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1. BbBEAEHUE

AHgennHn Papma e cbBpeMeHHa rpyna, HacovyeHa KbM 6bAeLLETO, KOATO BUHAIM Ce ropAee C LeHHOCTUTE,
npeacTaBAABaLLM OCHOBaTa Ha HEMHATA KOpnopaTMBHa ¢dunocodus.

AHgxennHn ®apma n3BbPLLBA CBOATA AEMHOCT NPU NpuiaraHe Ha NPUHUMNUTE Ha NOYTEHOCT, AOBEpUE,
yBaXKeHME U NPO3PAYHOCT CbFNAaCHO CBOMTE OCHOBHM MpaBMaa 33 NOBEAEHUE U CHTPYAHMUM C PA3ANYHMU
3aMHTEepPEeCcoBaHN cTpaHu, BKA. MeauumHckn cneuymanuctn (MC), 3apasHu opraHmsaumm (30) no peauua
AEeMHOCTU B UHTepec Ha NaumneHTuTe.

LANOCTHUAT HN aHTaXKMMEHT KbM Hal-BUCOKUTE CTAHAAPTU Ha €TMKa W MOYTEHOCT Ce ABABa KpalbrbJieH
KaMbK MpW HawuTe AeNCTBUA; NPO3pavyHOCTTa M OTKPUTOCTTA Ha B3aMmogenctsmaTa ¢ MeauuMHCKK
cneupyanuctu (MC) u 3apaBHu opraHusaumm (30) ca cpeq KNoYOBUTE NpaBuIa 3a NOBeAEHNE Ha AHAKEINHM,
Bb3 OCHOBA Ha KOWUTO PaboTUM 1 M3BBPLUBAME CBOATA AENHOCT.

LleHTpanaTa Ha AHaKennHn ®apma e uneH Ha Farmindustria (MTannaHcko capykeHune Ha papmaueBTUYHNUTE
Apy»KectBa), uneH Ha EFPIA (EBponelicka deaepauma Ha papmMaueBTUUYHUTE MHAOYCTPUM U acoumaLlmu),
nopaaM KOeTo BCUMYKM HeliHM CBbp3aHW ApYy)KecTBa CMas3BaT 3a4b/IKEHMETO 3a OMNOBEeCcTABaHe Ha
MHGOPMaUMA B CbOTBETCTBME C MECTHUTE 3aKOHW, HOPMATUBHU aKToBe, NPOPEeCMOHaNHU U3UCKBAHUA U
6paHLIOBU KOAEKCH.

AHaennHn ®apma HOCKM OTrOBOPHOCT, 33 Aa rapaHTMpa crna3BaHe Ha [1po3payHOCT, KaTo AEMOHCTPMpPaA
NoYTEHOCT BbB B3aumooTHoweHunsATa ¢ MC, 30, onosectasaiku MNHC B nonsa Ha MC n 30.

AHaxkennHn ®apma Bbarapusa HOCU OTFOBOPHOCT 3a Cna3BaHe Ha MECTHUTE 3aKOHM, HOPMaTUBHU aKToBe U
6paHwoBKn KogeKkcn (ETnuyeH Kogekc Ha AcoumaumaTa Ha HayyHOM3C/eZoBaTesIckuTe GapmaueBTUUYHU
npoussogutenn/ http://arpharm.org/arpharm/files/ARPharM Consolidated CODE 03062020 final.pdf) w
npocnegssaHe u onosecTaBaHe Ha lNpeaocTaBaHe Ha cTolHocT (MHC) ¢ nogKkpenaTta Ha otaen MnobanHo
CbOTBETCTBME.

MHC, n3BbplieHo oT AHaKenmHn Papma B nonsa Ha MC/30, uMmTo agpec Ha ynpasjeHue ce Hamupa B
Bbarapusa, ce nybamkysa Ha yebcaitta www.angelini.bg?, kKaTo oT4eTsbT ocTaBa obLLeCTBEHO AOCTOAHME 3a
CPOK OT NoHe 3 roAMHK cneg, gatata Ha MbpPBOTO ONOBECTABAHE Ha CbOTBETHATa MHGOPMALUA.

HacToauwaTta meTo40/10rM4yHa 6enerKka onmMceBa OCHOBHUTE acneKkTU M MOACHEHUS OTHOCHO ecTecTBOTO Ha
MNpepoctaBAHeTo Ha CTOMHOCT, BK/IIOYEHO B ONOBECTABAHETO.

1 JIMHKBT Kbm OTUETa € AOCTbMEH U B pa3aen Mpo3payHocT Ha yebcaiita www.angelinipharma.com.
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2. MHC Ha AHpgKennHu Papma bbarapus

B Tabanuarta no-gony ca onucaHn AeMHOCTUTE, OTYMTAHU CbITACHO OTAE/IHUTE KaTeropmMm u noaxKaTeropuu,

onpenenenun ot ARPharM.

Kateropua Ha MopKarteropua Ha

ARPharM ARPharM
DapeHusa u He e npuaoxummo
6e3Bb3mesgHa

¢unHaHcoBa

nomoty,

MpUHOC KbMm Jorosopu 3a
pa3xoguTte 3a  CMOHCOPCTBO
CbbuTtHA

Takeu 3a
perucrpaums

MbTyBaHE M
HacTaHABaHe

Takcu 3a Takeun
ycnyru m
KOHCyATauuu

CBbp3aHM pasxoam

[Hata Ha ny6aukysaHe: 30/06/21

[OeiHocTn Ha AHaKenuHn ®apma bbarapus

I'IapquM cpeAactBa, aktTuBu UAN yenyru, npeaoctaBeHu 6€3B'b3Me3,CI,HO
Ha 30 c uen nognomaraHe Ha 34paBeona3BaHETO, HAay4YHUTE
n3cnegBaHuAa U o6pa303aHmeTo, 6es nocneaBalo 3agb1XKeHUNE OT
CTpaHa Ha nony4yaTtena Aa npenoctasy B 3aMAHA CTOKU NN YCNYTU B
non3a Ha gaputena.

Npumepwn:

e [lapeHus 1 be3sbamesgHa pUHaHCOBA MOMOLL,
e CtuneHaua

Jorosopwu 3a cnoHcopcTBo cbe 30 uau ¢ Tpetu cTpaHu, Ha3HayYeHu oT
30 3a ynpaBneHue Ha aageHo Crbutume.

Npumepwn:

e HaemaHe Ha WaHA, CUMMNO3UYM
e Peknama (B nevyaTeH, eNeKTPOHeH naun apyr popmar)
e CnoHcopcTBO Ha NekTopu/npodecroHanHn opraHnsaumnm

e Takcu, nnateHu 3a npucbeteneto Ha MC/30 Ha gaaeHu cbbutua

e [lbTyBaHe (Hanp. 6UNETH 3a caMoneT, BNaK, NbTyBaHE C TaKCH,
aBTobYyC, NapKupaHe)
e HacraHaBaHe

MHC B pe3yAnTaT OT MK CBBbP3aAHO C A0roBopu mexay KomnaHuATa u
MC/30, cnopea Kouto cboTeeTHUTEe MC/30 npeaocTasaT gadeH Tvn
ycayrv B nonsa Ha KomnaHuaTta unm gpyra opma Ha duUHaAHCUpaHe,
HEBK/IlOYEHa B NPeaxogHUTe KaTeropumn.

Mpumepwu:

e XoHOpapu Ha neKkTopwu
e M3roTeBsAHe Ha obpasoBaTeNHN maTepuanu
e O6LWM KOHCYNTAHTCKM yCayru

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

e [lbTyBaHe (Hanp. 6uneTH 3a camosneT, BNaK, MbTyBaHe C TaKcH,
aBTobYyC, NnapKupaHe)
e HacraHaBaHe
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MpepoctaBaHe He e npunoxumo NpepocTaBaHe Ha CTOMHOCT B non3a Ha MC nan 30 BbB Bpb3Ka C

Ha CTOMHOCT 33
HayuHouscnep
oBaTesiCKa U
pa3BoMHa
AenHocT

NAaHMPaAHETO UKW NPOBEXAAHETO Ha (i) MeAMUNHCKM HayYHU
n3cnefBaHUs NO CMMCB/A Ha 3aKOHa 3a 34paBeTo; (i) KAMHUYHK
nsnuTBaHmA (cbrnacHo gepuHunumaTa B PernameHt 536/2014 n 3aKkoHa
33 IeKapCTBEHMUTE NPOAYKTM B XYMaHHaTa MeauumHa); uau (iii)
HenHTepBEHLMOHANHM NPOYYBAHUA, KOUTO MMAT MNPOCNEKTUBEH
XapaKTep, BKAYUTENHO CboTBeTHOTO MHC, Hanp. 3a cbbpaHua Ha
U3cnepgosatenn.

Cbvbutna: nogpobHa nHbopmauma

B cnyuait ye MC/30 He nonyum nonsata nopaau “HesssasaHe” (KoeTo HacTbnBa, ako MC He NpuUcbCcTBa Ha
AaaeHo cbbpaHuMe, Ha KoeTo cnejBa [a Ce ABM), CbOTBETHUTE Pa3XoAM He Ce OTYUTAT, KaTo Hanp. pasxogmTte
3a aHy/IMpaHe Ha XOTe/ICKa pe3epBaLmsa WM HacTaHABaHe. B cnyyali Ha YaCTMYHO MPUCHCTBUE €4UHCTBEHO
noslyyeHuUTe Nosi3n 6MBaT PasKpPUTK. B cnydyaii Ha OTMAHA Ha AageHo CbbUTue eBeHTyaIHUTE HEYCTOMKM 3a
aHy/MpaHe Ha NOTBbPAEH aHTAKUMEHT UM MOPBYKA U TAKCUTE 33 aHYy/IMPAHE He Cce ONOBeCTABaAT.

CnepBaliku ,,MpakTnyeckuns kogekc Ha EFPIA: eTMYHM HacoKM B cBeTIMHATa Ha COVID-19“, gopu ako cbbutne
e buno oTmeHeHo nopaau naHgemusaTa, NMHC cBbp3aHM CbC CbOMTMETO Ca ONOBECTEHU, aKO mMoraT Aa 6baaT

NPUNUCaHU Ha nNostydaTen.

3. MeTtoponorua 3a onosecrtaBaHe

O6xBaT Ha
onosecTABaHeTo

AHgxkenmHn @Papma bbarapua pokymeHTMpa M onosecTABa [lpefocTaBAHe Ha
CTOMHOCT, CBbP3aHO C JIEKAapCTBEHU CPeAcTBa CaMoO MO JIEKapCKo npeanucaHue,
KOETO e U3BBbPLUEHO, NPAKO UAK KOCBEHO, Ha UK B NOA3a Ha Monyyarten.
OnoBecTABaHMA, U3KNHOYEHWN OT 06XBaTa:
e [MHC, cBbp3aHN e4NHCTBEHO C JIeKapCcTBEHM NPOAYKTH, OTNYCKaHW 6e3 eKapcKko
npeanucaHue;
o [lpegmetTn ¢ MeAMUMHCKO NpefHa3HadyeHue, XpaHa, MOCTpu OT JleKapcTBeHu
NPOAYKTU He ce OMNoBecTABaT;
e [THC, KOMTO NpeAacTaBAABaT YacT OT 0OMYANHMA NPOLEC Ha MOKYMKO-Npoaarkba Ha
JNlekapcTBeHn NpoayKkT mexay Komnanus n MC (Hanpumep dapmauesT) nam 30,
He nonafaTt B 06xBaTa Ha 3a4b/IXKEHMETO 33 OMNOBECTABAHE;
e [IHC B nonsa Ha MauMeHTCKM opraHusauuMM nonagat M3BbH 06XxBaTa Ha Tasu
OTYETHOCT M ce OnoBecTABaT OTAE/IHO Ha yebcanTa Ha AHaxKennHn Papma
bbarapua.

Aara Ha MHC

B otueTa 3a 2020 ce onosecTtABa MHC Ha 6a3aTta Ha NpMHUKMNA Ha NAPUYHUTE NOTOLM,
KaTo No-40/y € NpeacTaBeHa No-noapobHa nHbopmaums:
®  BCMYKKM cymu, usnnateHu npes 2020 r., ca BKAOYEHWN B JaHHUTE, HE3AaBUCUMO,
fanu ycnyrata/cbbutmeto/nbTyBaHeTo/HAaCcTaHABAHETO U T.H. e U3BbpLUeHo/ce e
CNy4mno npes rognHata uav B NpeaxoaHa/cnesBalla roamHa;
e Ako [HC e nonsa B HaTypa, CbOTBETHATA CTOMHOCT Ce OTYMTA KbM JaTaTa Ha
no/siy4aBaHe Ha N0/s3aTa OT CTpaHa Ha noJsyvyatens.

MHororoanwHun
porosopu

AKO forosopuTe ca CKAOYEeHM 3a CPOK OT noseye OT egHa roanHa, eANHCTBEHO MHC,
M3BBPLWIEHO B OTYETHNA Nepnog, ce OoT4MTa N ONOBECTABA.

TpetupaHe Ha
JOaHbK gobaBeHa

BCUMYKM TpaHCaKLUMKM Ce OTYMTAT CbC CBOATA HeTHa cToiHocT, 6e3 AC, HO C BKAOYEH
AaHDBK NPU U3TOYHMKA (aKO MMa TaKbB).
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croiHocTt (AAC) n

APYrv gaHbum

Banyra Banytata Ha cymuTe, ONoBecTeHM B OTYETa, € BajyTaTa Ha AbprkaBaTa, B KOATO ce
M3BbPLLUBA OMNOBECTABAHETO, AOPU aKo naallaHeto Ha MHC e u3BbpLIEHO B Apyra
BanyTa.
B cnyuyait ye MHC e HanpaBeHo B gpyra BanyTta, CToMHOCTTa ce npeobpasyBa B
MecTHaTa BanyTa.

E3uK Ha OnoBecTABaHETO Ce U3BbPLUBA Ha 6bArapcku esuk.

OnoBecTABaHEeTo

3anasBaHe Ha CboTBETHATa AOKYMEHTaLUMs 32 OMNOBECTABAHETO Ce CbXPaHABA 3a CPOK OT NoHe 5

OOKYMeHTauuaTa | roanHun, cneq aatata Ha NpuKAoYBaHe Ha cboTBeTHUA OTYeTeH nepuoa.
TpaHcrpaHuyHun OT1yetsbT Ha AHaKennHn ®apma bvarapusa skatousa u MHC B nonsa Ha MC, c agpec
aenHoctu (MHC, Ha NpaKkTuKaTa 1 B non3a Ha 30 c agpec Ha pernctpauma B bbarapuma, nssbplieHu ot
M3BbpLUEHO OT Apyra AbprKaBa, B KOATO AHAKeNMHN Papma n3sbpLuBa AENHOCT.

apyru
ropnanYecKn
Nnua ot rpynaTa
AHOXKENNHN
dbapma)
YHUKaNHu o UNme n bamnnns;

UAEHTMOUKATOPN | o [IbpiKaBa M aApec Ha NPaKTUKaTa;

o YHUKaneH naeHTMduKaumoHeH koa, kato MC.

4. 3awmrta Ha AaHHUTE U ynpassieHune Ha CbrnacueTo

MC

3a o6pa60TBaHe Ha INYHUTE gaHHM Ha MC 3a uenmte Ha ONOBECTABAHETO, e HE‘06XOAMMO nosly4yaBaHe Ha
M3PUYHOTO Cbriacue Ha MeanUMHCKUTE cneumanmcTm 3a o6pa60TBaHe Ha TEXHUTE NTNYHN OaHHU.

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

o Ako MC He gage cbrnacmeTto cu 3a onosectaBaHe, BcMYKK MHC npe3 OTY4eTHUA Nepuos ce OTYMTaT B
pasaen “o6ob6ueHn”, 6e3 ga ce NocoyBaT AaHHMTE Ha KOHKpeTHUTe MC.

Covrnacmeto, Koeto AHmKennHu ®apma bbarapuma usmcksa or MC ce nosyyaBa Ha roguLiHa OCHOBa, U ce
OTHacA A0 BCAKO KOHKPETHO npeaocTaBsHe Ha CTOMHOCT. AKO cbriacveto Ha MC 6bae oTTersneHo,
cboTBeTHOTO MNHC ce pa3Kpmea Ha o6obLLeHa OcHOBa.

30

AHgrenmHn ®apma bbarapua He nonyyasa cbriacue ot 30 3a onoBecTABaHe Ha [NpefocTaBaAHe Ha CTOMHOCT,
M3BBHPLUEHO B TAXHA M0A3a, Tbi KaTo IOPUANYECKMTE INLA HE NOA/eXKaT HA 3aKOHOBA 3alMTa HA NYHUTE
[AHHK, MOPaAM KOETO He Ce U3UCKBa NOJly4aBaHe Ha TAXHOTO Cbriacue.

5. OedunHnuum cvrnacHo ETnuHua kogekc Ha ARPharM
MeauuuHckn cneumnanuct (MC): BcAKo ¢U3MYECKO Auue OT M3bpoeHUTe: NeKap, NeKkap No AeHTasHa

MeAMLMHa, MarnucTbp -GpapmaLesT, MeaMUMHCKa CecTpa, akywepKka, MeavumHckn nabopaHT, denawep u
NOMOLLHNK-GaPMaLLEBT, KaKTO M BCAKO APYro /ML, KOETO B PaMKMTe Ha CBOATa NpodecMoHanHa geiHoCT,

[Hata Ha ny6aukysaHe: 30/06/21 Ctp.6017
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MMa NpaBo Aa npeanucea, 3aKynyBsa, cHabasaBa, NpenopbyBa UAM aAMUHUCTPUPA JIeKapCTBEHM NPOLYKTU U
YMATO OCHOBHaA NPaKTUKa, OCHOBEH NpodecrMoHaneH aapec Uan MACTO Ha pernctpauus e B EBpona. 3a uenure
Ha HacToAWMSA KoAeKe, AedMHMUMATA Ha MeaANUMHCKM Cneumnanmnct BrAYBa: (i) BCAKO OBXKHOCTHO Anue
WKW CNYXKUTEN Ha NPaBUTE/ICTBEHA areHumMs MAW gpyra opraHusauma (B Ny6/MYHUA UKW YACTHUA CEKTOp),
KOeTo Mma npaBo Aa Npeanucsa, 3aKynyBa, cHabaasa, npenopbyBa WUAM aaMUHUCTPUPA JleKapcTBeHU
npoaykTu u (ii) Bcekn cnykmten Ha KomnaHus, YMAaTO OCHOBHA AEMHOCT € Ha NpaKTMKyBaw, MeguumHCKM
cneumannct, Ho M3KAYBA (X) BCUUKU OPYrK CAyKUTennm Ha KomnaHuAta M (y) Tbprosumy Ha eapo uam
ANCTpUBYTOPU Ha JleKkapcTBEHU NPOAYKTHU.

3ppaBHa opraHusauma (30): BcAko topuguyecko nuue (i), KoeTo e 34paBHO, MEeAULMHCKO WAN Hay4yHO
CAPYXEHWe WAM opraHusauus, KaTo JfevyebHo 3aBedeHWe, ¢oHAaUMA, YHUBepCUTET WAM  Apyra
obpasoBaTenHa UHCTUTYLMA, NPOPECMOHANHO UM HayYHO APYKecTBO (C U3KAoueHMe Ha MauueHTckute
opraHM3auMm Mo CMMUCbAA Ha To3n KoAeKc), YMiTo agpec Ha ynpasBaeHWe, MACTO Ha perucTpaumns uam
OCHOBHO MACTO Ha AeiHocT e B EBpona nau (ii) upes Koeto eanH uan noseve MeaULMHCKM CNELNANUCTH
npeaoCcTaBAT yC/yru.

TpeTa cTpaHa: e lOpUAMYECKO Anue uan GpU3MYECKO Anue, KoeTo npeacTasnsasa KomnawuAta uau
B3aMmoAeicTea ¢ Apyru TpeTu cTpaHW OT UMETO M 3a cMeTKa Ha KomnaHuATa Uam BbB Bpb3Ka ¢ JlekapcTeeH
NPoAyKT Ha KomMnaHuATa, KaTo AUCTPUBYTOPK, TbProBLM Ha AP0, KOHCYATaHTU, OpraHn3aLum, U3BbPLLBALLIA
n3cnefoBartesicka AeMHOCT No A0roBop, NPodecMoHaNHN OpraHM3aTopu Ha KOHIPecu, HaeTu Nno A0rosop
TbProBCKM NpeacTaBuUTeNN, KOMMNaHWK 3a NPOyYBaHe Ha Nasapa, PeKNamHU areHuMmu, 4OCTaBUMLM Ha YCAYTH,
cBbp3aHMN cbC CbbUTUA, yCayrn 3a BPb3KM C OBLECTBEHOCTTa, YCAYTM 33 YyNpaB/ieHNe Ha HEeKJUHWYHM,
HenHTepBEHUMOHAMHW NPOYYBaHUA.

MNpepocTaBaHe Ha cToiiHocT (MHC): MNpsko u KoceeHo MHC, HE3aBUCMMO 431 B Mapu, B HaTypa UM Mo Apyr
HauMH, HanNpaBeHO 33 MPOMOUMOHANHM UENM WA [pyrK, BbB Bpb3Ka C paspaboTsaHeTo
(Hay4yHOM3CNepoBaTENCKa M Pa3BOMHA AENHOCT) M nNpoaaxbaTta Ha JIeKapCcTBeEHM MPOAYKTU B XYMaHHaTa
MeAuUMHaA NO NeKapcko npeanucaHue. MNpakoTto [penoctaBsHe Ha CTOMHOCT Ce MpPaBuM AMPEKTHO OT
KomnaHuAaTa, B nonsa Ha lNonydaten. KocseHoto [pepoctaBaHe Ha CTOMHOCT Ce NpaBuM OT MMETO Ha
KomnaHuATa B non3a Ha NonyyaTen, uam ypes nocpeaHUK — TpeTa cTpaHa, B KOUMTO caydam KomnaHuATa 3Hae
AN moxe aa naeHtuobuumpa NMonyyatens, KOMTO e ce Bb3N0A3Ba OT [pefocTaBAHETO Ha CTOMHOCT.
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