YBeaoMiieHHe 3a NOBEPUTEJHOCT 3a 3ciieaoBaTesiu U APYrH CAYKUTEIU
Ha lleHTBpa

Y4yacrue B u3cjaeaBaHusa Ha A6GBu

BbBeaeHue

A6Bes AoPimnanA Fm6X 8z. Ko KePi/l)Kes [AbbVie Deutschland GmbH 8z. Co. KG] cbc ceAanesLue Ha MaPingep L11pace
81, 65189 Besc6baAeH, FepmanesR [Mainzer Strasse 81, 65189 Wiesbaden, Germany], e 6esocpapmageBTesmHa
KoMmaHesR, KORTO e macT OoT rno6anHa rpyna oT KOMIaHeses, CPOKycespaHes Bbpxy pa3paboTBaHeTO Ha BoAeLues
nemeHesR es esHoBageses B cBeToBeH MaL.uab (HapesmaHes no-Aony 3aeAHo ,A6Bes” esnes ,Hese). B A6Bes nonarame
0cobeHes rpeswes 0THOCHO 06paboTBaHeTO Ha nesmHes AaHHes B choTBeTcTBese ¢ AePictBaLuoTo 3akoHoAaTencTBo.
Hese cb6espame es esanon3BamMe caMmo esHCpopMagesRTa, Heo6xoAesMa 3a OCTeSraHe Ha genesTe, onescaHes mo-Aony.
Ilo cmescbna Ha AePicTBaL.uoTo 3akoHoAaTencTBO 3a 3aLuesta Ha AaHHesTe, A6Bes LIoPimnanA Fm6X 8z. Ko KePi/[)Kes
e aAMesHescTpaTop Ha AaHHes.

JInyHMUTE JAaHHHM, KOUTO cbGMpaMe 3a Bac u 3amo

B omakBaHe es kato mact ot BameTo ymacrtese B HaymHo-es3cneAoBatenckaTta AePiHocT Ha A6Bes, Hese MoweM Aa
cbbespame nesmHes AaHHes 3a Bac. A6Bes Mowe Aa cbbespa TakesBa nesmHes AaHHeS OT pa3nesmHes eS3TOMHeSgZeS,
BKnomesTenHo AespeKTHO oT Bac (Harp. oT Bames aBTo6esorpacpeses, pesioMeTa, Apyres AOKyMeHTeS esnes cpopMmynRpes,
npeAoctaBeHes oT Bac Ha A6Bes), HempRko (Hamp. oT es3cneAoBaTenckesR gentbp, kbAeTo paborteste esnes
npose)KAare/cbAePicTBate B HaymHoesacneAoBarencka AePiHocT esnes oT my6bnesmHo AocTbriHes es3TOmHeSges,
BKNOMESTENHO TaKeSBa, KoesTo ca AoctbriHes oHnaPiH es koesTo MoraT Aa BKniomBaT ye6caPiToBe kaTo clinicaltrials.gov
www.clinicaltrialsregister.eu, kakTo es ot Criescbgeste Ha AreHgesRTa 3a KoHTpon Bbpxy xpaHesTe es nekapcrBaTta Ha CAL11
(FDA) c nesga nesmeHes OT IpaBa es hesmeHes OT nmpaBocnoco6HocT Aa yrnpa)KuReat AePiHoctTa ces es cnescbges Ha
es3cneAoBarenes, KOeSTO He MOraT ymacTBaT B Haymuoes3cneAosaTtencka AePiHocT.

A6Bes Mmowe Aa cb6espa es es3non3Ba HRKoes esnes BceSmkes 0T cneAHesTe KaTeropeses nesmHes AaHHES:

e  JIMYHH JAaHHM KaTo BameTo esme, Bb3pacT, mon es AaHHeS 3a KOHTAKT;

®  CHHMMKH, BUJE0 WIH ayA1O 3aMHCH;

e  mnpodecHoOHATHU JaHHU KaTo MRCTO Ha mpakTeskyBaHe, Anb)KHocT, MeAesgesHcKaTa 06nacT, B KORTO CTe aKTEeSBHES,
npocpecesoHanHaTa Bes kBanescpeskagesR es HaymuaTa AePiHocT (KaTo mpeAesmeH onesT 0T KnesHeSmHes es3nesTBaHesR es
ymacrese BMesHanes esnes peAcroRLues mpoymBsaHesR c A6Bes es Apyres KoMmraHeses), ybnesKyBaHes akaAeMeSmHes esnes
HaymHes es3cneABaHesR es cTaTeses es mneHCTBO B acogesageses es cbeeTes;

e ¢JunHaHcOoBM JaHHM KaTo esHcpopMmagesR, cBbp3saHa c¢ mnnalLuaHesR, BknomesTenHo AaHbmeH
esAeHTescpeskagesOHeH HOMep es cyMes Ha TnaLuaHesR, koesTo Hese Bes npaBesuM; es

e JaHHHU 3a B3aMMOJENCTBHE C Hac KaTo KakBes cpelLues cMe mpoBenes, AesckyTespaHes TeMes, BamesTe
no3HaHesR es Bbrnpoces, koesTo cTe esManes 0OTHOCHO HamaTa es3cneAoBarencka AePiHocT es mpoAykres.

Bameste nesmHes AaHHes Lue 6bAat o6pa6oTBaHes oT A6Bes 3a cneAHesTe genes:

e ymnpaBneHese Ha oTHomeHesRTa Hes ¢ Bac, BknomesTenHo nnaHespaHe, opraHes3espaHe es nperne)KAane
Ha es3cneABaHesRTa, koesTo npoBe)KAame 3aeAHo ¢ Bac es ocbLuecTBRBaHe Ha Bpb3ka c Bac;

o Aa Hes nmoAnomorHaT Aa Bes npeAoctaBRme esHcpopMagesR 3a nmnanespaHesTe esacneAoBaTenckes AePiHocTes Ha
A6Bes, koRTO e 0T 3HameHese, KaTo ce esMaT npeABesA BamesRT onesT, esHTepeces es npeAnomesTtaHesR;

e cma3BaHe Ha AePicTBaLuesTe 3akoHes es pa3nopeAb6es (Hanp. Bb Bpb3ka c nekapcTBeHaTa 6€30IacHOCT, IybnesmHa
perescrpagesR Ha knesHesmHesTe MpoymBaHesR, B KoesTo ymacTtsare B yeb6caPiToBe, cb3AaAeHes 3a Tases gen, KaTo
www.clinicaltrials.gov esnes_www.clinicaltrialsregister.eu, AoknaABaHe 3a Mpo3pamHoOCT es nonbnBaHe Ha AoknaAes
0T KnesHesmHes es3cneABaHesR).

flpaBHOTO OCHOBaHese 3a TOBa 06paboTBaHe € 3aKOHHEeSRT Hes esHTepec Aa moAAbp)Kame es onresmessespame
B3aeSMOOTHOMeHesRTa esnes BpbskaTa ¢ Bac 1o oTHomeHese Ha Hamata HaymHa AePiHocT, esanbnHeHeseTo Ha AoroBop ¢
Bac esnes BknomBaHeTo Bes, KakTo es cria3aBaHeTO Ha 3aKOHOBeS es perynaTopHes 3aAbnKeHesR. Bese He cTe 3aAbnKeHes o
3aKOH esnes 110 AoroBop Aa npeAoctaBRTe Bameste nesmHes AaHHes Ha A6Bes. Bce nak 3a Aa Bes pa3srne)KAame kaTo
ymacrBalLu B HaymHesTe nmpoymsaHesR Ha A6Bes es 3a Aa noAAbp)Kame Bpb3kaTa ces c Bac, Ha A6Bes e Heo6x0AesMo Aa
o6paboTBa BamesTe nesmHes AaHHes.

O6MeHsIHe Ha Baiuure TMYHM JaHHU
A6Bes mowe nepesoAesmHo Aa o6MeHR BamesTte nesmHes AaHHes ¢ Apyres nesga BbB Bpb3ka c genesTe, onescaHes B
HacToRLuoTo yBeAoMneHese. Ho-kKOHKpeTHO, Hese Mowe Aa mpeAoctaBRMe Bameste nesmHes AaHHes Ha:
e  BcesmKes cBbp3aHes nesga B rpynata A6Bes, BknomestenHo A6Bes [4Hk. [AbbVie Inc], HamespaLues ce B CAL11, kato
Hamara koMnaHesR MaPika (Hanp. B cnymaPi Ha cioAeneHes peresoHanHes esnes rnobanHes 6ases AaHHeS), KaKTo es
Ha KOMIIaHeses es nesga, C KoesTo MoweM Aa ces cbTpyAHesmesM BbB Bpb3ka ¢ peAnoweHes esnhes TeKyLues
es3cneAoBaTencKes eSHesgesaTesBes;

1

Nme Ha mokymenTta: YBEJJOMAEHUE 3A IIOBEPUTEAHOCT /M3caenoBaTes U APYTH CAYKUTEAH Ha LleHTBpa
Bepcust 1.1 18 mapt 2024 1.


http://clinicaltrials.gov/
http://clinicaltrials.gov/
http://www.clinicaltrialsregister.eu/
http://www.clinicaltrialsregister.eu/
http://www.clinicaltrialsregister.eu/
http://www.clinicaltrials.gov/
http://www.clinicaltrials.gov/
http://www.clinicaltrialsregister.eu/
http://www.clinicaltrialsregister.eu/
http://www.clinicaltrialsregister.eu/
http://www.clinicaltrialsregister.eu/

e TpetH ctpanH, koHTo /ocTaB5IT cToxH HJIH ycJlyrH na A6BH, kato [OpHcTtH, o/HTopH, /ocTtap'-IHLH Ha HT
ycJlyrH H /octaB'-IHLH Ha ycJlyrH no kJIHuH'-IuH HanHTBanH5I;

e xomHrerH o erHka H /'bp?KaBHH opranH, HamHpal1H ce kakto B'bB Bamara cTpaHa, Taka H B /pyrH crpanH,
BKJIIO'-IHTe]IHo B C'be/HuenHTe I1aTH, k'b/eTo A6BH npore?K/a HacJle/oBaTe]lckaTa cH /ellHocT;

e /pyrH tpetH JIHLa c'br]lacHo c'b/e6Ho pasnope?K/aHe, 3a /a ce 3allHt5IT HHTepecHTe Ha A6BH HJIH
koraTto ToBa ce HaHckBa no 3akoH HJIH no c¢'b/e6Ho npoH3Bo/cTBO; H

e Hacto5lI1H HJIH 6'b/ellH kynysa'-IH Ha npe/mpHS5ITHS5] Ha A6BH B cJly'-laii Ha mnpo/a?K6a,
cJIHBane/BJIHBane HJIH npH/o6HBaHe.

0O6Mm5IHaTa Ha JIH'-InHTe BH /anHH, kakTo e onHcaHo no-rope, mo?Ke /a Bk]JI10'-IBa mpexs'bp]I5IHeTo HM B /'bp?KaBH,
BKJIIO'-IHTe]IHo crpanH H3B'bu EC/EHII, HHTo 3akoHH 3a 3al1HTa Ha JIH'-InHTe /anHH H noBepHTeJlHoCcTTa MO?Ke /a
He ca ekBHBaJlenTHH Ha Te3H, koHTo c'bl1lecTByBaT B'bB BamaTa ctpana Ha npe6HBaBaHe. 3a /a ce ocHrypH a/ekBaTHO
HHBo Ha 3al1HTta Ha /anHHTe, mpexs'bp]I5IHeTo Ha JIH'-InHTe /anHH B pamkHTe Ha rpynaTta komnanHH A6BH, Bx]JI1O'-
[Hre]lno H B A6BH HHuk. B C'be/HuenHTe I11aTH, ce H3s'bpmBsa no B'btpemuH criopaszymenH5], koHTo HHkopniopHpat
THnoBH5I /oroBop Ha EC 3a npexs'bp]I5IHe Ha /anHH k'bm a/MHHHcTpatopH. KonHe oT cnopasymenHeTto mo?Ke /a
6'b/e nojly'-leno kato HanpatHTe HMmell]l /o privacyoffice@abbvie.com.

Korato A6BH HznoJI3Ba /octas'-IHLH Ha ycJlyrH HJIH cH c'brpy/uH'-IH c'bc cBoH Hay'-IHH naptHpopH, koHTo HMaT
Joct'bu /o JIH-IHH /anuH, A6BH HaHckBa TakHBa /ocras'-IHLH Ha ycJlyrH H Hay'-IHH napTHhOpH /a 3al1HTaBat BamHTe
/anHH H /a o6pa6orBat BamHTe JIH'-IHH /anHH B c'boTBeTcTBHe € HacTo51110To yBe/oMm]lenHe 3a 3al1HTa Ha /aHHHTE
H3a nHkakBH /pyrH Le]lH. Bc51ko mpexs'bp]I51ne Ha JIH'-IHH /anHH Ha TpeTH ctpanH H3s'bH EC11e 6'b/e H3B'bpmBaHo
B c'borBeTcTBHe ¢ Me?K/yHapo/HHTe orpanH'-lenH5I 3a mpexs'bp]I5Ine Ha /anHH, koHTo ce mpHJlaraTt c'br]lacHo
3akoHo/aTte]lctBoTo Ha EC 3a 3al1HTa Ha /anHHTe, BK]IIO'-IHTe]IHO npH Heo6x0/HMocT, pe3 Hano]I3Bane Ha THmoBHTe
/oroBopH Ha EC 3a npexs'bp]I5IHe Ha /anHH k'bm o6paboTBal1H /aHHH.

CUTypHOCT ¥ ChXpaHsiBaHe Ha Bamure JIMYHY JaHHU

A6BH I1e npe/npHeme no/xo/5111H TexuH'-leckH H opranH3zaLHouHH mepkH 3a cHrypHocr, 3a /a 3al1HTH BamHTe
JIH'-IuH /anHH B c'botBeTcTBHe c /elicTBalloTo 3akoHo/aTe]lcTBo 3a moBepHTe]JlHocT H cHrypHocT Ha /aHHHTe.
KoraTo A6BH HaeMe TpeTa cTpaHa /octaB'-IHk Ha ycJlyrH, ko5ITo /a o6pa6oTtsa JIH'-IHH /anuH, To3H /octaB'-IHk I1e
6'b/e BHHMate]lHo mo/6Hpan H ot Hero Ile ce HsHckBa /a H3amoJlsBa mo/xo/51I11H mepkH 3a 3allHTta Ha
noBepHTe]lHocTTa H cHrypHoctTa Ha JIH'-IHHTe /anuH. A6BH c'bxpan5IBa BamHTe JIH'-IHH /anHH camo /okaTo
npo/'bJI?KaBame /a cH c'brpy/aH'-IHM ¢ Bac no B'bnpocH, cB'bp3sanH c Hay'-InH H3c]le/BanH5I, ocBeH ako He e
Heo6xo/Hm HJIH /onyctHM no-/'bJI'br cpok Ha c'bxpanenHe ot Jlo6pHTe kJIHHH'-IHH npakTHkH (GCP) H oT 3akonH
H pasnope/6H, otHac5I11H ce /o kJIHHH'-IHH HanHTBanH5I.

BawmwuTe npasa

Mo?Kete /a ce cB'bp?Kete c A6BH, 3a /a noHckate /oct'bn /o JIH-InHTe /annH, koHTO 06pa6oTBame 3a Bac, H /a
kopHrHpawme HeTo'-IHH /anuH H /a mon'bJInHM kakBHTO H /a ca Hen'b]JIHH /anHH. B c'boTBeTcTBHeE C ycJloBH5ITa H
H3HckBanH5ITa Ha /eficTBalloTo 3akoHO/aTe]lcTBo Mo?KeTe /a B'b3pasHre cpelly o6pa6boTkaTta Ha BamHTe JIH'-IHH
/ansH H /a noHckarte /a HatpHewm JIH'-InHTe /anHH 3a Bac, /a orpanH'-IHM o6pa6oTkaTa Ha TakHBa /anHH H /a
npe/a/em BamHre JIH'-InH /anuH Ha Bac HJIH Ha /pyr a/MHHHcTpaTtop Ha /aHnHH.

3a /a ynpa?KuHte npaBata cH, cB'bp?Kete ce c'bc cJly?KHre]I5I 3a EC mo 3allHta Ha /anHHTe Ha A6BH, kaTo
HanpaTtHTe 3anHTBaneTo cH 3a moBepHTe]IHOCT Ha abbvie.com/contactus.html no/ ,3anHTBaHe 3a noBepHTe]IHOCT"
HJIH o mollaTa /o Mainzer Strafde 81, 65189 Wiesbaden, FepmanH5I (Ha BHHMauHeTo Ha EU DPO). Ako A6BH He e
B c'bcro5IHHe /a npe/ocraBH HckauHte /anuH HJIH /a Han'b]JInH Hckaneto BH, I11e BH 6'b/at H3]Jlo?KenH npH'-
IHHHTe 3a ToBa pemeHHe. OcBeH ToBa, BHe HmaTe npaBo /a no/a/ete onjlakBaHe npe/ oprana 3a 3al1Hra Ha JIH'-
InHTe /anHH B'bB Bamara /'bp?KaBa.
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