EBPOMENCKWUI COKO3: MPOLIECC MOJIYYEHUSA CE-MAPKU
AN MEANUMHCKUX U3OENUN ANS IN VITRO ANATHOCTUKU

OnpenenuTb Kiacc Balero npoaykTa C MOMOLLbK 7 MpaBuil, N3MOXEHHbIX
B npunoxeHun VIII PernameHta EC 2017/746
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MmnnemeHTupoBaTb CUCTEMY MEHEOXMEHTA KAYECTBA (CMK) B COOTBETCTBUM C
npunoxeHuem IX PernamenTta EC 2017/746. BONbLINHCTBO KOMMAHUA UCNONb3YOT
ctaHpapt ISO 13485.
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Co3patb TexHu4yeckun dann, coorsetcTBytowmii IVDR (EU) 2017/746. Ans vspenui
knaccoB C n D TexHuueckuii darin otnnyaercs no o6bemMy AOKyMeHTaUMm
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Ha3Hauute ABTOPU3OBAHHOIO NMPEACTABUTEJIA, Haxoasawerocs B EC
(EC REP) 1 ynonHoMo4YeHHOro NpeacTaBAsTb MPON3BOAUTENS B EC | REP
pPErynaTopHbIX opraHax. PasmectnTb Ha ynakoBke Ha3BaHue u agpec EC REP.
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3aperucTtpmpoBaTb Npom3BoauTens n npoaykT B 6ase gaHHbix EUDAMED. Mony4ynTb
YHUKanbHbIN naeHTUdUKaLMOHHbIN HoMep npoaykTa (UDI).
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CMK n TexHuyeckue dannbl 4O/KHbI NPONTU ayanT
HOTUOULUNPOBAHHOW OPFAHU3ALUN.* Mo npoxoxaeHnn
ayauTta npoaykT nonyuut CE-CepTtudukar.**
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Cozpatb OEKJTAPALNIO COOTBETCTBUS, oduumanbHbln JOKYMEHT
NpOV3BOAMUTENS, MOATBEPXKAAIOLINIA COOTBETCTBME €ro NPoAyKLNK c €
Pernamenty EC 2017/746. HaHecTtn CE-MapKMpoBKY Ha YyMaKOBKY.
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CE-cepTudukaTt

ocTaeTcs Kaxxable 6-12 mMecsueB HotudurumpoBaHHas OpraHusaums
OEeNCTBUTENbHbIM npoBoauT ayant CMK n TexHnyeckmnx ansnos.
6eccpoyHo.

*

MpoBoanTb
*HotudwmumposaHHaa OpraHusauuns - opraHmsaums, akkpegutoBaHHas EBponenckum BbI6OPOUHbI LOT
Co1030M Ha KOHTPOJIb Haj MPOU3BOAUTENSMU MPOAYKLUUU MEANLIMHCKOIO Ha3HAYEHUS. KOHTPOJIb MapTuii

MPOAYKLMN U
**CE-CepTuduKkaTt He BblaaeTcs NpoAyKTaM knacca A , MOCKObKY ANS MeAULMHCKMX NpeaocTaB/isATb AaHHbIE
U3aenuit AaHHOro Kacca CooTBeTCTBME TpeboBaHMAM Pernamenta EC 2017/746 HoTndunumposaHHoil
3asBNgeTCs NpOM3BOAUTENEM B NOPAAKE CaMoAeKapaunn. Opranusaumm.

\ Medical Devices Regulatory Compliance
Your medical devices in a global market

mdrc-consulting.com



