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OnosectasaHe Ha MNpeaocTaBaHe Ha ctoHOCT oT Cyukc buodapma EOO/l Kbm 34paBHU
cneunanuctu (HCPs) v 3apasHu opranusaumum (HCOs)

Cyukc buodapma EOO[, onosecTsaBa BCAKO MpenoCTaBAHE Ha CTOMHOCT, HaMNpPaBeHO KbM
MeOUUMHCKKN CneumanncTn n 3gpaBHM OpraHmMsauum B CboTBeTCTBUE € KogeKca 3a onoBecTABaHe
Ha EBponeickata deaepayma Ha dapmaueBTUYHUTE MHAYCTPUKM U acoumnaunn (EFPIA) n Koaekca
Ha ARPharM 3a onosecTABaHe Ha NpenoCcTaBAHE Ha CTOMHOCT OT GapMaLLeBTUYHUTE KOMMNAHWUM

KbM MeanumHCcku cneumanmctn (HCPs) u 3gpasHu opraHmsaumm (HCOs).

Myb6nnKyBaHUTE AaHHM NpeacTaBAaABaT cymaTa, KoATo e buna npeaoctaBeHa Ha CbOTBETHUTE
34paBHM OpraHM3aunMm WAN MEeOUUMHCKM Ccheunmannctu npes KaneHgapHata 2021 roauHa.
CTOMHOCTTa e M34YMcneHa Bb3 OCHOBA Ha HanpaBeHWTe pPasxoau M CbOTBETCTBA Ha OMMCAHaTa
no-A01y MeTo40/10rMA, U3NoA3BaHa NPU M3roTBAHETO HAa ONOBECTABAHUATA.

OnoBecTABaHETO ce NpPaBK Ha To3uM canT: www.swixxbiopharma.com, B pasaena ,,Country pages”.

To3n aoKymeHT 0606waBa Nnoaxoaa, KOUTO € U3N0A3BAH NPU U3YNCAABAHETO HA MOCOYEHUTE
undpw.

Cyukc buodpapma EOO[ HanmbnHO noAKpena npUHUMAA HaA MNPO3PaAaYHOCT UM CMa3Ba
3aKOHOAaTeNICTBOTO OTHOCHO HEMPUKOCHOBEHOCTTA Ha IMYHUTE JAHHW. 3aKOHBLT 32 NOBEPUTENTHOCT
Ha AMYHUTE AaHHM u3mckBa oT CymKkc brnodapma EOO/[ ma nonyum paspellieHme OT OTAE/IHUTE
MEOMULUMHCKM crneunanncti, npegu ga 6bpat onoBecTeHM MHAMBUAYANHWM NPefoCTaBAHWUA Ha
CTOMHOCT KbM TaAX. C gpyrn Aymu, peleHMeTo 3a Cbraacne He e cneuuMPpuyHo 3a AafeHa
TPaH3aKUMA MAM AENHOCT, a ce npuaara 3a MeAnUMHCKU CNeumnannct no OTHOLWEHUE Ha BCUYKMU
NnpeaocTaBAHUSA Ha CTOMHOCT W peleHMeTo 3a MON0OXUTENEeH OTroBOp OCTaBa B cuia Ao

OTTErNAHETO MY.
AKO MeZMUMHCKK CMeumanmcT He NpeaocTaBy paspeLlleHne 3a Taknea MHANBUAYANHU
onosectABaHuMA, Cynkc buopapma EOO/ onosecTtaBa 06LaTa Cyma Ha BCUYKM NPeAOCTaBAHUA Ha

CTOMHOCT B CbOTBETHATa KaTeropuma Kato 0606LieHa cyma.


http://www.swixxbiopharma.com/
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Cyukc buodapma EOO/] onosectABa NpefoCTaBAHMA HA CTOMHOCT Ha MeguunHCKKM Cneunanmctu um
3apaBHM OpraHmMsauum, KOMTO YMpaxKHABaT AeWHocTTa cu B Bbarapua, B nesa (BGN). Korato
MNpenocTaBAHETO Ha CTOMHOCT Ce MpaBM BbB BanyTa, pasanyHa oT nesa (BGN), cymaTta we 6bae

npeobpasysaHa B neBa (BGN) cbrnacHo obmeHHUA Kypc.

BcnuKKM onosectABaHMA ca AOCTbMHU Ha QHTIMACKM U Ha 6'bl'||'apCKM €3UK.

CbrnacHo ykasaHuAta Ha EFPIA, Cymkc bBuodapma EOO/[, rapaHTMpa, 4Ye BCUYKM
NPefoCTaBAHMA Ha CTOMHOCTM, KOMTO We O6baaT onosecTABaHW, TpAbBa pa 6baat
OOKYMEHTUPAHU M 3anaseHn MUHUMYM 5 rogmMHu UAM noseye cnen Kpad Ha CbOTBETHMA
OTYEeTEeH nepuos, OCBEH aKo He ce WM3UCKBA MO-KpaTbK MAW MNO-AbAbI Nepuos CbrnacHo
NPUNOKUMUTE HALMOHAIHM AaHHM 33 NOBEPUTE/IHOCT Ha AAHHUTE UAW APYTU 3aKOHU WU

pasnopeaobu.

OnpepeneHus:

MeAaMUMHCKM CNeLMannCT: HAKOU OT M36poeHUTE NO-A40AY:

MeaANUUHCKU NeKapwn, neKapun no AeHTa/lHa mMmeaguunHa, Marnmcrtbop d)apmau,eBTM, MmeanunHCKu
CecTtpun, aKywepku, meanumnHCKH J'Ia60paHTVI, napamegnumn U aCUCTEHTU Ha JIEKAPMW,
aCMCTEHT-d)apMaLI,EBTVI MAn BCAKO ApPyro anude, Koeto B Xo4a Ha I'IpO(I)eCVIOHafIHaTa cn I,Cl,e[/JIHOCT 6u
MOorno Aa npeanuncea, 3aKynysa, A0CTaBA WU npuaara npoayktm M 4YMATO OCHOBHa MPAaKTUKa,

afipec Ha AAMUHUCTPUPAHE MU MACTO Ha perucTpauma e B EBpona.

3a usbareaHe Ha CbMHeHMe onpeaeneHNeTo 3a MegULMHCKM CNeLVannCT BKAKOYBA:

1. BCEKU CNYKUTEN UAN CAYKUTEN HA ObpXKaBHa areHuusa uav gpyra opraHmsauma (nybamyHa wam
YacTHa), KOWTO MMaT NpaBO Aa NpeanucBa, KynyBa, AOCTaBA, NPenopbysBa WAW npuaara
NeKapCTBEHU NPOAYKTHU

2. BCEKU cnyxuTen Ha Cynkc buodapma EOO/L, unato ocHoBHa AENHOCT € NPaKTUKyBaLl, eKap,

HO U3K/tOYBa:

- Apyru chyxkutenu Ha KomnaHuata u

- TbProBLM HAa €4p0 U ANCTPUOYTOPU HA NEKAPCTBEHM NPOAYKTH.

3apaBHa _opraHusaumsa (30): BcAKa 34paBHaA OpraHM3aumMs WAM MeOULMHCKA, WKW HayyHa
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OpraHM3aums, Uau capykeHuve (He3aBMCMMO OT MpaBHATa MAM OpraHM3aumoHHa ¢opma), KaTo
Hanpumep 60OAHMUA NO 6BbArAapPCKOTO 3aKOHOAATENCTBO 33 6onHMuM wan  doHpaumA,
YHUBEPCUTETCKA WAM Apyra obpasoBaTenHa WMHCTUTYUMA, UM NPOPecMOoHaNHO, WAW HayyHO
06bwecTBO (C M3KNKOYEHWE HA NAUMEHTCKUTE opraHusaumm cbrnacHo Kopgekca 3a M0), umeto
ceganvule, MACTO Ha ydpeaAaBaHe MM OCHOBHO MSACTO Ha AeMHocT e B EBpona mam ypes Koeto

€anH Nan nosevye MmeanMUMHCKMN cneunaanctm npeaocTtaBAaT ycnyru.

Nonyyaten: Bcekn meguuMHCKM crieumanmnct Uan 3gpaBHa OpraHmM3aLnA, KakTo e NPpUIoXMmMO 3a
BCeKN oTaeneH cnyqaﬁ, YMATO OCHOBHA MNPaKTUKa, OCHOBEH I'IpOd)eCVIOHaﬂeH agpec nanm mMmACcTo Ha

pernctpaums e 8 EBpona.

MNpeaocraBsiHe Ha CTOMHOCT: MpAKo nan KocBeHO NpeaoCcTaBAHe Ha CTOMHOCT B napwu, B HaTypa naun

no Apyr HayuuH, HanpaBeHO 32 MNPOMOUMOHANHU LenAn WUAM no Apyr HauuH, BbB BPb3Ka C
pa3paboTBaHeTo M NpogarkbaTa Ha reHepPUYHN UAN MHOBATMBHM IEKAPCTBEHWN NPOAYKTU, OTMYCKaHU
Mo /IeKApCKO NpeanucaHne, U3KAKYUTENHO 3@ XYMaHHa ynotpeba. [MpeKTHO npeaocTaBaHe Ha
CTOMHOCT e TOBa, KOEeTO Ce M3BbpLIBa ANPEKTHO oT Cynkc buodapma EOO/ B nonsa Ha MonyyaTten.
KocBeHO npepoctaBAHe Ha CTOMHOCT € TOBA, KOETO Ce W3BbplBa OT TpeTa CTpaHa (KaTo
W3MNBIHUTENN, AareHTU, NMapTHbOPU MU CBBP3AHU NPEANPUATUA — BKAOYUTENHO GOHAAUMKM) OT
nmeTto Ha Cymkc buodapma EOO/, B nonsza Ha Monyyaten, KbAeTO MAEHTUYHOCTTA HAa KomnaHuATa

e U3BeCTHa Ha UK MosKe Aa 6bae ngeHTuduumpaHa ot Nonyyartens.

Metoponorua:

1. OnoBecTABaHETO e HanpaBeHO Bb3 OCHOBa Ha daKTypa u/unmn [oKasaTe/NcTBO 3a HanpaBeHo
nnawaHe.

2. [ataTa, KoATO ce B3ema npeaBua 3a LesinTe Ha ONOBEeCTABAaHETO e AaTaTa Ha BanaeH
AOKyMeHT (pakTypa/ Aeno3uTtapHa pasnmcKka, BUXK No-rope) 3a AeNCTBUTENHO NAaTEHU NOA3U
npes KaneHgapHata 2021 rogmHa.

3. OnoBecTABaHETO Ha NpeAOCTaBAHE Ha CTOMHOCT Ce U3BBbPLLBA UAW HA MHAMBUAYANHA 6a3a, unu
Ha 0606ueHa 6a3a. 3a MegMUNHCKN CNeLMannCTi U 34paBHN OpraHn3aLmmn, KOMTO He ca Aanu
Cbriacue 3a MHAMBMAYANHO OMNOBECTABAHE, ONOBECTABAHETO Ha NPeAO0CTaBAHe Ha CTOMHOCT ce
n3BbpwBa 0606LEeHO. B cnyya Ha OTKas UAM HEBB3MOXKHOCT Ha MeAMLUNHCKUA CNeunanncT aa

nocetm cbbUTME WAM B CAy4all HAa OTMEHsAHe Ha CbbUTMeTOo OT 3ApaBHaTa OpraHM3auus,
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JaHHUTe He ca NpeAMeT Ha onoBecTABaHe.
MpepocTaBAHEe Ha CTOMHOCT, KOETO Ce OMNoBEeCTABA (KbAETO € NPUNOKMMO):
TaKcK 3a perncTpauma: BKAKYBAT TAaKCK 3a pernctpauma 3a cvbutuna, A4C n apyrv npunoxxmmm

TAKCKN, KOrato ce N3NCKBat

MbTyBaHe: BKAOYBA Pa3xoAnTe 3a TPAHCMOPT, BKAOUUTENHO Bunetn 3a camoseT/Bnak/asTobyc,

HaemaHe Ha aBTomobun 1 TpaHcdepu € Takeu

HactaHABaHe: XOTe/NICKO HacTaHABaHe U 3aKYyCKa (aKO 3aKyCKaTa € BKJ/1lo4EHAa B UEHATa Ha CTaﬂTa),

rPaackn U TYPUCTUYECKN TaKCHU, aKO MMa TaKMBa

TaKcu 3a yCcnyrn U KOHCyATauMu: BKAOYBAT BpyTHaTa naateHa cyma (cbcTaBnaAga bpyTHaTa cyma
NAC NPUNOKUMUTE AaHbUM). MNpeaocTaBaAHe Ha CTOMHOCTM, NPOU3TMYALLM OT UAU CBBP3AHU C
porosopu mexay Cyukc buodapma EOOL M MHCTUTYUMM, OpraHM3aumm, acoumaumu Wnu
MEeAVUMHCKN CNEeLUaANnUCTU, CbrIaCHO KOUTO Te3W MHCTUTYLMUU, opraHmM3aumsa, acoumauma mau
MeANLUMHCKM CReuuanmcTu NpenocTaBAT BCAKaKbB BUA ycayrM Ha Cymkc buodapma EOOL nau

APYr BUA, PUHAHCMpPaHE, KOETO He e BK/IOYEHO B NpeauLLIHN KaTeropmum

JdapeHuna n CNoHCOPCTBO 3a 34paBHM OpraHU3aumm - BCUYKM Pa3xoam, KOUTO ca YacT OT AOroBop
mexay Cyumkc buodapma EOOL v 3apaBHaTa opraHMsauusa, KaTo MPUHOC B MNogKpena Ha

MHNUNATUBU 3a o6yqume Ha megnumnHCKun cneunanmncTtun, sgpasHm CUCTEMU U NMPAKTUKMN.

[loroBopw 3a CNOHCOPCTBO CbC 34paBHM OPraHM3aUUKU/TPETU CTPaHW, onpeaeneHu oT 34paBHa
opraHM3aums 3a opraHusMpaHe Ha cbbuTne/KoHdpepeHLMsa/KoHrpec (TbProBCKO CNOHCOPCTBO) —
CymaTa, NpeaocTaBeHa Ha 34paBHaTa opraHM3aums, B 3amaHa Ha Koeto Cymkc buodapma EOOL
e NoJlyymMna Bb3MOMKHOCT a y4yacTBa B CbOMTMETO (MACTO 3a WaHA, peknama u/unv speme 3a

CVIMI'IO3VIyM), NAKC NPUNOKMMUNA OaHDBK.

Cynkc Bbuodapma He e npepocTaBana AEMHOCT, CBbP3aHa C Hay4yHO-U3CNeAoBaTeNCKa W
pa3BoOMHa AeMHOCT B OTYETHMA Nepunog,. KakTo e nocoyeHo B 4. 23.04 B KogeKca Ha Apdapm -
MpenocTaBaAHETO Ha CTOMHOCT 3a Hay4yHOWM3C/NeAOoBaTe/ICKa M pa3BoOMHA AeMHOCT 3a BCEKM
OTtyeTeH nepuog ce onosectaBa oT BcAka KomnaHma o6obuieHo. Pasxoam, kacaewm CobuTtus,
KOMUTO Ce OTHACcAT camo 3a Hay4yHoMu3cnenoBaTe/ICKa M pa3BoOiHa AEeWHOCT, moraT ga 6baat
npeacTtaBaHM Ha obobuieHa ocHoBa, B KaTeropuAta , [lpegoctaBAHe Ha CTOMHOCT 3a

Hay4yHoM3c/iegoBaTe/IcKa U pa3BoiiHa AenHocT”.



