HoB EBponencku PernameHT 3a MeguumuHCKu nsgenus

Ot 26 Maii 2021 e B cmita HOB PermaMeHTET 3a MenumuHckuTe n3nenns MDR (Ha aarmmiicku Medical Device
Regulation) ua EC (EC 2017/745). Toii e pa3paborer u npuer npe3 Maii 2017 u Bn3a B cuiia CJIC/ IPEXOACH MIEPHOLT
or 4 ronunu, Ha 26 Maii 2020 1, opuuumanto yubivken ot EBponeiickara Komucust 1o 26 Mait 2021, nopaau COVID-
naHAeMusATa. PeriaMeHThT 3aMeHs ChIlecTByBamlaTa JJupekTrBa 3a MeIMIUHCKY U3nenws (Ha anruiicka Medical
Device Directive (MDD)).

Ilenta Ha MDR e 1a ce 3acuimu 6€301acHOCTTA 32 MMAIUEHTUTE U J]a C€ TapaHTUPa MIPO3PAYHOCTTA B IIPOCIEANMOCTTA
Ha JKA3HEHWSI IUKBJI HA MEAUIIUHCKY W3/IeNUs, ITyCHATH Ha Ia3apa BbB BCHUKH IbpxaBu-wieHkn Ha EC. To3u moaxon e
OT CHIIIECTBEHO 3HAUCHWE 332 YCTOWYMBOTO OCUTYPSIBaHE HA BUCOKH CTaHIAPTH 33 KAUueCTRO.

3awo ce nosaBaBa HyxaaTta ot MDR?

[ToBOmBT 3a ch3aBAaHETO HA HOB PETVIAMEHT U 3a 3aMsiHaTa Ha ChIIECTBYBAlllaTa TUPEKTHBA Ca JBa MEXKIY HAPOTHI
CKaH/aJa ¢ MeTUIIMHCKHY M3IeNus: Tazo0enpenuTe ctaBu Ha DePuy, kouTo 3acsrar mosede ot 93°000 marentu (2010
r.) u crutukoHoBuTe uMIuianTd PIP ¢ nag 400°000 moTepnesim xeuwu 1o nenus cBaT (2012 r.). Paznuanara uHTEpIpeTa-
[IHS Ha CHIIECTBYBAIIUTE IUPEKTHBY CHINO 3aTBBPIKAaBa HyX1ata oT eaquHeH Pernament B nemust EC.

Kou obnactu obxsawa MDR?

Oo6macture, konto MDR 00xBarra 1o OTHOIIEHHE HA MEAUIIMHCKATE M3AEIIN Ca:
MpeiHa3HAYeHNe, TPETEHITUH U TBBPCHUS 3a e()eKTa Ha MEUITHHCKOTO U3/IeITne
KITacu(puKamus

TCXHUYCCKA HOKyMeHTaI_[I/IH

KIIMHUYHA OILICHKa

MpoIiec Ha OIeHsIBaHE Ha ChOTBETCTBHETO

JIMIE, OTTOBOPHO 32 3aKOHO/IATEIICTBOTO

UDI xox

6asa ganan Ha EUDAMED

[MOCT-IIa3apeH MOHHUTOPHHT U JOKJIaJIBaHE Ha HE)KEIAHH CHOMTHS, BKII. KPaliHH CPOKOBE

CepTtudmuymuparHe no MDR

Wznemusta ot kiac [ Tpsabda na 6paat ceprudummpann mo MDR mo 26 Maii 2021. Ceprudukarute, U30aieHA CHITIACHO
MDD 3a ocTaHajauTe KIacoBE IIe€ OCTAHAT BAMAHU 10 4 TOIMHHU, KOETO O3HAaYaBa Hail-KkbCHO 10 26 Mmaii 2024 1.

Koraro mocTurHAT CpOK 3a TOMHOBSIBAHE HA CEPTH(HUITNPAHETO, BCHIKH CHINECTBYBAIN MPOAYKTH TPsOBa 1a OBaaT cep-
THQUIMPAHN TIO HOBUTE TpaBHJIa, 3a Ja MOTaT Jia Ce MpeJyIarar ¥ MojI3BaT 3akoHHO. ToBa 03HauaBa aKkTyaIH3alns

HA KJIMHAYHA JaHHH, TEXHHYCCKA TOKYMCHTAIUS M CTHKETH.

KakBo e UDI?

Cropen MDR Bcsiko MEIUITIHCKO H3/IETHE Clie/IBa Jia IpuTexkaBa YHuKaneH Mnentudpukarop va Usnenmumero (UDI), 3a
Jla ce TTOAIIOMOTHE MPOCIICASBAHETO Ha H3/IEIHS T10 I[sIaTa BEpUra 3a JIOCTAaBKH. 1e3u NaHHU Ie ObJaT J00aBeHH KbM
BCHYKH €THKETH.

UDI rapanTrpa onTAMAaHA POCIEIEMOCT ¥ MTPO3PAYHOCT 32 MOTPEONUTEITUTE U MAIUEHTHTE U ChIbp)Ka MHOTO HH-
(dopmanus (EMe, MOIEI, IIPOU3BOAUTEI, IAPTHIA, CEPUCH HOMED, CPOK HA TOJHOCT M JaTa Ha Ipou3BoacTBO). Chino Ta-
Ka IeJI1 OrpaHMYaBaAHE HA MEIUIIMHCKHUTE TPEIIKY | moAnomara bopdara ¢ pammudunupanure unenus. L{suiara na-
(opmanus ce peIocTaBs KAaKTO B OONKHOBEH TEKCT, T.€. KaTo OyKBHU M ITU(PHU, Taka U B MAIIMHHO YeTUM BHJI, KaTo Oap-
KOJT MJTM KaTO MaTPUYEH KOJI.

Benuku cumBoin Ha etukera ca 3ageipkutenan 3a Kimac I ot 26 Mait 2021, ¢ msximrouenue Ha UDI-koxsT. Toit Bin3a B
CHJIa TIOETAITHO B 3aBUCUMOCT OT KJjiaca Ha puck, craprupaiiku ¢ Knac I (26 Mait 2021). 3a Knac II cpoksT € Mait
2023, a 3a Kimac I — 26 Maii 2025.


https://eur-lex.europa.eu/legal-content/BG/TXT/HTML/?uri=CELEX:32017R0745&from=EN
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OueHka n KoHTpon

Bceku mpou3sBoauTet npeMuHaBa cepru(uKaIys Ha MPOICCUTE Pel He3aBUCKM BhHINCH HoTu(uimpan opras, BKIIIO-
4eH B cnuchk B Oazara qanaun NANDOQ. Crient Kato yCIHENHo e MpeMUHAT Ta3| Mpolle/lypa, TPOU3BOAUTEIST MOXKE ca-
MOCTOSITEITHO JIa MyCKa Ha na3apa Meauiuuacku uznenus ot Kiac [ (Hait-manko puckoBust kiiac) karo usnasa Jlexmapa-
nust 3a ChOTBETCTBHE. 32 BCHUKU OCTAaHAIM KJIIACOBE MPOLYKTH TpsiOBa 1a Obae uznaneH ceprudukar or Horudunupa-
HUS OpTraH.

Hotudumnupanust oprad oreHsBa CHCTEMATa 3a YIIPABICHHE Ha KAaYeCTBOTO HA IIPOM3BOAMTEIISI M TEXHHYECKATa TOKY -
MEHTaIus, u3aBa ceprudukar 3a ,,CE* MapkupoBKa M OIMUTHpa IPOU3BOTUTEIS HA PETYISPEH TMPUHITHTI, BKITFOYUTEITHO
W ClleJT TyCcKaHe Ha W3/IeINeTo Ha na3zapa. Bcuuku oo0penn n3nenus me ObaT BKIFoUeHH B peructbpa Ha EUDAMED
— 00IIOIOCTHIIEH PETUCTHP Ha BCHUKH U3JIENHS, KOUTO ca B ChOTBETCTBHUE C PeramenTa, KOMTO yiiecHsIBa MpoBepKara,
MPOCJICISIBAHETO U M3TEIVISIHETO Ha AC(EKTHU MPOAYKTH U JOIPUHACS 3a 6opOara ¢ (asuBuTe W3S,

CpokoBe

Wznemusita ot Kiac I tpsiosa na 6baar ceprudunmpann 1o MDR 1o 26 maii 2021. CepruuKaTuTe H3IaJACHH ChITIACHO
MDD 3a ocTaHanuTe KilacoBe IIIe OcTaHaT BaJugHu 10 26 Maii 2024.

MpemunHaBaHe kbM MDR go 26 Mawn 2021:

Kaac I

[ ]

® (e3 METO0JIOTHYHN PHCKOBE

[ ]

® HHUCKA CTEllEH Ha MHBA3UBHOCT
[ ]

HUKAKBbB WM HEKPUTUYCH KOHTAKT C KOXKaTa

C BanupgeH ceptudukat MDD Han-kbCcHO A0 26 Mawu 2024:

Kaac I crepuann

Kaac Ila

® yMepeHa CTeleH Ha PUCK

¢ yMepeHa CTeleH Ha HHBa3HBHOCT

® KpaTKOCPOYHO IpHiIokeHHe B TsuToTo (< 30 mam)
Kaac ITb

¢  IIOBHIIEH METOOJIOTHYEH PHCK

® CHCTeMHH e(eKTH

® JwITOCpOYHA yrorpeda (> 30 nHm)


https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=34

Koraro JAOCTUTHAT CPOK 3a IIOAHOBABAHE HA CepTI/I(l)I/IHI/IpaHCTO, BCHUYKHU CHINECTBYBAIU IIPOAYKTH TpH6Ba Ja 6’b,HaT cep-
TI/I(l)I/H_[I/IpaHI/I II0 HOBHUTC IIpaBUJIa, 3a Ja MOrar Ja CC IpeajaraTr | 1oja3Bat C’bO6pa3HO 3aKOHOBHUTC paMKH. Topa o3naga-
Ba aKTyaJIn3alusd Ha KIIMHUYHU JTaHHU, TCXHUYCCKA JOKYMCHTAUA U CTUKCTH.

HARTMANN e B nbnHoO cworBetcTBMe ¢ MDR

Veepsisame By, ye Bcuukd HARTMANN npouyxkru Kiac 1 ca npemunanu ceprudukaliiys 1 ca B I'bJIHO ChOTBETCTBUE C
HoBus Pernmament MDR, B ToBa umciio:

HecrepuiHo onepanioHHO 067€KII0 (MAcKH, IIAMKH, IIOCETHTEICKA IPECTIIIKA, TYHUKH U TTAHTAJIOHH)
AOcopOupary MpoayKTH 32 HHKOHTHHEHIKS (dapiaduera, IeICHH, IOII0KKH, TalllH)

[Tnactupu 3a mepBa TOMOI

bunrose

MapiieHr KOMIIPECH U KOMIIPECH OT HETHKaH TEKCTIIT

AIXe3UBHU JIEHTH

Hecrepunau prraBun (JlaTeke, HATPUIT, BUHIL)
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