OTTernsiHe Ha cbriacue.

b. Cbrnacmeto He MoXxe Aa ce oTTerns
oTyacTM wnuM Aa ce pasa 3a usbpaHu
cnydan. OTTernsgHeTo Ha cbriacue 3a
onoBectsiBaHe 3a wu3bpaHn cny4yau
BOAW A0 OTMSIHA Ha OMOBECTABAHETO Ha
KakBUTO W [Aa € JIMYHU J[3aHHU B
OTYETHUSA nepunoa.

YnpasneHue Ha Mosnba oT cTpaHa Ha
Monyuyarens

Monbute u/nnn xanbute ot MNMony4yatenute
MoraT Aa ce nojaBaT A0 MECTHOTO
APY>XXeCTBO Ha KOMMaHUATa U INLETO 3a
KOHTaKT OT KOMMaHUATa, KOETO € NOCOYEHO B
aorosopa.

YacTU4yHoO cbrnacue

He ce jJaBa  4acCTUYHO cbrnacue.
Mony4yaTenar Moxe pna Agaje caMoO MbJIHO
cbrnacme 3a KOMTO M Aa € acnekt oT
OMOBECTABAHETO WM MOXE Aa OTKaXxe Aa
faje cbrnacme Kato usino.



6.Disclosure Form

Date of publication

Disclosure will be made within six month
after the end of the reporting period. The
exact date of publication varies between the
EFPIA Countries and depends on legal
stipulations.

Disclosure platform

Disclosure is made on company’ website, a
link to which is published on a dedicated
information website in Bulgarian
http://transparencybg.org, access to which is
free of restrictions and public, using the
template set out in Annex A of ARPharM Code
of Ethics.

Disclosure language

Reports will be disclosed in Bulgarian and in
English language, using a bilingual disclosure
template.

7 .Disclosure of financial
data and calculation rules

Currency of disclosed financial data

a. Total value of the Transfers of Value is
disclosed in local currency after
conversion from foreign currencies per
the exchange rates adopted on the day
of documenting the effective payments in
the electronic system.

b. Reference point of conversion is EUR.
c. Basis of the -calculation of transfer

rates is the company-internal exchange
rate table which is updated monthly.

6. PopmMmynap 3a
onoBecTsaABaHe

AaTta Ha ny6nukyBaHe

OnoBecTABaHETO Ce M3BbpLIBa A0 LIECT
Meceua cnepj Kpasd Ha OTYETHUSA nepuoa.
ToyHaTa gaTta Ha nybnukyBaHe e pasnnyHa
3a pas3nuyHuTe abpxasu oT EFPIA n 3aBucu
OT 3aKOHOBUTE npeanncaHus.

MnarcdopmMma 3a onoBecTsaBaHe
OnoBecTaABaHETO Ce M3BbpLUBA HAa WHTEpHEeT
CTpaHuuaTa Ha KOMMaHUATA, JIMHK KbM KOSITO
ce nybnukyBa Ha cneuuanHo Cb3gajeHa 3a
uenta nHbopMauMOHHa MHTEPHET CTpPaHMLa Ha
6bnrapckn e3uk http://transparencybg.org,
AOCTbMBT [0 KOATO e cBoboaeH  OT
orpaHuyeHuss v nybnnyeH, wn3nNon3Banku
®opmaTa, nocoyeHa B [lpunoxeHne A Ha
ETnuHna Kogekc Ha AP®apM.

E3nk Ha onoBecTAABaHe

[Joknaaute we 6baaT onoBecTsBaHM Ha
6brapckmM U Ha aHrNMNCKU e3nK, KaTo ce
n3non3Ba ABye3nyeH obpasey 3a
onoBecTsBaHe.

7.0noBecraABaHe Ha
¢nHaHcoBa nHpopmMmauma n
npasuia 3a U34YMcJsieHme

Banyta Ha onoBecteHaTta ¢duHaHcoBa
nHpopmaums

a. ObwaTta cTtonHocT Ha lpepocTaBsaHeTO
Ha CTOMHOCT Cce roco4yBa B MecCTHaTa
BanyTa, cnepg kKaTto 6bae
KOHBEpTUpaHa oT yyXaecTpaHHa
BasyTa No o6MeHHUTe KypcoBe 3a AeHS
Ha [OKYMeHTMpaHe Ha edeKTUBHUTEe
niawaHusa B efleKTpoHHaTa cucTeMa.

b. PedepeHTHaTa BanyTa 3a
KoHBepTupaHe e EBpo.

c. bazara 3a n3yuncneHuve Ha
TpaHCepHUTE  CTOMHOCTU e
BbTpewHaTta Tabnmua C O6MEeHHUu
KypcoBe Ha KOMMaHUATa, KOATO ce
aKTyanm3mpa exemeceuyHo.


http://transparencybg.org/
http://transparencybg.org/

d. Basis of the calculation of transfer rate d. Kato 6as3a 3a wu34yucneHme Ha

for R&D costs is the official fixed rate of TpaHCchEepHUTE  CTOMHOCTMU 3a
the Bulgarian National Bank of EUR to Hay4yHou3scnegoBaTe/ICka U pa3BoMHa
BGN (1 EUR = 1.95583 BGN). OENHOCT e B3eT MKCUpaHUA KypC Ha

eBpo kbM nes Ha BHB (1 EUR =
1.95583 neBa).

AAC - BKJIIOYEHO UM He

VAT included or excluded _ MNpedocTaBsSHETO Ha  CTOWHOCT  ce
Transfers of value are disclosed with VAT onoBecTsBa ¢ BKtoueHo A/C.
included.

MNMpaBuna 3a nauncneHve

a. lNpepocrtaBsaHeToO Ha CTOMHOCT, KOETO e
6uno HanpaBeHO Npe3  OTYETHUS
nepwoa, ce cymumpa (MHAMBMAYANHO
mnn ob6obuweHo) B CbOTBETCTBUE C
N3NCKBaHUATA Ha obpaseua 3a
onoBecTsaBaHe Ha EFPIA.

Calculation rules

a. Transfers of value effected in the
reporting period are summed up (for
individuals or aggregated) according to
the segmentation of the EFPIA
disclosure template requirements.

b. Camo nnawaHmaTa, KOUTO ca

b. Ontlry]/ arphountsl of pa?/msnts effecteEI HanpaBeHW B paMKUTe Ha AJajeHaTa
within ~ the -~ given  calendar = year .(_ KaneHpgapHa roamHa (=  OTYeTHus
reporting perlod) are considered with nepuoa), ce B3eMaT nNpeasua  npw
the calculation (see also note re ToV date M3UNCIEHNETO (BUXTE CbLLO

and ToV in different calendar years). yKasaHMeTo OTHOCHO naTaTa Ha

I1penocraBsiHe Ha CTOMHOCT "
MNpenocraBaAHETO Ha CTOMHOCT B
pa3/InYHN KaneHaapHW roanHn).

c. U3uncneHmnero ce npaBm CbC CyMu B
XapMOHU3MpaHa (cbwara) BanyTa
(BMXTE CbLLO YKasaHMeTo OTHOCHO
Banyrara).

c. Calculation is executed with amounts of
harmonized (same) currency (see also
note to Currency).



