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I'Io—,u,ony € npeacraBeHa no,u,6op|<a oT I'Iy6l'IMKaLI,MM B counanHnTe megmnun, KOUTO MoraT Aa
Ce n3non3Bat B TO31 CKh BN NN KaTO naeA, 3a Aa MHd)OpMMpaTe BawaTa mMpeXxa M/MJTM
4YyneHoBE 3a NPOMEHUTE B 3aKOHOA4ATENICTBOTO, ypexXgawo meanunHCKUTE n3genma 1
MeanuUnHCKNUTE n3gennda 3a UHBUTPO ANArHOCTUKa B EC, KakTO 1 32 pecypcute,
npegocraBeHun ot EBpOI‘IeﬁCKaTa KOMUCKUA 3a Y/1eCHABAHE Ha npexoda KbM HOBUTE

Len CbobuieHune

1 O6uWwm nonoxKeHun [oTOBM NK CTe 3a NpOMeHUTe B 3aKoHo4aTencTsoTo Ha EC 3a
MeaULMHCKUTE n3agenma? B akTyanmsmpaHusa pasaen 3a
MeaUNLMHCKUTE n3aenns Ha yebcanta Ha EBponelickata Komucus
e HamepuTe BCUYKO HEOH6X0AMMO, 33 Aa Ce NOAroTBUTe. BuxkTe

ro.cera.
2 | NpoussoguTenu Ha MNoaroTBeHM nn cTe 32 HOBUA PernameHT 3a MeaULMHCKUTE
MW nsgenna? Eeponeiickata KOMMUCUA U3FOTBU

MHGOPMaLMOHEHLOKYMEHT, CbAbPKall, OCHOBHATA
nHdopmaums. Ceanete ro Tyk.

3 Mpounssogmtenn Ha MogroTeeHn an cTe 3a HOBMA PernameHT 3a MeANLNMHCKUTE
MUULA N34enns 3a MHBUTPO AMarHocTMka? EBponenckaTa Kommcus
n3roten MHOOPMALMOHEH AOKYMEHT, CbAbpKall, OCHOBHATa
nHdopmauma. CBanete ro TyK.

4 | MexayHapoaHu TbpcuTe nHGOpMaLMA Kak NPOMEHUTE B 3aKOHOAATE/ICTBOTO HA
acnekTu EC 3a MmegMUMHCKNTE U34enus Le ce oTpa3m Ha Bawara cTpaHa?
Heobxoanmata Bu MHbopmaLma ce HaMMUpa B aKTyannsnpaHuma
pasgen 3a MeANUMHCKUTE n3aenua Ha yebcalita Ha
EBponelickaTta Komucus. BuxkTte a Tyk cera.

5 | Obwm Cnepete Han-HOBUTE TEHAEHLUU, CBbP3aHM C MEAULMHCKUTE
nosioXeHunsa/6oNeTnH | n3gennsa n meguUUHCKATE U3AeNA 33 UHBUTPO AMarHOCTUKa B
EC. AboHupaliTe ce 3a bonetnHa Ha 'l ,,BbTpeweH nasap,
NPOMMULLNIEHOCT, Npeanpuemayectso u MCM“ Tyk.

6 | MNo cektopu oTOBM NN CTe 33 NPOMEHUTE B 3aKOHOAATeNCcTBOTO Ha EC 3a
MeAVLMHCKUTE n3aenma? B akTyannsnpanHua pasgen 3a
MeaUNUMHCKUTE n3genma Ha yebcata Ha EBponelickaTta Komucuma
ce Hammpa nHbopMaumna OTHOCHO eKoCMCTEMATa Ha AOCTaBAHe.
BuKTe A TyK cera.

3ano3HaTK N CTe C NPOMEHUTE B 3aKOHOAaTeNcTBoTo Ha EC 3a
MeaULUHCKUTE n3genma? B akTyannsupanHua pasgen 3a
MeaNLMHCKUTE n3genns Ha yebcanta Ha EBponelickata Komucus
ce Hamupa nHpopmauusa, npegHasHa4YeHa 32 KOMMNETEHTHUTE
opraHu B AbprKasuTe nssbH EC/EUM. BuxTe A TyK cera.

[OTOBM NK CTe 3a NPpOMeEHUTe B 3aKoHOZ4aTencTBoTo Ha EC 3a



https://ec.europa.eu/growth/sectors/medical-devices/regulatory-framework/getting-ready-new-regulations_en
https://ec.europa.eu/docsroom/documents/32606
https://ec.europa.eu/docsroom/documents/32605
https://ec.europa.eu/growth/sectors/medical-devices/international-cooperation_en
https://ec.europa.eu/growth/sectors/medical-devices_bg
https://ec.europa.eu/growth/sectors/medical-devices/getting-ready-new-regulations/procurement-mds-and-ivds_en
https://ec.europa.eu/growth/sectors/medical-devices/getting-ready-new-regulations/competent-authorities-non-eueea-countries_en

MeANUNHCKUTE n3aenma? B akTyannsmpaHus pasgen 3a
MeANUMHCKUTE n3aenma Ha yebcalita Ha EBponelickata Komucus
ce Hamupa nHdopmauums, NnpegHasHayeHa 3a YNbJHOMOLLEHUTE
npeacTaBUTENN, BHOCUTENUTE U ANCTPUBYTOPUTE. BUXKTE A TYK
cera.

[oTOBM NK CTe 3a NpOMeHUTe B 3aKoHo4aTencTsoTo Ha EC 3a
MeaULMHCKUTE n3agenma? B akTyanmsmpaHusa pasgen 3a
MeaUNLMHCKUTE n3genns Ha yebcanta Ha EBponelickata Komucus
ce Hamupa nHbopmauma, npegHasHa4yeHa 3a MeguULUUHCKU
cneumnanncT n neyebHu 3asegeHuns. BuxTe a Tyk cera.



https://ec.europa.eu/growth/sectors/medical-devices/getting-ready-new-regulations/authorised-representatives-importers-and_en
https://ec.europa.eu/growth/sectors/medical-devices/getting-ready-new-regulations/healthcare-professionals-and-health_en

