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OnosectaBaHe Ha MpeaocTtasaHe Ha ctoHocT oT Cyukc buodapma EOO] Kbm MeanUMHCKU
cneunanuctu (MC) n 3apasHu opraHumsauuum (30)

MeTtoaonoruyHa 6enexka

Cynkc buodapma EOO[ ce ropaee € LEHHOCTUTE, C KOUTO OCbHLLECTBABA CBOATA AEMHOCT.
CbBmecTHaTa pabota ¢ MeaWUMHCKM cneumannctm u 34paBHM OpPraHM3aLMM e BaKHa 4YacT oT
OpMEeHTUpaHaTa KbM MNauueHTa KommnaHusa, Kosato CyuKc ce ctpemu ga 6bae. Cynkc buodapma
EOO/ vima 1 we npoabaku Aa noaabpiKa BUCOKO HMBO Ha BU3HEC eTUKa M IMYHA NOYTEHOCT BbB
BCMYKM CBOW TPAH3aKLMKN U B3aMMOLENCTBUA.

PaspaboTBaHeTO Ha OTYeTM 3a MNPO3PAYHOCT € Bb3MOXKHOCT 3a Cymkc Buodapma EOOL aa
OEMOHCTPUpPA CBOA aAHFAKUMEHT KbM UEHHOCTUTE M npuHuMnuTe, 3anerHann B Kogekca 3a
onosecTaBaHe Ha EBponelickaTa degepaumsa Ha ¢apmaueBTUYHUTE WMHAYCTPUM U acoumaLmu
(EFPIA) v gpyru nsncksaHuma 3a npo3payvyHocT B EBpona.

Lenute Ha lMpaKTnyeckna kogeKkc Ha EFPIA 1 mecTHUTE My TbAIKYBaHUA 32 HacbpyaBaHe Ha eTUYHU
M NPO3pPaYHM B3aMMOAENCTBUA CbC 34paBHaATa OOLLHOCT ca HaNb/HO CbobpaseHn CbC COHBCTBEHUTE
NOJINTUKN U HACOKM Ha CymKc.

MeauumHckuTe cneuyanuctn (MC) n 3apasHuTe opraHusaumm (30) Tpsbea ga 6baaT cnpaBeainBo
KOMMNEHCUPAHWN 33 YCAYruTe, KOUTO NPeaocTaBAT Ha GapmaueBTUYHUTE KOMMaHuMW. KogeKCbT Ha
EPFIA ocurypasa TOYHOCT M NPO3PAYHOCT NPU pPas3KpMBAHETO Ha 06xBaTa M CTOMHOCTTA Ha TakaBa
CbBMeCTHa paboTa MU We ce NpeBbpHE BbB BaXKHA CTbMKA KbM M3rpakAaHETo Ha MNo-ronsamo
Aosepue mexay papmauesTuyHaTa MHAYCTPUA, MegUUMHCKATa OOLWHOCT M MauMeHTUTe.

Cynkc Buodapma EOO[, onosecTABa BCAKO NpeAoCTaBAHE Ha CTOMHOCT, HaMpPaBeHO KbM
MeauuWHCKM cneumannctu 1 34paBHU OpraHM3aunm B CbOTBETCTBME C KoZeKca 3a onoBecTaBaHe
Ha EBponeickata pegepauma Ha dapmaueBTUYHUTE MHAYCTPUKM M acoumaumun (EFPIA) n Kogekca
Ha AcoumaumATa Ha HayvyHou3cnegoBaTesnckuTe ¢apmaleBTUYHW MpousBoanTenn B bbarapus
(AH®MNB) 3a onoBecTABaHe Ha NpPeaoCTaBAHE Ha CTOMHOCT OT GapMaLEBTUYHUTE KOMMAHUN KbM
MeaunumHckm cneumannctn (MC) n 3apasHu opraHusaumm (30).

My6nnKyBaHUTE [AHHM NpeAcTaBAsBaT CymaTa, KOATO e O6una npeaoctaBeHa Ha CbOTBETHUTE
34paBHU opraHmsaunm mam MeauuMHCKM cneumannctn npes KaneHgapHata 2022 roguHa.
CTOMHOCTTa € M34YMC/NeHa Bb3 OCHOBA Ha HanpaBeHWUTE pasxoau U CbOTBETCTBA Ha OnucaHaTa
no-4oay MeTo40/10rMa, U3NoA3BaHa NPU M3roTBAHETO HA ONOBECTABAHMATA.

OnoBecTABaHETO ce NPaBM Ha TO3M calT: www.swixxbiopharma.com, B pasgena ,,Country pages”.

To3n LOKYMeHT o6o6u.|,aBa nogxona, KOWTO € U3non3BaH npn N34NCNABaHETO HAa NOCOYEHNTE CYMN.

Cyukc buodapma EOOL HanbnHO nNoOAKpenAa MPUHLMNA Ha MNPO3PAYHOCT WM Cnasea
3aKOHOAaTEeNCTBOTO OTHOCHO HEMPUKOCHOBEHOCTTA Ha JIMYHUTE AaHHW. 3aKOHDBT 33 NOBEPUTENHOCT
Ha /IMYHUTE AaHHM M3UCKBA oT CyuKc buodapma EOO[ aga nonyym paspelleHue oT OTAe/HuTe
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MeAMUMHCKM cheunanuctn, npegu ga 6baaT OMoBeCcTEHW WHAMBWAYANHU MNpPeaocTaBAHUA Ha
CTOMHOCT KbM TaAX. C ApyrM Aymu, peleHMeTo 3a Cbrnacue He e cneumduyHo 3a JageHa
TPaH3aKuMa AN AerHoCT, a ce npunara 3a MeanUMHCKM CNeuManmncT no OTHOWEHUE HA BCUYKM
NnpeaocTaBAHMA HA CTOMHOCT W pelleHMeTO 33 MOJIOKUTEeNeH OTFroBOpP OCTaBa B Cula A0
OTTEr/IAHETO MYy.

AKO MeguuMHCKM cneunannuct He NpeaoCcTaBm paspeLlleHme 3a TakKMBa UHANMBUAYANTHU
onosecTaBaHuA, Cynkc buodapma EOO/ onosecTtsiBa obLiaTa Cyma Ha BCUYKM NPeaoCcTaBAHMA Ha
CTOMHOCT B CbOTBETHaTa KaTeropua KaTo obobuieHa cyma.

Cyukc buodapma EOO/L, onosecTaiBa NpeAoCTaBAHUA HAa CTOMHOCT Ha MeguumHckm Cneumanmctm mn
3apaBHM OpraHMsauumM, KOMTO YMpParkKHABAT AenHocTTa cu B bbarapua, B nesa (BGN). Korato
npefocTaBAHETO Ha CTOMHOCT ce MpaBM BbB BasyTa, pas3/siMyHa oT nesa (BGN), cymata we 6bae
npeobpasysaHa B neBa (BGN) cbrnacHo obmeHHUsA Kypc.

BcunuKKM onosecTABaHMA ca AOCTbMHU Ha QHIIMACKM M Ha 6'bl'lrapCKM €3UK.

CbrnacHo ykasaHusaTa Ha EFPIA, Cynkc buodpapma EOO/L rapaHTMpa, Ye BCUYKM NpeaoCcTaBAHMA Ha
CTOMHOCTW, KOouTO We 6baaT onoBecTABaHW, TpAGBa Aa 6bAaT AOKYMEHTMPAHW M 3anas3eHu
MUHUMYM 5 roauMHn nan noseye cnep Kpaa Ha CbOTBETHMA OTYETEH Mepuof, OCBEH aKO He ce
M3UCKBA MO-KPAaTbK WAM NO-AbABI Nepuos CbrNacHO MPUAOKUMUTE HAUMOHANHW [OAHHKU 33
NOBEPUTENHOCT Ha AaHHUTE UK APYrN 3aKOHU AW pasnopenou.

OnpepeneHus:

MeANUMHCKM CneumanunucTt: HAKOU oT VI36pOGHVITe no-gony:

MeAaUUMHCKN NeKapu, NieKapu No AeHTanHa meguumHa, Maructbp ¢apmaueBTv, MeAWLUHCKM
CecTpu, aKylepKu, MeAMUMHCKM nabopaHTM, napameauMum W  acUCTEHTM Ha  JieKapw,
acuCTeHT-GapMaLEeBTM WM BCAKO APYro MLe, KOeTo B Xo4a Ha npodecnoHanHaTa cu gelHocTt bu
MOrNo Aa Npeanucsa, 3akynysa, AOCTaBA WAM Npuaara NPOAYKTM U UYMATO OCHOBHA MNPAKTUKA,
aApec Ha aAMUHUCTPUPaAHE AN MACTO Ha perncTpauma e B EBpona.

3a usbsareaHe Ha CbMHeEHMe onpeaeneHneTo 3a MeguUMHCKM CNeLUanmncT BKAKOYBA:

1. BCeku CnyKUTen Uan CAyKUTEN Ha Abp)KaBHA areHUMa Uau gpyra opraHusauma (nyb6amyHa mam
YacTHa), KOWTO MMaT npaBoO JAa nNpeanucea, KynyBa, AOCTaBA, NpenopbyBa WM nNpunara
NEeKapCTBEHW NPOAYKTHU.

2. Bceku cnykuten Ha Cymkc buopapma EOO/, unaTo oCHOBHA AEMHOCT € NPaKTMKyBaL, IeKap,
HO M3KNIOYBA:
- Apyrv cayxutenn Ha KomnaHuata u

- TbProBLM Ha e4p0 U AUCTPUOYTOPU HA NEKAPCTBEHM NPOAYKTHU.



SWiXX@ BioPharma

Modern Medicines for All

3apaBHa opraHus3aumsa (30): BcsAKa 34paBHa oOpraHM3auva WMAM MeAMUMHCKA, WM Hay4dHa
OpraHu3aums, UAM capyeHue (He3aBMCMMO OT MpaBHATa MAM OpraHusauMoHHa ¢opma), Kato
Hanpumep 6onHMUA NO ObArApPCKOTO 3aKOHOAATENCTBO 33 6OAHMUM WM PoHaaLMA,
YHUBEPCUTETCKA WMAWM apyra obpasoBaTesiHa WMHCTUTYUMA, UAM NPOPEeCcUOoHaNHO, WAW Hay4vyHO
obwecTBo (C M3KAOYEHME Ha MaUMeHTCKUTe opraHuMsaumMm cbrnacHo Kogekca 3a [0), umeto
cefanuvile, MACTO Ha ydypeanaBaHe UM OCHOBHO MACTO Ha AerHocT e B EBpona namn ypes Koeto
eAviH nnv noseyve MeauUNHCKM CNeumManncT NpenocTaBaT yCayru.

MNonyyaten: Bcekm MegmMumMHCKM cneumanunuct nam 34paBHa OpraHmn3aumna, KakTto e NpMAOKMMO 33
BCEKWN OTAENEH CAy4Yald, YNATO OCHOBHA NPAKTUKA, OCHOBEH NpodecnoHaneH agpec Uam MACTo Ha
peructpauma e 8 Espona.

MNpepocTtaBaHe Ha CTOMHOCT: npﬂKO M KOCBEHO NpenocrtaBAHE Ha CTOMHOCT B napu, B Hatypa naun

no Apyr HayuH, HanpaBeHO 3a MPOMOLMOHANHMU Uean WA NO APYr Ha4YMH, BbB BpPb3Ka C
pa3paboTBaHeTo U NpoaaKbaTa Ha reHePUYHM NN MHOBATMUBHM IEKAPCTBEHU NPOAYKTU, OTNYCKAHU
Mo /IeKAapCKO NpeanucaHune, U3KAKUYUTENIHO 33 XyMaHHa ynotpeba. JMpeKkTHO npepocTaBsAHe Ha
CTOMHOCT € TOBa, KOETO Ce M3BBbPLLBA AMPeKTHO oT Cymnkc bnodapma EOOL B nonsa Ha MonyyaTen.
KocBeHO npepoctaBaHe Ha CTOMHOCT € TOBa, KOETO Ce W3BbplIBAa OT TpeTa CTpaHa (Kato
U3NBIHUTENN, areHTU, NAPTHLOPU WAWN CBBbP3aHM MPEANnPUATUA — BKAOUMTENHO ¢OoHAaLMK) OT
nmeTto Ha Cyukc buodapma EOO/L B nonza Ha Monyyaten, KbAeTO UOEHTUUYHOCTTA Ha KomnaHuATa
€ U3BeCTHa Ha Uan Moxe aa 6vae ngeHTuduumpaHa ot Nonyyartens.

OtyeteH nepuog: OTHAcA ce 3a rOAUWHMA LMKbBA Ha onosecTABaHe M 06xBalla Usna KajaeHaapHa
roguHa.

Metogonorus:

1. OnosecTABaHeTO € HarnpaseHO Bb3 OCHOBA Ha dJaKTypa VI/MI'IVI JloKa3aTencTso 3a HanpaBeHO
nnawaHe.

2. [aTtaTa, KOATO ce B3ema npeaBuj 3a LeamTe Ha ONOBECTABAHETO € AaTaTa Ha BannaeH
OOKYMEHT 3a AeNCTBMTE/NIHO NAaTeHM NOA3M Npes KaneHaapHaTta 2022 rogmHa.

3. OnoBecTABaHETO Ha NpPeAoCcTaBAHE Ha CTOMHOCT Ce U3BbpLUBA UAM Ha MHAMBMAYAAHA Ba3a, unu
Ha 0606wWeHa 6a3a. 3a MeANUMHCKM cneumanunucTm n 34paBHM OpraHM3aumm, KOUTO He ca Aanu
Cbriacue 3a MHAMBMAYANHO OMNOBECTABAHE, ONOBECTABAHETO Ha NPeAO0CTaBAHe Ha CTOMHOCT ce
n3BbpwBa 0606LLeHO. B cryvait Ha 0TKa3 AKM HEBB3MOXKHOCT Ha MeaAnUMHCKUA cneuyannct ga

nocetm cbbuTME MAM B C/Ayvyalh Ha OTMEHAHE Ha CbOMTMETO oT 3apaBHATa opraHusaums,
OAHHUTE He ca NpeaMeT Ha OnoBecTABaHe.
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4. TpaHCrpaHW4YHO MNpeaocTaBsaHEe Ha CTOMHOCT: TpaHCrpaHMYHUTE AENHOCTU Ce OMNOoBecTABaT 33
CbOTBETHATa AbprKaBa, B KOATO MegMUMHCKMA CNeuManncT ynpaxHaBa CBOATA AEMHOCT WU
KbOETO € OCHOBHMAT NpodecuMoHaneH agpec, Npu yCcnoBMe 4ye TasW AbpKaBa € CTpaHa,
perynmpaHa ot EFPIA, cbrnacHo Kogekca Ha AH®IB. Ako MeguuMHCKM chneumanuct ot
Bbnrapma 6bae HaeT KaTo KOHCY/ATAHT MO AOroBOP OT APYro 4YyXKAEeCTPaHHO APYXHKEeCTBO Ha
Cyukc, ToraBa Cyukc buodapma EOO[ we onosectM To3M TpaHchep Ha CTOMHOCT B CBOSA
AOKnag 3a bvarapma.

5. MpeaocTaBaHe Ha CTOMHOCT, KOETO Ce OMNoBecTABa (KbAETO € NMPUIOKMUMO):

e TaKcu 3a perncTpaums: BKAOYBAT TaKCK 3a pernctpaumsa 3a cvbutus, A4C v apyrv Npuaoxumm
TaKCK, B Cly4all Ye He ca Bb3CTaHOBUMMU;

e [IbTyBaHe: BKAHOYBA  pasxoguTe 33  TPAHCNOPT,  BKAYMTENHO  6Bunetm  3a
camonet/Bnak/aBTobyc, HaemaHe Ha aBTOMOBMA U TpaHchepy C TaKew;

e HacTaHABaHe: XOTe/ICKO HacTaHABaHE U 3aKYyCKa (aKO 3adKyCKaTa € BK/Ilo4YEeHa B LLeHaTa Ha
CTaHTa), rPaackm U TYpUCTU4eCKM TakKCU, ako UMa TakKnBa;

e TaKcK 3a yCAyrM U KOHCyATauMu: BKAOYBAT GpyTHaTa nnateHa cyma (cbcTaBnAsBa b6pyTHaTa
CyMa NAOC NPUIOKUMUTE [AHBUKW, B CAyvyall 4ye He ca Bb3cTaHOBMMM). [penocTaBAHe Ha
CTOMHOCTM, MPOM3TMYALLM OT MAW CBBbP3aHM C gorosopu mexagy Cymkc buodapma EOOL u
WMHCTUTYLUU, OpraHmMsaumm, acoumaumm nam MeamumMHCKMU CneumanmncTn, CbrnacHO KOUTO Tesu
WMHCTUTYLMMK, OpraHu3aumm, acoumaumm man MeguumHCKU cneumannctu NpeaocTaBAT BCAKAKBLB
Bua ycnyrm Ha Cymkc buodapma EOOL wnn apyr Bug dUHAHCUpPAHE, KOETO HE € BK/HYEHO B
npeauLLHn KaTeropum;

e [lapeHua n CNOHCOPCTBO 33 34paBHU OpraHU3auMm - BCUYKWM pa3xodm, KOUTO ca 4acT oT
porosop mexay Cynkc buopapma EOO/, n 3apaBHaTa opraHU3auma, KaTo NPMHOC B NoAKpena Ha
MHULUMATMBMK 3a 0byvyeHMe Ha MegUUMHCKM CNeumanncTum, 3apaBHN CUCTEMU U MPAKTUKK;

e [loroBopu 3a CMNOHCOPCTBO CbC 3A4pPaBHM OpPraHM3auMu/TPETU CTpaHu, onpeaeneHu ot
34paBHa opraHM3auMA 3a oOpraHuM3MpaHe Ha CbbuTHe/KoHdepeHuMAa/KoHTpec — cymarTa,
npeaocTtaBeHa Ha 3ApaBHaTa OpraHWsaums, B 3amaHa Ha KoeTo CyuKkc Buodapma EOO[ e
noay4ymMna Bb3MOXKHOCT A3 yyacTBa B CbOUTMETO (MACTO 3a WaHA, peknama u/vau Bpeme 3a
CUMMO3MYM), NAKOC NPUNONKUMUA OAHDBK.

6. Cyukc brodapma He e npenocTaBaaa 4eNHOCT, CBbP3aHa C Hay4yHO-U3C/NeA0BaTe/ICKa U Pa3BOMHA
AeNHOCT B oT4YeTHMA nepuoa. Kakto e nocoyeHo B un. 23.04 B Kogekca Ha AH®PMb -
NpeaocTaBAHETO Ha CTOMHOCT 3a Hay4YHOM3C/ie40BaTe ICKa U pa3BOMHA AENHOCT 3a BCEKM OTYETeH
nepuos, ce onoBecTABa OT BCAKA KOMMNaHuA o0606uleHo. Pasxoam, Kacaelin cbbuTuA, KOUTO ce
OTHACAT Camo 3a Hay4YHOM3CNea0BaTe/ICKa M pa3BoOMHa AeMHOCT, MoraT Aa 6baaTt npeAcTaBsHU Ha
obobuieHa ocHoBa, B KaTeropuaTta ,llpeagoctaBaHe Ha CTOMHOCT 3a HayyHouscnegoBaTesicka U
PasBoiiHa geiHocT”.



