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OnoBectaBaHe Ha NMpeaocTaBaHe Ha ctoMHOCT oT Cyukc buodpapma EOO Kbm MeanumMHCKU
cneunanuctu (MC) n 3apasHu opraHusaumm (30)

MeTtogonormyHa 6enexxka

Cynkc buodapma EOO/[ ce ropaee € UEHHOCTUTE, C KOUTO OCbLLECTBABA CBOATA AEMHOCT.
CbBmecTHaTa pabota ¢ MeaMUMHCKM cneumannctm u 3apaBHM OpraHM3aUMM € BaKHa 4YacT oT
OpMEeHTUpPAHATa KbM MNaumMeHTa KomnaHusa, Koato CyuKc ce ctpemun ga 6vae. Cyukc Buodapma
EOO/ vma 1 we npoabaku Aa NoAAbpKa BUCOKO HMBO Ha BU3HEC eTMKa U IMYHA NOYTEHOCT BbB
BCMYKM CBOW TPaH3aKLUM M B3aMMOLENCTBUA.

Pa3paboTBaHeTO Ha OT4ETM 3a MNPO3PAYHOCT € Bb3IMOXKHOCT 3a Cyumkc Buodapma EOO/[ Aaa
OEMOHCTPMPA CBOA @HFAa*XMMEHT KbM LEHHOCTUTE M NpPUHUMNWUTE, 3anerHanM B Koaekca 3a
onoBecTsiBaHe Ha EBponeickaTa depepauma Ha dapmaueBTUYHUTE MHAYCTPUM M acoumaLmu
(EFPIA) n apyru nsncksaHmA 3a Npo3padvHocT B EBpona.

Llennte Ha MpakTnyeckna Kogekc Ha EFPIA n mecTHUTe My Tb/IKyBaHMA 32 HAaCcbpyYaBaHE HA €TUYHMU
M NPO3pPaYHM B3aMMOAENCTBUSA CbC 34paBHATA OBLWHOCT ca HaNb/HO CbobpaseHmn CbC cobCcTBEHUTE
NOAUTMKN U HACOKM Ha CymKc.

MeaunumHckute cneunannctm (MC) n 3apaBHuTe opraHusauum (30) Tpabsa ga 6bAaT cnpaBeaIMBo
KOMMEHCUPAHW 3a YCAYyruTe, KOUTO NPeaocTaBAT Ha ¢dapmaueBTUYHUTE KOMNaHMK. KogeKcebT Ha
EPFIA ocurypsaBa TOYHOCT M MPO3PAYHOCT NPU PasKpMBAHETO Ha obxBaTa M CTOMHOCTTA Ha TakaBa
CbBMeCTHa paboTa M LWe ce NPeBbpHE BbB BaKHA CTbMKAa KbM WM3rpa)kAaHeTo Ha No-ronsmo
AoBepue mexay papmaueBTUyHaTa MHAYCTPMA, MeAUUMHCKaTa O6LHOCT U NauMeHTUTe.

Cynkc Buodapma EOO[, onosecTABa BCAKO MNpeAoCTaBAHE Ha CTOMHOCT, HaMNpPaBeHO KbM
MeguumnHCcKKN cneumannuctm u 34paBHU OpraHM3aLunmM B CbOTBETCTBME € KogeKca 3a onosecTsABaHe
Ha EBponeicKkata deaepauma Ha dapmaueBTUUHUTE MHAYCTPUK U acoumaumn (EFPIA) n Koaekca
Ha AcoumaumATa Ha HayvyHou3cnegosaTenckute ¢apmaueBTUYHWM npousBoauTenn B bbarapus
(AH®MB) 3a onoBecTABaHe Ha NpPeAOCTaBAHE HA CTOMHOCT OT GapMaLEBTUYHUTE KOMMNAHUU KbM
MeaunumHcku cneumanmctn (MC) n 3gpasHu opraHumsauum (30).

My6anKkyBaHUTE AaHHM NPeACTaBAABaT CymaTa, KOATO e 6buna npeaoctaBeHa Ha CbOTBETHUTE
34paBHU oOpraHusaumMm wuam MeauuMHCKA CneumanucTM npes KaneHpapHata 2025 roauHa.
CTOMHOCTTa € M3YMCNeHa Bb3 OCHOBA Ha HanpaBeHWUTE pPa3xoAM M CbOTBETCTBA Ha OnucaHaTa
no-A4o01y MeToA0/10rMA, U3NONA3BaHa NPU U3rOTBAHETO Ha ONOBECTABAHMATA.

OnoBecTABaHETO ce NpPaBu Ha TO3M calT: www.swixxbiopharma.com, B pa3aena ,,Country pages”.

To3n goKymeHT 0606WaBa Noaxoaa, KOMTO € U3M0/I3BaH NPU U3YMCAABAHETO HA MOCOYEHUTE CYMM.

Cyukc buodapma EOOO HanbnaHO noakpensa MPUHUMMAA HA MNPO3PayYHOCT M Chassa
3aKOHOAaTeNCTBOTO OTHOCHO HEMPUKOCHOBEHOCTTA Ha IMYHUTE JaHHW. 3aKOHBT 3a MOBEPUTENHOCT
Ha NMYHUTE AaHHWM m3ncksa oT Cymkc buodapma EOO/[ aa nonyum paspelieHue oT OTAENHUTe


http://www.swixxbiopharma.com/
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MeAnUMHCKM cneuuannuctv, npeau Aa 6baat onoBecTeHM MHAMBMAYANHW NPeAoCTaBAHUSA Ha
CTOMHOCT Kbm TAX. C gpyrM Aymu, peeHMeTo 3a cbrnacMe He e cneumMduyHo 3a pajeHa
TpaH3aKuMsa UAM AEWHOCT, a ce npuaara 3a MeguuMHCKM CNeuManmucT No OTHOLWIEHME HA BCUYKM
NPeAoCTaBAHMA Ha CTOMHOCT W PELIEHMETO 3a MOJIOMWUTENeH OTroBOpP OCTaBa B cuna Ao
OTTErNsHETO My.

Ako MeguuMHCKM cneLmnanunuct He NpeaoCcTaBun paspeLlleHne 3a TakMBa UHAMBUAYANHN
onosectaBaHusa, Cymkc buodpapma EOO/ onosectaBa obwata cyma Ha BCUYKM NPefoCTaBAHMA Ha
CTOMHOCT B CbOTBETHaTa KaTeropuma Kato obobuieHa cyma.

Cyukc buodapma EOO/, onosecTtABa NpeAOCTaBAHNA Ha CTOMHOCT Ha MeguuunHcku Cneymanmctu m
3apaBHK OpraHuM3auum, KOUTO YNparkHABAT AenHocTTa cu B Bbarapus, B nesa (BGN). Korato
npenocTaBAHETO Ha CTOMHOCT ce NpaBu BbB BasyTa, pasindHa ot neBa (BGN), cymaTa we 6bae
npeobpasysaHa B neBa (BGN) cbrnacHo obmeHHuMA Kypc.

BcunuKkmM onosectABaHMA ca AOCTbMHU Ha QHTIMACKM U Ha 6'bﬂ|'apCI-(VI €3UK.

CbrnacHo ykasaHuaTa Ha EFPIA, Cynkc buodapma EOO/ rapaHTMpa, 4e BCUYKM NPeaocTaBAHMA Ha
CTOMHOCTWU, KouTO Wwe 6baat onosecTsBaHW, TpsbBa Aa 6bAAT AOKYMEHTUMPAHM W 3anaseHu
MUHUMYM 5 rOAMHN WUAKM NoBedve cief Kpaa Ha CbOTBETHMA OTYETEH Mepuos, OCBEH aKO He ce
M3NCKBA MO-KPATbK WAW NO-ObAbI Nepumos CbrNacHO MNPUAOKMMUTE HALMOHANHWM AaHHM 3a
NOBEPUTENHOCT Ha AaHHUTE U APYIY 3aKOHU UK pa3nopenobu.

OnpepeneHus:

MeANUNHCKM CNeumanunct: HAKOU oT M36pOGHMTe no-aony:

MeAMUMHCKM NeKapu, NieKapu No AeHTanHa MeguuMHa, Maructbp ¢GapmaueBTy, MeAULMHCKK
CeCcTpW, aKyLepKWU, MeaUUMHCKM nabopaHTM, napameauum W aCUCTEHTM HA  JileKapw,
acucTeHT-GapMaLLeBTM UM BCAKO APYro ANLE, KOeTo B X0A4a Ha npodecMoHanHaTa cv AeMHOCT 6u
MOrN0 Aa Npeanucsa, 3aKynysa, AOCTaBA WMAM Npuaara NPOAYKTU M YMATO OCHOBHA MPAKTMKA,
agpec Ha aAMUHUCTPUPAHE UAM MACTO Ha pernctpaums e 8 Espona.

3a usbsareaHe Ha CbMHeHMe onpegeneHmneTo 3a MegULUNHCKN CNneumanunuct BKAOYBA:

1. BCeku CnyKuUTen nau CAy»KMUTen Ha Abp’KaBHa areHuma Uau gpyra opraHusauma (ny6anyHa wam
YyacTHa), KOWTO WMMmaT npaBo JAa nNpeanuceBa, KynyBa, A40CTaBAa, NpenopbysBa MAM Npuaara
NEeKapCTBEHW NPOAYKTH.

2. Bcekun cnyxkuten Ha Cyukc buodpapma EOO/L, ynaTo OCHOBHA AENHOCT € NPaKTUKYBALL, eKap,
HO U3K/tOYBa:
- ApYru chyxutenu Ha KomnaHmata u

- TbProBLUM Ha eApo U ANCTPUOYTOPU Ha NEeKapCTBEHU NPOAYKTW.
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3apaBHa opraHusaumsa (30): BcAKa 3apaBHa oOpraHM3auua UMAM MeAMUMHCKA, WAW  Hay4yHa
OpraHu3aumsa, UAM capyeHue (He3aBMCMMO OT MpaBHATa MM OpraHusaumoHHa dopma), Kato
Hanpumep 6onHMUA NO ObArAapCKOTO 3aKOHOAATENCTBO 3a OoAHMUM wan  PoHAaumA,
YHUBEPCUTETCKA WMAM apyra obpasoBaTesniHa WMHCTUTYLMA, MAM NPOPECUOHANHO, WUAWU HAy4yHO
obwecTBo (C M3KAOYEHME Ha MaUMEeHTCKUMTe opraHusaumm cbrnacHo Kopgekca 3a MO), uumeto
cefanvule, MACTO Ha ydpeasaBaHe MAM OCHOBHO MACTO Ha AerHocT e B EBpona mam ypes Koeto
eauH nnm nosedye MegmuUMHCKM CNELMANNCTM NPeaoCTaBAT YCAYTU.

MNonyyaten: Bcekmn MeguuMHCKM cCneumannuct mam 34paBHa OpraHmM3aLnaA, KakTo e NPUAOKMMO 3a
BCEKWN OTAENEH CAy4Yald, YNATO OCHOBHA MPAKTUKa, OCHOBEH NpodecnoHaneH agpec Uanm MACTO Ha
perucrtpauma e 8 Espona.

NpepocTaBAHE Ha CTOMHOCT: MpAKO nnmn KocBeHo NpeaocTaBAHe Ha CTOMHOCT B napu, B Hatypa naun

no Apyr HayvH, HanpaBeHO 3a NPOMOLUMOHANHU Uenn uan No Apyr HayuMH, BbB Bpb3Ka C
pa3paboTBaHeTo M NpoaakbaTa Ha reHepPUYHU NN MHOBATUBHU NEKAPCTBEHWN NPOAYKTU, OTNYCKAHM
NO NEeKapCKo npeanucaHue, U3KNUYMTENIHO 33 XyMaHHa ynoTpeba. [JMpeKTHO npeaocTaBsAHe Ha
CTOMHOCT € TOBA, KOeTo ce u3BbpLiBa AnpekTHo oT Cymkc buodapma EOO/ B nonsa Ha MonyyaTen.
KocBeHO npepoctaBaHe Ha CTOMHOCT € TOBa, KOETO Ce W3BbplUBa OT TpeTa CTpaHa (Kato
W3NBAHUTENN, areHTU, NAPTHLOPU WAWU CBbP3aHM NPEeAnpPUATUA — BKAKOUYUTENHO ¢GOHAaLMK) OT
nmeto Ha Cymkc buodapma EOO/, B nonsa Ha MNonyyaTen, KbAETO UAEHTUYHOCTTA HAa KomnaHuATa
€ N3BeCTHa Ha UAn Moxe aa 6bae naeHTudMUMpaHa ot MNonyyatens.

OtueteH nepuoa: OTHAcCA ce 3a rOAMLLHMA LMKbA Ha onoBecTABaHe M 06xBalla UAna KaneHaapHa

roguHa.

Metopgonorus:

1. OnoBecTABaHETO € HanpaBeHO Bb3 OCHOBa Ha ®akTypa u/wnu [loKa3aTencTBo 3a HanpaBeHo
nnawaHe.

2. [laTaTa, KOSITO Ce B3eMa Npeasua 3a LLe/INTe Ha ONoBecTABAHETO e AaTaTa Ha BaMAeH
AOKYMEHT 33 AeMCTBMTENHO NAaTeHN NOA3M Npe3 KaneHaapHaTta 2025 rogmHa.

3. OnoBecTABaHETO Ha NPeAOCTaBAHE Ha CTOMHOCT Ce U3BbPLLBA UKW Ha MHAMBUAYANHA 6a3a, unu
Ha 0606ueHa 6a3a. 3a MeAMUNHCKKN cneumanmcTi U 34paBHU OpraHM3aLUnmM, KOUTO He ca Aanu
cbriacue 3a MHAMBMAYANHO OMNOBECTABAHE, ONOBECTABAHETO Ha NpeAoCcTaBsHe Ha CTOMHOCT ce
n3BbpwBa 0606uULeHO. B cnyyait Ha 0TKa3 UAM HEBb3MOXKHOCT Ha MeAUUMHCKUA cneunanncTt aa

nocetu cbbuTHe MnM B cnyqaﬁ Ha OTMeHAHe Ha cbbuTMeTo OT 3ﬂ,paBHaTa opraHunsauusa,
AaHHUTE He Ca NpegMeET Ha onoBecTABaHe.



G SWiXX BioPharma

4. TpaHCrpaHWYHO MNpeaocTaBAHE Ha CTOMHOCT: TpaHCrpaHMYHUTE AENHOCTU Ce ONOBecTABaT 3a
CbOTBETHATa AbprKaBa, B KOATO MeaMUMHCKMA CheuyanucT ynpaxHaBa CBOATA AEMHOCT UM
KbOETO € OCHOBHMAT npodecuMoHaneH agpec, Npu yCcnoBue 4ve Ta3n AbpKaBa € CTpaHa,
perynupaHa ot EFPIA, cbrnacHo Kopgekca Ha AH®IMB. Ako MeauuuvHCKM chneuuannuct ot
Bbnrapma 6bae HaeT KaTo KOHCYATAHT MO AOroBOP OT APYro YyXKAECTPAHHO APYKECTBO Ha
Cyukc, ToraBa Cyukc buodapma EOO/ we onoBecTu To3M TpaHchep Ha CTOMHOCT B CBOA
AOKnapg 3a bvarapma.

5. MpeaocTaBsaHe Ha CTOMHOCT, KOETO Ce OMNoBecTABa (KbAETO € NPUI0KMMO):

e TaKcu 3a perucTpaums: BKIOYBAT TaKCK 3a perucTpaums 3a cbbutus, 44C v Apyrv NPUNOKUMA
TaKCu, B C/ly4alt Ye He ca Bb3CTaHOBUMU;

e [bTyBaHe:  BK/AWOYBA  pas3xoguTe 3@  TPAHCNOPT,  BKAYUTENHO  6Bunetm  3a
camoneTt/Bnak/aBTobyc, HaemaHe Ha aBTOMOBMA 1 TpaHChepPU C TaKCK;

e HacTaHABaHe: XOTe/ICKO HacTaHABaHEe W 3aKyCKa (aKO 3adKyCKaTa € BK/IlD4EHA B UEHATa Ha
CTaﬂTa), rPaackm U TYpUCTU4ECKU TakKCU, akoO UMa TaKnBa;

e TaKcK 3a yCAyrm M KOHCyATauuMu: BKAOYBAT 6pyTHaTa nnateHa cyma (cbcTaBnasBa 6pyTHaTa
CyMa NAOC NPUIOKUMUTE [aHBUKW, B CAy4yall ye He ca Bb3cTaHOBMMM). [MpepocTaBAHe Ha
CTOMHOCTM, MPOM3TMYALLM OT MAWU CBBbP3aHM C gorosopu mexagy Cymkc buodapma EOOL w
WHCTUTYLWUU, OpraHmsauum, acoumaumm mnm MeamuUMHCKU CneuuanmncTn, CbrlacHO KOUTO Tesu
WHCTUTYLMUU, OpraHusaumm, acoumaumm man MeguumHCKU cneumannctn npefocTaBAT BCAKAKbB
Bua, ycnyrm Ha Cymkc buodapma EOO/ wnum gpyr Bua, GuHaHCMpaHe, KOeTO He e BK/IIOYEHO B
npeaulLuHn KaTeropum;

e [lapeHua u CnoOHCOPCTBO 3a 34paBHM OpraHU3auMu - BCUMYKU Pasxoau, KOMTO ca 4YacT OT
forosop mexay Cynkc buodpapma EOO/ v 3apaBHaTa opraHnsauma, Kato NPMHOC B NOAKPENa Ha
WMHULMATMBK 33 0byyeHMe Ha MeaMLMHCKN CNeunanmcTu, 34paBHMU CUCTEMU N MPAKTUKNK;

e [loroBopu 3a CMOHCOPCTBO CbC 34pPaBHU OpraHM3auMn/TPeTn CcTpaHu, onpeaeneHu oT
3apaBHa oOpraHWsauMa 3a oOpraHuMsMpaHe Ha cbbutue/KoHdepeHumsa/KoHrpec — cymarTa,
npefocrtaBeHa Ha 3apaBHaTa opraHus3auma, B 3amsaHa Ha Koeto Cymkc buodapma EOO[ e
No/lydynna Bb3MOMKHOCT Aa y4acTBa B cbbuTMeTo (MACTO 3a WaHag, peknama u/vnm speme 3a
CMMMNO3KYM), NAOC NPUNOKMMUA SAHDBK.

6. Cymkc bnodapma He e npenocTaBAia 4ENHOCT, CBbP3aHa C Hay4YHO-U3CAe[0BaTE/NCKA U PA3BOMHA
AenHOCT B OT4yeTHUs nepuog. Kakto e nocovyeHo B ua. 23.04 B Koaekca Ha AHO®MNB -
npeaocTaBAHETO Ha CTOMHOCT 3a Hay4YHOW3CNeA0BaTe/ICKa M pa3BoMHa AEMHOCT 32 BCEKU OTYETEH
nepuog, ce onoBecTABa OT BCAKA KOMNaHua obobueHo. Pasxoam, Kacaewm cbbutua, KouTo ce
OTHACAT CaMo 3a Hay4yHOM3C/eA0BaTe/ICKa M pa3BoiMHa AeMHOCT, moraT Aa 6baaT npeacTaBaAHM Ha
o606uweHa ocHoBa, B KaTeropuaATa ,lpegoctaBsHe Ha CTOMHOCT 3a HayyHou3cnepoBaTencka u
Pa3sBoliHa aenHocT”.



