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1. BbBEAEHMUE

AHpRenmHm ®apma e cbBpeMeHHa rpyna, HacodeHa KbM 6bAeLLeTo, KOATO BUHAMM Ce ropaee ¢ LLEHHOCTUTE,
npeacTaBAABaLLM OCHOBaTa Ha HEMHATA KOpnopaTMBHa ¢dunocodus.

AHgrennHn ®apma M3BbPLUBA CBOATA AEWNHOCT MPU MpuUaaraHe Ha NPUHUUNKUTE Ha NOYTEHOCT, AOBepue,
yBa*KeHMe U NPO3PAYHOCT CbINACHO CBOMTE OCHOBHW MpaBuMaa 3a NOBEAEHME U CbTPYAHUYM C PA3/IUYHMU
3aMHTEepPEecoBaHN cTpaHu, BKA. MeguumHckn cneuymanuctn (MC), 3apaBHu opraHmsaumm (30) no peauua
AEeMHOCTU B UHTepeC Ha NaumneHTuTe.

LIANOCTHUAT HU aHFaKUMEHT KbM Hal-BUCOKWUTE CTaHAapPTM Ha eTUKa W MOYTEHOCT ce ABABA KpalbrbieH
KaMbK MpU HallMTe AeNCTBUA; MPO3pPadvyHOCTTa M OTKPUTOCTTa Ha B3aumogdenctemsata ¢ MeaMLMHCKM
cneuuanuctu (MC) u 3apasHu opraHusaumm (30) ca cpen KNoHOBUTE NPaBKIa 3a NOBeAeHNE Ha AHAXKENINHM,
Bb3 OCHOBA Ha KOWUTO pPaboTUM U M3BbPLUBaME CBOATA AENHOCT.

LleHTpanaTa Ha AHAKennHu Papma e uneH Ha Farmindustria (MTanmaHcKo capyKeHue Ha GapmaLeBTUYHUTE
ApyKecTBa), uneH Ha EFPIA (EBponeiicka depepauma Ha dapmaueBTUYHWUTE MHAYCTPUM U acoumaumm),
nopagM KOeTo BCUYKM HelHW CBbp3aHW Apy)KEeCcTBa CMasBaT 33aAb/XKEHMETO 3@ OMOBeCTABaHe Ha
MHPOpPMaLMA B CbOTBETCTBME C MECTHMUTE 3aKOHM, HOPMATUBHM aKTOBe, NPOPECUOHANHU U3UCKBAHMA U
6paHLIOBU KOAEKCH.

AHpxennHn dapma HOCKM OTrOBOPHOCT, 3@ Aa rapaHTMpa cna3BaHe Ha [po3payvyHOCT, KaTo AEeMOHCTPMpa
NoYTEHOCT BbB B3aumooTHoweHunsATa ¢ MC, 30, onosectasaiku MNHC B nonsa Ha MC n 30.

AHaxkennHn ®apma Bbarapusa HOCU OTFOBOPHOCT 3a CNa3BaHe Ha MECTHUTE 3aKOHM, HOPMaTUBHU aKToOBe U
6paHwWoBM Kogekcn (ETMueH Kodekc Ha AcoumaumaTa Ha HayyHOM3CAeAoBaTesickuTe ¢papmaueBTUYHM
npounssogutenn/ http://arpharm.org/arpharm/files/ARPharM Consolidated CODE 03042023 final.pdf) wu
npocneaasaHe M onosecTAsaHe Ha lMpepgocTtasaHe Ha ctonHocT (MHC) ¢ nogkpenaTa Ha otaen FnobanHo
CbOTBETCTBME.

MHC, n3BbpweHo oT AHaennmHu Papma B nonsa Ha MC/30, yMiATo agpec Ha ynpasiaeHMe ce Hamupa B
Bbarapusa, ce nybankyBsa Ha yebcalita www.angelinipharma.bg, KaTo oT4eTHT OcTaBa 06LWEeCcTBEHO AOCTOAHUE
3a CPOK OT NoHe 3 roAMHK cnej gaTata Ha NbPBOTO ONOBECTABAHE Ha CbOTBETHATa MHGOPMaLUA.

HacTtoAawaTta meToA0N0rMYHa 6enerKKa onMcBa OCHOBHUTE AaCMNeKTU M MOACHEHWSA OTHOCHO ecTecTBOTO Ha
MNpepocTaBAHeTo Ha CTOMHOCT, BK/IIOYEHO B ONOBECTABAHETO.
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2. MHC Ha AHpXXennHu Papma bbarapus

B Ta6J'IVILI,aTa no-40.y Ca ONMUCaHu AeﬁHOCTMTe, OTYUTAHU CbINACHO OTAENNHUTE KAaTETOPUN N NOAKATETOPUMN,

onpenenenun ot ARPharM.

Kateropua Ha MopKarteropua Ha

ARPharM ARPharM
DapeHusa u He e npnaoxmmo
6e3Bb3mesgHa

¢uHaHcoBa

nomoLy,

MpuHOC KbMm Jorosopu 3a
pa3xogute 3a  CMOHCOPCTBO
Cbbutna

Takeu 3a
perncrpauma
MNbTyBaHe n
HacTaHABaHe
TaKcu 3a Takeun
ycnyru u
KOHCYyANTauuun

CBbp3aHM pasxoam

MpepoctaBAHe He e NpMAOXKMMO
Ha CTOMHOCT 3a

[ata Ha ny6imKyBaHe: 21/06/23

[OeiHocTn Ha AHAKenuHn ®Papma bbarapus

MapuyHK cpeacTBa, akTUBU WU YCAYTU, NpeaocTaBeHn 6e3BbamesgHo
Ha 30 c uen nognomaraHe Ha 34paBeonasBaHeTo, Hay4yHuTe
nscneaBaHusa nam obpasosaHMeTo, 6e3 nocsenBallo 3aabXKeHne oT
CTpaHa Ha noJsiyyaTtena Aa NpPeaocTaBy B 3amMsAHa CTOKU MU YCAYTU B
nossa Ha gaputens.

Npumepwu:

e [apeHua n 6essbamesgHa pUHaHCOBA NOMOLL,
e CruneHgma

Jorosopu 3a cnoHcopcTso ¢be 30 uam ¢ TpeTtn CTpaHu, Ha3HaYeHU OT
30 3a ynpasneHue Ha gageHo Cvoutme.

MNpumepwu:

e HaemaHe Ha WaHA, CUMMNO3UYM
e PeKknama (B neyaTeH, eNeKTPOHeH uan apyr dopmar)
e CnoHcopcTBO Ha fiekTopu/npodecroHanHn opraHnsaumm

e Takcu, naateHu 3a npucbeteneto Ha MC/30 Ha gaaeHn cbbutua

e [TbTyBaHe (Hanp. 6uUNeTH 3a caMoneT, B/1aK, MbTyBaHe C TaKcy,
aBTObYC, NapKunpaHe)
e HacTtaHaABaHe

MHC B pe3yAaTaT oT MAK CBBP3aHO C 40roBOPU MeXKay KomnaHmaTa u
MC/30, cnopeg, kouto cboTeeTHUTEe MC/30 npeaocTasaT AageH Tmn
ycnyru B nonsa Ha KomnaHuAta nnun gpyra ¢opma Ha GUHaAHCMpaHe,
HEBK/IlOYEHA B NPeaxoaHUTE KaTeropum.

MNpumepwn:

e XoHOpapu Ha neKkTopwu
e M3roTBsAiHe Ha 0bpasoBaTeNIHN MaTepuanm
e Ob6LWM KOHCYNTAHTCKU yCayru

MHC, cBBP3aHO C pPasxoau, LOTOBOPEHM B MMCMEH A0OroBOp 3a
KOHCYNTaHTCKM/NpodecnoHanHu ycayru, BKA.:

e [lbTyBaHe (Hanp. 6uneTn 3a camoneT, BNaK, MbTyBaHe C TaKCH,
aBTObYC, NapKknpaHe)
e HacTtaHaBaHe

MpenocTtaBAHe Ha CTOMHOCT B Non3a Ha MC nan 30 BbB Bpb3Ka C
NNaHMPAHETO MW NPOBEXKAAHETO Ha (i) MeAULMHCKM HayYHK
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Kateropua Ha [lNopKarteropua Ha [leMHOCTM Ha AHAXKenuHu Papma Bbarapus
ARPharM ARPharM

Hay4yHouscnep n3cneaBaHnA Mo CMMCb/a Ha 3aKoHa 3a 34paBeTo; (ii) KNAMHUYHK

oBaTe/cKa un nsnuteaHua (cbrnacHo aepuHuumaTa 8 PernameHt 536/2014 v 3aKkoHa

pa3BoiiHa 3a /IeKapCTBEHUTE NPOAYKTU B XyMaHHaTa meauumHa); uam (iii)

peliHocT HenHTepBEHUMOHAHN NPOYYBAHMA, KOUTO UMAT NPOCMEKTUBEH
XapaKTep, BKAYUTENHO cboTBeTHOTO MHC, Hanp. 3a cbbpaHusa Ha
U3cnepgosaTtenn.

Cbvbutna: nogpobHa nHbopmauma

B cnyuait ue MC/30 He nosiyum nonsarta nopaau “HesasssaHe” (Koeto HacTbnBa, ako MC He npucbcTBa Ha
haneHo cbbpaHuMe, Ha KOETOo c/iefBa Aa Ce BU), CbOTBETHUTE PAa3x0aM He Ce OTYMTAT, KaTo Hamnp. pasxoauTe
3a aHy/IMpaHe Ha XOTeJ/ICKa pe3epBaums UM HacTaHABaHe. B caydyai Ha YacTMYHO MPUCHCTBUE e4MHCTBEHO
nony4yeHuTe Nos3m 6usaTt paskpuTU. B cnyyalt Ha oTmMAHa Ha gageHo CbbuTMe eBeHTyaIHUTE HeYCTOMKM 3a
aHyMpaHEe Ha NOTBbPAEH aHraXKMMEHT UK NOPBbYKA U TaKCUTE 3a aHY/IMpPaHEe He ce ONoBecTsABaT.

HWPA: nogpobHoCTH
AHgKennHn dapma aHraxkupa opraHusauuu 3a KAMHWYHKM mscneaBaHua (CROs) 3a npoBerkgaHe Ha
KNAMHWYHM n3nuTteaHmua n MNHC Ha MC/30, KouTo ca B TO3n 06XBaT, ce oTymTar.

3. MeTtoponorua 3a onosecrtaBaHe

0O6xBat Ha AHgkenmHn @Papma bbarapua pokymeHTMpa M onosecTABa [lpefocTaBAHe Ha
OMOBECTABAHETO | CTOMHOCT, CBbP3aHO C JIEKAPCTBEHU NMPOAYKTU CamMoO NO JIeKAPCKO npepnucaHue,
KOETO € M3BbpPLUEHO, NPAKO MU/IM KOCBEHO, HA UM B NOA3a Ha MonyyaTen.
OnoBsecTABaHUA, U3KAOYEHN OT 06xBaTa:

e [IHC, cBbP3aHM eAMHCTBEHO C J/IeKapCcTBEHW NPOAYKTU, OTMYCKaHW 6e3 1eKapcKo
npeanucaHue;

o [lpegmetTn ¢ MeAMUMHCKO NpefHa3HadyeHue, XpaHa, MOCTpu OT JleKapcTBeHu
NPOAYKTU He ce ONOBECTABAT;

e [1HC, KOWUTO NPeACTaBAABAT YacT OT 06MYaNHMA NpoLLEeC Ha NOKYNKo-Npoaakba Ha
NlekapcTBeHn NpoayKkT1 mexay Komnanus n MC (Hanpumep dapmauesT) nam 30,
He nonafat B 06xBaTa Ha 3a/1b/IKEHMETO 33 ONOBECTABAHE;

e [IHC B nonsa Ha MauMeHTCKM opraHMsauMM nonagat M3BbH 06XxBaTa Ha Tasu
OTYETHOCT M ce OnoBecTABaT OTAE/IHO Ha yebcanTa Ha AHaxennHu Papma
bbarapua.

Aara Ha MHC B otueTa 3a 2022 ce onosecTtABa MHC Ha 6a3aTta Ha NpMHUKMNA Ha NAapPUYHKUTE NOTOLM,
KaTo No-40/y e NpeacTaBeHa No-noapobHa nHbopmaums:

® BCUYKKM Cymu, nsnnateHun npes 2022 r., ca BKAKOYEHWN B JaHHUTE, HE3aBUCUMO,
Aanu ycnyrata/cbbutmeto/nbTyBaHeTO/HacTaHABAHETO U T.H. € U3BbpLlUeHo/ce e
CNY4YnNo npes rogmMHaTta Uam B npeaxoaHa/cnefsalla roanHa;

e Ako MHC e nonsa B HaTypa, CbOTBETHATA CTOMHOCT Ce OTYMTA KbM AaTaTa Ha
no/siy4aBaHe Ha N0/A3aTa OT CTpaHa Ha noJsyvatens.

MHororoguwiHu | AKO SOroBOpUTE Ca CKAIOYEHM 33 CPOK OT MOBeYe OT eAHa rognHa, egmMHcTeeHo MMHC,
[orosopwm M3BbpLIEHO B OTYETHUA Nepuoa, ce OTYnTa M ONoBeCTABA.

TpeTtupaHe Ha BCUYKM TPaHCaKLMM Ce OTYMUTAT CbC CBOATA HETHa cToHOCT, 6e3 A1C, HO ¢ BK/tOYeH

DaHbK pobaBeHa | AaHbBK NPU U3TOYHMKA (aKO MMa TaKbB).

croiiHocT (AAC)
ApYyr1 paHbLm
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Banyra Banytata Ha cymute, onoBecTeHM B OTYETA, € BasyTaTa Ha AbprKaBaTa, B KOATO ce
M3BbPLUBA OMOBECTABAHETO, AOPW aKo nnawaHeto Ha MHC e n3BbpweHo B Apyra
BanyTa.
B cnyyait ye MHC e HanpaBeHO B Apyra Banyta, CToliHOCTTa ce npeobpasysa B
MecTHaTa BanyTa.

E3ukK Ha OnoBecTABAHETO Ce U3BbPLLBA Ha OATAPCKM E3UK.

OnoBecTABaHeTo

3ana3sBaHe Ha CboTBeTHaTa 4OKYMEHTaLMA 32 ONOBECTABAHETO Ce CbXPaHABA 3a CPOK OT NoHe 5

AOKYMEHTAUMATA | TOANHM, C/ief, AaTaTa Ha NPUKAOYBaHe Ha cboTBeTHMA OTYeTeH nepuoga,

TpaHcrpaHuyHu OT1ueTsbT Ha AHgKennHn ®apma bvarapua skatousa m MHC B nonsa Ha MC, c agpec

penHoctu (MHC,
U3BbPLLIEHO OT

Ha MpaKTUKaTa 1 B Nos3a Ha 30 ¢ agpec Ha peructpaums B bbarapmsa, M3BbpLIEHN OT
APYra gbprKasa, B KOATO AHAKennHn ®apma M3BbpLUBa AEWHOCT.

Aapymm
HOPUAMNYECKH

nvua ot rpynaTa
AHOXKeNNHN
dapma)
YHUKanHu °
npeHTuuKaTopmu

Ume n pamnnus;
e [Ibpxkasa M agpec Ha NPAKTUKATA;
®  YHUKaneH naeHTMduKaumoHeH koa, kato MC.

4. 3awmTa Ha AaHHUTE U ynpaB/ieHne Ha CbrNnacueTo

MC

3a obpaboTBaHe Ha AMYHUTE AaHHU Ha MC 3a LennTe Ha OMNOBECTABAHETO, € He0bX0AMMO MolyYaBaHe Ha
W3PUYHOTO cbrnacme Ha MeanUMHCKUTE cneunanucty 3a obpaboTeaHe Ha TEXHUTE INYHU AaHHU.

e Ako MC pape cBOeTO cbrnacue 3a OnoBecTABaHe, cymaTta Ha Bcnykum MHC go cbotBeTHUA MC npes
OT1yeTHUA nepuos 6MBa onoBecTeHa BbB BPb3Ka C HErOBOTO MMe, B CbOTBETHATA KaTeropusa MHC.

o Ako MC He gage cbrnacmeTto cu 3a onosectaBaHe, BcMYKK MHC npe3 OTYeTHUA Nepuos ce OTYMTAT B
pasaen “o6o6LweHn”, 6e3 fa ce NocoyBaT AaHHMTE Ha KOHKpeTHUTe MC.

Covrnacmeto, Koeto AHmKennHun ®apma bbarapua usmcksa ot MC ce nosyyaBa Ha roguLiHa OCHOBa, U ce
OTHacA A0 BCAKO KOHKPETHO npefocTaBsHe Ha CTOMHOCT. AKO cbriacveto Ha MC 6bae oTTersneHo,
cboTBeTHOTO MHC ce pa3kpuBa Ha 0606LLEeHa OCHOBA.

30

AHOXKENNHN (Daplv\a bbarapua He nosy4yasa cbraacue ot 30 3a onoBsecTABaHe Ha MpepocTaBaAHe Ha CTOMHOCT,
M3BbpPLEHO B TAXHA NOA3a, Tbl KaTo ropnamnveckmnTe 1nMa He nognexaTt Ha 3aKOHOBa 3allnTa Ha JIMYHUTE
AaHHWN, NOpPaan KOETO He Ce U3UCKBA NOJ1ly4aBaHE Ha TAXHOTO Cblr/s1acue.

5. [OeduHunuyum cornacHo ETnuHna kogekc Ha ARPharM

MeauumnHcku cneumnanuct (MC): BcAKO ¢U3MYECKO AnLE OT M3bpoeHWTe: fiekap, NeKap no AeHTanHa
MeAMLMHa, MarucTbp -GpapmaLeBT, MeAWLMHCKA CecTpa, akywepKa, MeavuMHCKU nabopaHT, dengwep u
NOMOLLHUK-GaPMaLLEBT, KaKTO M BCAKO APYro /AMLLE, KOETO B PaMKMTe Ha CBOATa npodecMoHanHa AeiHOCT,
MMa NpaBo Aa Npeanncea, 3akynysa, CHabaaBa, NpernopbyYBa UAK agMUHUCTPUPA JIeKapcTBEHM NPOAYKTU U
YMATO OCHOBHA NMPaKTMKa, OCHOBEH NPOodEeCcMOoHaNeH aApPec UM MACTO Ha perncTpaumsa e B EBpona. 3a uenvte
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Ha HacToAWMA KogeKe, AeduHmumaTa Ha MeaMLMHCKM CneuuanncT BKAoYBa: (i) BCAKO A/BHKHOCTHO nue
WKW CNYXKUTEN Ha NPaBUTE/ICTBEHA areHumMs MAW gpyra opraHusauma (B Ny6/MYHUA UKW YACTHUA CEKTOp),
KOeTO MMa MpaBo Aa NpeanucBa, 3aKynyBa, CHabaaBa, NPenopbyBa WAM agMUHUCTPUPA JIEKapCTBEHM
npoaykTu u (ii) Bcekn cnykmuten Ha KomnaHus, YMAaTO OCHOBHA AEMHOCT € Ha NpaKTMKyBaw, MeguumHCKM
CreumanncT, Ho M3KAYBa (X) BCUUKKU OpPYyrK CAyKuTeanm Ha KomnaHuata v (y) TbproBum Ha eapo uam
ANCTpUByTOopM Ha JIeKapCTBEHU NPOAYKTH.

3apaBHa opraHusauma (30): Bcako topugmyecko nuue (i), KoeTo e 34paBHO, MEAUUMHCKO UAM Hay4yHO
CAPY)KEHWE WAW oOpraHM3auusa, Kato neyebHo 3aBedeHwe, ¢oHAAUMA, YHUBEPCUTET WAM  Apyra
obpasoBaTenHa UHCTUTYLMA, NPO(GECMOHANHO UM HayYHO APYKecTBO (C U3KAoueHMe Ha MauueHTckuTte
OopraHusaumMm No cMmMcbaa Ha To3n Koaekc), YMinTo agpec Ha ynpasBiaeHWe, MACTO Ha perucrpauma uau
OCHOBHO MACTO Ha aeiHocT e B EBpona nau (ii) upes Koeto eanH uan noseve MeaULMHCKM CNELNANUCTH
npeaocTaBAT yCAyru.

TpeTa cTpaHa: e lOpUMAMYECKO nuue uanm ¢GU3NYecKo auule, KoeTo npeacrasnasa Komnawuata wau
B3aMmoAeicTea ¢ Apyru TpeTn cTpaHW OT MMETO M 3a cMeTKa Ha KomnaHuATa Uan BbB Bpb3Ka ¢ JlekapcTeeH
NPoAyKT Ha KomMnaHuATa, KaTo AUCTPUBYTOPK, TbProBLM Ha AP0, KOHCYATaHTU, OpraHn3aUum, U3BbPLLBALLIA
n3cnenoBaTtesicka AeNHOCT No A0roBop, NpodecroHa HN opraHM3aTopy Ha KOHTpecu, HaeTu No AO0roBop
TbProBCKM NpeacTaBUTeNN, KOMMNaHWK 3a NPOyYBaHe Ha Nasapa, PeKNamHU areHuMmu, 4OCTaBUMLM Ha YCAYTH,
CBbp3aHM cbc CbOUTUA, yCIyrM 3a BPb3KM C OBLLECTBEHOCTTa, YC/AYrM 3a ynpaBiAeHWE Ha HEKJIMHUYHW,
HenHTepBEHUMOHAMHW NPOYYBaHUA.

MNpepocTaBaHe Ha cToiiHocT (MHC): Mpsako u KoceeHo MHC, He3aBUCMMO 431 B NMapu, B HaTypa UM Mo Apyr
HauMH, HanpaBeHO 3a MPOMOLMOHAAHM UEeNM WAUM  ApyrM, BbB Bpb3Ka C pa3paboTBaHeTo
(HayyHOM3CNepoBaTeNcKka U pa3BoOMHa AeMHOCT) U npodaxkbata Ha JleKapcTBEHM NPOAYKTM B XyMaHHaTa
MegMLUMHA MO JIeKapcko npeanucaHue. MNpakoto MpeaoctaBAHe Ha CTOMHOCT ce NPaBuM AUPEKTHO OT
KomnaHuata, B nonsa Ha Monyyaten. KocseHoto lpepoctaBAHe Ha CTOMHOCT ce MpaBM OT MMETO Ha
KomnaHuATa B non3a Ha lMonyyvaten, nam ypes nocpegHuK — TpeTta cTpaHa, B KOMTO caydyam KomnaHuATa 3Hae
UM MOXKe ga naeHtuduumpa MonyyaTtens, KOWTO Le ce Bb3noa3sa oT MNpesocTaBAHETO Ha CTOMHOCT.
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