MeTtogonorus Ha ,KNE3W BEbJTTAPUA” EOO

HacTodlwara MeToaonorna ce n3roTea Ha OCHoBaHue Ha pasaen 5 ot Koaekca Ha
EFPIA (EFPIA Code of Practice) n pa3agen 5 ,0noBectsiBaHe Ha NpeaoCTaBsaHe Ha CTOMHOCT
OT KOoMMaHuuTe” oT ETWMYHMA KOZEeKC Ha HaydHoum3cneaoBaTesckata (apMaueBThYHa
nHAyCcTpusa B Bbnrapusa (B cuna ot 01.04.2023) 3a 0noBecTsaBaHe Ha npeaocTaBsHe Ha
CTOMHOCT OT (bapMaueBTUYHM KOMMAHWUM KbM MeAnUMHCKK cneumannuct (MC), 3apaBHM

opraHmzaumm (30) 1 naumeHTckn opranmsaunn (M0O).

Llenta Ha HaCToAWMA [OOKYMEHT € J[a pa3sdcHM U 060bum MeToaosorndra,
n3non3saHa ot Kuesn Bbnarapusa npy M3roTBSIHE Ha OMOBECTABAHETO W UAEHTUDULMPAHE
Ha NMPefoCTaBsHE Ha CTOMHOCT KbM MEAMUMHCKM CNeumanncTn 1 34paBHM OpraHn3aumm,
a UMEHHO:

- MeToaM 3a WAeHTUdUKaums Ha [lonydaTenute Ha npefocTaBeHata CTOMHOCT W
nocneaBallo m OnNoBeCcTsABaHe;

— 060Wa MHOOPpMaLMA 1 CneundudHn 3a cTpaHaTa YCioBuS,;

— TpeTupaHe Ha MHOroroAMLHUTE [I0rOBOPWU, AaHbK BbpxXY AobaBeHaTa CTOMHOCT U
APYTV IaHbYHM aCnekTu;

— BaJlyTHM acnekTu, KakKTo U APYru BBbMPOCWU, CBBbP3aHM C Nepuola M pa3Mepa Ha

NnpeaoCcTaBsHe Ha CTOMHOCT.

JKunesn bonrapus” EOO/ e uact o1 Chiesi Group 1 KaTo TakaBa € Mb/HOMpaBeH
yneH Ha ARPharM (Acoumaums Ha HayuyHouscnegosaTenckute dapMaueBTUYHU
MpounssoauTeny B bbnrapus). [JelHocTTa e u3ua10 NoAYMHEHA Ha NpuHuMnuTe ©
N3NCKBaHMATa, 3anerHann B EtuuHma Koaekc m CwoTtBeTcTBMe (Code of Ethics &
Compliance) Ha Chiesi Group.

MNoseue MHMOpPMaLMs 3a To3n Koaeke MoxXe [a HaMepuTe Ha CTpaHuuaTa Ha KoMnaHuaTa

ETnuen koaekc Ha Chiesi Group.

Kato uneH Ha EFPIA (European Federation of Pharmaceutical Industries and
Associations), pecnektuBHO ARPharM, Hue HacbpyaBaMe MpO3padyHOCTTa  Ha
B3aMMOOTHOLWIEHMSATa Mexay @apMaueBTUuyHaTa MpPOMULLNEHOCT W CheunannuctTuTe u
opraHmsaummMTe OT 34paBeona3BaHeTo CbrlacHoO npasuiata Ha EFPIA, KakTo 1 Ha BCUUKMK
HaLMOHAIHX MPaBHW HOPMUK, Tbl KaTo CcMe ybeneHun, de TpsbBa Aa ObAeM He3aBUCUMMK

NnapTHbOPN WMallM edHa W Cblla uen - CbTpyaHn4yectBo WU 0bMeH Ha 3HaHWdA u


http://www.chiesi.bg/img/Chiesi_Group_Guidelines_on_Ethics__Compliance_2015_BG.pdf
http://www.chiesi.bg/img/Chiesi_Group_Guidelines_on_Ethics__Compliance_2015_BG.pdf

HayuyHOM3C/e[oBaTeNCka M pa3BoMHa AeNHOCT, 6e3 HapyllaBalla 3akoHa Hameca uau
BINSAHME.

OCHOBEH MPUOPUTET 3a Hac, KaTo useH Ha EFPIA, pecnekTtnsHo Ha ARPharM e aa
AOonprHacsaMe 3a 3alumMraTta M OCUrypaBaHeTO Ha YOBELIKOTO 3[paBe M YOBELIKUSA XMBOT,
CbAIENCTBAMKM 3a rapaHTMpaHe Ha A0CTbMNa Ha ObArapckute naumveHTn [0 KayecTBEHM,
6e30nacHN 1 emdeKTUBHN fIeKapCTBEHW MPOAYKTM 3a MPodUNakTuKa, AMarHoCT1Ka Wu
neyeHne Ha 3abonsBaHus.

JIOKONKOTO ce aBsBa OE3CMOpHO, Ye B3aWMMOAENCTBMETO Mexay WHAYCTpuaTa U
MeaVUMHCKUTE CreunanmncTii MoxXe Aa Cb3aZe OnacHOCT OT KOHMIMKT Ha UHTepecu, Hue
HaMbAHO CNoAENAME BCUUKN 3a5I0XKEHN KPUTEPUU N M3UCKBaHUA Ha EFPIA, pecnekTrBHO
ARPharM, 3anoxeHun B TEXHUTE KOAEKCU U MPUHUMMKU, 3a Aa Ce rapaHTupa, 4e ToBa
B3aMMOENCTBME OTroBaps Ha BMCOKWTE CTAHAApPTW Ha MOYTEHOCT, KOWTO MnaumeHTuTe,
npaBmUTeNCTBaTa 1 BCUYKM OCTaHaNM 3aMHTEpecoBaH CTpaHu O4akBarT.

BbB Bpb3Ka C ropHOTO, HacTodwaTa MeToZos10rva onpeaens CbOTBeTHUTE BUA0BE
NpefoCTaBsHe Ha CTOMHOCT, KOWUTO TpsbBa Aa ce CbobuiaBaT, KoW OT Tax Ja ce
M3KJIKOYBAT, KaKTO M CbOTBETHATa ApYyra MHMOPMaLUMs, KOSTO [a NOMOrHe notpebutenute
M Aa ObAaT HAMb/HO HASCHO C HayMHa, MO KOWTO HMe Cbbupame, opraHusvpame u

oTYMTaMe CbOoOLLABAHUTE AAHHN.

AEOUHNLINN

KoMnanus

KoMnaHus no cMUCcbna Ha KoJekca e BCAKa KOMMNaHus - YyneH Ha ARPharM, KakTo 1 BCAKa
KOMMNaHWs NpOM3BOAMTEN UK NPUTEXATESN Ha pa3pelleHne 3a ynoTpeba Ha NekapcTBeHM
NPOAYKTW B XyMaHHaTa MeAunuuMHa B EBpona, KOATO € rnoena 3aAab/iKeHue 3a CrasBaHe
Ha ETWuHMA Kodekc Ha HaydHom3cneaoaTtenckata @apMaueBTUYHa WHAYCTPUS B
bvrarapug. OTOeNHUTe pUANYeCcKn nuvua, npuHagnexawm KbM egHa WMo Cblla
MYNTUHaAUMOHAIHa KOMMaHWS, HEe3aBWUCUMO Janu Tasn MyJaTUHALMOHAHa KOMMaHus e
KOMMaHWs — Manka, AbLIEPHO APYXECTBO MM BCAKa Apyra opMa Ha npeanpuatie unm
OopraHmM3aums - TpsabBa [a Ce CYMTa 3a e4Ha KOMMaHUs, 1 KaTo TakmBa ca 06BbpP3aHn CbC

cnassaHeTo Ha Kojekca.



[NonyyaTten
MonyyaTten e BCekM MeaMuMHCKK Ccrneumannuct  uam  34paBHa  wian  [laumeHTcKa
opraHMsaums, Kakto e MnpuioXmnMo YMATO OCHOBHa MpakTuKa, OCHOBEH MnpodecroHaneH

aApec UM MSCTO Ha perncTpauns e B Espona.

YHUKaneH naeHtudukaTop

3a MC - YHukaneH WaeHtudukaumoHeH Homep (YWMH) - Bceku nekap, ynpaxHsBall
npodecnsaTa Cu Ha TeputopusaTa Ha P Bbnarapus, ako OTroBaps Ha WM3WMCKBaHMSATa Ha
3aKOHa 3a 34paBeTo U e BnucaH B HauuoHanHua pernctbp Ha BJIC, pecnekTUBHO B
pPErncTbpa Ha panoHHaTa Koferms, Ha TepUTopusaTa Ha KOATO Ce YCTaHOBSBA Ha paboTa;
3a 30 - EavMHeH wnaeHTuUdMKaumoHeH koa, BYJICTAT (EWMK) - yHukaneH
NMOEHTUPUKALMOHEH HOMEp, 3aAb/XMTENeH 3a ApyXecTBaTa BrMCaHM B TbpProBCKMA

perncTbp Ha P Bwnrapus.

MennumHckm cneumanuct (MC)

MeAWLIMHCKM CNEeLMannCT e BCeKN OT n3bpoeHnTe: nekap, nekap no AeHTanHa MeanumHa,
MarncTep-MapMaLeBT, MeAUUMHCKA CecTpa, akylepka, MeaMUMHCKKM  1abopaHT,
denawepy 1 NOMOWHNK-(GapMaLEBT, KakTo M BCSKO APYro MLEe, KOETO, B paMKMUTE Ha
CBOATA MNpodecuoHanHa AeMHOCT, MMa NpaBO Aa NpeanncBa, 3aKynyBa, CHabasBa,
npenopbyYBa MM AAMUHUCTPUPA N1EKAPCTBEHM MPOAYKTU M YMATO OCHOBHA MpPaKTMKa,
OCHOBeH npodecroHaneH aapec Unm MAcTo Ha permctpaumsa e B EBpona.
OnpeaeneHeTo Ha MeauLMHCKL CReumanncT BKIKUBA:

1. BCSKO ANMBXHOCTHO NMLE WUAM CAYXWUTEN Ha MPaBUTENCTBEHA areHuus wav apyra
opraHm3aums (B nNyOauMUHUSA MAM 4acTHMSA CEeKTOp), KOeTO MMa MpaBO Aa NpeanucBa,
3aKynyBa, cHabasBa, MpenopbyYBa UM aAMUHUCTPUPA 1EKAPCTBEHM NPOAYKTY 1

2. BCEKW CNYXUTEN B KOMMNAHMS, YNATO OCHOBHA AEMHOCT € Ha NPaKTUKYBaLL, MeaAULNHCKM
crneumanmcr.

ToBa onpeneneHve M3KMOYBa:

1. BCUYKWM APYTU CNYXUTENN Ha onpeaeneHa KOMMaHus m

2. TbProBeL, Ha eapo WM AUCTPUOYTOPWN Ha NEKapCTBEHM NPOAYKTU.

34paBHa opraHunsauuns (30)
3ApaBHa OpraHu3aums e BCIKO tPUANYECKO N1LE, KOETO € 3ApaBHa, MeAMUMHCKa WUn
HaydHa opraHusaums  unm  capyxeHue  (He3aBMCMMO  OT  lOpuaMdeckaTa  Wan

OpraHn3alnoHHa cbopMa), KaTo HanpuMmep neyebHo 3aBe/leHre Mo CMUCh1a Ha 3aKoHa 3a



neyebHUTE 3aBefeHns, GoHAALMS, YHUBEPCUTET UK Apyra 06pa3oBaTenHa MHCTUTYLMS,
NpOoMECMOHANHO MM HAYUYHO APYXECTBO (C M3KIIYEHNE Ha NAUMEHTCKMUTE OpraHm3aumm
B paMKuTe Ha obxBaTa Ha Kojekca), 4niiTo aapec Ha ynpaBfeHne, MICTO Ha ydpeasiBaHe
UM MBPBMYHO MSCTO Ha [AEeMHOCT e B EBpona mnv 4pes KoeTo eanH unu nosede MC

NpeaoCTaBaT YCyrn.

MNpenoctassHe Ha cTtonHocT (MNC)

MNpeaoctaBsHe Ha CTOMHOCT € MNPSKoTO M KOCBEHO NpeAoCTaBaHe Ha CTOMHOCT B Mapw, B
HaTypa Wax No ApYyr HauyuH, HampaBeHo 3a MPOMOUMOHAMNHL Lenu, uanv no ApYr HauuH,
BbB Bpb3Ka C pa3paboTBaHETO (Hay4dHOMU3CNenoBaTeficka W pasBoOMHa [eMHOCT) U
npoaaxbaTa Ha NnekapcTBeHu NPOAYKTY B XyMaHHaTa MeamumHa, OTnycKaHu no fiekapcko
npeanuncanne. MNpaKko npefocTaBaHe Ha CTOMHOCT e TOBa, KOETO Ce M3BbpLUBa AMPEKTHO
oT Komnanug B nonsa Ha [llonyyaten. KocBeHO npenoctaBdHe Ha CTOMHOCT e
M3BBbPLIEHOTO OT MMeTo Ha KomnaHua B monsa Ha [lonydaten wunv npenoctaBsHe Ha
CTOMHOCT 4pe3 NMocpeaHnK — TpeTa CTpaHa, B KOMTO cydan KoMnaHusaTa 3Hae UM Moxe
na uaeHtuduumpa lonyyaTtensd, KOWMTO We ce Bb3nof3Ba OT [lpefoCTaBAHETO Ha

CTOMHOCT.

MNpenocrtaBsgHe Ha CTOMHOCT MpW Hay4YHOM3CNea0BaTesICKa U pa3BonHa AENHOCT
[penoctaBsgHe Ha CTOMHOCT BBbB Bpb3Ka C HayyHO-U3CNenoBaTeficka W pa3BovHa
[ENHOCT, e NpeaoCTaBaHeTO Ha CTOMHOCT KbM MC uam 30, CBbp3aHn C NaHUpaHeTo U
NPOBEXAAHETO Ha:

1. MeanumMHCKM HayyHW 13cneaBaHns CbrflacHo 3akoHa 3a 34paBeTo;

2. KNMHWYHM n3nnteaHmsa (CbrnacHo aeduHuumata B PernameHT 536/2014 1 3akoHa 3a
JIEKAPCTBEHUTE MPOAYKTY B XyMaHHaTa MeanumHa nm

3. HeuHTepBeHLUMOHaNHM MNpoy4YBaHMs, KOUTO MMAaT MPOCMEKTUBEH XapakTep W KOWTO
BK/IIOUBAT CbbOMpaHe Ha JaHHM 3@ NaumeHTu OT UK OT UMETO Ha oTAeHU MeaAULMHCKK
cneunanucTi uamM rpynm o1 MeauUMHCKKM  CNeumanncTi CrneumanHo 3a UenuMTe Ha

NpOyYBaHETO.

Ha onosecTsdBaHe 3a OTYeTHaTa [roAMHa MNoANexy npeaoctaBeHa CTOMHOCT  3a

KOHKPETHaTa KaneH4dapHa roanHa.



TepuUTopmanHOCT Ha OMNOBECTSABAHETO
Knesn bBbnraprs onoBecTsBa MnpeaoctaBeHa CTOMHOCT KbM MC m 30, 4MSTO OCHOBHA

AenHocT e B P bBvnrapud.

Covrnacue

CbrnacHo U3NCKBAHMATA Ha PernamMeHTta 3a 3aluTa Ha nnuyHute aadHn (EU) 679/2016 n
MECTHMS 3aKOH e HeobXxoAMMO NpeaBapuUTeNHO Cbracke, 3a Aa MOXe [a Ce OrnoBecTsaBaT
NYHUTE AaHHK nipu MNC.

3a uenTa ce BK/IIOYBA CbOTBETHATA KJlay3a BbB BCEKM CKIHOUYBAH A0roBOp M Ce NoAnmcaea
IHDOPMMPAHO Cbrnacne 3a Mon3BaHe Ha NUYHUTE AaHHKM Ha MC u [deknapaums 3a
Ccbrnacue 3a onosecrtdaHe Ha l1C.

CbrnacmeTto Moxe aa 6bae OTTErfIEHO MO BCAKO BpeMe. B TakbB Ciiydai, ako CbrlacleTo
ce oTTernn npean obsaBaBaHeTo Ha [1C, ToraBa NpefoCTaBAHETO Ha CTOMHOCT 3a
KOHKPETHOTO NuLEe ce MpeacTaBsd B 4dacTra 3a o0606uieHo onosecTdBaHe, 6e3 aa ce

noco4yBaT JINYHWN JaHHW 3a TaKOBa JnLe.

ONOBECTABAHE HA JAHHW:

NHamMBMAYyanHoO OrnoBeCcTsABaHEe:

Ha nHameBmayanHo onosecTtasaHe Ha NC 3a MC noanexar:

- [nawaHns 3a KOHCYNTAHTCKM YCIyrn — KaTo (HO He camoO) U3roTBAHE M M3HaCaHe Ha
npeseHTauum, nekunm, HayuHu n 00630pHN CTaTUK 3a cneumanmuanpaHn MeamLHCKM
n3gaHug. KoMmnaHmaTa ckitousa [orosop 3a KoHCyATaHTcky ycnyr ¢ MC. OnosecTdsa
ce bpyTHaTa cymaTa Mo Z0roBopa. lpu Haamnume Ha OTAEeNHM OT XOHOpapuTe pa3xoan,
HO CBbp3aHW C T9X - CblUMTE Ce OMOBEeCTABAT OTAE/NIHO - CbOTBETHO B KOJIOHM
,XOoHopapu” n ,CbNbTCTBALLM Pa3XoauM 3a ycnyraTa, YroBOPEeHW B KOHCYNTAHTCKMUSA
norosop”.

- Pa3xoan 3a ydacTtne B Hay4yHO CbbUTHe (KOHIpec, KOHMepeHLMs, CUMNO3NYM 1N APYIM
HayuyHu CbbUTMS) B CTpaHaTa WM  4dyxbuHa - pasxoaMm OTHacgaum ce [0
pPEerncTpaLmoHHa Takca, TPaHCMoPT M HaCTaHaBaHe (3a CbbuTud B Y4yxbuHa) no Bpeme
Ha CcbbuTMeTo. KoMmaHMaTa OCblecTBsSiBa pa3xoamTe 3a MC KOCBEHO W CKJIKUYBA
[I0OrOBOP 3@ CMOHCOPCTBO C Hero. PasxoamTe Mo KOHKPETHOTO Hay4HO CbOuThe Morat
@ NOKPUBAT YaCTNUYHO MM HaMb/IHO pasxoAnTe Mo ydactrmeTto Ha MC. OnoecTdBa ce
cymata Mo [0roBopa B CbOTBETHUTE KOJIOHM Ha dopMaTa 3a OMoBecTsdABaHe -

,DETUCTPALMOHHa Takca” u ,NbTyBaHe W HacTaHaBaHe” (BKJOYBA pa3xoauTe 3a



TPAHCMOPT M HacTaHgBaHe). IC ce onosecTtsBa 6e3 AAC, 3a cydauTe KbAETO TOBa €
MNPUIOXMMO.

- B cnyuanm Ha HenpuchCTBME Ha CbOMTME Ha MEAMUMHCKM  Cheumanuct, npu
NpefocTaBsHe Ha CTOMHOCT, KOETO Moxe Aa Oble OTHECEHO KbM KOHKPETHUS
MeaMUMHCKM CNeumanmucT, To Te3n pa3xoam ce OnoBecTsaBaT MHAMBUAYASHO.

Mo BpeMe Ha HayuyHO CbbuTne Kunesn Bbnarapus He mokpuBa NUYHK pas3xoanm Ha MC,

Pa3xou 3a CNOPTHM WM pa3BfiekaTelHU MeponpuaTus No BpeMe Ha CbOUTMETO, KaKTo

N He MokpuBa pa3xoau 3a npuapyxasawy MC nuiua.

Knesun boearapms He nokpmea pasxoam Ha MC 3a YNeHCTBO B MECTHM HaYYHU MeAMLNHCKN

NN MEeXAYHAPOAHW OpraHmM3aunmn/apyxecrsa.

C ornea kocseHoTo 1C 3a yyacTtneto Ha MC B Hay4dHO cbbuTre, Knesn bbnrapus cnassa

n3nckBaHmaTa Ha KoagekcebT Ha EFPIA, KoaekcbT Ha ARPharM, ETuunuat kogekc Ha Chiesi

Group 1 HauMoHanHaTa HopMaTMBHa ypeaba 3a KOMaHAMPOBKUTE B CTpaHaTa 1 4yxOmnHa.

KoraTo lNC, e npeaHa3sHadeHo 3a nHamsumayaneH MC, HO € 1n3BbpLIEHO KOCBEHO, Ype3 30
Unn - Tpetu nnua nocodeHn oT 30 Kato opraHM3aTopu Ha CbOMTMETO - TakoBa
NpeflocTaBsHe Ha CTOMHOCT Ce OMOBEeCTSABa BEAHBX, KAaTO CaMOTO OMOBECTSABAHe ce
M3BBbPLIBA 3a camnd MC Ha MHAMBMAYANHA OCHOBA W B CbOTBETCTBME C U3MOXEHUTE MO-

rope npaBwnia 3a OMNnoBeCTABaHE.

Knesun bbnrapus He npefoctaBs napuyHm n MatepuanHm gapeHms Ha MC.

Ha nHansmnayanHo onosecTtaBaHe Ha [1C 3a 30 noanexar:

- [MnawaHma KOHCYNTaHTCcKK ycnyrin - KomnaHmara ckmousa cbc 30 [loroBop 3a
KOHCYNTaHTCKK ycnyrin. OnoBecTsBa ce cymarta no gorosopa c¢/6e3 AC, B 3aBUCUMOCT
OT peructpaumdara Ha apyxecrsoto no 3A4C. [llpn Hanuume Ha OTAEIHW OT
XOHOpapuTe pasxoAm, HO CBbp3aHW C TAX - CbUMTE Ce OMOBECTHBaT OTAENHO -
CbOTBETHO B KOJIOHM ,X0HOpaph” 1 ,CbnbTCTBALLM pa3xoam 3a ycnyraTta, YroBopeHu B
KOHCYTAHTCKMA A0roBop”.

- CnOHCOPCTBO 3a HaY4HO CbbUTHe B CTpaHaTa - Ha 30 uau TpeTu uua (onpeaeneHn
o1 30 3a opraHusmpaHe Ha aaneHo cbbutrne). CNoHCOPCTBO Ce obe3neyasa C 40roBop
ckioueH mexay Kuesn bwvnrapug n 30 uam TpeTU vua  onpeaesneHu KaTo
opraHM3aTopy KaTo B HEro Ce OnucBaT uesTa, nonsuTe 3a KOMNnaHuaTa 1 CBbP3aHoTo
npefoCTaBsHe Ha CTOMHOCT. B ciyyail, ye CMOHCOPCTBOTO BK/IKUBA PErncTpaLOHHN

TakCW 1 pasxoam no MbTyBaHe M HacTaHdBaHe U nonydyatenar MC Moxe aa Obae



NAeHTUGULMPAH 1 Cce pa3nonara C HeroBoTO/HEMHOTO Cbrnacue To Toea MNC noanexmn
Ha WHAMBMAYANHO OMOBecCTsBaHe. B ciydal, 4de nofydaTens He Moxe aa bbae
NOEHTUMULMPAH, ONOBECTSBAHETO Ce NPaBK Ha UMETO Ha 34paBHaTa unu MaumeHTcKa

opraHusaums.

- [apeHus - matepuanHu 1 napmyHu Ha 30 - KoMnaHumaTa CkoyBa A0roBOpu AapeHns,
kaTo onosectasa C ¢ AAC (3a MatepuanH1uTe AapeHns).

MapnuHn aapeHna Ha 30 Kuesm bBbarapus oCbUIeCTBSBa B C/lydan Ha moJnomaraHe u

opraHusmMpaHe Ha cbouTre OT UMK Mo ernaata Ha cboTBeTHaTa 30.

MaTepuanHute JapeHud npefoctasann ot Kuesn bwuarapma Ha 30 ca MeauumHcKa

TexHWKa, noanomaralla nosulIaBaHe HMBOTO Ha 34paBHU TPVXK NMpu  0BC/yXBaHe Ha

nauMeHTUTe B NpoLeca Ha AMarHocTyKaTa U aedeHneTto uMm ot MC-tn B 30.

O606LLeHo onoBecTsBaHe:

10 TO3M HAYMH Ce OMOBeCTSBaT:

- obobulaBaHe Ha MNC cBbp3aHM C HaYYHOM3CeA0BaTENCKa M pa3BoMHa AEMHOCT;

- o6obulaBaHe Ha NC kbM MC, OT KOMTO He e MOoSTy4YeHO UK MMa OTTErs1IeHO Cbrjlacue 3a
OMOBECTSABaHE;

- NC, KonTo He MoraT Aa 6baaT Pa3KpUTU KaTo UHAMBUAYANHO OMOBECTABAHE MO MpaBHM

CbobpaxeHus.

OnoBecTsBaHe Ha npeaoCcTaBsHe Ha CTOMHOCT 3a CbOUTKS, KOMTO ca UM OTMEHEHMU

B cnydal Ha OTMSHa Ha AaZeHO CbOuTMe, ako MpeaoCTaBSAHETO Ha CTOMHOCT MOXe Aa
Ob/le CBbP3aHO C KOHKPETeH MnoflyyaTes, TO Ce OnoBecTaBa. lMnaHMpaHo NpeaocTaBsHe
Ha CTOWMHOCT C Ues noakpena Ha 06pa3oBaHNeTo/obyumnTenHa Len ce onoBecTsBa CaMo B
CNydan, ye nonydyaTendr ce e Bb3roJ3Bas, Hanp. ako CbOUTMETO e BUN0 OTMEHEHO U HEe
MOXe Oa Ce OT4eTe MpeaoCTaBiHEe Ha CTOMHOCT KbM KOHKPETEeH noflyyaTesi, TO B TO3u
CNydan He ce MpaBW OMOBeCTHABaHe. B cnydan, ye CbOUTMETO e TPaHCHOPMMPaHO OT
NMPUCBbCTBEHa BbB BMPTYalHa GhopMa W MonyyaTendar we nonaydm npenoctaBsHe Ha
CTOMHOCT 4pe3 perncrTpaums 3a BUpTyanHo CbouTne, To TOBa Ce OMNOBECTBA.
OnoBecTsiIBaHe Ha NpeaoCTaBsHE Ha CTOMHOCT 3a CbOUTUS Ha 3anuc

PEerMcTpaumoHH1TE TakcK 3a CbOUTME OHNaMH W/WAM Ha 3anuc ce CcuyMTaT 3a

NnpeaocTaBaHe Ha CTOMHOCT M Ce OMOBEeCTSBaT.



MeTtogonormynmn 6enexkn cebp3aHn ¢ KoeBua-19 - Kosua -19 naHaemusta He e
Bb3npenarcTeana Kuesm bwrarapua ga wm3rotem onosectaBaHe 3a 2022 roavHa B
cboTBeTCTBME C ETMUHKMA Kodeke Ha ARPharM u HacTogulata MeETOAONOMMSA U CbOTBETHUTE

3aJ10XeHM CPOKOBE 3a TOBa.

OOPMA HA OIMOBECTABAHETO

OT4yeTeH nepuoa

OnoBEeCTABaHETO Ce M3BBbPLIBA EXErofHO, KaTo BCeKM OTYeTeH nepuo obxsalla mbiHa
KaneHaapHa roZimHa.

OTUEeTHMAT nepuoa e 3a KaneHaapHata 2022 1. 1 OMNOBECTSBAHETO Ce M3BbPLUBA HE MO-

KbCHO OT 30 toHu 2023 T.

BpeMe 3a onosecTsiBaHe

OnoBEeCTSABaHETO Ce M3BbPLIBA HE MO-KbCHO OT 6 Mecela cfell Kpas Ha CbOTBETHUSA
OoT4YeTeH nepuon. Hanpumep: AaHHUTE 3a NpeaoCTaBeHUTE CTOMHOCTM 3a CbOTBETHATa
roamMHa ce cbobllaBaT He Mo-KbCHO 0T 30 OHW Ha cnedsaulaTa roamHa.

KaTo aaTa 3a obsassBaHe Ha [MpeaoCTaBAHETO Ha CTOMHOCT Ce npueMma Jatarta, Ha KOsTo
CTOMHOCTTa e npesocTtaseHa oT ,Kuesn Bbarapuga” EOO/, kato npu MNC, 0THAcsWo ce A0
NbTYBaHe M HacTaHsaBaHe, ce CcbobllaBa KbM HayanHaTa AaTa Ha HaydHOTO CbbuTKe.
OnosecTeHaTa MHMOpMaUMa ocTaBa NyonnMyYHO AOCTbMHA B MPOAB/IXKEHNE HA MUHUMYM 3
FOAVHW CNnejl MbPBOTO M OMNOBECTABaHe, OCBEH ako 3a BCEKW OTAENEeH Cnydan:

1. Ce M3MCKBa MO-KPaTbK Nepuoa CbriacHO 6bArapckmTe 3aKOHOBWM WMAM MOA3aKOHOBU
aKTOBE 3a MOBEPUTENTHOCT Ha AaHHUTE UK

2. CbOTBETHOTO MPaBHO OCHOBaHWe 3a 3aWuTa Ha AaHHUTe (Hanp., CbracueTo Ha
Monyyatens, CBbp3aHO C KOHKPETHO OMOBECTHBAHE, aKO Ce M3MCKBa TakoBa Cbr/lacHO

3aKOHOAATENCTBOTO), € OTTEersieHo.

BanyTta

Bcuukin obasenun C ce nybnnkysaT B MECTHa BanyTa - 6brapckn fes.

®opmart
C ornen nocnenoBaTesHOCTTa, OMOBECTABAHMATA Ha KOMMaHWaTa Ce M3BbpLBAT BbB

dopmaTa, cbriacHo lMpunoxerne A oT ETnunng Koaekc Ha ARPharM.



Mnatdopma
OnoBecTsIBaHETO Ce M3BbpLIBA Ha WHTEPHET CTpaHuuaTa Ha KoMaaHuuaTa -

www.chiesi.bg.

E3nK Ha onoBecTsiBaHETO

OnoBEeCTSBaHETO Ce M3BBbPLIBA Ha Obrapcky e3nk.

[IOKyMeHTaumsa 1 CbXpaHeHne Ha MHPOpPMaLMS

JokymeHTMpaT ce BCUYkM [penocTaBsHMSA Ha CTOMHOCT, KOWTO TpsbBa na 6baaTt
OMOBECTEHM U Ce MOAABbPXAT CbOTBETHUTE 3anMcK OT OMOBECTSBAHUATA 3@ CPOK Hal-
Manko 5 roauHu cnen Kpas Ha CbOTBETHMSA OTYETEH MEePUOoZ, OCBEH ako CbrnacnmeTo Ha
MonyyaTend 3a ornoBecTdBaHe [1pefoCTaBAHETO Ha CTOMHOCT, B T.4. PasKpuBaHe Ha
HEroBM NUYHM [IaHHW, € OTTEerseHo.

Jdorosopute mMexay Komnanus v [Nonydaten, BK/YBAWM [1pefocTaBsHe Ha CTOMHOCT,
noafnexala Ha OMoBeCTsdABaHe, CbAbpXaT Kfay3u, YroBapswiyM CbrnacneTto  Ha
Monydatens na bbae ONoBecTsSBaHO [penoCcTaBaHETO Ha CTOMHOCT.

,ﬂorosopme Ce CbXpaHAaBaT B CbOTBETCTBME C NMPUNOXMMATAa HOPMATUBHA ypeu6a.

[aHHW N3KJTIOYEHW OT OMOBECTSBAHETO

B cvotBeTcTBMe ¢ Kogekc Ha EFPIA 1 Kogekc ARPharM, Knesn Bbnrapus He onoBecTsBa

MNC, ako ce oTHacs 3a:

- [1C, cBbp3aHK C NekapcTBeHu NpoAyKTWU, OTMyCKaHn 6e3 nekapcko npeanucaHue,
MHMOOPMALMOHHW 11 0bpa3oBaTesiHK MaTteprani n NpeaMeT ¢ MeAnUMHCKO
npeaHasHadyeHue;

- MOCTPU Ha NnekapcTBeHn NPOaAYyKTA;

- XpaHa (ypeaeHa B uneH 10.6 o1 Koaekca Ha ARPharM).

PasHu
B cnydam Ha T1C, abmxkuMMa Bb3 OCHOBa Ha AbarocpodeH gorosop ¢ MC wnm 30,
cboblulaBaHeTo ce nybnmkyBa Ha 6as3ata Ha 3annarteHata CTOMHOCT 3a CbOTBETHUA

oTYeTeH nepuoj, a He Ha 6as3a Ha uenus pasmep Ha MNC CbriacHo CKYEHUs 10roBOp.

Mpun nMnca uan HembHOTa B HacToswaTta Metogonorus Ha ,Knesn benrapua” EOO/, ce
npunarat  npgKko  npasufiata W pasnopeadbute Ha  Etnunma Kogekc  Ha

Hay4Hou3CcneaoBaTeNckaTa GapMaLeBTUYHA UHAYCTPUS B Bbarapust, KOMTO € AOCTbMNeH


http://www.chiesi.bg/

Ha MHTepHeT cTpaHuuata Ha ARPharM http://arpharm.org/index.php?id=837 , a cbuio

Taka v NpunoXumaTta HopMaTMBHa ypeaba Ha Penybnuka Bbnrapus.


http://arpharm.org/index.php?id=837

