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 06paboTBa B CbOTBETCTBME C
n3nckeBaHuaTa Ha PernameHTt (EC) 2016/679 OTHOCHO 3allMTa Ha GU3MYECKUTE /MLUA BbB BPb3Ka C
06paboTBaHETO Ha IMYHWU JAHHW U OTHOCHO CBOOOAHOTO ABUMKEHWE Ha TakMBa AaHHM (,GDPR”), 3akoHa
3a 3alMTa Ha INYHUTE AaHHU U CBbP3aHUTE C TAX aKTOBE.

B u3nbaHeHWe Ha CBOMTE OCHOBHM 33a4b/IKEHUA HA aAMUHUCTPATOP HA JIMYHU AAHHM 33 MPO3PAYHO U
3aKOHOCbObpasHo obpaboTBaHe Ha AMYHWUTE AaHHM, BOBJ/1 npuema Hactoswarta [onuTuka 3a
NOBEPUTENIHOCT Ha INYHUTE AaHHU U BU MHPOPMMPa 33 CNeaHOTO:

1.

Koii e agMUHUCTPATOP Ha IMYHUTE BU faHHU

AZMMWHUCTPATOP Ha NIMYHUTE BU AaHHU e CapykeHue ,Bbarapcka opraHunsaums 3a sepudmkauma
Ha fnekapcTBaTa”, capy)XeHue ¢ HecTOMaHCKa Uen B 4YacTHa nonsa, ¢ EMK 177021524, cbe
ceganuuLe n agpec Ha ynpasneHue: rp. Coopus, 6yn. ,[Aparan LlaHkos" Ne 36.

BCMUKM BBNPOCKM M UCKAHMA BbB BPb3Ka C IMYHUTE BU JaHHU MOXKE Aa OTNpaBATe Ha ajgpec:
rp. Codus, 6yn. ,Oparan LaHkos"” Ne 36, KakTo 1 Ha umeiin agpec: office@bgmvo.org

3awo obpaborBame NMYHUTE BU AAHHU U HA KAKBO OCHOBaHUe

Hune 06p360TBaMe BawWWn JIM4MHWN OaHHW BBbB BPb3Ka C MOCOYEHUTE TYK UEN N HA NOCOYEHUTE
OCHOBaHMUA:

Ha nbpBO MACTO, HWe nojsyyaBame BallM MMeHa, TenepoHU U MMenn agpecu Kato
NPeACTaBAsBaALM  WMAM  CAYXUTEAM  (AMU@ 33 KOHTaKT) Ha  MpPOM3BOAUTENM
(,Mpounssogurenn”), nputexatenn Ha paspeleHre 3a ynotpeba Ha NeKapPCTBEH NPOAYKT,
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 NEKapPCTBEHU
npoayktn B Penybnuka bbarapus (,MapanenHn BHocutenn”) Bb3 0CHOBa Ha CK/IOYEHUTE
mexay TAx M BOBJ1 cnopasymeHua BbB Bpb3Ka C BbBEKAAHETO B €KCMoaTauMa Ha
Bbarapckata cucTtema 3a BepudMKaumMa Ha NekapcTBeHuTe npoayktn (,Bbarapckara
cuctema“) B paMmkuTe Ha EBponelickaTa cuctema 3a BepuduKaums Ha nekapcreaTa (European
Medicines Verification Organisation, ,EBponeiickata cucrema”). Llenta e pga Bu
ngeHTMdMLMpame KaTto NpeacTaBAsBall UM CAYXKUTEN (MLe 3@ KOHTAKT) Ha CbOTBeTHaTa
OopraHM3auma, O3 OCbLLEeCTBABAME MO-71eCHA M KOOpPAMHWMPaHa Bpb3Ka C Hea M [Aa
aAMUHUCTPUPaMe NpoLeca Ha U3NBbAHEHWE Ha COPA3yMeHMATA.

Ha cnefBallo MACTO, HUE MOXKe Aa NOJYYUM IMYHM JaHHU KaTo: UMe, umeinn agpec, TenedoH
N YHUKaneH UaeHTUOUKALUMOHEH HOMEP Ha MarncTbp-GapmaLeBT (aKo e NpuIoKMMO 3a
Bac), NP1 NogasaHe OT anTeKka WM TbproBeL, Ha e4p0 Ha NEKAPCTBEHU NPOAYKTU Ha 3asBKa
3a JOCTbM Ha HOB NoTpebuTen Ao BbarapckaTta cuctema. B Tasu 3asBKa BUE MOXKe Aa cTe
MOCOYEH OT 3aABMTENS KAaTO OTFOBOPEH MArucTbp-papmMaLeBT CbrIAaCHO pPaspeLleHneTo my
oT WA/l nan Kato Anue 3a KOHTaKT Ha UT poctaBumK Ha dapmauesTuyHMA codTyep Ha
3aABMTENA (anTeKka MKW Tbprosel, Ha egpo). Hue nonyyaBame Tesn AaHHM Bb3 OCHOBA Ha
O6wm ycnosma 3a Nosi3BaHe Ha HauMoHanHaTa cuctema 3a BepudmKaLma Ha NeKapCTBEHNUTE
npoayktu (BgMVS) oT KpaliHu noTpebutenu (,06wm ycnosus 3a KpaitHu notpebutenn”) sbs
Bpb3Ka C m3nbiaHeHne Ha Jupektnsa 2011/62/EC ot 8 toHu 2011 r. 3a uameHeHue Ha
Oupektusa 2001/83/EO 3a yTBbprKAaBaHe Ha KogeKc Ha OBLHOCTTa OTHOCHO NEeKapCcTBeHU
NPOAYKTM 33 XyMaHHa ynoTpeba No OTHOLWEHWE HA NPeAOTBPATABAHETO HA HAB/IM3AHETO HA
danwndnumnpaHm nekapcTBeHU NPoAyKTV B 3aKOHHATa Bepura Ha AocTaBKa (,Aupektusata‘)
n Oenernpan pernament (EC) 2016/161 Ha KomucuaTa oT 2 oktomspu 2015 r. 3a AonbaBaHe
Ha Oupektmsa 2001/83/EO Ha EBponeickna napnameHT 1 Ha CbeeTa (,,PernameHTta”).
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VI.

VII.

iii. Ha nocnegHo mAcTo, MosydaBame BallMTe AaHHU: UMe U GamMMAUA, UMENN agpec npu
perucTpaums Ha opraHM3aumATa, C KOATO CTe B 4OTOBOPHU OTHOLWeHwus (Mpoussoguten, MNPY,
napaneneH BHocuten), 3a AocTbn Ao cekuma ,,MPY“ Ha pasgen ,MNoTpebutenn Ha cuctemaTa”
Ha HallaTa MHTePHEeT CTpaHuLua www.bgmvo.bg. Mo To31 HaunH HMe AaBame cneunanmsmpan
[O0CTbN Ha NpeacTaBAfABaHMTE OT Bac OpraHM3aumMm 00 MHPOPMALMA 33 CbBMECTHaTa UM
paboTta ¢ BOBJ/1 no nosoa PyHKUMOHUPAHETO Ha BbarapckaTa cuctema M 3a HaYMHUTE Ha
poctbn o EBponeickata cuctema. Hne obpaboTBame Te3n BalwM AaHHM HA OCHOBAHWE
HaWmnA NermTMMeH WHTepec Aa WM3NbAHUM [OTOBOPHUTE CU 334b/IKEHMA KbM Halute
napTHbOPW.

AKO He MoJIly4MM NOCOYEHUTE IMYHM AAHHW, HAE HAMA A3 MOKe A3 U3MbJHABAaME 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
[vpekTuBata v [lenernpaHusa pernameHt.

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 OTHOWEHKA C HAaC UK C Hall NapTHLbOP.
Bawwn anyHmM gaHHK 6uxme mornu Aa noayymm v ot I'Iy6!'|VI‘-IHVI NU3TOYHNUMWN.

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

JocTbn A0 BawwuTe IMYHU SAaHHKU, KaKTO Ca MOCOYEHM Mo-rope:
i MOEe Aa MMaTe BMe KaTo CyOEeKT Ha IMYHUTE JaHHWU;
ii. CNYXUTENN U CbTPyaHMUM Ha BOBJT;

iii.  2Mua No cunaTa Ha AOroBOp C Hac 33 obpaboTBaHe Ha NIMYHUTE JaHHM, KOraTo TOBA Ce
Hanara, KaTo Hanpumep AocTaBunum Ha UT ycayru;

iv.  Obp’KaBHM OpPraHuW, KOraTto TOBa Ce M3UCKBA OT NPUIOXKMUM HOPMATUBEH aKT.
MpepocTaBsAHe Ha IMYHU AaHHU B AbPXKaBu n3BbH EC uan Ha mexKayHapoaHU opraHu3aumm

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

Konko gbnro CbXpaHABame INYHUTE BU O aHHU

Hve nasum nnMyHUTE BWM [aHHM 3a CpOKa Ha perncrpaumna Ha OopraHun3aunAta, KOATO
npeagcrasnAaBate UMan C KOATO CTe B C}'Iy)-l-(e6Hl/I OTHOWeHMA, B bbarapckata cucrema M/MHM B
WUHTEPHET CTPaHULUATa HKU, HO HE NO-4bAro OT nepmnoda, B KOMTO BUe CTe B AOroBoOpHU OTHOLWEHNA
C Ta3u opraHnsauuAa.

BawwuTte npasa npu 06pa60TBaHe Ha TMYHUTE BU AdHHU

Bne nmate npaso, npu ycnosuaATta Ha PernameHTa, no BCAKO Bpeme u 6e3 3abassAHe ga nckate oT
BOB/:

i Aa BW MpeaocTaBy AOCTbM A0 /IMYHUTE BM AaHHU U UHbOPMaUMA 33 TAX M TAXHOTO
06paboTBaHe, KaKToO 1 6e3nNaTHO Konue OT TAX 6e3 ToBa Aa BAMAe HebaronpuATHO Ha
npasaTta u ceoboauTe Ha Apyrv1 AnL3;

ii.  [JawuckaTe Te3un gaHHM Aa 6baat KopUrMpaHu 1 Aa 6baaTt CbXpaHABaHW B TOYEH M aKTyasieH
BUA;

iii.  [4a nckaTe AMYHUTE BU AaHHM Aa 6bAaT U3TPUTKU, KoraTo Te ce obpaboTsaT uan ca buam
obpaboTtBaHu 6e3 ocHoBaHMA /WK 3a LLeNK, 33 KOUTO He ca HeobXxoanmu Beye;

iv.  Aa uckate obpaboTBaHeTo MM Aa 6bae orpaHUYEHO;
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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 GOpMaT, KaKTo M Aa nouckate BOBJ1 ga rv NpexBbpan AMPEKTHO KbM
ApYr agMUHUCTPATOP;

Bue nmate npaso Ha anba L0 KOMNETEHTHUA HAL30PEH OPraH U A4a TbpcuTe 3aLmTa no cbaebeH
pea.

ABTOMaTU3UpPaAHU pelLueHus

Korato BOBJ/1 nony4yaBa 1 06paboTtea IMYHUTE BM AaHHM 33 U3NBAHEHWE HA AHTAKMMEHTUTE CU
KbM CBOUTE MApPTHbOPU, HME HE M3NON3BAME TE3U JINYHWN AaHHW 33 aBTOMATU3NPAHWN PELUEeHUA,
BKNOUUTENHO NpOodUANPaHE, KOUTO MMAT NPaBHM NOCAeaMLM 33 Bac. MHTepPHEeT CTpaHULUaTa HU

n3nonsea BMCKBUTKM, 38 KOUTO NoBeye MHGOPMaLUA MOXKe Aa BUAMTe B HawaTta MNoantmka 3a
OUCKBUTKUTE.

HacToswaTta MNoanTrnka 3a NOBEPUTENHOCT Ha IMYHUTE AaHHM e aKTyasHa KbM: 25 main 2018 r.



