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1. BbBeagenue

CBTpYHUYECTBOTO MEXAY UHAYCTPUATA U 3JpaBHUTE CIIELIUAJIMCTH € OT 110132 3a ManueHTUuTe. ToBa e
e/lHa Bp'b3Ka, KOSITO € JjaJla KaTo pe3yJITaT MHOXKEeCTBO MHOBaTUBHU JIEKApPCTBA U € IPOMeHU/Ia HA4KHa,
10 KOMTO MHOTO 3a60JIsIBAaHUS BJIUSAT BbPXY )KUBOTA HU. MHAYCTpUSATA U 3APAaBHUTE CHELUATUCTU CU
CbTPYAHUYAT B peAulia JeHHOCTH - KJUHUYHU U3C/Ie/|BaHUs, OOMEeH Ha HaW-A00pUTe KJIMHUYHU
IPaKTUKU U 06OMeH Ha MHPOpMALMs 32 TOBA KaK HOBHUTE JIEKAPCTBA Ce MU3MOJI3BAT MO MIbTEKUTE HA
nauueHTuTe. [locTUraHeTo Ha oOLle MO-TOJISIMA MPO3PAYHOCT MPU Ta3u Beye JoOpe peryjupaHa u
»KU3HEHOBa>KHA BpP'b3Ka Mpe/|CTaBIISABA U3TPAXKJaHe U YKpellBaHe Ha OCHOBUTE Ha ChbTPY/HUYECTBOTO 32
B O'baelne. O6IIeCTBOTO UMa BCe MO-TOJ€MH OYaKBAaHMUS OTHOCHO MPO3PAvyHOCTTAa M TOBA € HaW-CUJIHO
M3BEHO B 00J1aCTTAa Ha 37paBeomnasBaHeTo. Takexaa, kaTo 4ieH Ha EBponedckaTta ¢enepanus Ha
dapmaneBTUYHUTE UHyCcTpuM U aconuanuu ("EFPIA"),xesiae /1a ce rapaHTHpa TOBA HUE Jla OTTOBAPSIME
Ha Te3U OYaKBaHUs U 32 B O'bJlelle.

HaCTOHH_[aTa MeToaHu4YeCKa beJieXKKa e 3a BCUYKH, KOHUTO HCKAT no-,ao6pe Aa pa36epaT pa6OTHI/ITe

XUIOTE3M, U3M0J3BaHU NPU Ch3JaBaHETO Ha JOKJaJia 3a ONoBecTsBaHe Ha MH$opMauusa ot Takena
Bbarapusa v ToBa Kak ONoBeCTeHUTe JJeHHOCTH ca JleGUHUpPaHU B paMKUTe Ha Takeza.

2. O6xBaTHA ONMOBECTABaAHETO
HEO6XO,£[I/IMO 6eLLIe Aa ce Hal’IpaBHT HAKOJIKO B’prELLIHI/I T’bJIKYBaHI/IH C neJa l'[paBI/IJIHO Aa ce onpeaejm

TOBa, KOeTo TpsA6Ba Aa ce fokJajBa kKaTo TpaHcdep Ha cToiiHOCT (THC) B CbOTBETCTBHE C HACOKUTE Ha
EFPIA 3a tekymaTaroausa (http://transparency.efpia.eu/the-efpia-code-2).

[lo-mony cMe 0606IIMIM HALWIETO ThJAKYBaHE U PabOTHUTE XUIOTE3H, KOUTO CUCTEMATUYHO CMeE

npu/aarajy npy cbOUpaHeTO Ha JJaHHHM, a ChII0 TaKa KAKBO 0O3HAaYaBa 3a Hac ,00XBaHATH MOJyYaTeg ",
KaKTO U IeHHOCTHUTE U pPa3X0J1Te, KOUTO MONazaT B 06XBaTa.

2.1.06xBaHaTH NMOJIy4YyaTeJu

2.1.1.3apaBHu cuenuaaucty (3C): onpeaesieHrue U 06XBaT

B noksaza 3a onoBecTsiBaHe Ha uH$opMauus Takeja e B3esa npeABUj cleJHOTO onpegesenue Ha 3C
KakKTo e flazeHo B Kojekca 3a onoBecTsiBaHe Ha HHPopManus oTHocHO 3C/33 Ha EFPIA, kaTo Hanpumep
TyK ca obxBaHaTu BHJoBeTe 3C, ¢ KOUTO GU MOIJIO Ja OCbIIECTBsIBAMe TpaHcpep HAa CTOMHOCT
(cneyuaaucmu 8 ob.racmma Ha MeduyuHama, Cmomamo/102usima, anme4Homo 0es10 Uau ceCmpuHcKume
2pudicu uau Koemo u da e dpy2o auye, kKoemo 8 xoda Ha U38spUWBaHe Ha c80sIMa npogpecuoHaaHa detiHocm 6u
Mo02/10 0da npednuule, 3aKynu, docmasu, npenopsya u/au Npuaoxcu 0adeH MedUYUHCKU npodykm).

[ly6iMKkyBaHUAT azpec 3a Bceku 3C, KOWTO e OGWUJ B3eT MpeABUJ B JO0KJaja 3a ONOBECTsBaHe Ha
nHdopMaIus, e aipechbT Ha OCHOBHaTa MpakTukKa Ha 3C.

2.1.2.3apaBHU 3aBeJeHusd (33): onpegeseHre 1 06XBAT

B noxsaza 3a onoBectsiBaHe Takesa e B3eJsa NpeJBUJ CIeJHOTO ollpezesieHre Ha 33 KaKTO e 1a/leHo B
Konekca 3a onoBectsBaHe Ha uH$opmanusa orHocHo 3C/33 Ha EFPIA, kaTo HanpuMep TyK ca 06XBaHATH
BUZ0BeTe 33, C KOUTO GU MOIJIO Jla OChllleCTBAABaMe TpaHcdep Ha CcTOMHOCT (acoyuayuu, 60HUYHU
¢edepayuu, 601HUYHU omdeseHus, 0bpazoeamenHu YyeHmpose ho 30paseonassame, KAUHUKU, 0eH MaiHu
KAUHUKU, duchnaHcepu, uHcmumyyuu, akysamemu, yHugepcumemu, akademMuvHu yquauwda, poHoayuu,
epynu anmeku, se4ye6Hu 3a8edeHust). [ly6IMKyBaHUAT aJipec 3a BCAKO 33, KOETO e GUJI0 B3ETO NMpeiBU/L B
JIOKJ1a/1a 33 ONOBecTsIBaHe Ha UHopMalus, e Ny6JIUuYHO 06SIBEHUSAT aipec Ha CbOTBETHOTO 33.

2.1.3. ApyxkecTBa,co6¢cTBeHOCTHA 3C

Axo apyxectBoTo (33) e co6cTBeHOCT Ha e/iuH 3C, ToraBa TpaHchepbT Ha CTOMHOCT Ce OTYMTA KaTo
TaK'bB KbM 33.
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2.14. icHo ugeHTUP UL HPYEM MOJTyYaTE

Takesna e BbBeJsia BbTPEIIEH MPOIIEC, Ype3 KOUTO Jla Cce TapaHTHUPA, Ye TpaHCcepuTe HA CTOWHOCT ce
pasnpenenasar KbM cboTBeTHUTe 3C min 33, KaKTO U Ia ce TapaHTHUPA, Ye ON0BeCTsBaHaTa MH}opManus e
TOYHA W U34YeprnaTesiHa (HampyuMep HAaUMEHOBAaHUE, aJIpeC, OCHOBHA 'bPyKaBa Ha MPAaKTUKATa).

2.2.06xBaHATH JIeKapCTBa

JlokJ1aIbT Ce OTHACS CaMo 3a JIEKapCTBa, KOUTO Ca CaMo 110 JIEKaPCKO Mpe/IMUCcaHue, a He TPOAYKTH, KOUTO
ca B cBOOO/IHA MPoJjaxkoa.

2.3 0OO0xBaHATH AENHOCTHU

OnpejseneHusTa 32 JeHHOCTUTE € Bb3MOXKHO Jla Ca Pa3/IMYHU 3a pasiuyHuTe ¢upmu. B pamkuTte Ha
Takesa, BCUUKH HAIlIKM B3AUMOOTHOIIEHUSI ChC 3[PABHUTE CIIENUAJUCTH, CE€ HANIPABJSBAT OT BbTPEITHUA
MOJIMTHUKU U CTaHJIapTHU OllepaTUBHU NPOIeYPH, KOUTO ca pa3paboTeHU B CbOTBETCTBUE C KOJEKCUTE
M HAaCOKHUTE B MHAYCTPUATA U KOUTO Ca B CbOTBETCTBHE ChC 3aKOHUTE M I0/[3aKOHOBUTE aKTOBe Ha
CbOTBETHUTE J'bPKaBU, KAKTO ¥ C MECTHUTE U3UCKBAaHUs K'bM UHAyCcTpusATa. [lo-01y By npeacraBsMe
HaluTe JedUHULIMY C 11eJ1 1a Ce yJIeCHU YeTeHeTo Ha /loKJiaJja HU 3a ONOBeCTsBaHe HAa UHQ OpMaIiysl.

2.3.1 /lapeHus u 6e3Bb3Me3JHA NOMOL]KbM 33
Bcuuky TpaHcpepu Ha CTOMHOCT, OTHACALM Ce [0 JapeHus WIM 06e3Bb3Me3JHa MOMOI, KOUTO ca
ocbllecTBeHU MexAy Takena n 33, ca 06XBaHATH OT A0K1aa. TakuBa TpaHcepu Ha CTOMHOCT HallpUMep
ca:

i. /JlapeHusd (mapW4YHU U HENMAPUYHH)
ii. BslaroTBopuTe/IHM NOMOILM (aKO OpraHusanusATa e KjaacuduiypaHa kato 33 B CbOTBETHaTa

JA'bprKaBa)

iii. be3Bb3Me3Ha MOMOIL, KaTO HAMP.:

o be3Bb3Me3gHM moMolM 3a MeAULMHCKO 00pa3oBaHWe (HampuMep 3a IOJNOMaraHe Ha
ob6paszoBaHueTo Ha 3C): Te 6uXa MOTJIM MO €CTECTBOTO CU JAa 6bAAT NapUYHU (HampuMmep
CIIOHCOPUPAHU NPOYYBAaHUsl, UHUIMMPAHU OT M3CJe/0BaTessl, KOUTO Ce OmpenessT KaTo
HEMOMCKaHM, HE3aBUCHMHU M3CJIe/BaHUs, NPU KOUTO H3C/Ie[0BaTeNAT WIM UHCTUTYLHUATA
(akazeMHYHa, YacTHA WIM Jbp>KaBHA) e crnoHcop, a Takeza ocurypsiBa MOAAPBKKA IMOJ
dopmMaTa Ha JieKapCTBO, KOETO lie ce Mpoy4Ba WU/WAU pUHAHCUpPA), UM HeNapU4yHHU (T.e.
npeJMeTHHU [IOMOIIY, KaTO HAallp. aHATOMUYHU MOJeJIN)

o be3Bb3Me3gHM MOMOILIM, KOMUTO He ca 3a MeAULMHCKO ob6pa3oBaHUe (Hanpumep 3a
nodnomazaHe Ha 30pasHume 3a8edeHusi 3a nodobpsieave HA UHPpacmpykmypama u dp.).

2.3.2 YyacTueBpa3xoJuTe 3a JaJAE€HO CbOUTHE
Bcuuku TpaHcdepu Ha CTOMHOCT, CBBbP3aHU C YYACTHETO B Pa3XOWTe 3a AaJIEHO ChbOUTHE MEXY
Takema u 3C (mpsIKO WM KOCBEHO 4pe3 TpeTH Jiuia) wid 33, ca BKJIKYEHH B 006xBaTa Ha
OMmoBecTsIBaHeTO HA HHPopMaIus. TakuBa TpaHchepr HA CTOMHOCT 6 MOTJIO /ia 6'b/]aT HAIIPUMED:

i. Pa3sxoznu 3a mbTyBaHe (3a n'smysaHe csC camoiem, 810K, makcu u dp.)

ii. Pa3xonu 3a HacTaHsIBaHe

iii. Takcu 3a peructpanus (makcu, koumo ce 3anaaujam 3a dadeH 3C uau dadeHo 33, 3a da mozam me
da yuacmeam 8 MeduyuHcKu u/u 06pazosamesiHuU Cs6UmMusi, KOUmo He ca op2aHu3zupadu om Takeda)

iv. JloroBop 3a CIOHCOPCTBO CbC 33 WM TPETA CTpaHa, onpejesieHa oT 33, C LjeJl OpraHUu3MpaHe Ha
JlaZileHo CbOUTHe, HAallpUMep HayYHU KOHPepeHLUH, OpraHU3MpPaHU OT TPETHU CTPAaHU, KOHTPeCH
WU U3JI0XKEHUS: CnoHcopcmaa 4pe3 MeOUYUHCKU COpYyMHCEeHUS;, HAYUOHA/JHU NpogecuOoHaIHU
opaaHu3zayuu; 60JAHUYU U 06pazoeamenHu UHCMUMYYUU; HAYYHU Op2aHU3ayuu; pe2uoHasHu,
HAaYUOHAAHU, MexcAyHapoOHU U 2/106a1HU KOHepeHYuu; MecmHu 60.1HUY U; MeduyuHCKU Y eHmpoee.
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Cny4vauTe, npu kKouto AajeH 3C, KOUTO e GUJI CIOHCOPUPAH 33 y4YacTHe B Ccpellla ¢ TpeTa CTPaHa, ce e

HaJIOXKHWJIO da OTMEHH CBOETO y4aCTHEe, HE Ca BKJIFOYE€HH B HAllIUA AOKJIa[, KAKTO U €BEHTYaJIHUTE TAKCH,
CBbpP3aHU C OTMAHATA HA Y4aCTHUETO.

[IpuMepu 3a AeHHOCTH, KOUTO OHxXa MOIJIM JAa 6bJaT BKJIYEHH B ,JOrOBOPUTE 3a CIOHCOPCTBO B
JIOKJIa/la 3a onoBecTsiBaHe Ha MHpopmauus Ha Takepja, ca: e3emaHe nod HAeM HA WAHO, PeKAAMHO
npocmpaHcmeo (es1eKmpoHHO, Ha Xapmus U 0p.), cameAumHU CUMNO3UYMU HA HAY4eH KOH2pec, Hay4Hu
Kypcose, op2aHu3upaHu om 33, 853MOMCHOCMU 3d NPOMOMUpAHe HA npodykmume HU (8KAI0HUMENAHO
HenpomMoyuoHa/aHU ), CHOHCOPCMBO0 Ha cpeuju (Hanpumep op2aHu3ayuoHHAa hodkpena)

2.3.3 Takcu3a 06CayKBaHe M KOHCYJITUPaHe

Bcuuku TpaHchepu Ha CTOMHOCT, CBbP3aHU C TAKCH 3a YCIYTU M KOHCyATanuu mexxy Takena u 3C wiun
33, ca BKJIIOUEHHU B OIOBeCTsBaHeTO Ha MHpopmanus Te3u TpaHchepd HA CTOHHOCT Ce OTHACHT
HaIpUMep 3a CPely WK ChOUTHA (C IeJ MpoMOoIUs Wik Apyru), Ha kouto 3C uau 3C, paboreniysa 33, ca
rOBOPUTEJIH, 00y4YaBallly U1 KOHCYJITAHTH, M 61Xa MOIVIM HallpyUMep Jia ca:

i. Takcu (makcu 3a ycayeu, kamo Hanp. 3a 8peme 3a N0020MOBKA, 8pemMe 3a penemupaHe, 8peme 3d
nsmysaHe u gpeme, Koemo e Heo6xo0uMo 3a U38spUI8aHEeMo Ha deliHocmma)
ii. Pasxogu, cBbp3aHU C KOHCYJITHPaAHe (Hanp. pa3xodu 3a n'smysaHe u HACMAHSI8AHE)

[IpuMepu 3a pas3xojy, KOUTO € BBb3MOXKHO Ja ca o6xBaHaTH B pasjen ,Takcu 3a obGcayxBaHe U
koHcysaTupaHe (3C u 33)“ B JokJiaZa 3a onoBecTsiBaHe Ha MHpopMauus Ha Takeja, ca: makcu 3a
2080pumesiume, yuacmeawu 8 Npo2pamu U Kpsa/au MAacu; HenJAaHUpaHu KOHCy/imayuu,/Cse8emeaHe; makcu
3a nuyama, odewyu npo2pamu 3a o6y4eHue Ha 2080pumesau uau ofyvyeHue Ha cayxcumenu Ha Takeda uau
8BHWHU JAUYa; Makcu 3a Jauyama, eodewju 3acedaHusi HA KOHCYA1Mamu8HU Co8emu; 8nuceaHe Ha
MeduYUuHCKa Jaumepamypa; aHA/Au3 Ha OaHHU; pa3pabomeaHe HA 06pazosamenHu mamepuanu;
KOHcyamayuu (Hanpumep KOHCY/AmupaHe 88 8ps3Kd ¢ npoyedypu, docmsn do nasapu, 863CMaHo8s8aHe Ha
pasxoodu, 8UCOKOMEXHOA02UYHU OYEHKU)

2.3.4 HayuyHowu3cjegoBaTe/ICKaU pa3BOiiHA JEUHOCT
TpaHcdepuTe Ha CTOMHOCT, CBBP3aHU C HAYYHOHW3C/IEe0BaTeJicka U pa3BonHa AeurHoct (HUP/), ca
BKJIIDUEHHU B 06XBaTa Ha J|0KJaJia 32 ONOBecTsiBaHe Ha MH$opmanus. Te3u TpaHcpepu HA CTOHHOCT
BKJIIOYBAT TpaHcdepHr Ha cTOMHOCT K'bM 3C wiu 33, CBbP3aHHU C IIJIAHUPAHETO UK [TPOBEXKIaHETO Ha:
i. Hexk/JIMHUYHU NpOy4YBaHUS, KOUTO Ille ObJAT NpesAajieHy Ha peryJaTOpHUTEe OpraHu (KaKTo e
onpejeseHo B npuHuunute Ha OUCP 3a fo6pa 1abopaTopHa NpaKTHKa)
ii. KnuHuyHu npoy4yBaHus (KaKTO ca onpejiesieHU B eBponeiickaTta Jlupektura 2001/20/EO)
1. KiuMHWYHM Npoy4BaHUS BbPXY XOpa IPHY U3M0J3BaHe HAa HEO00peHU JIeKapCTBEHU TPOJYKTH;
2. KiuHu4HM Npoy4YBaHMA BBPXY XOpa IPH U3M0JI3BaHe Ha 04,00 peH JJeKapCTBeH NPOJYKT, KOUTO
ce M3M0J13Ba 3a HEOJ 00 PeHO N0Ka3aHUe WM 110 APYT Ha4MH Cce peNrCcBa U3BbH PaMKHUTe Ha
YCJI0BUATA, 3aJIeTHAJIM B CbOTBETHOTO My paspelleHHe 332 ThPIroBUs, WIH CIy4aH, IPU KOUTO
NauyeHTUTe NPOCIEeKTUBHO Ce paslpejesiaT 3a pa3/iMyHy BU/I0Be JieueHHe, UK Cydau, IpU
KOUTO NPOTOKOI'bT M3UCKBA JUAarHOCTUYHU NpPOLEAYyPH WM NMpPOLeAYpHU 3a HabJII0J|eHUE,
KOUTO He 6MXa 6MJIM U3BbPIIEHH, aKO NALIMEHTbT He y4acTBa B [IPOYYBAHETO;
3. BcskakBU ApYyrd KJWHWUYHUA TNPOYYBaHUS BBPXY X0pa, 3a KOUTO OHU OUI0 HEOO6XOJMMO
0/l06peHMe 3a KJIMHUYHO U3NIUTBaHe OT CTpaHa Ha peryJlaTOpHUTEe OpraHH, aKo MPOy4YBaHETO
e TpsibBasio 1a 6'be npoBeieHo B paMkuTe Ha EC B cboTBeTcTBHE ¢ [AupekTuBa 2001/20/EO.
iii. [IpocrneKkTHBHO 06CepBaLMOHHO NPOYYBaHe, IPU KOETO NALlMEHTA ce JIEKyBa U My ce NpeJnucBa
0Jl00peH JieKapCTBeH NPOAYKT B CbOTBETCTBHE C pas3pelleHHeTO 3a ThbProBus, TeKyliaTa
MpaKTHUKA U C OCTaHAJIMTE U3UCKBaHUs, 3ajierHa/iu B T. 15.01 Ha kogekca 3a 3C Ha EFPIA.
iv. /Jlpyrv BUZi0Be 1€ MHOCT:
1. /[lefiHOoCTH, CBBbp3aHMU C NJIAHUPAHETO HA HaOWpaHeETO Ha NALMEHTH, NPOEKTUPAHETO WU
BpPEMEBOTO IIJIAHMpPAaHE HA HEKJWHUYHU W3CJeJiBaHUsl, KJIMHUYHU TPOYYBAHUS HW/WIU
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NPOCNEKTUBHU 06CEepBAIMOHHU NPOYYBAaHHUsS B KOHTEKCTA Ha IJIaHA 3a pa3paboTBaHe Ha
Jla/IeHO JIEKapCTBO

2. JleiHOCTH, CBBbP3aHU C MJIAHUPAHETO HA KOHKPETHU HEKJMHUYHHU U3C/1e/|BaHUS, KIUHUIHU
IPOYYBAHMUS WU MPOCIEKTUBHHU 06CepBALOHHU TP OyYBaAHUS.

3. JlelHOCTH, CBBbP3aHU C IPOBEX/JAHETO HA KOHKPETHU HEKJIMHUYHU U3CJ/1e/IBaHUS, KIUHUYHU
IPOYYBaHMUS WU MPOCIEKTUBHU 06CEepBALOHHU TPOyYBaHUS.

[IprMepu 3a e HHOCTH, KOUTO GUXa MOIJIM Jja 6'biaT BKJI0O4eHU B, TpaHcdepy Ha CTOMHOCT BbB Bp'b3Ka C
HUP/“ B mokJsiajia 3a onoBecTsiBaHe Ha WHpopMarnusa Ha Takeaa: KauHuvyHU npoy48aHusi: pe2uoHiHuU
u/unu 2106a1HU, MECMHU HeUHMePEEHYUOHHU NPOYYBAHUS

TpaHcdepuTe Ha CTOWHOCT, peasiM3upPaHUA KOCBeHO 4ype3 OpraHu3alUUTe 32 KJIWHUYHU MPOYIBAHUSA
(CRO), cbu1o ca BKJIHOYEHH B pasjesia orHocHo HU P/l Ha fokJiaia 3a onmoBecTsiBaHe Ha MHPOpMalus.

TpaHcdepuTe Ha cToitHOCT, cBbp3aHu ¢ HUP/], ca ;okJiaZiBaHM KaTo CyMapHa CTOMHOCT, C U3KJII0YEHHeE Ha
TpaHcpepuUTe Ha CTOMHOCT, CBbP3aHU C PETPOCNEKTHBHM HEUHTEPBEHIIMOHHHU NPOYYBAaHHUS, KOUTO

cie/Ba Jja ca cbobpaseHH ¢ pasnopeo6uTe Ha Wwi. 15 ot Kogekca 3a 3C Ha EFPIA, kouTo ce onoBecTsiBaT
K'bM MMETO Ha BCEKHU OTZeJIEH MOJIyYyaTel.

2.4 TpaHcdepu Ha CTOMHOCT NPHU TPAHCTPAHUYHH B3aUMOJAEMCTBUS

TpaHCFpaHH‘{HI/ITe TpaHC(l)epI/I Ha CTOMHOCT 3a YacCT OT Halllus JAOKJIa/] 3a OITOBECTABAHE Ha I/IH(l)OpMaLIHH.
TpaHCI‘paHI/I‘{HI/ITe ﬂEﬁHOCTH Ca OIIOBECTEHH 3a CbOTBETHATA AbPrKaBa, B KOATO € aipeCa Ha OCHOBHATA
IMMpaKTHKA HAa 3ApaBHHUA CIIELUAJIHCT - IoJIy4YaTeJI.

Hanpumep, ako faseH 3C-KOHCYATaHT OT bbiirapus 6'b/ie HaeT 110 L0roBOP OT YY/,eCTPAHHO JJpy>KeCTBO

Ha TaKe/:[a, TOraBa TaKeaa OInoBeCTdABa CBBbP3aHHUTE C TOBaA Tpchcl)epM Ha CTOMHOCT B AOKJIa/la 3a
OIIOBEeCTABAHE Ha I/IHCI)OpMaLII/IH 3a B"bJ'II‘apI/IH, B CbOTBETCTBHE C aipeCa Ha OCHOBHATA IIPAKTHKaA Ha 3C.

3 /[lexkjsiapanusa 3a cCbrjlacMe OTHOCHO ONOBeCTABAaHETO Ha HHPpoOpMauusa H
CyMapHa CTOMHOCT

OnoBecTsiBaHETO Ha MHPOpMalvs 3a BcekH oTAesieH 3C BbB Bp'b3Ka C TpaHCPepUTe HA CTOMHOCT K'bM
cpoTBeTHUA 3C ce peryjiupa OT MECTHUTE pa3nope/0U, CBbP3aHu C JUYHUTE JAHHU.

B Bbarapusi cborBeTHUAT 3C e HEOGXOAMMO J1a J1aJle ChIJIACUETO CH C 11eJ1 A Ce TI03BOJIX NMy6JIUKYBaHETO
Ha MOJIy4YeHUTe TpaHcpepHu Ha CTOMHOCT 3a BcekU oT/AeseH 3C. AKO TaKOBa MH/IMBUIYAJIHO ChIJIacHle He
6bJe mpeaocTaBeHo, Takeja my6J/IMKyBa CbOTBETHUTE TpaHCPEPH HA CTORHOCT KaTO CyMapHa CTOWHOCT,
KOSITO BKJIIOUBA BCUUKHU 3C, KOUTO He ca JlaJIv ChIJacHe 3a ONOBeCTsIBaHe Ha JIMYHUTE CH JaHHHU.

3aonoBecTsABaHETO Ha MHJAUBH/IyaHU JaHHU 3a BceKH 3C, Take/ia e B3es1a pelleHHe Jla UCKA CbIJIacUe OT
3C/33 3a Bceku oTAesieH TpaHchep Ha CTOMHOCT, KaTO CJieJ, TOBA BCUYKM CbOTBETHU TpaHchepH Ha
CTOMHOCT ce onoBecTaBaT nootzesHo. Ako 3C/33 He fjajie CbIJIacHeTO CU JIOPU 3a e1UH TpaHchep Ha
CTOMHOCT, TOraBa BCUUKU TpaHcdepu Ha CTOMHOCT, cBbp3aHu c To3U 3C niu ToBa 33 ce OMOBECTSBAT KAToO
CyMapHa CTOHHOCT.

Hanpumep, ako gaaen 3C e CKJIIOYUJI ZIOTOBOP 32 5 OT/IeJIHU JIeHHOCTH ITpe3 roiMHATA U € JIaJ ChIJIaCUETO
CH 3a IbPBUTE YETHUPH, HO € OTKa3aJl /Ia [a/ie ChIJIACUETO CU 3a MOC/IeIHATA, TOTaBa BCUYKU CBbP3aHU
TpaHcpepHu HAa CTOMHOCT 11e 6'b/1aT OMIOBECTEHU CYMAapPHO B ChbOTBETHUSA pa3/es Ha JOKI3/1a.

3C u 33 uMaT npaBo MO BCAKO BpeMe Ja OTTErJIAT CbIJIACHETO CU BbB Bpb3Ka C AajJieH TpaHchep Ha
CTOMHOCT. AKO TOBa ce CAy4d npeju oPUIHMATHOTO ONOBECTSBAaHe, TOraBa BCUYKM TpaHcpepu Ha
CTOMHOCT 3a KOHKpeTHHUs 3C Uu KOHKpeTHOTO 33 1ije 6'baT ONIOBECTEHU CYMAapHO B CbOTBETHUSA pa3ze
Ha J10KJ1a/a.
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Cbo6pa3siBallku ce ¢ MECTHOTO 3aKOHOJATeJICTBO OTHOCHO JIMYHUTE [AaHHH, TakeJa e MOJOXKHJIA
Bb3MOXKHO HaW-roJIeMH YCHIHS Ja MOJYYHd ChbOTBETHHUTE ChIJVIACHsS BbB Bp'hb3Ka C OMOBECTSIBAHETO Ha
JINYHHU JaHHHU, KOUTO ca HEO6XO/JUMH 3a OMOBECTSIBAHETO HA TpaHCPEpPUTE Ha CTORHOCT MOOTAEJHO 3a

BCAKO JIMIIE. TaKeaa CbXpaHABaA JOKYMEHTAJIHN J0KA3aTEJICTBA 3d HCKAHETO, [T0J1Iy4YaBaHETO U OTKAa3a 3a
npeaocCraBAHE Ha CblVlaCHe BbB BPp'b3Kd C IMYHUTE JAHHU.

4. PaGoTHM XMIIOTE3H
4.1 laTa HAa OChbLIECTBsABAHEe HA TpaHcPpepa HA CTOUHOCT

B pamkuTe Ha Takega Bcdka oThesiHa AelHOCT ¢ AajeH 3C wiau AaaeHo 33 MOJJIEXU Ha CTPUKTHO
OlleHsIBaHe OT IVieJlHA TOYKA Ha HYK/]aTa, KAKTO W HA BbTPeNIHA Mpoleaypa 3a ofobpsBaHe. Cief
nosiydyaBaHe Ha oJjo0peHue Take/ja MPUCTBIIBA K'bM JIOTOBOPUPAHE, KOETO 06XBallla KaKTO TpaHchepure
Ha CTOMHOCT, TaKa U MCKaHETO 3a CbhIJlacHe 3a ONOBeCTsABaHe Ha JIUYHU JAHHH, KOraTo € He0O6X04UMO.
HU3nbiHeHHeTo Ha ITOUCKAHUTE yCayru ce npociedaBa, TaKa 4e IJIallaHUATa Aa 613;(31‘ HallpaBE€HHU B
CbOTBETCTBHE C JJIOTOBOPHUTE YCJIOBUSI.

B HamaTa cTpaHa M3M0JI3BaMe JlaTaTa, HA KOATO e GWJIO W3BBPIIEHO IJALIAHETO, KaTo JaTa Ha
OCBhlIeCcTBsABaHe Ha TpaHCcdepa Ha CTOWHOCT, € M3KJII0YeHHe Ha /laTaTa Ha cbOUTHETO 3a Te3u TpaHcdepu
Ha CTOHMHOCT, CBbP3aHH ChC CIIOHCOPCTBOTO Ha 3/IpaBHHU ClIEMAIUCTH, IPUCHCTBAIY Ha KOHTPEC.

Ilod dama Ha nsaaujaHe pazbupame damama, Ha KOSIMO NJaauaHemo e 6uU/10 NyCHamMo 868 8MpewHama Hu
cucmema, Koemo ce 06yc/a1aes 0om U3Ns/AHEHUemo Ha yc/y2ama u om cna3gaHemo Ha Hacokume Ha EFPIA u
8bMpewHUme MexaHu3Mu 3a 0dobpeHue Ha Takeda.

HpaBI/IJ'IOTO 3d pa3rpaHu4aBaHe, KOE€TO CMe IPUJIOKHUJIY, € CJIEAHOTO:

AKo faTaTa Ha mjamaHe e Mexay 1-Bu sHyapu u 31-BM AekeMmMBpH 2021 r., ToraBa CbOTBETHHSA
TpaHcdep Ha CTOMHOCT MONa/ia B 0KJa/1a 32 ONoBecTsiBaHe Ha uH$opmanus 3a 2021 r..

3a BCUYKH MJAlllaHUS, HallpaBeHU B HavyasioTo HA 2022 r. 3a JelHOCTH OT Kpasd Ha 2021 r., B3eMaMe
npeBUJ CbOTBETHUTE TpaHCepHU Ha CTOMHOCT KaTO YacCT OT ONOBEeCTsIBAaHEeTO Ha MHGopMalivs 3a 2021r.
, KoeTo 11le 6'b/le HanpaBeHo Npe30HU 2022 T.

4.2 BaayTa

Takena bbarapus EOO/] e usnosizBasia 6’bJrapcKkus jieB KaTo BaJyTa B JIOKJIa/la 32 OMOBECTSIBAaHE Ha
MH}opManus, KOUTO K'bM MOMEHTA Ha ONOBeCTsIBaHe Ha MHQOpManuATa ce BgBa opuIMasHaTa BaayTa
Ha cTpaHaTa. B ciyuyail, ye fazeH TpaHcdep Ha CTOMHOCT € OChLIECTBEH BbB BaJjyTa, pasjdyHa OT
oduMaIHaTa, TOraBa cyMaTa ce KOHBepTHUpa U3M0J13Bailku 06MEHHUTE KypCcoBe Ha oTAe 1 ,BroxkeT" Ha
Takena, KOUTO ce aKTyaIU3UpaT e3KkeMeCeyHo.

[IpyuMep 3a TpaHchep Ha CTOMHOCT, OChLIECTBEH B YyK/AeCTpaHHa Ba/lyTa, e KoraTo gajeH 3C e HanpaBw1
pasxojy 3a I'bTyBaHe B Jipyra J’bp:KaBa, B KOATO MpeAOoCTaBs CbOTBETHATA YCAyra U KOraTo HHUe My
Bb3CTAaHOBSIBAME HallpaBeHUTe OT HEro TPAHCIOPTHU Pa3Xo/u.

4.3 JaHbUM

I/IBHJIaLLlaHI/ITe TaKCHU ITOJJieXaT Ha JaHBYHO obJiaraHe. CYMI/ITe, OTpa3€HH B AOKJIaZdd HH, CA HETHH.

4.3.1. Janbk ao6aBeHa croruHocT (A/4C)

PasxoauTe, KaTo Hamp. Te3d 3a M'bTyBaHe WM HacTaHsBaHe, ca obsaraemu c /IJIC. OTpaseHuTe U
OIOBECTEHH JlaHHMU ca ¢ uau 6e3 /J1/IC.
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Pasxo/u, kaTo Hamp. 3a 83emMaHe nod Haem HA WaHd, PeKJAaMHO NPOCMPAHCmMaB0 (e1eKMPOHHO, Ha Xapmusi u
dp.), cameaumHu cuMno3uymu Hd HAyyeH KOHzpec, TojJiexxaT Ha ob6Jiarane c /JI/IC. OTpaseHuTe u
OIlOBeCTeHM AaHHU He BkJtouBaT J|/IC.

5. Pa3pemaBaHe Ha CIioposBe

Takesa MMa peasu3vpaHa BbTpELIHA NMpOLeAypa 3a pa3pelllaBaHe Ha CIHOPOBe, HANp. B CJyYyau Ha

3alUTBaHUsA OT O6L XapaKTep WX HEChIJIaCUe C JAaHHUTE, KOUTO ca OUJIM JI0KJIa/|BaHH, WU 3asIBKU 3a
JlaBaHe WH OTTeTJIsIHe Ha cbIyiacue oT ctpaHa Ha 3C/33 BbB Bp'b3Ka C OMOBECTSIBAHETO HA JaHHU.

AKo1MaTe KOMeHTapH WM BbIIPOCH BbB Bp'b3Ka € 00paboTKaTa Ha BamnTte faHHU OT cTpaHa Ha Takena,
BbB BP'b3Ka C HACTOALIATA MeTOoANYeCcKa OeJiexKa, Cb’bP>KaHUEeTO Ha JI0KJ/Ia/la 3a OINIOBEeCTSBaHETO Ha
“HpOpMaIMs WU C TOJUTUKATA 32 ToBepUTeaHOCT Ha Take[a, MoJis cBbpkeTe ce ¢ Takega bbarapus
EOO/:

Ha BHuMaHueTo Ha: Eneonopa Ceopruesa, Agpec: rp. Codus, 6y.. brarapus 69, Infinity Tower, eTax 13,
1404

Hwmeitn: Cco.smbx.bg-transparencyBulgaria@takeda.com ,@akc Homep: +359 29581529
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