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1. BbBEAEHUE

AHgxkennHun ®apma e cbBpemeHHa rpyna, HacouyeHa KbM 6bAeLleTo, KOATO BUHArM ce ropaee ¢ LeHHOCTUTe,
npeAacTaB/sBaLLM OCHOBATa HA HeliHATa KopnopatueHa ¢punocodus.

AHpxennHn ®apma M3BbPLIBA CBOATA AEWHOCT MPU NpuaaraHe Ha NPUHLKUNUTE Ha NOYTEHOCT, AOBepue,
yBaXKeHWe U NPO3PayYHOCT CbracHO CBOUTE OCHOBHW MpaBuaa 3a NoBedeHWe U CbTPYAHMYUU C Pa3AUUYHK
3aMHTEpecoBaHn cTpaHu, BKA. MeauumHckn cneumannctu (MC), 3apasHu opraHmsaumm (30) no peauua
AEeWHOCTU B UHTepec Ha NauueHTuTe.

Ll,ﬂl'IOCTHVIﬂT HU QHFAXXMMEHT KbM Han-BUCOKUTE CTaHOapPTU Ha €TUKa U NOYTEHOCT Ce ABABa KpaVI'beﬂeH
KaMbK Npu Hawute AEWNCTBUA; MPO3PaYHOCTTa M OTKPUTOCTTa Ha B3anmmoaencTemata ¢ MeauuMHCKK
cneuuanuctu (MC) u 3apasHu opraHusaumm (30) ca cpen KNOHOBUTE NPaBua 3a NoBeAeHNE Ha AHAYKENNHM,
Bb3 OCHOBA Ha KOMTO PaboTMM M M3BBbPLLBaME CBOATA AENHOCT.

LleHTpanaTa Ha AHaxKennHn ®apma e uneH Ha Farmindustria (MTannaHcko capy»keHue Ha papmaleBTUYHNUTE
ApyrKecTBa), uneH Ha EFPIA (Esponeiicka depepauma Ha $apmauLeBTUYHUTE MHAYCTPUM M acoumaumu),
nopagy KoeTo BCMYKM HeilHuM CBbp3aHW ApYy)KecTBa CMas3BaT 3a4b/KEHWEeTOo 33 OnoBecTABaHe Ha
MHGOPMaUMA B CbOTBETCTBME C MECTHUTE 3aKOHW, HOPMATUBHWU aKToBe, NPOPEeCMOHaNHU MU3UCKBAHUA U
H6paHLIOBK KOAEKCH.

AHaXennHn ®apma HOCM OTrOBOPHOCT, 33 Aa rapaHTMpa crna3BaHe Ha [1po3payHOCT, KaTo AEMOHCTPMpPaA
MoOYTEHOCT BbB B3aumooTHoLweHusaTa ¢ MC, 30, onosecTtasaiku MNHC B nonsa Ha MC n 30.

AngykenuHn ®apma bbarapus HOCM OTFOBOPHOCT 3a Cna3BaHe Ha MECTHUTE 3aKOHUM, HOPMaTUBHU aKTOBE U
bpaHwWwoBmM Kogdekcu (ETMYeH KodeKkc Ha AcoumaumsaTa Ha HayyHouscnedoBaTesickute dapmaueBTUYHM
npoussoautenu / https://www.arpharm.org/consolidated-codeof-ethics) n npocneaasaHe n onosecrasaHe
Ha MpepgocTaeaHe Ha ctoliHocT (MHC) ¢ noaKkpenaTa Ha otaen Mno6anHo CbOTBETCTBME.

MHC, n3BbplieHo oT AHaKenmHn Papma B nonsa Ha MC/30, uMiiTo agpec Ha ynpasieHue ce Hamupa B
Bbarapwms, ce nybankyBsa Ha yebcaiTa www.angelinipharma.bg, KaTo oT4eTbT 0cTaBa 06LeCcTBEHO AOCTOAHUE
3a CPOK OT NoHe 3 rogMHu cneg, aataTa Ha NbPBOTO ONOBECTABAHE HA CbOTBETHATA MHOOPMaLUA.

HacToauwaTta meTo40/10rM4Ha 6enerKka onuceBa OCHOBHUTE acneKkTU M MOACHEHUS OTHOCHO ecTecTBOTO Ha
npe,ﬂ,OCTaBHHETO Ha CTOI‘/JIHOCT, BKNIO4YEHO B ONnoBeCTABaHETO.
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2. MHC Ha AHpgKennHu Papma bbarapusa

B Tabaunuata no-4oay ca onncaHun AENHOCTUTE, OTYMTAHM CHIIACHO OTAENHUTE KaTeropun 1 NogKaTeropum,
onpeaeneHun ot ARPharM.

Kateropua Ha MMopKateropua Ha [elHoCTU HA AHAKennHu ®Papma bbarapus
ARPharM ARPharM

AapeHusa un He e npunoxumo  MapuyHu cpeacTsa, akTUBM UAN YCAYTU, NpeaocTaBeHn 6e3Bb3mesaHo
6e3Bb3mesgHa Ha 30 c uen nognomaraHe Ha 34paBeona3BaHeTo, HayyHUTe
¢duHaHCcoBa nscnenBaHus nnn obpasosaHmeTo, 6€3 nocnenBalLo 3a4bKeHNE OT
nomouy, CTpaHa Ha noay4yaTena Aa NpesoCcTaBu B 3aMAHA CTOKM UM YCIYTU B

non3a Ha gaputena.

Npumepwn:

e [lapeHus 1 be3sbamesgHa pUHaHCOBA MOMOLL,
e CtuneHaua

MpuHOC KbMm Jdorosopw 3a Lorosopw 3a cnoHcopcTBo cbe 30 unu ¢ TpeTn cTpaHu, HasHayYeHU OT
pa3xogmute 3a  CNOHCOPCTBO 30 3a ynpaBneHue Ha aageHo Crbutue.
Cbbutna Npumepu:

e HaemaHe Ha WwaH4, CUMMNO3NyMm
e Peknama (B neyaTeH, eNIeKTPOHEH nan apyr popmar)
e CrnoHCcopcTBO Ha fieKTopu/npodecroHanHn opraHnsaumm

Takcu 3a e TaKcu, nnateHu 3a npucbeteneto Ha MC/30 Ha gaseHn cbbutua
peructpaumn

MbTyBaHe U e [lbTyBaHe (Hanp. 6UNeTH 3a caMoneT, BNaK, NbTyBaHE C TaKCH,
HacTaHABaHe aBTObYC, NapKMpaHe)

e HacrtaHABaHe

Takecu 3a Takeu MHC B pe3yAnTaT OT MK CBBbP3aAHO C A0roBopu mexay KomnaHuATa u
ycnyru m MC/30, cnopea Kouto cboTeeTHUTEe MC/30 npeaocTaBaT gadeH Tvn
KOHCyNTauum ycnyru B nonsa Ha Komnauuata nnun apyra popma Ha puHaHCMpaHe,

HEeBKJ/IIOYEHa B NPeAXO4HUTE KaTeropumu.
Mpumepwu:

e XOoHOpapu Ha NeKkTopu
e U3roTBsAHe Ha 06pa3oBaTENHN MaTepuanm
o  O6LWM KOHCYNTAHTCKM yCayru

CBbp3aHu pasxoam [MHC, cBbpP3aHO C pa3xoam, AOrOBOPEHM B MMCMEH AOTOBOP 33
KOHCYNTaHTCKM/MPOpEeCnoHaNHM YCAYTH, BKA.:

e [lbTyBaHe (Hanp. 6uneTn 3a camosneT, BNaK, MbTyBaHe C TaKcuK,
aBTobYyC, NnapKupaHe)
e HacraHaBaHe
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Kateropua Ha MMopKateropua Ha [elHoCTU HA AHAKennHu ®Papma bbarapus
ARPharM ARPharM

MpepocraBaHe He e npunoxumo | MNpepoctaBaHe Ha CTOMHOCT B Noa3a Ha MC nam 30 BbB BPb3Ka C

Ha CTOHOCT 33
Hay4yHouscnep
oBaTeJsiCKa u
pas3BoitHa
AenHocT

NAaHMPaAHETO UK NPOBEXAAHETO Ha (i) MeAMUNHCKM HayYHU
n3cnefBaHUs NO CMUCB/A Ha 3aKoHa 3a 34paBeTo; (i) KAMHUYHK
nsnuTBaHmA (cbrnacHo gepuHunumaTa B Pernament 536/2014 1 3aKkoHa
33 IeKapCTBEHMUTE NPOAYKTM B XYMaHHaTa MeanumHa); unu (iii)
HenHTepBEHUMOHANHN NPOYYBaHMA, KOUTO UMAT NPOCMEKTUBEH
XapaKTep, BKAOUYNTENHO CboTBETHOTO MHC, Hanp. 3a cbbpaHus Ha
U3cneposatenn.

CbbuTtrAa: noapobHa nHGopmauma

B cnyuait ue MC/30 He nonyum nonsata nopaau “HessssaHe” (KoeTo HacTbnBa, ako MC He NpMCbCTBa Ha
AafieHo cbbpaHue, Ha KOeTo c/ieaBa Aa ce ABU), CbOTBETHUTE Pa3xoaM He Ce OTYUTAT, KaTo Hanp. pa3xoauTe
3a aHYy/IMpPaHeE Ha XOTeJICKa pe3epBauna Nan HaCtaHABAHE. B cnyqaﬁ Ha 4aCTUYHO NpucoLCTBnE €ANHCTBEHO
nony4yeHuTe Nossm 6usBaTt paskpuTU. B cnydalt Ha oTmAHA Ha gageHo CbbuTMe eBeHTyaIHUTE HeYCTOMKM 3a
dHY/1IMPaHe Ha NOTBbPAEH aHIAXKUMEHT NN NOPDBYKA U TaKCUTE 3a aHY/IMPaHe He Ce onoBecCTABaT.

HWPA: noapobHoCTH
AHpxenvHu dapma aHraxkuMpa opraHvMsaumMm 3a KAMHWMYHKM um3cnegBaHuAa (CROs) 3a npoBekgaHe Ha
KAWHWYHM n3nuTeaHua un NMHC Ha MC/30, kouTo ca B To3M 0b6xBaT, ce oT4mTar.

3. MeTtoponorusa 3a onosecrtaBaHe

O6xBaT Ha
onosecTABaHeTo

AHpxenuHn ®dapma bbarapua AOKymeHTMpa wm onosectABa [lpenoctaBAHe Ha
CTOMHOCT, CBbP3aHO C JIEKAPCTBEHU MPOAYKTU CaMO MO JIEKapCKO npeanucaHue,
KOETO e M3BbPLIEHO, NPAKO UM KOCBEHO, HA UM B NOA3a Ha Mony4yaTen.
OnoBecTABaHMA, U3KAOYEHWN OT 06XBaTa:
e [MHC, cBbp3aHU e4NHCTBEHO C JIeKapCTBEHM NPOAYKTH, OTNYCKaHW 6e3 neKkapcKko
npeanucaHune,
e [lpegmeTv C MeAULMHCKO NpeaHa3HavyeHue, XpaHa, MOCTpU OT JleKapCcTBeHU
NPOAYKTM HE Ce ONOBECTABAT;
e [THC, KOWUTO NpeacTaBAABaT YacT OT 0OMYANHMA NPOLEC Ha MOKYMKO-Npoaarkba Ha
JNlekapcTBeHn NpoayKkT mexay KomnaHus n MC (Hanpumep dapmauesT) nam 30,
He nonaaat B 0bxBaTa Ha 3a4b/IXKeHNeTO 33 ONOBECTABAHE;
e [IHC B nonsa Ha MNaumMeHTCKM opraHu3auMM nonafat M3BbH 06xBaTa Ha Tasu
OTYETHOCT M ce onoBecTABaT OTAe/HO Ha yebcanTa Ha AHaxennHn Papma
bbvarapwua.

Aarta Ha NMHC

B otueTa 3a 2025 ce onosecTtABa MHC Ha 6a3aTta Ha NPMHLUKMNA HA NAPUYHUTE NOTOLM,
KaTo NO-40/y e NpeAcTaBeHa no-noapobHa nHbopmaums:
®  BCWYKM cymu, nannateHun npes 2025 r., ca BK/AKOYEHU B AaHHUTE, HE3ABUCUMO,
fanu ycnyrata/cbbutmeto/nbTyBaHeTo/HAaCcTaHABAHETO M T.H. e U3BbpLUEeHOo/ce e
CNy4nno npes rognHata uav B npeaxoaHa/cnepBalla roamHa;
e Ako MMHC e nonsa B HaTypa, CbOTBETHATA CTOMHOCT Ce OTYMTA KbM JaTaTa Ha
noJly4aBaHe Ha NOA3aTa OT CTPaHa Ha noay4vaTens.

MHororoauwHun
porosopu

AKO forosopuTe ca CKAOYEeHM 3a CPOK OT noBeye OT egHa roanHa, eANHCTBEHO MHC,
MN3BBbPLIEHO B OTYETHNA Nepnoa, ce oT4NTa U ONOBECTABA.
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TpeTtupaHe Ha
DaHbK gobaseHa
croiHocTt (AAC) n

BCMYKM TpaHCaKLMM Ce OTYMTAT CbC CBOSATA HETHA CToMHOCT, 6e3 [1C, HO C BKAtoYeH
AAHDBK NPU U3TOYHMKA (aKO MMa TaKbB).

aenHoctu (MHC,
M3BBPLUEHO OT
Apyru
HOPULMYECKH
Mua oT rpynaTa
AHOXKENNHN
dapma)

ApYyrv paHbum

Banyra Banytata Ha cymnte, onoBecTeHM B OTYETA, € Ba/iyTaTa Ha Abp)KaBaTa, B KOATO ce
M3BbPLUBA OMNOBECTABAHETO, AOPW aKO nnawaHeto Ha MHC e M3BbLPLIEHO B Apyra
BanyTa.
B cnyuyair ye MHC e HanpaBeHo B gpyra BanyTta, CToMHOCTTa ce npeobpasyBa B
MecCTHaTa BanyTa.

E3uK Ha OnoBecTABaHETO ce U3BbPLUBA Ha OBbIrAPCKU e3UK.

onoBecTABaHeTo

3anasBaHe Ha CvoTBeTHaTa AOKYMEHTALUMA 32 ONOBECTABAHETO Ce CbXPAHABA 33 CPOK OT NoHe 5

AOKYMEHTaumATa | rogmHun, cneg gataTa Ha NpUKAOYBaHe Ha cboTBeTHUA OTYeTeH nepuoga.

TpaHCcrpaHU4yHu OT4yeTbT Ha AHAKennHn Papma bbarapusa skatousa m MNHC B nonsa Ha MC, c agpec

Ha NpaKTMKaTa 1 B noAa3a Ha 30 c agpec Ha perncTpauna B bbarapma, nssbpLueHu ot
ApYyra AbprKaBa, B KOATO AHAXKeNMHU Papma U3BbPLUBA AENHOCT.

YHUKanHu
upeHTuuKaTopmu

o UNme n bamnnns;
e [lbpKaBa U agpec Ha NPaKTUKaTa;
o YHUKaneH ngeHTMdpuKaumoHeH kog, kato MC.

4. 3awmrta Ha AaHHUTE U ynpassieHune Ha CbrnacueTo

MC

3a o6pa60TBaHe Ha IMYHUTE gaHHU Ha MC 3a yenmte Ha ONOBECTABAHETO, e HEO6XOAMMO nosly4yaBaHe Ha

M3PUYHOTO Ccbriacve Ha MeauuMHCKUTE cneunanmcTi 3a 06paboTBaHe Ha TEXHUTE IMYHKN AaHHW.

e Ako MC page cBoeTo cbrnacue 3a onosectaBaHe, cymata Ha Bcuyku MHC go cvbotBeTHMA MC npes
OTuyeTHMA nepuos 61Ba ONOBECTEHA BbB BPb3Ka C HErOBOTO MMe, B CbOTBETHaTa KaTeropusa MHC.

e Ako MC He Aaae cbrnacueTo cu 3a onosectaBaHe, BCUMYKM MHC npe3 OTYETHUA Nepuos ce oTYnTaT B
pasaen “o6obueHn”, 6e3 ga ce NocouyBaTt AaHHMTE Ha KOHKpeTHUTe MC.

Cbrnacueto, koeto AHaxkenmHm ®apma bbarapusa usmnckea oT MC ce nosyyasa Ha roguiiHa OCHOBa, U ce
OTHacA OO0 BCAKO KOHKPETHO npegocTaBAHE Ha CTOMHOCT. AKo cbrnacveto Ha MC 6bae oTTersieHo,
cboTBeTHOTO MHC ce paskpmBa Ha 0606LLeHa OCHOBa.

30

AHOXKENNHN (Dapma EbﬂrapMH HE nosy4yaBa Cbrnacume ot 30 3a onoBsecTABaHe Ha npe,ﬂ,OCTaB’r’IHe Ha CTOI‘/JIHOCT,
MN3BBbPLIEHO B TAXHA MOA3a, Tbi KaTo ropnuanyecknTe InMua He nogsiexXat Ha 3aKOHOBaA 3aWlnUTa Ha IMYHUTE
AaHHU, NOpaan KOETO He Ce U3NCKBA NOoJlyd4aBaHe Ha TAXHOTO Cbr1acue.
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5. [OeduHnuum cornacHo ETnuHma kogekc Ha ARPharM

MeauumnHcku cneumnanuct (MC): BcAKo ¢U3MYECKO AnLe OT M3bpoeHuTe: feKkap, NeKap Mo AeHTanHa
MeAMLMHa, MarncTbp -GpapmaLesT, MeAMLUMHCKa CecTpa, akywepKa, MeavuMHCKn nabopaHT, denawep u
NOMOLLHUK-GapMaLLEBT, KaKTO M BCAKO APYro /MLEe, KOETO B PaMKMTe Ha CBOATa npodecnmoHanHa AelHOCT,
MMa NpaBo Aa npeAanuncea, 3akynysa, CHabanaBa, NpenopbyYBa UAKM aAMUHUCTPUPA JIeKapcTBEHW NPOAYKTU U
YMATO OCHOBHA NPaKTMKa, OCHOBEH NpodecMoHaneH agpec Uan MACTO Ha pernctpauun e B EBpona.

3a uennTe Ha HacToAWMA KoAdeKkc, AeduHuumaTa Ha MeauuMHCKM chneumanucT BKaousa: (i) Bcako
ONBKHOCTHO JINLLE MW CNYXKUTEN HA NPABUTENCTBEHA areHUMA UKW Apyra opraHu3aums (B ny6anyHuA uam
YaCTHUA CEKTOP), KOETO MMa NpaBo 43 NpeanucBa, 3aKynysa, CHabaaBa, NpenopbvyYBa UAN agMUHUCTPUPA
JlekapctBeHn npoayKkth u (ii) Bcekn cnyxuten Ha KomnaHua, YnATO OCHOBHA OEMHOCT € Ha MPaKTUKYBaLL
MeaMLMHCKM CNeumanncT, Ho MU3KIoYBa (X) BCUYKM APYrU CAYKUTENU Ha KomnaHuATa u (y) TbproBuy Ha
enpo Uau gucTpubyTopu Ha JleKkapcTBEHU NPOAYKTU.

3apaBHa opraHusauma (30): scako opuamyecko auue (i), KoeTo e 3apaBHO, MEAULIMHCKO UAM Hay4yHO
COPY)KEHWE WAM opraHuMsaumsa, KaTo JsevebHO 3aBefdeHue, ¢oHAaAUMA, YHUBEPCUTET WAM  Apyra
obpasoBaTesiHa UHCTUTYLMA, NPODECMOHANHO WM HaydyHO APYMKeCTBO (C M3KNoueHue Ha MaumeHTcKuTe
opraHMsaumMmM nNo cMmMcbaa Ha To3u KodeKc), YMMTO agpec Ha ynpas/ieHWe, MACTO Ha perncTpauua mam
OCHOBHO MACTO Ha AelHocT e B EBpona uau (ii) upes Koeto eauH uam noseye MeaULMHCKM CNELUanncTu
npeaoCTaBAT YCAYIU.

TpeTa cTpaHa: e OpPUAMYECKO AnUE MAM PU3MYECKO AMUe, KoeTo npeacTaBnsasa KomnaHwuAta uam
B3amMmogencTea ¢ Apyrn TpeTu cTpaHu OT MMETO M 33 CMeTKa Ha KomnaHuATa nav BbB BPb3Ka ¢ JlekapcteeH
NPOAYKT Ha KomnaHuWATa, KaTo AUCTPUBYTOPU, TbProBLM Ha €40, KOHCYATAaHTW, OPraHn3aumnn, N3BbPLLBALLM
n3cnefoBartesicka AeMHOCT No AOroBop, NPodecMoHasHN OpPraHM3aTopn Ha KOHrpecu, HaeTu no A0roBop
TbProBCKM NpeacTaBuTENIM, KOMMNaHWM 33 MPOYYBaHe Ha Nasapa, PeKAaMHM areHUUn, 4OCTaBYMLM Ha YCAYTH,
CBbP3aHN cbC CbbUTUA, yCayrn 3a BPb3KM C OBLLECTBEHOCTTA, YCAYrM 3a ynpaB/ieHUe Ha HEeKAWHWYHM,
HenHTepBeHLMOHANHM NPOYyYBaHKA.

MNpepoctaBaHe Ha cToifHocT (MHC): MNpsKko u KocseHo MHC, He3aBUCMMO [aNM B Napu, B HaTypa UK Mo apyr
HauWMH, HanNpaBeHO 33 MPOMOUMOHANHW UEeAM UAW  OpyrK, BbB Bpb3Ka C paspaborsaHeTo
(HayyHOM3CNenoBaTENICKa M Pa3BOMHA AeNHOCT) U npoaaxbaTta Ha JlIeKapCTBEHM MPOAYKTM B XyMaHHaTa
MegMUMHA MO JieKapcko npeanucaHue. lNpAkoto lMpepocTtaBAHe Ha CTOMHOCT Ce NpaBu OUPEKTHO OT
KomnaHuAaTa, B nonsa Ha MNonydyaten. KocseHoto lpepoctaBsHe Ha CTOMHOCT Ce NpaBuM OT MMETO Ha
KomnaHuATa B nonsa Ha Mosyyaten, uam ypes nocpeaHunK — Tpeta cTpaHa, B KOMTO cayvyan KomnaHuATa 3Hae
AN MOXKe Aa naeHtuouumpa Monyyatens, KOMTO e ce Bb3N0A3Ba OT MNpefocTaBAHETO HAa CTOMHOCT.
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