YBeaoMIIeHMe 32 IOBEPUTE/THOCT 3a M3CJ/1e0BaTe /M U JPyTH YieHOBe Ha
U3C/IeJ0BATE/ICKUS eKHIT
Yyacrue B IIpoyuyBaHe Ha AbbVie

BbBegeHUue

AbbVie Deutschland GmbH & Co. KG., ¢ peructpupan agpec: Mainzer Strafde 81, 65189 Wiesbaden,
[epMmanusa, e 6uUodapMaleBTUYHO [JpPYKECTBO, KOETO e 4YacT OT [obGasHa rpyna oOT JpYXKecTBa,
¢doKycupaHU BbpPXy pa3paboTBaHETO HA BOJELM JIeYeHHsI U NHOBALUU B CBETOBEH Mallab (Hapu4yaHHU 1o-
oy o61ro "AbbVie" wiu "Hue"). B AbbVie nmosiaraMe rosieMu rpyxu npy 06pa6boTKaTa Ha IMYHU JJAaHHU B
CBbOTBETCTBUE C IPUJIOKUMUTE 3aKOHHU. Hue chOupame U U3mosi3BaMe caMmo HHGOpMaIUATa, He06Xo[uMa
3a [MOCTUTaHE Ha I[eJINTE, OIMCAHU N0-7A0Jy. [lo cMUCBJIa HA TPUJIOKHUMOTO 3aKOHO/ATEJCTBO 3a 3alUTa
Ha fagHuTe, AbbVie Deutschland GmbH & Co. KG e agMuHUCTpaTOp HA AAHHHU.

Bamu JIMYHY JAaHHHM, KOUTO CbGHPpaMe, U 3a110 I'o IPpaBUM

B ouakBaHe Ha M KaTO 4YacT OT y4aCTHeTO Bu B Hay4YHOM3C/IeOBATEJICKUTE U PAa3BOWHU JIEHHOCTH Ha
AbbVie, Hue Mmoxxe a cb6uMpaMe Baniu sinyHu JaHHU. AbbVie Moxe Jla cbO6Upa TaKWBA JIMYHU JAHHU OT
Pa3JIMYHU U3TOYHHUIIM, BKJIIOYUTENHO JUPEKTHO OT Bac (Hamp. ot BamuTe aBTo6uOrpaduu, pesroMmera
WA JPYTd [OKYMEHTH WUau GOopMyssipH, mpefocTaBeHH oT Bac Ha AbbVie) m kocBeHo (Hamp. oT
M3CJIeIOBATEJICKUS [EeHTHhpP, B KOUTO pabOTHUTEe HWJM NPOBEXAAaTe/NOAKPENsTe HW3CJIeJ0BaTeNCKU
JIeMHOCTH, WJIU OT MyOJUYHO AOCTHIHU U3TOUHUIY, BKJIIOYUTENHO TE3H, JOCTbIIHU OHJIANH, KOUTO MOTaT
Jla BKJIIOUBAT yebcaiiToBe KaTo clinicaltrials.gov, http://www.clinicaltrialsregister.eu u Cnucbuute Ha FDA
Ha CAIl] 3a oTcTpaHsiBaHe U AUCKBAIMUIIMPAHE U OTPAaHUYEHHUS 32 KJIMHUYHU U3CJIe/[0BAaTEH).

AbbVie Mmoxe a cb6Mpa U U3M0J13Ba HAKOU WJIM BCUYKH OT CJIEJHUTE KAaTerOPUH JIMYHU JaHHU:

e JMyHa MH$OPMaLMA, KaTo BalieTo nMe, Bb3pacT, [10J1 U JAHHH 3a KOHTAKT;

e CHUMKH, BUJEO0 WIH ayJ10 3aNHUCH;

e mnpodecruoHasHa MHPOPMALHUA, KaTO HaNpuMep BaiieTo MscTo Ha NpPaKTHUKYBaHe, AJbXKHOCT,
MeJIMIIMHCKaTa 06J1acT, B KOSITO paboTuTe, BamniuTe npodecoHasHn KBaJubUKAIMA U HAYYHH
JIEHHOCTH (KaTo MpeJHUIleH OMUT B KJAWMHUYHU U3MUTBAHUS U y4yacTHe B MHHAJIU WU TEKYIH
Hay4yHH MU3c/aeBaHus1/npoyuBanus c AbbVie u apyru apyxectBa), ny6JMKyBaHe HAa aKaJeMUYHU
WJIM Hay4YHU U3CJe/IBaHUs U CTATUM U YIEHCTBO B acOl[Halluu U 60p/10Be/ChBETH;

e (¢uHaHCOBa HHPOpPMALHUS, KaTO HanpuMep KHPOpMaIlKs, CBbp3aHa C MJIallaHUs, BKJIIOYHUTETHO
JlaHbY€eH UIeHTHPUKAMOHEH HOMEDP U CYMH Ha IJIAlllaHUATa, KOUTO U3BbplIBaMe KbM Bac; u

e uHpopManusa 3a B3aUMOJEHCTBHE C HAC, KaTO HalpUMep KaKBHU CpEIIM CMe TPOBEX/JaJH,
06CBXK/IaHU TeMH, BaluTe Mo3HaHWsA OTHOCHO U BbIIPOCH, KOUTO CT€ UMaJid, OTHOCHO HallIUTe
W3C/eJ0BaTEJICKU JeHHOCTH U MPOAYKTH.

Bamu IMYHU JaHHMU Lle 6'bJaT 06paboTBaHU oT AbbVie 3a ciepgHuTe Heu:

e ymnpaBJieHHE Ha OTHOLIEHUSATA HU ¢ Bac, BK/IOYUTEJIHO NJIaHUPaHe, OpraHU3UpaHe U Nperyie/ Ha
MpOy4YBaHETO, KOETO U3BbpILIBaMe C Bac, U ochliecTBsIBaHe Ha KOHTAKT ¢ Bac;

e TOMOI B TOJACUTYpsBaHe Ha TOBa, 4Ye Bu mnpegocTtaBiMe HHPOpManus 3a IJIAHUPAHUTE
H3cJieloBaTeICKU /IpoyYBaTeNHU JeiiHocTh Ha AbbVie, kosaTo e moaxoAsiuia npeaBuj BamuTe
eKCIepTHu3a, UHTePeCH U peJoYUTaHUS;

e (Cma3BaHe Ha INPUJOKHUMHTE 3aKOHOJATEJCTBO U peryjaiud (Hamp. BBB Bpb3Ka C
dapMakosioTUYHA 6AUTENHOCT, My6JIUYHA perucTpaluusi Ha KAMHUYHUTE U3NMUTBAHUS, B KOUTO
yJacTBaTe, Ha yeOCalTOBe, NMpeJHa3HaYeHW 3a Ta3u Les, KaTo www.clinicaltrials.gov wam
www.clinicaltrialsregister.eu, JOKJIa/iBaHe BBB Bpb3Ka c MIPO3pavYHOCTTa 51
nmombJIBaHe,/TIOATOTBsIHE HA JTOKJIAAM 32 KJIMHUYHU U3TUTBAHUS ).

[IpaBHOTO OCHOBaHHe 3a Ta3u 06pabOTKa e HAIIUAT JerUTUMeEH (3aKOHEeH) UHTepec [ja NoALbpXKaMe U
ONTHMMH3MpaMe B3aWMMOOTHOLIEHUS WM Bpb3Ka ¢ Bac mo oTHolleHHe Ha HALUUTE H3CJAeL0BATEJICKH
JleiHOCTH, U3II'bJIHEHH e Ha JIOTOBOP, KOUTO e ¢ Bac uiu c Baiile yyacTue, KaKTo U clia3BaHe HAa 3aKOHOBU U
peryyjaTopHHM 3aJb/bkeHUA. He cTe 3ab/KeHU MO 3aKOH WJM JOTOBOpP Ja MpeAoCTaBsATe JUYHUTE CU
JaHHU Ha AbbVie. Bbnpeku ToBa, 3a 1a Bu B3eMeM npeZiBH/ 3a y4acTHe B Ipoy4uBaHUsTa Ha AbbVie u na
noJ bp’kaMe OTHOIIEeHUsITA cH ¢ Bac, AbbVie Tpsi6Ba fa o6paboTBa Bamure 1MYHU AaHHM.
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CnoaensiHe Ha BamuuTre JINYHU JaHHU

AbbVie moxe aa criogesis BamuTe JIMYHYU JAHHY C JPYTHU JIMIA, OT BpeMe Ha BpeMe, BbB BP'b3Ka C LIEJIUTE,
ONMCAaHU B HACTOSAIOTO yBeJoMJieHHe. [lo-crieriuansHo, MOXe Jila MPeA0CTaBUM JOCThI A0 Bamwu audHU
JlaHHU Ha:

e  BCUYKHU QUJIMAIU B paMKUTe Ha rpynata AbbVie, BkitounTesHo AbbVie Inc., pasnosioxkeHo B CAII]
KaTo Hallla KOMIaHUs-MakKa, U ¢uiran Ha AbbVie BbB BamaTa gbpxkaBa, KOUTO ChAeHCTBA Ha
CIOHCOPA/B'b3JIOKUTEJIS, aKO € MPUJIOKKUMO (Hamp. B CJyYail Ha Crojie/ieHd PerdHoHalHU WU
ry106aHU 6a3u JAaHHU) U JIPYXKeCTBa M JIMIA, C KOUTO MOXe Jia CH MapTHUpPaMe BbB Bpb3Ka C
NpeAJI0XKeHHU WIH JelCTBUTENHU U3C/Ie[0BaTeJCKU HHULIUATUBY;

®  TpEeTHJIUIA - [PY>KECTBA, KOUTO JIOCTABAT CTOKU WJIK ycayru Ha AbbVie, kaTo mpaBHU ChBETHULIH,
OJIUTOPH, [JOCTABUMIIM HA YCIYTM OTHOCHO HHPopManuoHHU TexHosoruu (IT ycayru) wu
JOCTaBYUIIM Ha YCAYTH OTHOCHO KJIMHUYHU U3NUTBAHUS;

® eTUYHU KOMHCHUHU M IbpKaBHU OPTaHU, PA3MOJIOKEHW KAaKTO BbB BamiaTa gbp)kaBa, Taka U B
ApyTu AbpxaBH, BkiwuuTesHo B CAlll, kbpaeto AbbVie mpoBexja cBou H3cCJje[0BaTesCKU
JEeNHOCTH;

e Ipyry TPeTH JMLa [0 CUJaTa Ha ChJebeH akKT, 3a 3aljyMTa Ha UHTepecuTe Ha AbbVie uiu koraTto
TOBA B JIPYT CJIy4ai ce U3UCKBA OT 3aKOHA WJIM TPaBHA NPOLeAypa; U

e [eHCTBUTEJHU WU NOTEHLHAJHU KyIyBayd Ha 6usHecu Ha AbbVie B ciyvail Ha nmpopaxoa,
CIMBaHe WM PU00MBaHe.

CnopensaHeTo Ha Bauy TMYHYM JaHHY, KAKTO € ONMCAHO MO-Irope, MOXKe Jja BKJII0YBA NPEXBBPJITHETO UM B
J'bpKaBH, BKJIIOUUTEJIHO Abp:KaBUM HU3BBH EBpomeiickus cbio3 (EC)/EBponeickoTO MKOHOMHUYECKO
npoctpaHcTBo (EMII), yunMTO 3aKOHM 3a 3alUMTa Ha JAaHHUTE W IOBEPUTEJHOCTTAa MOXe Ja He ca
€KBHBaJIEHTHH WM TOJIKOBA 3alIMTHH, KOJKOTO Te€3H, KOUTO ChlLIeCTBYBaT BbB Bamara JbpxaBa Ha
npe6uBaBaHe. 3a Jja Ce rapaHTHUpA, Ye Ce MPeJoCTaBs a/leKBAaTHO/MOAXOJSIN0 HMUBO Ha 3aljUMTa Ha
JIAaHHUTe, JINYHU JaHHMY, IpeJlaBaHU B PaMKHUTe Ha rpynara oT Apy»ecTBa Ha AbbVie, BK/IIOYHTEIHO Ha
AbbVie Inc. B CAIll, ce mpejaBaT CBIVIACHO BBTPELIHH CIOpPAa3yMeHHUs/LOrOBOPH, KOUTO BKJIIOYBAT
obpasena Ha jgoroBop Ha EC 3a mnpexBbpssiHe Ha [JaHHM KbM aJMUHHUCTpaTopd. Komwme ot
CIOpa3yMeHUeTo/JoroBopa  Moe Ja  ObjAe  IOJy4yeHO, KaTo  H3OpaTUTe HUMeHsn1 [0
privacyoffice@abbvie.com.

KoraTo AbbVie u3noJsi3Ba JOCTaBYMIM HA YCJAYTH WM CU CBTPYLHUYHU CbC CBOUTE NAPTHBOPH 33 HAYYHHU
M3cJe/BaHUs, KOUTO UMAT JOCT'bII 0 IMYHU JJAHHHU, TO U3MCKBA Te3H JOCTABYMIM HA YCAYTH K HIAPTHBOPH
3a Hay4YHM HM3c/e[BaHUs Ja 3aliuTaBaT BamuTe faHHM M Ja o6pa6GoTBaT BamuTe JIMYHM JAHHU B
CBOTBETCTBUE C HACTOSIOTO YBeJAOMJIEHHE 3a 3allMTa Ha JaHHUTE U 3a HUKAKBU ApPYrU Leyd. Besko
npejaBaHe Ha JIMYHU JAHHM Ha TpeTH Jnua W3BbH EC Ine ce U3BBpIIBA B CHOTBETCTBUE C
MEXAyHapoAHUTe OrpaHWYeHHs 3a IpeJaBaHe Ha JaHHM, KOWUTO Ce TMpHJaraT CbIJIACHO
3akoHogaTescTBOTO Ha EC 3a 3a1uTa Ha JaHHUTE, BKJIIOYUTENHO, KOTATO € YMECTHO, Upe3 U3I0JI3BAHETO
Ha JloroBopH 1o o6pasen Ha EC 3a npesjaBaHe Ha JaHHU Ha 06paboOTBAILY JIUYHU JAHHU.

CurypHocT M 3ana3BaHe Ha Bamure IMYHU JaHHU

AbbVie e npeanpreMe NoAXOAAIIN TEXHUYECKHU U OPTAaHU3ALMOHHU MEPKU 32 CUTYPHOCT, 32 Jja 3aLUTH
BamuTe JMYHM JAaHHU B CbOTBETCTBHE C NPHJIOXKUMOTO 3aKOHOZATEJCTBO 3a IOBEPUTENHOCT U
CUTYpPHOCT Ha JaHHUTe. KoraTo AbbVie aHrakupa TpeTo Jule - AOCTAaBYMK Ha YCIyTH, 32 06paboTKa Ha
JINYHU JAaHHU, TO3H JJOCTABYHK Ile 6'b/le BHUMATEJIHO N0A6PAH U OT HETO Lie 6'b/je U3UCKaHO Jia U3I0JI3Ba
MOJXO/ASIIIM MEPKH 3a 3allliTa HAa NOBEPUTEJHOCTTA U CUTYPHOCTTA Ha JIMYHU JaHHU. AbbVie 3amasBa
Bamy JIMYHU JJaHHHU caMo JIOKAaTO NMpoJ’bJKaBaMe Ja CH ChbTPYAHUYUM ¢ Bac mo BbIpocH, CBbpP3aHH C
Hay4YHUTe U3CJefiBaHUs, OCBeH ako OT Jlo6paTa kjavHU4YHa npakTuka (Good Clinical Practices/GCP) u
3aKOHOJIaTeJICTBOTO U pery/aluuTe, CBbp3aHH ¢ KIMHUYHU U3NUTBAHUs, Ce U3UCKBA WJIM pa3pellaBa Io-
JI'bJIBT IIEPUOJ, HA 3aMla3BaHe.

Bamure npaBsa

MozxeTe n1a ce cBbpkeTe ¢ AbbVie, 3a 1a mouckaTe AoCcTbH 10 Bauiy TMYHY JaHHU, KOUTO 06paboTBaMe, U
Jla KoOpUrupaMe HeTOYHHU JJaHHHU, U [1a JOMI'bJHMUM BCSIKAKBY HEM'bJIHU JJaHHU. B CbOTBETCTBUE C YCJIOBUSATA
Y M3UCKBAHUsTA Ha MPUJI0KUMOTO 3aKOHOJATEJICTBO MOXKETE Jla Bb3pa3uTe cpelly 06paboTBaHETO Ha
JUYHUTe BU JaHHU OT Hac, la NOMCKaTe Jla U3TpUeM Baliu TUYHU JaHHY, /ja OTPaHUYUM 06paboTKaTa Ha
TaKWBa JAHHH, KaKTO U Ja lpeAaZieM JU4YHUTe BU faHHU Ha Bac Wiu Ha Ipyr aIMUHUCTPATOP Ha JaHHU.
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3a Jja ynpaKHUTe NpaBaTa CH, CBbPXKETe Ce C JJIbKHOCTHOTO JIMIIE 10 3alyTa Ha AJaHHUTe 3a EC Ha AbbVie,
KaTo MO/|a/IeTe 3aIUTBAHETO CH 33 MIOBEPUTENTHOCT Ha abbvie.com/contactus.html B pasgen "3anutBane
3a MOBEPUTENHOCT" WM Ype3 MOIIeHCKo NucMo o Mainzer Strafde 81, 65189 Wiesbaden, ['epmanus (Ha
BHHMaHHeTO Ha: JUTbXXHOCTHOTO JinIie 1o 3amuTa Ha fanHuTe 3a EC EC). Ako AbbVie He e B cbcTOsiHUE 1A
MpeaoCTaBU HCKAaHUTE JaHHU WJIM Ja U3MI'bJIHU BalleTo McKaHe, e Bu 6b/1aT NpecTaBeHU MPUYUHH 3a
ToBa peuleHre. OCBeH ToBa UMaTe MPaBo Jia MoAaieTe Xajba JJo MECTHHSI OpPTraH 3a 3allliTa Ha JaHHUTeE.
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