YBeaoMiieHMe 32 NIOBEPUTEJTHOCT 3a U3cieaoBaTe v U APYyru CAYKUTEIHN
Ha lleHTBpa

YyacTue B n3cseaBanvs Ha A6Bu

BbBegeHUe

LA6Bu“ EOOJ] c agpec Ha ymnpaByieHue Bwarapus, rp. Copus 1505, paiion O6opwuiie, 6ys. CuTHsAkoBOo No 48,
»Cepauka lleHTBp", eT. 7 , e 6GModapMaleBTHYHA KOMIIAHHS, KOSTO € YacT OT Ivio6asiHa rpyna OT KOMIaHUH,
dOoKycupaHH BBbpXy pa3paboTBaHETO Ha BOJEIU JieYeHUsI U NHOBAIIUU B CBETOBEH Mallab (Hapu4aHU I0-0Jy
3aeaHo ,A6Bu“ wiau ,Hue“). B A6Bu mosiaramMme oco6eHU I'PUKU OTHOCHO 06paboOTBaHETO HA JIMYHU JAaHHU B
ChOTBETCTBHE C JIeHCTBAl[OTO 3aKOHOJATesJCcTBO. Hue cbbupame M wu3moJi3BaMe camMo HHPOPMAIUATA,
HeoOXx0/iMMa 3a MOCTUraHe Ha L[eJIUTe, OMUCaHU o-J0Jy. [lo cMUCh/Ia Ha JeiCTBAIOTO 3aKOHOAATEICTBO 3a
3alyTa Ha JaHHUTe, ,A6Bu“ EOO/l e afMUHUCTpaTOp Ha JAaHHH.

JINYHUTEe JAaHHU, KOUTO CbO6MpaMe 3a Bac u 3ammo

B ovyakBaHe ¥ KaTO 4acT OT BamieTo yyacTve B Hay4HO-U3CJIel0BaTe/ICKaTa JAeHHOCT Ha A6BU, Hue MoxeM a
cpbupaMe JIMYHM JaHHU 3a Bac. A6Bu Moxe Ja cb6upa TakvMBa JIMYHU JAHHU OT Pa3JUYHU U3TOUYHHIY,
BKJIFOYMTEIHO AUPEKTHO OoT Bac (Hamnp. ot Bamu aBTo6uorpaduu, pesroMmeTa, Apyry JOKyMEHTH UK GOPMYJISpH,
npefoctaBeHu oT Bac Ha A6Bu), Hempsiko (Hamp. OT HU3CJAeLOBaTeJCKUSl LEeHTBDP, KbJeTO paboTUTe WU
npoBexzaTe/cbJelcTBaTe B Hay4HOM3CJeJOBaTesJCKa JeMHOCT WJM OT MyOJUYHO JOCTBIIHM WU3TOYHMIY,
BKJIIOYUTEJHO TaKWBa, KOWUTO Ca JAOCTBIHMA OHJAWH M KOUTO MOraT Ja BKJ/KYBAaT yeOGcaliTOBe KaTo
clinicaltrials.gov, www.clinicaltrialsregister.eu, kakTo 1 oT CnMcbLHTe HAa ATeHIIUATA 32 KOHTPOJI BbPXY XpaHUTE
U JekapctBaTa Ha CAIll (FDA) c suia, JUlleHd OT NpaBa U JULIEHU OT NPABOCIHOCOOGHOCT Jla yHpPaXKHSABAT
JleMHOCTTa CU Y CIIMCBLY Ha U3CJeloBaTe/N, KOUTO He MOraT y4acTBaT B HAy4YHOU3C/e/iBaTe/ICKa JeHHOCT .

A6Bu Moxxe Aa cbOUpPaA M U3110/13Ba HAKOU UJIM BCUUKH OT CJIeJHUTE KaTerOpUHY JIMYHU JaHHU:

e JIMYHM JAHHHU KaTo BaiieTo uMe, Bb3pacT, 0J1 U JAHHU 32 KOHTAKT;

e npodecMoOHA/IHM JAHHU KaTO MACTO Ha NPAKTHUKyBaHe, JJIBXHOCT, MeJULIMHCKaTa 06JIaCT, B KOSATO CTe
aKTUBHY, NpodecuoHaNHaTa Bu kBanndukanys 1 HaydyHaTa JeHHOCT (KaTo NpeAUIleH OUT OT KJIMHUYHU
M3NUTBaHUSA U yyacTHe B MUHAJIU WM IPEJCTOAIIM IPOyYBaHUs ¢ AGBu U Apyryu KoMnaHuH), Ny6JAUKYBaHU
aKaZleMUYHHU WJIM HayYHU U3CJIe/JBaHUA U CTATUU U YIEHCTBO B aCOLMALMU U CbBETH;

e (¢uHAHCOBM JaHHU KaTo HHpOpMalLHs, CBbp3aHAa C IUIALAHHs, BKJIKYUTEJHO JaHbYeH
uJeHTUPUKALOHEH HOMeD U CYyMH Ha IIalljaHUs, KOUTO HUe Bu npaBuM; U

e JaHHM 3a B3aMMOJeHCTBHUE C HAC KaTO KaKBU CPellY CMe POBeJIY, AUCKYTUPAHHU TeMH, Bamute no3HaHus
Y B'BIIPOCH, KOUTO CTe UMaJ/IM OTHOCHO HalllaTa U3c/ef0BaTesICKa JJeHHOCT U IPOAYKTH.

BamvTe IMYHU JaHHU 1ile 6'bAAT 06paboTBaHU OT AGBY 3a ciieHUTE LieU:

e ympaBJieHWe Ha OTHOLIEHMSATA HU C Bac, BKJIIOYUTENHO MJIaHUpaHe, OpraHU3UpaHe U MperJexaaHe Ha
M3CJIeIBAHUSATA, KOUTO MPOBEX/JaMe 3ae/JHO ¢ Bac 1 ochblllecTBsIBaHe Ha Bp'b3Ka ¢ Bac;

e Jla HU MoAMOMOrHaT Jila Bu mpejgocraBsiMe uHpopmMalys 3a MJaHUPAHUTE U3CJEZ0BATEICKU JeHHOCTH Ha
A6BH, KOSITO € OT 3HaYEHHE, KATO Ce UMAT NMpeABU/J BalllUsAT ONUT, UHTEPECH U MPEATIOUNTAHUS;

e cma3BaHe Ha JleHCTBal[UTe 3aKOHU U pasnopeOou (Hamp. BbB Bpb3Ka C JieKapCTBeHAaTa 0e30MacHOCT,
nyO6JIMYHA PperucTpanus Ha KIMHUIHUTE MPOYYBaHUs, B KOUTO y4acTBaTe B ye6CcalTOBe, Ch3/1afleHH 3a Ta3u
nes, karo www.clinicaltrials.gov uan _www.clinicaltrialsregister.eu, AokJjajjBaHe 3a NPO3pPayHOCT U
MOI'bJIBaHE Ha JI0KJIA/Id OT KIMHUYHU U3CJIe/IBaHUsA).

[I[paBHOTO OCHOBaHHE 3a TOBa 00paboTBaHe e 3aKOHHHUAT HU WHTepeC Ja MoJJbpKaMe U ONTHMHU3HpPaMe
B3aMMOOTHOLIEHUSATA WJM Bpb3KaTa ¢ Bac Mo oTHolleHHWe HAa HallaTa Hay4yHa JeHHOCT, U3M'bJIHEHUETO Ha
JloroBop ¢ Bac niu Bk/ItouBaHeTo BY, KaKkTo U clla3BaHETO HA 3aKOHOBH M pery/JaTOpPHU 3a/'b/XKeHUs1. Bue He cTe
3a’b/KEHU 110 3aKOH WJIM 110 JIOrOBOp Jia NpeocTaBsATe BamuTe uyHU JaHHU HAa AGBu. Bce mak, 3a ga Bu
pasrJiexxaMe KaTo y4yacTBalll B HAYYHUTe Npoy4YBaHus Ha AGBU U 3a 1a noAabp>kaMe Bpb3KaTa cH ¢ Bac, Ha A6Bu
e Heo6X0oMMO Jja 06paboTBa BauuTe TUYHU JaHHU.

O6MeHaHe Ha BamuTe IMYHU JaHHU
A6Bu MoXe mepHOJUYHO Jla 00MeHsl BaumvMTe JIMYHU JaHHU C APYTH JIMLA BbB BP'b3Ka C LEJNUTE, ONUCAHU B
HaCTOSIOTO yBeloMJieHHe. [10-KOHKPETHO, HUEe MOXe /ia [TpeJlocTaBsiMe BamyTe IMYHY JJaHHU Ha:
e BCHUYKH CBBbpP3aHH JiMLa B rpynaTta A6Bu, BkitounTesnHo A6Bu UHK. [AbbVie Inc.], Hamupamu ce B CALL,
KaTo HalllaTa KOMIIaHUSA MaliKka (Hanp. B cJiydyall Ha cliofieJieHH peruOHa/IHY UJIU I106a/1HU 623U JaHHU),
KaKTO M Ha KOMIIAHUHU U JIMIQ, C KOUTO MOXEM Jia CH ChbTPYAHUYHMM BBB BPb3Ka C MPEJJIOKEHU WU
TEKYILU U3CJIeI0BATEJICKY HHUIUATUBY;
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® TpEeTHU CTPaHU, KOUTO JOCTABAT CTOKU WJU yCAyru Ha A6Bu, KaTo HOPUCTH, OAUTOPH, JocTaBuyulM Ha UT
YCJIYTHU U AOCTAaBYMLY Ha YCIYTH 110 KJIMHUYHYU U3NIUTBaHUS;

e KOMMTETH IO eTHKA U J'bP>KaBHU OpraHU, HAMU ALY ce KaKTo BbB BaliaTa cTpaHa, Taka U B pyTy CTPaHHY,
BKJIIOUUTEIHO B ChbeAUHEHHUTe IATH, KbJeTo AGBu npoBexaa uscjaejoBaTescKaTa CH IeHHOCT;

e JIpyrd TPeTH JIMLA ChIJIACHO ChJe6HO pasnopexjaHe, 3a a ce 3alUTAT UHTepecuTe Ha A6GBU uu koraTo
TOBa Ce U3UCKBA 10 3aKOH WJIK 110 CbJie6HO IPOU3BO/CTBO; U

e  HACTOSIUIM WK O'bJIelH KylyBayu Ha IpeAnpusaTUs Ha A6BU B ciiydait Ha npoaax6a, cinBaHe/BJIUBaHe WU
npumo6uBaHe.

O6MsiHaTa HA IMYHUTE BU JaHHU, KAKTO e ONIMCAHO M0-rope, MOXe Jia BKJII0UBa MPEXBBbPJISHETO UM B 'bPKaBH,
BKJIIOUUTEJNHO cTpaHU U3BbH EC/EUI], YMKMTO 3aKOHH 3a 3alllUTa HA JIMYHUTE JAHHU U MOBEPUTESTHOCTTA MOXKe
Jla He ca eKBUBaJIECHTHHU Ha Te€3H, KOUTO CbhIeCTBYBAT BbB BallaTa cTpaHa Ha npe6GuBaBaHe. 3a /ia Ce OCUTYPHU
aJleKBaTHO HUBO HA 3al[UTA HA JaHHUTE, IPEXBBPJISHETO HA JIMYHUTE JaHHU B PAMKUTE Ha IpynaTa KOMIIaHUHU
A6Buy, BrtounTesiHO U B A6Bu UHK. B CbeJUHEHNUTE IATH, Ce U3BBPILIBA 110 BbTPEIIHU CIIOPA3yMeHUs, KOUTO
WHKOpIOpUpaT THUMNOBUs JoroBop Ha EC 3a mpexBbpJjsiHe Ha JAaHHU KbM aJAMUHUCTpaTopu. Komue oT
cropa3yMeHHeTo MoXe Ja 6'bJie 0JIy4eHO KaTo U3npaTuTe uMel Ao privacyoffice@abbvie.com.

KoraTo A6Bu u3nosi3Ba J0CTaBYMIM Ha YCAYTH MU CU ChTPYAHUYM CbC CBOM HAY4YHU NMAPTHHOPH, KOUTO MMaT
JIOCT'bII 10 JIMYHU JaHHU, AGBY M3MCKBa TakuBa JOCTAaBYMLM Ha YCJIAYTd M HAYYHU NMapTHbOPM Ja 3alllUTaBaT
BauyTe faHHU ¥ Aa 06paboTBaT BaluTe JMYHU JaHHU B CbOTBETCTBUE C HACTOSIILOTO YBeJOMJIEH e 3a 3alliUTa
Ha IaHHWTe Y 32 HUKaKBH JJpYyTH Liejd. Bcsiko NpexBbpJisiHe Ha IMYHU JaHHU Ha TpeTH cTpaHU u3BbH EC 111e 6be
M3BBPIIBAHO B CbOTBETCTBHE C MEX/YHAaPOJHUTE OTPaHUYEHUs 3a IPeXBbpJIsiHE Ha JAHHU, KOUTO Ce NpUIaraT
CBIJIaCHO 3aKOHOAaTe iIcTBOTO Ha EC 3a 3a1uTa Ha JaHHNUTE, BKIIOYATEIHO IPU HE0OX0JUMOCT, Ype3 U3M0JI3BaHe
Ha TunoBuTe forosopu Ha EC 3a npexBbpJisiHe Ha JAaHHU KbM 00paboTBallY JaHHHU.

CUrypHOCT M cChXpaHsiBaHe Ha BamuTe TUYHM AAaHHU

A6Bu e npegnpreMe MNOAXOASALIM TEXHUYECKH M OPraHU3allMOHHU MEPKHU 33 CUTYPHOCT, 3a /ia 3aluTH BamuTe
JINYHU JaHHU B CbOTBETCTBHE C [IeHCTBALOTO 3aKOHO/aTeJICTBO 33 NIOBEPUTEHOCT U CUTYPHOCT Ha JJAHHUTE.
KoraTto A6Bu HaeMe TpeTa cTpaHa [,0CTaBYMK Ha YCIYTH, KOATO la 00paboTBa JIMYHU JJAHHU, TO3U JOCTABYHK I1le
O6bZle BHUMATeJHO NMOJAOMpaH M OT Hero Ile ce M3UCKBA Ja M3M0J3Ba NOAXOJSAIIM MepKH 3a 3allluTa Ha
MOBEPUTEJNHOCTTA U CUT'YPHOCTTA Ha JIMYHUTE AaHHU. AGBU cbxpaHsiBa BamuTe JMYHU JAaHHU CaMO J0KaToO
npoAb/rKaBaMe Ja CM CbTPYAHUYUM C Bac mo BBIpOCH, CBBP3aHU C HAayYHU U3CJeBaHHUSA, OCBEH aKO He e
HeO00XO0/AMM UJIH JJOIYCTHUM I0-bJIBI CPOK HA CbXpaHeHHUe oT Jlo6puTe KAMHUYHY NpakTUKHU (GCP) 1 oT 3aKoHU
Y pasnopesioy, OTHACAILHY Ce 10 KAMHUYHU U3NTUTBaHUS.

BamuTe npasa

MoxxeTe na ce cBbpkeTe ¢ A6BH, 32 Jja moucKaTe JOCTBII 0 JIUYHUTE JJAHHHU, KOUTO 06paboTBaMe 3a Bac, u na
KOpUrupaMe HETOYHU JAaHHU U Ja NNOII'bJIHUM KaKBUTO U Ja Ca HEII'bJIHU JaHHH. B cboTBeTCTBHE C yCJIIOBHUATA U
M3UCKBAHUSATA Ha IeHCTBAIOTO 3aKOHOIATEJICTBO MOXKETe JIa Bb3pasuTe cpelly 06paboTKaTa Ha Bamure TuyHH
JlaHHU U Jla IOMCKATe Jla U3TPUeM JUYHHUTE JaHHU 3a Bac, la orpaHuYuM 06paboTKaTa Ha TaKKMBa JJaHHU U /1A
npeaazeM BamuTe IMUHYU AaHHU Ha Bac Wiu Ha pyr aAMUHUCTPATOp Ha AAHHHU.

3a Ja ynpaxHUTe NpaBaTa CH, CBBbPXKeTe ce CbC cayxuTess 3a EC no s3amuTta Ha JaHHUTe Ha A6Bu, KaTo
U3MpaTUTe 3alMTBaHETO CHU 3a IMOBepUTeJHOCT Ha abbvie.com/contactus.html mnop ,3anuTBaHe 3a
MOBEPUTEJNHOCT" WM 1O mouiata aAo Mainzer Strafle 81, 65189 Wiesbaden, 'epmanus (Ha BHuMaHueTo Ha EU
DPO). Ako AGBuU He e B CbCTOSIHUE /1A TPEJOCTABU UCKAHUTE JaHHU WM a U3II'bJIHU UCKaHeTo By, e Bu 6'b4aT
M3JI0’KEHU PUUYUHUTE 3a TOBa pelieHue. OcBeH ToBa, Bue uMaTe npaBo Jia noAajieTe OlJiakBaHe IpeJ opraHa 3a
3alllMTa Ha JIMYHUTeE JJaHHU BbB BamiaTa gbpKaBa.
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