YBeaoMJ/ieHUe 3a NIOBEPUTEJIHOCT 3a U3ci1eg0BaTe/ M U APYTU CIIYKUTEIU
Ha lleHTBpa

Yyactue B u3cjaeaBanusa Ha A6Bu

BbBeageHue

A6Bu Jloitunang 'M6X & Ko Keit/lxu [AbbVie Deutschland GmbH & Co. KG] c¢bc ceganuie Ha MaiiHuep Llpace
81, 65189 Bucb6asen, 'epmanusa [Mainzer Strasse 81, 65189 Wiesbaden, Germany], e 6uodapmaneBTHYHA
KOMIIaHHUS, KOSITO € 4acT OT rJiobajiHa rpyna oT KOMIMaHUH, POKYyCHUpaHU BbpPXy pa3paboTBaHETO HA BOJELIU
JleueHHUs] 1 MHOBAlLUM B CBETOBEeH Mawab (HapuyaHU No-AoJy 3aefHo ,A6Bu“ uau ,Hue“). B A6Bu nosarame
0COOEHM I'PIKY OTHOCHO 00paboTBAaHETO Ha JIMYHU JAHHU B CbOTBETCTBUE C JIEHCTBAIOTO 3aKOHOAATEJICTBO.
Hue cb6upame U U3MoI3BaMe caMo UHPOPMALMSATa, He06X0/[MMa 3a MOCTUTaHe Ha L[eJIUTe, OMUCAHU 1o-70Jy. [1o
CMHCBJIa Ha JeHCTBallloTO 3aKOHO/JAaTeJICTBO 3a 3alljuTa Ha AaHHUTe, A6Bu Joiunaua I'moX & Ko Kei/xu e
aIMUHHCTPATOP HA JAHHU.

JINYHUTE JaHHU, KOUTO chGUpaMe 3a Bac u 3amo

B ouakBaHe M KaTo 4acT OT BauieTo y4actve B Hay4yHO-U3C/Ie/l0BaTeJCKaTa AelHOCT Ha AGBuU, HUe MoxeM Aa
chOupaMe JIMYHU AaHHU 3a Bac. AGBu Moxe fga chOupa TakuBa JIMYHU JaHHU OT PA3JUYHU HU3TOYHHUIY,
BKJIFOUMTEJIHO IUPEKTHO oT Bac (Hamp. ot Bauiu aBTo6uorpaduu, pe3toMeTa, IPYyryu JOKYMeHTH UK GOPMYJISpH,
npefocTaBeHH OoT Bac Ha AGBu), HempsiKo (Hamp. OT W3CJEe[OBAaTEJCKHUS LEHTHDP, KbAETO PaGoTUTE HJIH
npoBexaTe/cbJeicTBaTe B HAyYHOU3CJE[OBaTeJCKa [JEeHHOCT WKW OT MNYyOJUYHO JOCTBIHH H3TOYHHUIM,
BKJIIOYUTEJIHO TaKHWBa, KOUTO Ca JOCTBIHU OHJAMH W KOUTO MOraT Ja BK/IKOYBAT yeOGCaHTOBE KaTo
clinicaltrials.gov, www.clinicaltrialsregister.eu, kakTo 1 oT CiucbLUTe Ha ATEeHIIUSATA 32 KOHTPOJI BbPXY XpaHUTE
u sekapctBata Ha CAL (FDA) c jiMia JiMlleHM OT MpaBa U JIMIIEHW OT MPAaBOCIOCOGHOCT Ja YIpaXKHABAT
JIeHHOCTTa CU U CIIMCBLY Ha U3C/IeJOBATE/IM, KOUTO HE MOTAT Yy4acTBaT B HAYYHOU3C/IeJOBaTe/ICKa JeHOCT.

AGBU Moxe a cbOHpa U U3M0JI13Ba HAKOW UM BCUYKH OT CJIEJHUTE KaTETOPUH JIMYHU JaHHU:

e JIMYHM JaHHHM KaTo BalieTo uMe, Bb3pacT, OJI U JaHHU 32 KOHTAKT;

e mnpodeCHOHAIIHU JaHHHM KaTO MsCTO HAa MPAaKTUKyBaHE, AJIBXKHOCT, MEAUIMHCKATA 06JIACT, B KOSITO CTe
aKTUBHH, npodecroHalHaTa Bu kBanudukanus U HaydyHaTa JefHOCT (KaTo NpeJHUIIeH ONUT OT KJIUHUYHU
W3MUTBAHUs U y4acTHe B MUHAJU WU PeACTOSAIIM POoyYBaHus ¢ AGBU U APYry KOMIAHUU), Ty GIUKYBaHU
aKaJleMUYHU WX HAyYHU U3CJIeIBaHUS U CTATUU U YIEHCTBO B aCOLMALNY U ChBETH;

e ¢JunHaHCcOBH JaHHU KaTto uHHopMalHMs, CBbp3aHa C IUIALIAHUS, BKJIKOYHUTENHO JaHbYyeH
uaeHTUUKALMOHEH HOMeP U CYMHU Ha IJIalllaHKs, KOUTO HUe Bu nmpaBum; u

e JaHHM 3a B3aUMOJeCTBHE C HAC KaTO KaKBU CPELIM CMe MTPOBeJIY, JUCKyTUPAHU TeMH, BaliuTe no3HaHus
Y BBIPOCH, KOUTO CTE€ UMaJIMd OTHOCHO HalllaTa U3CJIeJ0BaTEeJICKA eHOCT U IPOAYKTH.

BamvTe JIMYHU JaHHU 1lle 6'bAT 06paboTBaHu oT AGBU 3a ciiejHUTE 1ien:

e ympaBJieHHe Ha OTHOIIEeHHsTa HU C Bac, BKJIIOYHTE/NHO NJIAHUpaHe, OpraHU3UpaHe U MperJexjaHe Ha
W3CJIe/BAaHUATA, KOUTO IIPOBEXKAaMe 3ae/JHO ¢ Bac 1 ochblecTBsiBaHe HA Bp'b3Ka ¢ Bac;

e Jla HU MOAIIOMOTHAT JAa Bu npejocraBsiMe nH$opMaLKs 3a MJIAHUPAHUTE U3CJIeI0BATEJCKU JEMHOCTH Ha
A6BH, KOAATO € OT 3HaYEHHE, KAaTO Ce UMAT NpeBU/] BallUAT ONMUT, UHTEPECH U NTPEINIOYUTAHHS;

e cma3BaHe Ha JeHCTBallUTe 3aKOHW W pasmnopeAou (Hamp. BbB Bpb3Ka C JieKapCcTBeHaTa (Ge30MacHOCT,
ny6JIMYHA perucTpalys Ha KIMHUYHUTE POYYBaHUs], B KOUTO Y4acTBaTe B yeOCalTOBe, Cb3/laieHU 32 Ta3u
nes, kato www.clinicaltrials.gov nau _www.clinicaltrialsregister.eu, Aok/j1aZBaHe 3a NPO3PAYHOCT U
MOM'bJIBAHE Ha JOKJIAU OT KJIMHUYHU U3CJIe[IBaHUS ).

[IpaBHOTO OCHOBaHHe 3a TOBa 06pabGoTBaHe e 3aKOHHUAT HU HMHTEpec Ja MoJbpxaMe U ONTHUMH3HpaMe
B3aMMOOTHOIIIEHUSITA WKW Bpb3KaTa ¢ Bac Mo oTHOIIeHHWe Ha HallaTa HayyHa JeWHOCT, U3I'bJHEHHETO Ha
JloroBop ¢ Bac uin BK/IOYBaHeTO BY, KaKTO U clla3BaHETO Ha 3aKOHOBH U PEryJIaTOPHH 3a'b/keHus1. Bue He cTe
3aJ'bJOKEHH MO 3aKOH WJIM MO JOTrOBOp Jia MpeAocTaBsATe BamuTe JUYHU JaHHU Ha A6Bu. Bce mak 3a ja Bu
pasrJiexkJaMe KaTo yyacTBalll B Hay4YHUTe MpoyyuBaHus Ha A6Bu 1 3a ja moabprkaMe Bpb3KaTa cu ¢ Bac, Ha A6Bu
e Heo6X0AMMO Jja 06paboTBa BamuTe JTMYHU JaHHU.

O6MeHsHe Ha Bamure IMYHY JaHHU
AGBU Moxe mepHOAMYHO Jja 06MeHsl BamwuTe JIMYHU JAaHHU C JAPYTH JMLA BbB BPb3Ka C LIEJUTE, ONUCAHU B
HaCTOSILIOTO YBeJoMJieH e, [10-KOHKPEeTHO, HUEe MOXe Jia MpeJiocTaBsiMe BamuTe JMYHY JaHHU Ha:
e  BCHYKHM CB'bpP3aHHM JiMILA B rpynaTta A6Bu, BkatouuTessHo A6Bu MHk. [AbbVie Inc.], Hamupaiu ce B CAII],
KaTo HalllaTa KOMIaHUsl MakKa (Hamp. B c/Iy4Yal Ha CIOZe/IeHH perMoHalHH WK TJI06aTHU 633U JaHHH),
KaKTO M Ha KOMIIAaHUHU M JIMIA, C KOUTO MOXeM Jla CH CbTPYJHUYMM BBbB BPb3Ka C NPeJJI0KEHN WU
TEKYIIH U3CJIe/l0BaTeCKH HHULUATHBHY;
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e TpEeTH CTPAHH, KOUTO JOCTABST CTOKU WU YCIyrd Ha AGBH, KaTo I0PUCTH, OAUTODPH, JOCTaBUULM Ha UT
YCJIYTH ¥ OCTABYHUIM Ha YCIYTH 110 KIMHUYHU U3MUTBaHUS;

e KOMHUTETH [0 eTHUKa U J'bPXKaBHU OpraHH, HaMHUpallK ce KaKTO BbB BalllaTa cTpaHa, Taka U B [PyTH CTPaHH,
BKJIIOYUTEIHO B CheJUHEHUTE LIATH, KbJeTo AGBY mpoBex/ia U3cie[0BaTeCKaTa CH JJeHHOCT;

e JIpyTH TPETH JIMLA ChIJIACHO ChAeGHO pa3mopexaaHe, 3a [ja ce 3alUTIT HHTepecuTe Ha AGBU uin KoraTo
TOBa Ce U3UCKBA 110 3aKOH WJIM M0 CbieGHO MPOU3BOACTBO; U

e  HaCTOSUIM WIH G'bJellld KynyBayy Ha NpeAnpUsATHs Ha AGBU B ciiyyaid Ha mpojax0a, C/IMBaHe /BJIUBaHe WU
npuo6UBaHe.

O6MsaHaTa Ha JIMYHUTEe BU JaHHHU, KaKTO € ONKMCaHO [T0-Irope, MOXKe Jia BKJII0YBA NPEXBBPJISTHETO UM B J/bprKaBHY,
BKJIIOUUTEJIHO cTpaHU u3BbH EC/EUII, yunTO 3aKOHU 3a 3aluTa HA IMYHUTE JAHHU U IOBEPUTEHOCTTA MOXKe
Jla He ca eKBUBAJIEHTHHU Ha Te3U, KOUTO CbllecTBYBAT BbB BaliaTa cTpaHa Ha npe6uBaBaHe. 3a Jia ce OCUTYpH
aJleKBaTHO HMBO Ha 3all[MTa Ha JJAHHUTE, IPEeXBbPJISHETO HA JIMYHUTE JaHHU B PaMKUTE Ha rpynaTa KOMIaHUU
A6Bu, BriirounTesHO U B A6Bu UHK. B CbeINHEHUTE 1[aTH, Ce U3BBPIIBA I10 BbTPELUIHU CIIOPA3yMEHHUS, KOUTO
WHKOpIIOpUpaT TUNOBUsA JoroBop Ha EC 3a mnpexBbpJisiHE Ha JAHHM KBbM aAMUHUcTpaTopu. Komume ot
CIopa3yMeHHUEeTO MOXKe J1a 6'b/ie MOJIyYEeHO KaTo U3NPATUTE UMENJ A0 privacyoffice@abbvie.com.

Korato A6Bu M3noJ3Ba JOCTaBUUIU HA YCAYTH WU CH ChTPYAHUYU CbC CBOM HayYHU NApTHHOPH, KOUTO UMaT
JOCTBII 10 JIMYHU JJaHHHW, AGBU M3MCKBa TakuBa JOCTAaBUMIM HA YCJAYTd U HAayYHU NMapTHHOPH Ja 3allUTaBaT
BauvTe faHHU ¥ @ 06paboTBaT BamuTe IMYHU JJAHHU B CbOTBETCTBHE C HACTOSIL[OTO YBEJOMJIEHHE 32 3allUTa
Ha IaHHUTE Y 32 HUKAKBU JIPYTHU 1ieJid. Bcsiko npexBbpJisiHe Ha IMYHU JJAHHU Ha TpeTU cTpaHu u3BbH EC 11e 6b1e
M3BBPIIBAHO B CbOTBETCTBUE C MEX/YHAPOJHUTE OTPaHUYEHUs 3a IPEXBbPJIsIHE HA JaHHU, KOUTO Ce IpujaraT
CBIJIACHO 3aKOHOaTescTBOTO Ha EC 3a 3aiyTa Ha JaHHUTE, BKJIIOYUTETHO IPU HEO6X0AUMOCT, Ype3 U3M0JI3BaHe
Ha TUnoBUTe AoroBopu Ha EC 3a npexBbpJisiHe HA JaHHU KbM 00paboTBallM JaHHH.

CMrypHOCT U cbXpaHsiBaHe Ha BamuTe TMYHU JaHHU

A6BHU 1e npegnpueMe NOAXOSIM TEXHUYECKA U OPraHU3allMOHHU MepPKH 3a CUT'YPHOCT, 3a Jja 3alUuTy Bamure
JINYHU JJaHHU B CbOTBETCTBUE C JAeHCTBALIOTO 3aKOHOJATE/ICTBO 3a IOBEPUTEHOCT U CUTYPHOCT Ha JJaHHUTE.
KoraTo A6Bu HaeMe TpeTa cTpaHa JOCTaBYMK Ha YCJIYTH, KOSITO J1a 00paboTBa IMYHU JaHHH, TO3H J0CTABUHK Liie
6bZle BHUMAaTeJHO NOJOUpaH U OT Hero e ce M3UCKBa Jila M3M0JI3Ba NOJAXOASALIM MepKH 3a 3alljdTa Ha
MIOBEPUTEJHOCTTA U CUTYPHOCTTA HA JIMUHUTE JAaHHU. A6GBU cbxpaHsBa BamwuTe JUYHU JAaHHU CaMO J0OKAaTO
npoJb/kaBaMe Jia Cd CbTPYAHUYUM C Bac mo BBIPOCH, CBbP3aHU C HAyYHU U3C/Ae/BaHUs, OCBEH aKo He e
He00X0J UM WU [OMYCTUM HO-A'bJBI CPOK Ha CbXpaHeHUe oT Jlo6puTe KIMHUYHU NpakTUKU (GCP) u oT 3akoHU
Y pa3nopes6u, OTHACAIIU Ce [0 KIMHUYHU U3NUTBAHUS.

Bamure npaBa

MoxxeTe fa ce cBbpkeTe ¢ A6BY, 3a fa norckaTe JOCTBI 0 JUYHUTE JAaHHU, KOUTO o6paboTBaMe 3a Bac, u fa
KOpHUTMpaMe HeTOYHH JaHHHU U Jla NOII'bJIHUM KaKBUTO U Jla ca HeII'bJIHU JaHHU. B CbOTBETCTBHE C yCJIOBUATA U
M3UCKBaHUATA Ha []efCTBAIL0TO 3aKOHO/JaTeJICTBO MOXKeTe Jla Bb3pa3uTe cpelily 06paboTkaTa Ha BamuTe 1u4Hu
JlaHHM U Jia IoMCKaTe Jja U3TpHUeM JIMYHUTeE JaHHHU 3a Bac, a orpaHu4uM o6paboTKaTa Ha TaKMBa JaHHU U Jia
npezajeM BamvTe 1MYHU AaHHY Ha Bac wiuv Ha Apyr afMUHUCTPATOP Ha JaHHHU.

3a ma ynpakHUTe IpaBaTa CH, CBbpKeTe ce CbC cayxuTess 3a EC mo 3amura Ha JaHHUTe Ha A6Bu, KaTo
U3NpaTUTe 3alMTBAHETO CH 3a [OBEpPUTEJHOCT Ha abbvie.com/contactushtml mnox ,3anuTBaHe 3a
IIOBEpPUTENHOCT" WK 1o nowarta go Mainzer Strafde 81, 65189 Wiesbaden, 'epmanus (Ha BHUMaHueTo Ha EU
DPO). Ako A6Bu He e B CbCTOsIHUE Jja TPEA0CTAaBU HCKAHUTE JAaHHU WU Jla U3II'bJIHU UCKaHeTo By, me Bu 6baaT
U3JI0KeHU IPUYMHHUTe 3a ToBa pelleHHe. OcBeH TOBa, Bue uMarte npaBo Aa nojajeTe olJIakBaHe IIpeJ, OpraHa 3a
3allyTa Ha JIMYHUTeE JaHHU BbB BaliaTta gbpakaBa.
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