NOJINTUKA 3A NOBEPUTENHOCT HA TUYHUTE AAHHU

CapyxeHue ,Bbarapcka opraHmsauus 3a sepudukaLma Ha nekapcreata” (,BOBJ“) kenae n B3ema BCUYKK
HEeobXoAMMM MEPKU BbB BPb3Ka CbC 3allMTa Ha JIMUHUTE AaHHWU, KOUTO 0bpaboTBa B CbOTBETCTBUE C
n3nckeBaHuATa Ha PernameHTt (EC) 2016/679 OTHOCHO 3aluMTa Ha GU3MYECKUTE /MLUA BbB BPb3Ka C
06paboTBaHETO Ha IMYHWU JAHHW U OTHOCHO CBOOOAHOTO ABUMKEHWE Ha TaKMBa AaHHM (,GDPR”), 3akoHa
3a 3alMTa Ha INYHUTE AaHHW U CBBP3aHMUTE C TAX aKTOBE.

B n3nbaHeHWe Ha cBOMTE OCHOBHM 3a4b/IKEHUA HA aAMUHUCTPATOP HA JIMYHU AAHHM 33 MPO3PAYHO U
3aKOHOCbObpasHo obpaboTBaHe Ha AMYHWUTE AaHHWM, BOBJ/1 npuema Hactoswarta [onuTuKa 3a
NOBEPUTENHOCT Ha INYHUTE AaHHU U BU MHPOPMMPa 33 CNeaHOTO:

1.

Koii e agMMHUCTPATOP Ha IMYHUTE BU aHHU

AZMUWHUCTPATOP Ha NIMYHUTE BU AaHHU e CapykeHue ,Bbarapcka opraHunsaums 3a sepudmkauma
Ha fnekapcTBaTa”, capy)eHue C HecTonaHCKa Uen B 4YacTHa nonsa, ¢ EMK 177021524, cbe
cepanve v agpec Ha ynpasneHue: rp. Codus, 6yn. ,[paraH LlaHkos” Ne 36.

BCWUKM BBNPOCKM M UCKAHMA BbB BPb3Ka C IMYHUTE BU AaHHW MOXKe Aa OTNpaBATe Ha agpec:
rp. Codus, byn. ,Oparan LaHkos"” Ne 36, KakTo 1 Ha umeiin agpec: office@bgmvo.org

3aw,o obpaborsame NMYHUTE BU AAHHU U HA KAKBO OCHOBaHUe

Hune 06pa60TBaN\e BawWun IM4HN OaHHWU BbB BPb3Ka C MOCOYEHUTE TYK UEN N HA NOCOYEHUTE
OCHOBaHMUA:

Ha nbpBO MACTO, HWe nojsyyaBame BallM MMeHa, TenedoHUM U MMenn agpecu Kato
NPeACTaBAsBaALM  MAM  CAYXKUTEAM  (AMU@ 33 KOHTaKT) Ha  MpoOM3BOAUTENM
(,MpounssoguTenn”), nputexaTenn Ha paspelleHre 3a ynotpeba Ha NEeKapPCTBEH NPOALYKT,
Ba/NIMAHO 3a TeputopunaTa Ha Penybanka bbarapua n npeactasutenu B Penybaunka bbarapus
Ha MpuUTeXaTenn Ha paspelweHunsa 3a ynotpeba Ha NeKapCTBEHWM MPOAYKTU, BaiUOHM 33
TeputopusaTa Ha Penybnuka Bbarapus (,MPY“), napanenHn BHOCUTENM Ha NEKaPCTBEHM
npoayktn B Penybnuka bbarapus (,MapanenHn BHocutenn”) Bb3 OCHOBa Ha CK/IOYEHUTE
mexay Tax u BOBJ1 cnopasymeHus 3a CbTPyAHMYECTBO BbB BPb3Ka C eKChnioaTaumMATa Ha
Bbsirapckata cuctema 3a BepuduKauma Ha iekapcTeaTa (,Bbarapckara cucrema”) B pamkuTe
Ha EBponelickata cuctema 3a BepuduKauumsa Ha nekapcteata (European Medicines
Verification Organisation, ,EBponeiickarta cuctema”). Llenta e ga B ngeHtuduumpame Kato
NpeAcTaBAABallL, WAM CAYKUTEN (MUE 33 KOHTaKT) Ha CbOTBETHaTa opraHvsaums, ga
OCbLLECTBABAME MO-1E€CHA U KOOPAMHMPAHA BPb3Ka C HeA M Aa agMUHUCTPUPaMe npoLeca
Ha U3MbJIHEHWE HA CNOPa3yMeHusTa.

Ha cnepBallo MACTO, HUE MOKe A3 NONYYUM INYHU AaHHM KaTo: UMe, MMein agpec, TenedpoH
N YHUKaneH UAeHTUOUKALMOHEH HOMEP Ha MarncTbp-GapmaLeBT (aKo e NpuIoKMMO 3a
Bac), NP1 NogasaHe OT anTeKa WM TbproBeL, Ha e4p0 Ha NEKAPCTBEHU NPOAYKTU Ha 3asBKa
33 goctbn Ao bbarapckaTta cuctema 3a BepuduMKauma HA fieKapcTeaTa. B Ta3un 3asaBKa Bue
MOXe [a CTe MOCOYeH OT 3aABWUTENA KaTo OTroBOPEH Marucrbp-bapmaueBT CbraacHo
paspelweHmeto my ot MAJT unum Kato anue 3a KOHTaKT Ha UT aocTaByYMK Ha dapmaL,eBTUYHKA
codTyep Ha 3aaBuTeNn (anTeKa MAKM Tbprosel, Ha eapo). Hue nonyyaBame Te3n AaHHU Bb3
OoCHOBa Ha O6wyM ycnosuMA 3a Nos3BaHe Ha HauuMoHanHaTa cucTema 3a BepudMKauma Ha
neKapcrteaTa (BgMVS) oT KpaiHu notpebutenu (,06wm ycnosua 3a KpailHu notpebutenn”)
BbB BPb3Ka C M3nb/iHeHWe Ha Aupextmnea 2011/62/EC ot 8 oHM 2011 r. 33 U3MeHeHue Ha
Oupektuea 2001/83/EO 3a yTBbprKAaBaHe Ha KogeKc Ha OBLWHOCTTa OTHOCHO N1IeKapCTBEHM
NPOAYKTM 33 XyMaHHa ynotpeba no oTHoWeHMe Ha NPeLOoTBPATABAHETO HA HAaB/NM3aHETO Ha
danwndnumpaHm nekapcTBeHU NPOAYKTU B 3aKOHHATa Bepura Ha AocTaBKa (,,Aupektusara”)
n denernpar pernameHnt (EC) 2016/161 Ha KomucuaTta oT 2 oktomspwm 2015 r. 3a AonbaBaHe
Ha Oupektrsa 2001/83/EO Ha EBponeickna napnameHT 1 Ha CbeeTa (,,PernameHTta”).
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VL.

VII.

iii. Ha nocnegHo mAcTo, MosydaBame BallMTe AaHHU: UMe U GamMMAUA, UMENN agpec npu
perucTpaums Ha OpraHM3aLmATa, C KOATO CTe B 4OTOBOPHU OTHOLWeHwus (Mpoussoguten, MNPY,
napaneneH BHocuten), 3a AocTbn Ao cekuma ,,MPY“ Ha pasgen ,MNoTpebutenn Ha cuctemaTa”
Ha HawaTa WHTEepHeT CcTpaHMua www.bgmvo.org. o TO3M HauMH HMe [JaBame
cneumannsmpad AocTbn Ha NpeacTaBAsBaHUTE OT BAac OpraHM3aumm Ao MHdopmauma 3a
cbBMecTHaTa um paboTta c BOBJ1 no noBoa ¢yHKLUMOHMPAHETO Ha BbarapckaTta cuctema u 3a
HauMHUTE Ha pocTbn Ao EBponeiickata cuctema. Hue obpaboTBame Te3m BalwM AaHHM HA
OCHOBaHMe HalmA NernTMMeH MHTepec Aa MU3MbAHUM AOrOBOPHUTE CU 3a4b/IKEHUA KbM
HalunTe NAPTHbOPMU.

AKO He MoJly4MM NOCOYEHUTE IMYHM AAHHW, HUE HAMA A3 MOKe A3 U3MbJHABaME NoeTUTe OT Hac
aHTaXXMMEHTU KbM MpeaCcTaBIaABaHMTE OT BaC OpraHM3aLMm TOYHO M HaBpeMe, KoeTo b1 moro 4a
3aTPYAHM LANOCTHOTO QYHKUMOHMpPaHe Ha Bbarapckata cuctema cbobpasHO M3MCKBAHUATA Ha
[vpekTnBata v [lenernpaHvsa pernameHrt.

OT Koro nony4yasame Baluv IMMHU OAAHHU

Bawun AMYHU AaHHW HME NoJslyd4aBame OT BaC UM OT OpPraHU3aumaATa, B KOATO CTe B Cﬂy)'KE6HVI nnn
Apyr snag A40roBoOpHUN OTHOWEHUA, U KOATO MMa 40TOBOPHUN OTHOWEHMA C HAaC MU C Hall NapTHbOP.
Bawm anyHM paHHK buxme mornu Aa noayymm v ot I'Iy6fWI‘-IHVI NU3TOYHNUMN.

Koit moxKe ga Mma J,0CTbN 4,0 BaluUTe IMYHU AaHHU

JocTbn A0 BawwuTe IMYHU SAaHHWU, KaKTO Ca MOCOYEHM Mo-rope:
i MOe [a MMaTe BMe KaTo CyOEeKT Ha IMYHUTE JaHHW;
ii. CNYXUTENN U CbTPyaHMUM Ha BOBJT;

iii.  /Mua No cunaTa Ha AOroBOp C Hac 33 obpaboTBaHe Ha NIMYHUTE JaHHM, KOraTo TOBA ce
Hanara, KaTo Hanpumep AocTaBunum Ha UT ycayru;

iv.  Obp)KaBHM OpPraHuM, KOraTo TOBa Ce M3UCKBA OT NPUIOXKMUM HOPMATUBEH aKT.
MpepocTaBsAHe Ha IMUHU AaHHU B AbPXKaBu U3BbH EC uan Ha mexXayHapoaHu opraHusauum

BOBJ/1 He npenocTaBA JMYHUTE BM AaHHM HA /AuMLA, KOUTO ce HamupaTt m3sbH EC, mam Ha
MeXAYyHapOoAHM OpraHM3aumu.

Konko gbnro CbXpaHABame IMYHUTE BU O aHHU

Hue nasum nnYHUTE BWM JaHHM 3a CPpOKa Ha perncrpauma Ha OpraHun3auunAata, KOATO
npeagcrasnAaBate Wan C KOATO CTe B C}'Iy)KeGHM OTHoOwWweHMA, B bbarapckata cucrema M/MHM B
WUHTEPHET CTPaHUUATa HKU, HO HE NO-4bAro OoT nepmnoda, B KOMTO BMe CTe B AOroBoOpHU OTHOLWEHNA
C Ta3u opraHun3auyuAa.

BawwuTte npasa npu 06pa60TBaHe Ha TM4YHUTE BN AdHHU

Bne nmate npaso, npu ycnosuaTta Ha PernameHTa, nNo BCAKO Bpeme u 6e3 3abassAHe ga nckate oT
BOBJI:

i Aa BW MpeaocTasy AOCTbM A0 /IMYHUTE BM AaHHU U MHbOPMaUMA 33 TAX M TAXHOTO
obpaboTBaHe, KaKTo M 6e3nnaTHO Konue oT TAX 6e3 ToBa Aa BAMAe HebaronpuATHO Ha
npasaTta 1 ceoboauTe Ha Apyrvu AnLa;

ii.  [JawuckaTe Te3un gaHHM Aa 6baat KopUrMpaHu U aAa 6baaTt CbXxpaHABaHW B TOYEH M aKTyasieH
BUA;

iii.  [4a nckaTe AMYHUTE BU AaHHM Aa 6bAaT U3TPUTU, KoraTo Te ce obpaboTsaT uam ca buam
obpaboTBaHu 6e3 0OCHOBaHUA U/MAM 3a LLeK, 38 KOMTO He ca HeobXxoaMmMK Beye;

iv.  Aauckate obpaboTBaHeTo MM Aa 6bae orpaHMYEHO;
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VIII.

V. Aa Bb3pa3ute cpelly 06p360TBaHeTO Ha TMYHUTE BU OaHHMU,

vi. 4a nosyynTte BawwuTe AaHHW B CTPYKTYpPUPaH, LWMPOKO W3MNO0A3BaH WM MPUrogeH 3a
MaLUMHHO YeTeHe GOpPMaT, KaKTo M Aa nouckate BOBJ1 ga rv NpexBbpAn AMPEKTHO KbM
APYr agMUHUCTPATOP;

Bue nmate npaso Ha Kanba A0 KOMNETEHTHUA HAL30PEH OPraH U A4a TbpcuTe 3aLmTa no cbaebeH
pea.
ABTOMATU3UpPaAHU pelLueHus

Korato EOBJ/1 nonyyaBa n 06paboTBa IMYHUTE BM AAHHWU 33 U3MbJHEHNE HA aHFAXKUMEHTUTE CU
KbM CBOUTE NapTHbOPMU, HMUE He M3MO0N3BaMe Te3U JIMYHU AAaHHW 33 aBTOMATM3MPaHU PeLleHuns,
BKOYUTENHO NPOodUIMpPaHE, KOUTO MMAT NPaBHU Nocaeauum 3a Bac. MHTepHeT cTpaHuuaTa Hu
n3nonssa BUCKBUTKK, 32 KOUTO NnoBeye MHPOPMaLMA MOXKe Aa BUAWUTe B HawaTa MonuTuka 3a
BUCKBUTKMUTE.

HacToauwaTta MNoantrka 3a NOBEPUTEIHOCT HA JIMYHUTE AAHHU € aKTya/lHa KbM:
23 centemspn 2020 .



