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1. BbBeaeHue

CBTPYAHUYECTBOTO MEX/y UHIYCTPUSATA U 3/[paBHUTE CIEIUAJUCTH € OT M0Ji3a 3a nmaiueHTuTe. ToBa e
eJlHa Bp'b3Ka, KOSAATO € JiaJla KaTo pe3yJiTaT MHOXXeCTBO MHOBAaTHUBHU JIeKapCTBa U € MPOMEHUJIa HAYMHa,
10 KOUTO MHOI0 3a60/IIBaHUS BJHUSAAT BbPXY KUBOTA HU. UHAYCTPUATA U 3APAaBHUTE CIENUATUCTH CU
CbTPY/IHUYAT B peavna AeWHOCTH - KJWHUYHU H3CJe[BaHUs, OOMEeH Ha HaW-J00pUTe KJIUHUYHU
NPAaKTUKH U 06MeH Ha MHpoOpMalLMsA 3a TOBAa KaK HOBUTE JIeKAapCTBa Ce W3IO0JI3BAaT MO MbTEKUTE Ha
nauueHTuTe. [locTUraHeTo Ha oOlle IO-roJiiMa MPO3PavyHOCT NPH Ta3d Bede J0Ope peryjdpaHa U
’KM3HEHOBa)KHA Bp'b3Ka MPe/ICTABJIsIBA U3rPaKAaHe U YKpellBaHe Ha OCHOBUTE Ha ChbTPYAHUYECTBOTO 3a
B 6bJeuie. OGUIECTBOTO UMA BCE MO-FOJIEMU OYAaKBaHUSI OTHOCHO MPO3PayHOCTTA M TOBA € HaH-CUJIHO
M3dBEHO B O06JIacTTa Ha 3/paBeona3BaHeTo. Takeaa, kaTo 4ieH Ha EBpomelickaTa ¢epepanus Ha
dapmaneBTuyHuTe MHAYCcTpUU U aconuauuu ("EFPIA"), »kenae fja ce rapaHTHpa TOBa HUE J1a OTTOBApsSIMe
Ha Te3W OYaKBaHHU U 3a B O'bJellle.

Hacrosimjata MeToauvecka GesieXkka e 3a BCHYKHU, KOUTO WCKAT Mo-706pe Ja pa3bepaT pabOTHUTE
XUIOTEe3H, U3MOJI3BAaHU MPHU Ch3JAaBaHETO HA JOK/I3Ja 3a OMoBecTsBaHe Ha MHdopmanus ot Takena
Bbyirapus v ToBa Kak OIOBeCTEHUTe JJeHHOCTH ca AebUHUPaAHU B paMKUTe Ha Take/a.

2. 06xXBaT Ha ONIOBECTAABAHETO

Heo6xonuMo 6Gelle a ce HaNpaBsIT HAKOJIKO BbTPELIHU ThJAKYBaHUSA C 1eJ1 IPaBUJIHO Jla Ce ONpesesnu
TOBa, KOeTO TPsA6Ba Jja ce Aok/aaBa kKaTo TpaHcdep Ha cToiiHOCT (THC) B ChOTBETCTBUE C HACOKUTE HA
EFPIA 3a Tekyuiata roauHa (http://transparency.efpia.eu/the-efpia-code-2).

[To-mony cMe 0606IIMJAM HAIIETO TbJAKYBaHe U PAOOTHUTE XUIOTE3U, KOUTO CHUCTEMATUYHO CMe
npuJarajy npy cb6UpaHeTo Ha JaHHM, a ChIL0 TaKa KaKBO O3HayaBa 3a Hac ,,00XxBaHATH MoJy4yaTean”,
KaKTO U JIeMHOCTHUTE U Pa3X0/IuTe, KOUTO NONaiaT B 06XBaTa.

2.1.06xXBaHaTH MoJIy4YaTejau

2.1.1.3apaBHu cuenuaauctu (3C): onpejeseHue U 06XBaT

B moxusazia 3a onoBectsiBaHe Ha nH$opmanusa Takesa e B3esia mpeABU/, CIeJHOTO onpeaeseHue Ha 3C
KakTo e JjaieHo B Koziekca 3a onoBecTsiBaHe Ha uHpopmMalus otHocHO 3C/33 Ha EFPIA, kaTo Hanpumep
TyK ca ob6xBaHaTu BuaoBeTe 3C, ¢ KOUTO OM MOIJIO /2 OCBHIIECTBsIBaMe TpaHcdPep HA CTOUHOCT
(cneyuaaucmu 8 obaacmma Ha meduyuHama, cmomamo102usima, anmevyHomo 0es0 uau ceCmpuHckume
2pudicu uau koemo u da e dpyzo auye, koemo 8 Xxoda Ha U3espuleaHe HA €80sIMA NpogpecuoHa Ha deliHocm 6u
Mo02/40 da npednuwe, 3aKynu, 0ocmasu, npenopsya UaAU hpuaoxcu dadeH MeJUYUHCKU npodykm).
[ly6imkyBaHUAT agpec 3a Bceku 3C, KOWTO e 6UJ B3eT NpeABHJ B J0OKJIaJa 32 ONOBECTsBaHe Ha
nHdopManus, e aipechbT Ha OCHOBHATA NpakTuKa Ha 3C.

2.1.2.3apaBHu 3aBeeHus (33): onpeeseHue U 06XBaT

B noksaza 3a onoBecTsiBaHe Takefa e B3eJa NpeJiBU/, C1eJHOTO ollpejiejieHHe Ha 33 KaKTo e J]aJleHo B
Kogekca 3a onoBectsiBane Ha nHpopmanus orHocHO 3C/33 Ha EFPIA, kaTo HanpuMep Tyk ca 06XBaHATH
BUzoBeTe 33, C KOUTO 6M MOIJIO Ja oCbliecTBsiBaMe TpaHcdep Ha CTOHWHOCT (acoyuayuu, 60HUYHU
dedepayuu, 601HUYHU omdesieHUs, 0b6pazoeamenHu yeHmpoge no 30paseonassaHe, KAUHUKU, 0eHMAaaHu
KAUHUKU, ducnaHcepu, uHcmumyyuu, akyamemu, yHugepcumemu, akademu4dHu yduauwa, goHoayuu,
epynu anmeku, sie4eb6Hu 3agedeHust). Ily6IMKyBaHUAT aZpec 3a BcsAKo 33, KOeTo e 610 B3eTO NpeABUJ B
JI0KJIa/la 32 ONOBEeCTsIBaHe Ha MHopMaLUs, e My6JIUYHO 0BSIBEHUAT aJipec Ha CbOTBETHOTO 33.

2.1.3.ApyxkecTBa, coocTBeHOCT Ha 3C
Ako fpyxectBoTO (33) e co6¢cTBeHOCT Ha euH 3C, ToraBa TpaHchepbT HA CTOWHOCT Ce OTYUTA KaTo
TaKbB KbM 33.
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2.1.4. ficHo naeHTHUIUPYEM MOJTydaTEJT

Takeja e BbBesla BbTpeELIEH NPOLEC, Ype3 KONUTO Ja ce rapaHTHpa, ye TpaHcpepuTe Ha CTOMHOCT ce
pasnpeensaT KbM cboTBeTHUTe 3C Wiy 33, KaKTo U /la ce TapaHTUPA, Ye ON0BecTsBaHaTa UHoOpMaLus e
TOYHA U U34yepraTesHa (HanpuMep HaUMeHOBaHMUe, aJipec, 0OCHOBHA J'bpKaBa Ha PaKTUKATa).

2.2.06xBaHATH JIeKapCTBa
Jlok/agbT ce OTHACS caMo 3a JIEKapCTBa, KOUTO €a caMo I10 JIEKapCKO MpeANKucaHue, a He IPOAYKTH, KOUTO
ca B cB060/1Ha MpoJaxoa.

2.3 060xBaHaTH AeHHOCTH

Onpe,aeneHHﬂTa 3a I,E[(?I\/’II-IOCTI/ITE € Bb3MOXXHO /J]la Ca Pa3/IMYHU 3a PA3JIMYHUTE (‘1)I/IpMI/I. B paMKHTE Ha
Taxe,qa, BCHYKHU HalllK B3AUMOOTHOIIEHHUA CbC 3APABHUTE ClIEUAJINCTH, C€ HAllPaBJIABAT OT BbTPEUIHHU
IMOJIUTUKHU U CTaAHAAPTHHU ONI€pAaTHBHHU NIpoueaypH, KOUTO Ca paspa60TeHn B CbOTBETCTBHE C KOJEKCUTE
U HACOKHTE€ B UHAYCTPUATA U KOHUTO Ca B CbOTBETCTBHE CbC 3dKOHUTE U MMOA3aKOHOBUTE aKTOBE Ha
CbOTBETHUTE AbPrKaBHU, KAKTO U C MECTHUTE U3BUCKBAHUA KbM UHAYCTPUATA. HO-,E[OJIy Bu npeacraBaMe
HaluTe AePUHULIMY C LieJ J1a ce yJIecHU YeTeHeTo Ha /lokJia/ila HU 33 ONOBECTsIBaHe Ha UHQopManus.

2.3.1 /lapeHus u 6e3Bb3Me3Ha NOMOIL KbM 33
Bcuuku TpaHchepu Ha CTOMHOCT, OTHACSIU Ce 10 JapeHuss Wid 6e3Bb3Me3/Ha MOMOIl, KOUTO ca
ocbiecTBeHU Mex 1y Takea u 33, ca 06xBaHATHU OT 0KJa/a. TakuBa TpaHcdepy HA CTOWHOCT HAPUMepP
ca:

i. /JlapeHus (mapuYHU U HEMAPUYHH)
ii. BsaroTBOpUTe/JHM NMOMOILU (aKO OpraHusanusATa e kjJacuduuupaHa kKaTo 33 B CbOTBeTHATa

J'bp>KaBa)

iii. be3Bb3Me3Ha TOMOLI, KaTO HAIp.:

o be3pb3Me3sHH moMOLIM 3a MeJULMHCKO 00pa3oBaHHe (HampuUMep 3a IoJANOMaraHe Ha
o6pasoBaHueTo Ha 3(C): Te 6uxa MOIJIM MO €CTeCTBOTO CHU Jla O'bJAT MapU4yHU (HampuUMmep
CIIOHCOPUPAHU NPOYYBAHUS, HHULMUPAHU OT HW3CJIEelOBATesIsI, KOUTO Ce OIpeJessT KaTo
HellOMCKaHH, He3aBHCUMHU U3CJIe[BaHUsl, NP KOWUTO M3CJe[0BaTeAT WM HHCTUTYLUATA
(akameMu4Ha, YacTHA WJM JbpKaBHA) e croHcop, a Takena ocurypsiBa HOAAPBKKA IO,
¢dopMaTa Ha JIeKapCTBO, KOETO Lie ce NMpoy4Ba U/uau PpUHAHCUpPA), WK HeNapU4yHU (T.e.
npeAMeTHH MOMOLIH, KATO HaIlp. aHATOMUYHU MOJIEJIH )

o bespb3MesgHM MOMOLIM, KOUTO He ca 3a MeAUIMHCKO o6pa3oBaHHe (Hanpumep 3a
nodnomazaHe Ha 30pasHume 3agedeHus 3a nodobpsisaHe Ha UHPpacmpykmypama u 0p.).

2.3.2 YyacTue B pa3xoAuTe 3a AAJ€HO CbOUTHE
Bcuuku TpaHchepy Ha CTOMHOCT, CBbpP3aHU C YYaCTHETO B Pa3XoJUTe 3a AaZleHO ChbOUTHE MEeXIy
Takema u 3C (nmpsikO WM KOCBEHO 4pe3 TpeTH Juia) uiau 33, ca BK/IWYEeHH B oOXBaTa Ha
omnoBecTsiBaHETO Ha uHpopmarlus. Takupa TpaHchepu HAa CTOUHOCT 6U MOTJIO Jja 6'bAAT HATIPUMED:

i Pasxoju 3a mbTyBaHe (3a nsmysaHe csC camo/iem, 81aK, makcu u dp.)

il. Pa3xoau 3a HacTaHsAABaHe

iii. Takcu 3a peructpauus (makcu, koumo ce 3aniauwjam 3a daden 3C uau dadeHo 33, 3a da Mozam me
da ywacmeam 8 MeOUYUHCKU U1U 06pa308amesHU Cobumusi, Koumo He ca opzaHusupaHu om Takeda)

iv. JloroBop 3a CIOHCOPCTBO CbC 33 UJIM TpeTa CTPaHa, onpejesieHa oT 33, C LieJl OpraHUu3upaHe Ha
JlaJleHo cbbUTHe, HanpuMep Hay4HU KOHepeHLUH, OpraHU3UupPaHU OT TPETU CTPaHHU, KOHI'PECH
WM HU3JIOKEHUS: CNOHCOpCcmaea 4pe3 MeOJUYUHCKU COpYHCeHUs; HAYUOHA/AHU npogdecuoHaHu
opzaHu3ayuu; 60AHUYU U 06pa308amesHU UHCMUMYyYuu; HAYYHU Op2aHU3AYUU; Pe2UOHAJIHU,
HAYUOHANHU, MeXCAYHapOoOHU U 2100a1HU KOH@epeHyuu; MecmHU 60HUYU; MEOUYUHCKU YeHmpose.
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Cnydyaute, npu KouTo AajeH 3C, KOWTO e GUJ CIOHCOPHPAH 3a y4acTHe B Cpella C TpeTa CTpaHa, ce e
HaJIOXKUJIO Ia OTMEHHU CBOETO yYacTHe, He ca BK/IIOYEHHU B HAIIUS JI0KJIAJ], KAKTO U EBEHTYaJHUTE TaKCH,
CB'bP3aHH C OTMSIHATA Ha yYaCTHETO.

[lpuMepu 3a JeMHOCTH, KOUTO OMXa MOTIJIM Jla O'bJIaT BKJKYEHH B ,JOTOBOPHUTE 32 CIOHCOPCTBO" B
JIOKJIa/la 3a ONoBecTsiBAaHe Ha MHpopManusa Ha Takena, ca: 3emaHe nod Haem HA WAHO, PeKAAMHO
npocmpaHcmeo (eAeKkmpoHHO, Ha xapmus U 0p.), cameAumHU CUMNO3UYMU HA HAY4eH KOHepec, Hay4YHU
Kypcoge, 0p2aHusupaHu om 33, 8B3MOMCHOCMU 3a npoMomupaHe HA npodykmume HU (8KAHYUMESAHO
HEeNnpoMOYuoHa/HU), CHOHCOPCMBO Ha cpewu (Hanpumep op2aHu3ayuoHHa nodkpena)

2.3.3 Takcu 3a 06c1y:KBaHe ¥l KOHCYJITUPaHe

Bcuuku TpaHcdepu Ha CTOMHOCT, CBbP3aHU C TAKCH 32 YCJAYTH U KOHCy aTanuu Mexay Takega v 3C wiam
33, ca BKJIOYEHU B ONOBecTsiBaHeTO Ha HHopManusA. Te3u TpaHcdepd Ha CTOMHOCT ce OTHACAT
HalnpuMep 3a Cpeliy Wik CbOUTHA (C Les1 IpoMoLUs UM Jpyru), Ha kouto 3C wiu 3C, paboTewy 3a 33, ca
rOBOpPUTeEJIY, 06y4yaBallld WU KOHCYJITaHTH, U 61Xa MOIJIM HallpuMep Jia ca:

i.  Takcu (makcu 3a ycayau, Kamo Hanp. 3a epeme 3a Nod20mos8Ka, epeme 3a penemupaHe, epeme 3a
nsmyeaHe U 8peme, Koemo e Heo6xXo0uMo 3a U38spuleaHemo Ha deliHocmma)
ii. Pasxopnu, cBbp3aHU C KOHCYJATUPaHe (Hanp. pasxodu 3a N'smyeaHe U HACMAaHs8aHe)

[Ipumepu 3a pa3xojau, KOUTO € Bb3MOXKHO Jia ca o6xBaHAaTH B pasfen ,Takcu 3a o6CayKBaHe U
koHcyaTtupane (3C u 33)“ B Jokjajila 3a omnoBecTsBaHe HAa HMHopMmauusa Ha Takega, ca: makcu 3a
2080pumesiume, y4acmeawu 8 NPo2pamMu U Kpsaau Macu; HenJidHUpaHu KOHCYyimayuu,/coeeemeaHe; makcu
3a sauyama, 8odewju npoepaMu 3a o6ydeHue HA 2080pumeu Uau obyveHue Ha cayxcumenu Ha Takeda uau
8BHWHU JAUYa; makcu 3a Jauyama, eodewju 3acedaHusi HA KOHCY/AMAMUGHU Ce8emu; 6NhUC8AHE HA
MeduyuHcka Jumepamypa; aHAAU3 Ha OaHHU; pa3pabomeaHe HA 06pa3o8amesHuU Mamepuau;
KOHCcyamayuu (Hanpumep KOHCYAMupaHe 868 8ps3Ka ¢ npoyedypu, docmasn 0o nasapu, 863CMAaH08s18dHe HA
pasxodu, 8UCOKOMEXHOI02UYHU OYeHKU)

2.3.4 Hay4yHou3c/eaoBaTeJICKa U pa3BoiiHa AEeHHOCT

TpaHcdepuTe Ha CTOMHOCT, CBbpP3aHU C HayyHOM3C/eJoBaTesCcKa M pa3BodHa jeiiHoct (HUP/J), ca
BKJ/IIOUEHU B 00XBaTa Ha JOKJ3Jla 3a ONOBecTssBaHe Ha uHpopMmalnus. Te3u TpaHcdepyu HA CTOMHOCT
BKJIIOYBAT TpaHcepu Ha cToiHOCT KbM 3C uiu 33, CBbp3aHU C IVIaHUPAHETO WJIM IPOBEX/JAHEeTO Ha:
i. HekJIMHUYHM NpOyYBaHHS, KOUTO Ille 6bAAT MpefaZieHd Ha PeryJaTOpPHUTe OpraHd (KakTo e
onpepesneHo B npuHuunuTe Ha OUCP 3a fo6pa 1abopaTopHa NpaKTUKA)
ii. KnuuuyHu npoy4yBaHus (KaKToO ca onpejiesieHU B eBpomnelickaTta [Jupektusa 2001/20/EO)
1. K/JMHUYHU Npoy4YBaHUS BBPXY X0Opa [IPH U3M0JI3BaHe HAa HEOJ0OPeHH JIeKapCTBEHHU POAYKTH;

2. KinHUYHM poy4YBaHUs BbPXY X0pa IIpU U3I10J13BaHe Ha 0106 PeH JieKapCTBEH NPOAYKT, KOUTO
ce U3I10J13Ba 32 HEOZ,06pEeHO NOKa3aHUe WJIU 10 APYT HAauYUH Cce NpeJIrcBa U3BbH PAMKHUTE Ha
YCJIOBHUATA, 3aJleTHA/IM B CbOTBETHOTO MY paspelleHue 3a ThbProBUs, WK CIy4yau, IPU KOUTO
NaLMeHTUTe NPOCIEKTUBHO Ce pasnpejeiaT 3a pa3/IMYHU BUJ0OBe JleueHHe, WU Clydau, Ipu
KOUTO MPOTOKOJ'BT U3UCKBA AUArHOCTUYHU NpPOLEAYPU WJMU NpOLeAypH 3a HabJr0[eHHUe,
KOUTO He 61xa 6GU/IM U3BbPLIEHH, aKO NAlMeHT'bT He y4acTBa B IPOYYBAHETO;

3. BcsAkakBu Apyrd KJIMHUYHMA [POYyYBAaHUS BBPXY XOpa, 3a KOUTO OU OGUJIO HEo6XOAUMO
o/lo6peHye 3a KIMHUYHO U3MUTBAaHE OT CTPaHa Ha PeryJaTOpHUTE OpraHy, aKo IPOyYyBaHETO
e Tpsi6BaJio Aa 6'b/e npoBeieHo B paMkuTe Ha EC B cboTBeTcTBUE ¢ JupekTuBa 2001/20/EO.

iii. TpocnekTHBHO 06GCepBaLlMOHHO NMPOYYBaHe, IPU KOETO NalMeHTa ce JIeKyBa U My ce npejIucBa
ol00peH JieKapCTBeH MNpPOJYKT B CHOTBETCTBHME C pa3pelIeHUMeTO 3a THhbProBUs, TeKyllaTa
MpPaKTHUKA U C OCTAHAJINTE U3UCKBaHUs, 3ajierHayu B T. 15.01 Ha koekca 3a 3C Ha EFPIA.

iv. /[lpyru BuJioBe JeMHOCT:

1. /JlefiHoCcTH, CBbpP3aHU C IJIAHUPAHETO Ha HabUpaHETO Ha MaLUeHTH, NPOEeKTHPaHETO HJIH
BpEMEBOTO IJIaHMpaHe Ha HEKJUHWYHU U3Cae[BaHUsl, KJIMHUYHU MPOYyYBaHUA U/UIU
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IPOCNEKTUBHU 0GCEpPBAlMOHHU MPOYYBaHHMsS B KOHTEKCTa Ha IJlaHA 3a pa3paboTBaHe Ha
JlaJIeHO JIEKapCTBO

2. /[lefiHOCTH, CBBbP3aHU C IUVIAHUPAHETO Ha KOHKPETHU HEKJMHHUYHU U3CJIe[BaHUs, KIMHUYHU
IPOYYBaHUS UJIM MPOCIEKTUBHU 06CEPBALMIOHHHU IPOYYBAHHUSL.

3. /[lefiHOCTH, CBBP3aHU C MPOBEXK/IAHETO HA KOHKPETHH HEKJIMHUYHU U3CJIe[BaHUs, KIMHUYHU
IPOYYBaHUS UJIM MPOCIEKTUBHU 06CEPBALMIOHHU IPOYYBaHHUS.

[IpuMepH 3a AeHIHOCTH, KOUTO GHXa MOTJIY Jla 6bAaT BK/I0O4YeHU B ,TpaHcdepu Ha CTORHOCT BBB Bp'b3Ka C
HUP/l“ B moksiazia 3a onoBecTssBaHe Ha MH$opMalusa Ha Takena: KAuHU4YHU hpoy48aHusl: pe2uoHaAHU
u/unu 2106a1HU, MECMHU HEUHMEPBEHYUOHHU NPOYYBAHUS

TpaHchepuTe Ha CTOWHOCT, peayiM3UpPaHU KOCBeHO 4pe3 OpraHM3alUUTe 33 KJIMHUYHU MPOYYBAHHS
(CRO), cb1110 ca BK/IKYEHU B pasjiesa oTHocHo HUP/| Ha fnoksiazia 3a onoBecTsiBaHE Ha MHOOpMaLH.

TpaHcdepuTe Ha cToiiHOCT, cBbp3aHu ¢ HUP/I, ca joks1ajBaHu KaTo cyMapHa CTOWHOCT, C U3K/II0UEHHE Ha
TpaHchepuTe Ha CTOWHOCT, CBBbP3aHU C PETPOCNEKTHUBHU HEWHTEPBEHIMOHHU MPOYYBaHHS, KOUTO
c/lesiBa Jia ca cboOpa3eHu ¢ pa3nopeaoduTte Ha 4. 15 ot Koaekca 3a 3C Ha EFPIA, kouTo ce onoBecTsiBat
KbM UMETO Ha BCEKU OT/IeJIEH MOJIy4aTel.

2.4 TpaHcdepu Ha CTOMHOCT NPU TPAHCTPAHUYHH B3aMMOAENCTBUSA
TpaHcrpaHuyHUTE TpaHCchepH HA CTOMHOCT 32 YaCT OT HAIllMs JIOKJIJ, 33 ONIOBEeCTsIBaHe Ha UH(opMaIus.
TpaHCFpaHI/I‘-IHPITe [LeIL/’IHOCTI/I Ca OIIOBECTEHM 3a CbOTBETHATA AbP?KaB4, B KOATO € aJpecCa Ha OCHOBHATa
IMMPpaKTHWKA Ha 3paBHUA ClIEHUAJIUCT - ITOJIy4YaTeJl.

Hanpumep, ako gajieH 3C-KOHCYATAHT OT bbarapus 6'b/ie HaeT 10 JOTOBOP OT YYKAECTPAHHO JPYKECTBO
Ha Takena, ToraBa Takesla omoBecTsiBa CBbpP3aHUTE C TOBa TpaHchepu HAa CTOMHOCT B JOKJIaJa 3a
omnoBecTsiBaHe Ha nH$opmanus 3a bbarapus, B CbOTBETCTBHE C aipeca Ha OCHOBHATA MpakTuka Ha 3C.

3 /lexsapanus 3a cCbIJlacMe OTHOCHO ONOBeCTABaHeTO Ha HHopManus H

CyMapHa CTOMHOCT
OnoBecTsiBaHeTO Ha MHGOpManus 3a Bceku oTAeseH 3C BbB Bpb3Ka ¢ TpaHchepUTe HA CTOHHOCT KbM
cboTBeTHHS 3C ce peryJjsnpa oT MECTHUTE pa3nope,a614, CBBbP3aHH C IUIHUTE JAHHHU.

B bbsirapus cboTBeTHUAT 3C € HE0OX0UMO [1a /Ia/ie ChIJIACUETO CH C IieJ1 A Ce M03BOJIM NyOJIMKYBaHETO
Ha NoJIydeHUTe TpaHcdepy Ha CTOMHOCT 3a Bceku oTAesieH 3C. AKO TakoBa MHAMBU/IyaJHO ChIrJacue He
0bJle npeaocTaBeHo, Take/ja Ny6JHKYBa CbOTBETHUTE TpaHCcPepH HA CTOMHOCT KaTO CyMapHa CTOMHOCT,
KOSITO BKJIFOYBA BCUYKH 3C, KOUTO He ca JlaJIu ChIJIacHe 32 OIIOBECTSIBaHe Ha JIMYHUTE CU IaHHH.

3a onoBecTABaHETO HAa UHAMBH/ya/HU AaHHU 3a Bcekd 3C, Takesa e B3eJia pellleHUe Jja UCKa CbIJlacke OT
3C/33 3a Bceku oT/heJsieH TpaHcdep HAa CTOMHOCT, KaTo CJeJ, TOBAa BCUYKHU ChOTBETHU TpaHchepH Ha
CTOHMHOCT ce onoBecTsABAT nooTAeHo. Ako 3C/33 He Aaje ChrJacUETO CH JOPH 33 eAUH TpaHchep HA
CTOMHOCT, TOTaBa BCUYKHU TpaHchePH Ha CTOMHOCT, CBbp3aHu ¢ To3u 3C uu ToBa 33 ce 0MOBECTSABAT KAaTO
CyMapHa CTOHHOCT.

Hanpumep, ako gazex 3C e CK/II0YUII JOTOBOP 32 5 OTAe/IHY JIeHHOCTU ITpe3 ro/INHaTa U € J]ajl ChIJIacueTo
CHU 32 MbPBUTE YETHUPH, HO € 0TKA3aJl /A Jlajie ChrJIaCUeTO CU 3a MOoCJeHaTa, TOraBa BCUUKU CBbP3aHU
TpaHcdepHr Ha CTOMHOCT 1ije 6'b/IaT ONOBECTEHH CyMAapHO B CbOTBETHHS pa3/ies Ha JIOKIa/a.

3C u 33 uMaT npaBo MO BCSAKO BpeMe Jla OTTErJIST ChIJIAaCHEeTO CU BBB BPb3Ka C JlafieH TpaHcdep Ha
CTOMHOCT. AKO TOBa ce C/Ay4d MNpefud OPHUILMAJHOTO ONOBECTSIBAaHe, TOraBa BCUYKU TpaHcdepH Ha
CcTOMHOCT 3a KOHKpeTHHs 3C nu KOHKPeTHOTO 33 11ie 6'bJaT OMOBECTEHU CyMAapPHO B CbOTBETHHUS pa3ies
Ha JJ0KJ1aja.
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Cbo6passiBaliKd Ce C MECTHOTO 3aKOHOZATEJCTBO OTHOCHO JIMYHWUTE JaHHM, Takema e MOJIOXKHJIA
Bb3MOXKHO HaW-roJieMH YCUJIMS Ja MOJYyYHd CbOTBETHHTE CBIJIAacHsi BbB Bpbh3Ka C ONOBECTSBAaHETO Ha
JINYHU JaHHU, KOUTO ca HEOOXOJUMH 3a OMOBECTSIBAaHETO Ha TpaHCPepUTe Ha CTOMHOCT MOOT/EJHO 3a
BCsiKo JuIe. Takea cbXpaHsBa JOKYMeHTAJHU [JOKa3aTe/ICTBA 32 HCKaHEeTO, MOJIyyaBaHeTO U 0TKa3a 3a
npeJocTaBsiHe Ha CbrJlacke BbB Bpb3Ka C IUYHUTE JJAHHH.

4. Pa60THU XUINIOTE3U

4.1 /laTa Ha OCbLIECTBsAABaHEe HA TPpaHcPepa HA CTOMHOCT

B pamkute Ha Takeja Bcsika oTjfiesiHa AedHOCT ¢ fgazeH 3C waum gazeHo 33 MoAJieXXd Ha CTPUKTHO
OlleHsIBaHe OT [JIeJlHA TOYKAa Ha HYX/JATa, KaKTO U Ha BbTpelIHa Npoueaypa 3a ogobpsBaHe. Cien
noJiydyaBaHe Ha oio6peHue Takeza NpUCTBIBAa KbM JOTOBOPUPAHE, KOETO 00XBallla KAaKTO TpaHchepuTe
Ha CTOHHOCT, TaKa M MCKAaHETO 3a CbIJIaCHe 3a ONOBECTSBaHe Ha JIMYHU JaHHH, KOraTo € HeOO0X0JUMO.
M3mb/iIHEHHETO Ha MOUCKAHUTE YCIYTU Ce MPOCae/sBa, Taka 4ye IJIAllaHUATA Ja 6'bJlaT HalpaBeHHU B
CbOTBETCTBUE C JOTOBOPHUTE YCJIOBUS.

B Hamara cTpaHa H3moJsi3BaMe JaTaTa, Ha KOATO e 6GWJI0 M3BBbPIIEHO IJIAllAaHETO, KaTo JaTa Ha
OCBLIECTBsIBaHE Ha TpaHcdepa Ha CTOWHOCT, C U3KJ/II0UeHHe Ha JlaTaTa Ha cbOUTHETO 3a Te3u TpaHchepu
Ha CTOHHOCT, CBbP3aHH ChC CIIOHCOPCTBOTO Ha 3/IpaBHU CIIELIMAINCTH, IPUCHCTBAILM Ha KOHTPEC.

Ilod dama Ha naawaxe pasbéupame damama, Ha KOIMO NAAWaHemo e 6U/10 NycHamo 868 8MpewHama Hu
cucmema, koemo ce 06yc/1a8s1 0m U3ns/AHEeHUemo Ha ycayzama u om cnaseaHemo Ha Hacokume Ha EFPIA u
8BvmMpewHume MexaHuamu 3a odobpeHue Ha Takeda.

HpaBI/IJIOTO 3a pa3rpaHru4aBaHe, KOETO CMe NPUJIOXKHUJIY, € CJIEAHOTO:

Ao faTaTa Ha mjauaHe e Mexay 1-Bu sHyapu u 31-BM AeKeMBpHu 2022 r., ToraBa CbOTBETHHUS
TpaHcdep Ha CTOWHOCT MOMa/Ia B IOKJI/a 32 OTIOBeCcTsiBaHe HAa uHbopMarus 3a 2022 r..

3a BCHMYKHU IJIAlaHUs, HallpaBeHU B HayasnoTo Ha 2023 r. 3a AelHocTH OT Kpasd Ha 2022 r., B3eMaMe
npeBU/l CbOTBETHUTE TPaHChepHU Ha CTOMHOCT KAaTO YaCT OT ONMOBECTSIBAHETO HAa HHpopMarus 3a 2022r.
, KoeTo 1ie 6'b/le HanpaBeHo npe3 10HU 2023 1.

4.2 Baayra

Takena bbarapus EOO/] e usnosizBasia 6bJArapckust JieB KaTo BajyTa B JJOK/I3Jla 3a ONOBECTsIBaHE Ha
nHopManus, KOUTO KbM MOMEHTA Ha ONOBeCTsIBaHe Ha MHOpMaLMsATa ce siBsiBa odUIlMaJHaATa BalyTa
Ha cTpaHaTa. B cayuaili, ye najieH TpaHchep HAa CTOMHOCT € OCBIUIECTBEH BBB BayTa, pasjiMyHa OT
odulMasHaTa, TOraBa cyMaTa ce KOHBepTHpa U3IM0JI13Baliku 06MEHHUTe KypcoBe Ha oT/Aes ,BromkeT" Ha
Takeza, KOUTO ce aKTyaJU3UpaT exxeMeCeyHo.

[IpuMep 3a TpaHchep HA CTOHHOCT, OCHILIECTBEH B UyXK/JeCTpaHHA BalyTa, e KoraTto AazeH 3C e HanmpaBuJI
pa3xoAu 3a MbTYBaHe B Jpyra JbP)KaBa, B KOSATO MPeJOCTaBs ChbOTBETHATA YCJAyra M KOraTo HUe MY
B'b3CTAaHOBSIBAME HAllpaBEHUTE OT HEro TPAHCIOPTHU Pa3xo/iu.

4.3 laHbiu
I/IBI'IJ'IaI.lIaHI/ITe TaKCH NnoaJiexKaT Ha JaHBYHO obJiaraHe. CYMI/ITe, OTpda3€HHU B AOKJIaZad HH, Ca HETHH.

4.3.1. lanbK go6aBeHa crovHoct (A/C)
Pa3xojMTe, KaTo Hamp. Te3W 3a I'bTyBaHe WJM HacTaHfABaHe, ca ob6saraemu c [J/IC. OTpaseHuTe U
OIOBECTEHH JJaHHHU ca ¢ uau 6e3 J1/IC.
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Pasxozu, kaTo Hamp. 3a 83emMaHe nod Haem Ha WaHd, peKAaMHO NPOCMPAHCMeo (eJ1eKMpPOHHO, HAa Xapmus U
dp.), cameaumHu CcuMno3uymu Ha HAdy4eH KoHepec, mojJiexkaT Ha o6saraHe c¢ J/IC. OTpaseHuTe u
OIOBEeCTEeHU JaHHH He BkJrwuBaT /JI/IC.

5. Pa3pelnraBaHe Ha CIOpOBe

Takesa MMa peasv3upaHa BbTpeEIlHA NpOlieAypa 3a paspellaBaHe Ha CIOPOBE, HAmp. B C/y4yad Ha
3alMTBaHUA OT OGII XapaKTep WM HeChIJIACHE C IAHHUTE, KOUTO ca GUJIM JIOKJIAZIBAHU, UM 3asBKH 32
JlaBaHe WJIM OTTErJIIHe Ha ChIviache oT cTpaHa Ha 3C/33 BbB Bp'b3Ka C ONOBECTSIBAHETO HA JJAaHHU.

Ako nMaTe KOMeHTapH WM BBIIPOCU BbB BP'b3Ka € 00paboTkaTa Ha BamuTe faHHu oT cTpaHa Ha Take/a,
BBbB Bp'b3Ka C HACTOsILlaTa MeToAUYecKa 6GesiexkKa, ChAbpPKaHUETO Ha J0K/a/a 32 ONOBECTSIBAHETO Ha
vHpopManMsa UM C NOJUTHKATA 32 NOBepUTeNHOCT Ha Takesa, MoJss cBbpxeTe ce ¢ Takesna bbarapus
EOO/;:

Ha BHUMaHueTo Ha: EneoHopa 'eoprueBa, Aapec: rp. Codus, 6y. bearapus 69, Infinity Tower, etax 13,
1404

Hmein: Cco.smbx.bg-transparencyBulgaria@takeda.com ,®akc Homep: +359 2 9581529
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