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EBponeiickan
Komuceua

NHdOpMaLMOHHbIN NINCTOK ANA

opraHoB B/1aCTW B rocygapcraeax
3a npeaenamu EC/EJ

0 MeAULIMHCKUX u3aenuax n MeguLUUHCKUX
u3nenuax AnAa AMarHoCTUKMU in vitrot

U3MEHEHUE 3AKOHOOATEJIbCTBA B OBJIACTU
Hacmosawul uHpopMayUoHHbIL UCMOK aopecosaH peayupy- ME n“ uMHCKMX n3 AE nu ﬁ

IoUUM/KOMNEMeHMHbIM 0p2aHaM G CIMPaHax, He BX00AUX B8
cocmas EC/E3I. 0buyuli 0630p B030elicmaus peaiameHmos M.
8 pazdene «MeduyuHcKue u3denus» Ha Beb-calime Esponelickol
Komuccuu.

Hoeble PernaMeHT (EC) N2 2017/745 o megun-
uMHcKkux mnsgenuax (PMU) n PernameHT (EC) N2
2017/746 o MegUUMHCKUX M3genvax ana gua-
rHOCTUKM in vitro (PMUUB) npmBoaAT 3aKoHO-
patenbctBo EC B cooTBeTCTBUE C TEXHUHYECKUMU
OOCTUXEHUAMN, U3MEHEeHUAMU B MeaULMH-
CKMX HayKax M MporpeccoMm 3akoHogaTesibHoMn
OeATeNbHOCTH.

HoBble pernameHTbl CO34al0T MPOYHYlO, Npo-
3payHylo U YCTOMYMBYIO HOPMATMBHO-NPABOBYIO
6a3y, Npu3HaHHY0 Ha MeXAyHapo4HOM YpPOBHe,
KOTOpas MoBbIWAET KIMHUYECKYIo 6e30rmacHocTb
1 obecrneuvBaeT NPoM3BOAUTENAM CripaBea/nBbIiA
OOCTYN K PbIHKY.

B oTnnume oT AnpeKTUB, pernameHTbl MPUMeHA-
10TCA HenocpeAcTBEHHO, M UX He HAaA0 nepeHo-
CUTb B HaLMOHaNbHOE 3aKOHOA4aTeNbCTBO. TakuM
obpasoM, PMU n PMUNB CHM3AT pUCK pasHbIX
TONKOBaHWN Ha pbiHKe EC.

BBegeHme K PernamMeHTy 0 MegunuUmMHCKKX 13genmsax (PMIN)
1 PernamMeHTy 0 MeanUMHCKMUX U34enmax 4na amarHoCTUKN
in vitro (PMUVIB)

PMW 3ameHnT aenctBmTensHyo upektrBy 93/42/E3C o mean- PMVIMB 3aMennT aencTeuTenbHyo JMpeKTyBy 0 MeanLMHCKIMX
LMHCKNX m3gennax (AMW) n Oupektmey 90/385/E3C 06 aKTMBHbBIX V3aennax Ana amarHoctnkm in vitro (98/79/EC) (AMWMB). PMIINB
MMMNaHTUPYEMbIX MeanUMHCKMX n3genuax (JAMMUK). PMIA ony- onybnrkoBaH B Mae 2017 roAa, NoMoKMB Ha4ano NATUIeTHeMy
611KoBaH B Mae 2017 roga, MosoMB HAYasI0 YeTbipexneTHemy nepviogy nepexoga ot AMWKB.

nepviogy nepexoga ot AMW v JAVIMA.

1 TepMyH «1M34enmA» B HACTOALLEM A0KYMeHTe OTHOCUTCA K MeAMUMHCKAM U34eMAM 1 MeAULMHCKM 134envaM ANA AMarHOCTVKK in vitro. OnpegeneHna
n3genvs oM. ctatbio 2 PMU n PMUAVIB.
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https://ec.europa.eu/health/md_newregulations/overview_en

MNepexoaHbli Neproa Ana MeaUMHCKMX n3gennii (M) 3akoHumTcA
26 Mana 2021 roga (aarta npumeHenva (M) PMA).

MNepexoaHbin Neproa ANsA MeanUMHCKNX M34enni Ana AMarHOCTMKN
in vitro (MAWB) 3akoH4unTCA 26 Maa 2022 roaga (1 PMAB).

B TeyeHMe 3T1X ABYX NepexoaHbix NeprofoB oba pernameHTa Hau-
HYT MPVYMEHATLCA MOCTENEeHHO, HaYMHasA C MOOHKEeHWI, CBA3aHHBIX
C Ha3sHayeHneM yBegoMAAeMbIX (HOTUOUMPOBAHHBIX) OPraHoB M
BO3MOMHOCTbIO A/1A NPOM3BOAMTENEN NOAABATh 3aABKM HA HOBbIE
cepTMVKaThl B COOTBETCTBUM C perflaMeHTaMu.

Y106b1 M36€eXaTb C60eB pbIHOYHOIrO MexaHu3Ma 1 obecrneunTb
rnagKuii nepexoq oT AMPEKTMB K pernaMeHTaMm, NogroToBeHo
HECKOMbKO MOMIOXEeHUI 0 nepexodHoM nepuoge. HekoTopbie

usgenusa, cepTudurKaTbl KOTOPbIM BblAaHbl COFAACHO AUPEKTU-
BaM, MOXHO 1 gablie pa3MeLlaTb Ha pbiHKe? 4o 26 Masa 2024
roga n obecrieunsatb Ux Hanuuue® oo 26 maa 2025 roga.

) Cpokm

[o mMaa 2025 roga nsgenus, ceptuduLMpoBaHHbIE COrAacHo
OVpeKTUBaMm, U U3genus, cepTMULMpOBaHHbIE COrNacHo perna-

MeHTaM, Ha pbIHKe MOryT CoCyLlecTBoBaThk. Y 06enx Kateropuii
6yaeT 0AWMHAKOBLIM 3aKOHHbIA CTATyC, U ANCKPUMMHALMA B
rocy4apcTBeHHbIX TeHAepax 3anpelyeHa.

MepexoaHbIii Neprof, HyHeH NOTOMY, YTO B COOTBETCTBIM C HOBbIMM
pernamMeHTaMmn HeobxoaMMOo HasHauMTb YBEAOMIAEeMble OpraHb.
Kpome Toro, npov3BoAMTENM A0MHKHBI COOTBETCTBOBATL bosee CTpo-
MM KpUTEPKAM, 0COBEHHO C TOUKM 3peHmA TPeboBaHWI K KAMHUYECKIAM
1ccNenoBaHMAM K oLeHKe 3GGERTUBHOCTL.

B npouecce HasHaueHWs yBeAOM/IAEMbIX OPraHoB, KOTOPbIA MOMET
annTbea 18 MecAueB vm bonee, y4acTBYIOT OLEHLLMKI HALMOHATbHBIX
1 eBPOMENCKMX YHPEIKOEHWNIA. 3TO 3HAYMT, YTO MepBble YBeAOM-
NAemMble opraHbl B COOTBETCTBMM C HOBBIMK pernamMeHTamm beinm
HasHaueHbl C Ha4ana 2019 . YBegomnsemMble opraHbl, Ha3Ha4eHHbIe
B cootBeTCcTBMM C PMI 11 PMUNB, a Take oxBaT 13aenunn, B CBA3M
C KOTOPbIMM OHM Ha3HaueHsl, M. B 6ase faHHbix NANDO.* 3a 6onee
noapobHo MHdopmMaLmern npockba o0bpallaTbCa K KOHTAKTHBLIM
MUaM B KOMNemeHmHbIX 0p2aHax®.

MpaBuna HasHaYeHNa yBeOOMIIAEMbIX OPraHOB TaKMHKe yrHecTova-
loTCA € gobaBneHneM HoBbIX TpeboBaHMi 1 0bsazaHHoCTel. Mpouecc
HasHayeHVs yBeAOMIAEMbIX OPraHoB 3aMMET 3HaUMTebHYI0 YacTb
rnepexo4Horo nepuoaa, To ecTb Y nNpov3soauTene bygeT nulb
orpaHnYeHHoe Bpems 458 cepTUdUKaLmM BCeX M34enumin 4o cooT-
BeTcTBYtOLWMX AN,

[o3TOMy MasnoBepoATHO, YTO BCE VMeloLMecA Ha pelHKe 13nenma
ByayT cepTMdMLMPOBaHLI B COOTBETCTBMM C HOBBIMY pErnameHTamm 40
[N, ecnv Ha3HaueHVe yBeJOMAAEMBIX OPraHOB MPOAVTCA A0SbLUe,
yeM HameueHo. YTobbl n3beraTb cboeB pPLIHOYHOMO MexaHu3Ma M
Hea0CTYMHOCTV MeANLMHCKIX 34 MM, NP onpeaenEHHbIX YCI10BMAX
Npou3BOAMTENM MOMYT MPOU3BOAUTE U3LEeNMNA, COOTBETCTBYIOLLME
TpebosaHmam MW 1 AMIAMB, 1 pa3mellaTtb 1x Ha pbiHKE 1 nocne
cooTteTcTBytowmx A, Takmm obpasom, no HactynneHn O n oo
MaA 2025 roaa Bbl BCE eLLE MOXKeTe Moy4vaTb Ha CBOen TeppuTopun
134enu1sa, cooTeeTcTByowme TpeboBanmamM OMU/OMNNB, n cepti-
dUKaTbl, BblAaBaeMble B COOTBETCTBUM C AVPEKTUBAMM.

\/ Y70 M3MeHnnocs?

B uenom, B PM 1 PMUVIB coxpaHsaioTca Bce TpeboBaHWA AMPEKTUB,
1 NOABNAITCA HeKoTopble HoBble TpebosaHwA. Mo cpaBHeHMIo C
0encTBUTEeNbHBIMA OMPEKTVBAMM, B HOBbIX perflaMeHTax axkLeHTM-
pyeTcs noaxof K 6e30macHoOCTy, OrMPaoLLMIACA Ha CPOK Crly»Kbbl 1
OCHOBbIBAKLLMIMCA Ha KNIMHUYECKMX OaHHbIX.

PernameHTbl A0nonHeHbI 60ﬂee HECTKUMU npasm1aMn HasHa4eHnA
yBegoM1AeMbIX OpraHoB. BBE,E[E’HI:I LONONHUTENbHbIE TDEGOBaHVIH K
KOHTPOSIIO M MOHUTOPWHIY, agpecoBaHHble HalMoHaibHbIM KoMrie-
TEeHTHbIM OpraHam 1 Kommccin. B pernameHTax yTouHeHs! 0693aHHOCTM
I'IDOI/IBBOJJ,I/ITEJ'IEVI, YNOJIHOMOYEHHbIX I'IDELlCTaBI/ITEJ'IEVI, I/IMI‘IOpTéDOB
1 AUCTPUOBLIOTOPOB.

B PMW npeanaraetca nepeknaccidrumpoBaTth HEKOTOpbIe 134envis,
paclmpeHa ero obnactb nprMeHeHna. Hanpumep, oH Henocpea-
CTBEHHO 0XBaTbiBAET M34eAVA ANA OYNCTKM, CTepUamM3aumm 1nm
Oe3nHbeKUMM Apyrx MeaVLMHCKKX 13aennii (MyHKT 1 cTaTbk 2
PMW). MogobHbIM obpasoM, PMW oxBaTbiBaeT nepepaboTaHHbIe
MeMLMHCKME M34enna 0aHOPa30BOr0 MCMob30BaHNA (CTaTba 17
PMW) 1 HeKoTOpbIE 1M3ae1a, He NpeaHa3HauYeHHbIe 417 MeaMLMHCKIMX
uenen (mpunoxenre XVI Kk PMU). PMU Takrke oxBaTbiBaeT Npoaarky
MeANLMHCKMX U301 N MeAULMHCKMX M3aennii 48 AMarHOCTMKN
WM TepaneBTUYeCKNX YCyr B MHTEPHeTe, yaanéHHo (cTatba 6 PMN).

[na HekoTopbIX M3ae Mt knacca |b 1 MMNAaHTUPYEeMbIX M3aenmn
knacca lll 8 PMI yctaHoBMeH NOPAAOK KOHCYbTaumM, CBA3AHHBIX C
KMHMYECKOM OLEeHKOM, KOTOpble A0/HA NPOBOAWTL Mpynna He3a-
BMCVMbIX 3KCMepToB (cTaTba 54 PMU).

B oTHOWeHM MUVIB camoe KpynHoe n3MeHeHme CBA3aHO C Knaccum-
duKaumen prcka 1 ponbio yBeAOMAAEMbIX 0praHoB. 1o npasunam
Knaccmdukaumm PMANB kawpoe mnsgenve 0THOCUTCA K O4HOM U3
UeThIPEX KaTeropuin PUCKa, OT Knacca A (HM3LLIMIM YPOBEHb pUCKa) A0
knacca D (BbICLLM ypoBeHb prcka) (cTaTba 47 PMUKB). B pesynetaTe
0K0/10 85 % Bcex MAB gomHbl 6yayT HaxoAnTbCA Mo Haa30poM
YBEAOM/IAEMbIX OPraHoB, TOrAa Kak B COOTBETCTBMM C AMPEKTMBOM 3Ta
umdpa coctasnset 20 %. B PMIVB TakKe yectovanTca TpeboBaHms
K KMHNYeCKMM NoATBEePHKAEHMAM M OLIEHKE COOTBETCTBMA.

HoBana crcteMa yHUKanbHbIX naeHTudrKaTopos m3agenmin (YUN)
(cTatba 27 PMU/PMUVIB) cyLecTBEHHO NOBLILLAET OTC/IEKMBAEMOCTb
1 3O PEKTMBHOCTb MOCENPOAAKHOM AEATEeNbHOCTI C TOUKM 3peHmA
6e3onacHocTn.

2 «PasMelLieHne Ha pbiHKe» — 3To obecrnedeHme HanMumsa 13aenna (KpoMe nccneayemblx U3genuii) Ha peiHke EC Bnepsble (MyHKT 28 ctaten 2 PMI).
3 «ObecneyeHre HaMUMA Ha pbiHKe» — 3TO Ntobas NocTaBKa M3aenua (KpoMe 1ccneayemMbix M3genuii) Ana pacnpocTpaHenuna, NnoTpebnenns nnm
npuMeHeHVs Ha pbiHke EC B paMKkax KoMMepYecKon AeATebHOCTM 3a Bo3HarparkaeHve nnm 6e3so3Me3aHo (MyHKT 27 ctaTtbi 2 PMU).
4 http.//ec.europa.eu/growth/tools-databases/nando/, NANDO (OpraHv3aumu, yBeaoMseMsle 1 HazHaudeHHble B COOTBETCTBIMM C HOBLIM MOAX0A0M) 2

5 https://ec.europa.eu/health/md_sector/contact_en
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PernameHThl obecreunBatoT 6o1ee BbICOKMIM YPOBEHb MPOo3paqHoCTy,
Tpebya nybnmkaumm nHdopmaLmm 06 13aenmax N KAMHUYeCKnX
NCCNeA0BAHUAX M NCCNeA0BaHMUAX IOGEKTUBHOCTY, CBA3AHHbIX
C COOTBETCTBMEM. KMioueByio posib B MPeaoCTaBAeHn AaHHbIX U
YYULLEHUM 1 KOMIMYeCTBa, M KavecTBa AaHHbIx OyaeT MrpaTtb HoBas
EBponeickas 6aza gaHHbIX MeaMLIMHCKIAX U3AENA 1 MeaMLIMHCKNX
v3genun ana avarHoctukK in vitro (EUDAMED) (ctatea 33 PMU n
ctatba 30 PMUMB).

@ Mapkuposka CE

OueHka cooTBeTCcTBMA M3aennsa TpeboBaHMAM MapKkmposky CE
(Conformité Européenne) 3aBMCUT OT Knacca prcka, K KOTOPOMY 0THO-
catca M u MUVIB. MoMrMo Knaccipukaumm pucka, Ha npoueaypy
OLIEHKM COOTBETCTBWA MOMYT BAMATL HEKOTOPLIE Apyrie CBOWCTBA,
Hanpumep, eci M gonKHO bbiTe cTepubHeIM Unn ecin MAKB
npegHasHaveHo 414 UCMOoNb30BaHNA NaumeHTaMu.

B cnyyae MU Bce nznenua knaccos lla, I1b 1 I, a Takke HeroTopble
n3genua Kknacca | TpebyloT BMellaTenbCTBa yBeaoMAAEMOr0 OpraHa
(noanyHKTbLI a° 67 1 B® NyHKTa 7 ctatbk 52 PMU). B ctathe 52 PMU
n npunoxernax IX, X n XI kK PMW onvcaHbl pasinyHble MeTodbl
OLIEHKM B 3aBUCMMOCTM OT Kracca M3aenma. B HeKoTopbIx Ciy4asx
npov3BOANTENM MOMYT BblbpaTh CBOM METOA OLIEHKM COOTBETCTBUA
113 HECKOJSTbKKX OMMCAHHBIX B PEraMeHTe BapyaHTOB.

[nAa nmnnaHTrpyemelx ngenun knacca Il n HekoTopbIx n3genun
knacca llb yctaHoBMeH HOBbIM MOPAAOK KOHCY/bTALUMIA, CBA3AHHBIX C
KNMHMYECKOM OLIEHKOR, KOTOPbIe 0J1KHA NPOBOAUTL Mpynna He3aBu-
CMMBIX 3KCNEPTOB. YBeAOMAEMbI OpraH AoMeH OyaeT yunTeiBaTh
Hay4HOe MHeHWe rpynnbl 3KCNepToB (CTaTbA 54 PMU).

BonblwmHcTBo MUVIB Knacca A npov3soamTeny MoryT ceptmdunum-
poBaTb CaMOCTOATESIbHO, eC/IM OHW He MPOAAITCA B CTEPUIBHOM
cocToaHnn. OueHKy cooTBeTCTBMA M3aenmin knaccos B, Cv D gomkeH
NpPOBOANTL YBEAOMIAEMBI OpraH.

B oueHKe COOTBETCTBUA M34ennin Knacca D gomkHa npyHMMaTs
y4actue cnpasoyHan nabopatopus EC, K KOTOPOM OTHOCUTCA AaH-
HbI TVN M34enni 1 KoTopanA AoTKHa NpoBePATb 3GMEKTUBHOCTD,
3aAB/1eHHYI0 NPOV3BOANTENEM, 1 COOTBETCTBME NMPUMEHMbIM 0BLLIMM
cneumdrKkaumam (MyHKT 5 ctaten 48 PMUKB). KacaTenbHo MHHOBa-
UMOHHBIX M3aenmii knacca D, 4na KoTopbix 06LLmX cneumduraumi HeT,
rpynna He3aBMCKMbIX 3KCMepPTOB A0/KHA BbIPa3nTb CBOE MHEHWE 0
noAroTOBAEHHOM MPOV3BOANTENEM OTHETE OLIEHKM 3G DEKTMBHOCTM
(NyHKT 6 cTaTbn 48 PMAVIB).

@ [ocTynHoCTb U3Aennii, COOTBETCTBYIOLMX
Tpe6boBaHnam AMU/AAUMU/OMUUB, n
nu3genuii, COOTBETCTBYIOWMX TpeboBaHUAM
PMU/PMUUB

B TedeHWe nepexodHoro nepvoaa m3aenna, cepTuduumMpoBaHHble
COrNacHo AMNPeKTMBaM, 1 M3Aenna, CepTUGULMPOBAHHBIE COrMIacHo
pernaMeHTaMm, Ha pbiHKe ByayT cocylecTBoBaTh. Y Tex, 1y Apyrix
Mo 3aKOHY OJMHAKOBbIM CTATYC MPW YCIOBWW, YTO OHM COMPOBO-
¥OAITCA COOTBETCTBYIOLMMM CEpTUDMKATAMM, 1 AUCKPUMMHALMA
Mo KpUTepUAM COOTBETCTBMA TpeboBaHWAM B rOCYAapCTBEHHbIX
TeHaepax 3anpeLleHa.

CepTndnKaThl, BblAaHHbIE COMMACHO AMPERTVBaM, NPy onpeaeneHHbIX
YCOBUAX OCTaHyTCA AencTBUTeNbHBIMIU He Honee, YeM Ao 26 Man
2024 roaa, Ho HeKoTopble 06A3aHHOCTK, YCTAHOB/EHHbIE perflaMeH-
Tamu, TaKkme Kak akTVBHbBIN MOHUTOPWHI, MOCNenpoAarkHbI Haa30p U
perncTpaunsa CybbeKToB X03ANCTBEHHOM AeATeTbHOCTU U U3Ae N,
BCTYMAT B CWY Mo HacTyrnneHmn Orl.

B TeyeHme ocTaTouHOrO CpoKa OencTBMA cepTrduKkarta y mgenva
MOMeET BbITb CepTUOMKAT M B COOTBETCTBMM C AMPEKTMBOM, 1 B COOT-
BETCTBUM C pernaMeHToM. TakiM 0bpasoM, cepTndnKkaTel cBoboaHOM
MpoAarkM MOryT BblAaBaTbCA C COOTBETCTBYIOLLIMMM CEPTUGMKATAMM
v no AMU, n no PMU (B cnyvae MU) nnm 1 no PMANB, 1 no AMUKB
(B cnyyae MUMB).

0ba Tvna ceptTndmKaTa cBobo4HOM NpoAaXKN AENCTBUTE bHbI B
paBHon cteneHn. CepTndnKaTbl cBO60AHOM NPOAArKM, OCHOBAHHbIE
Ha OencTBUTebHBIX CepTdMKaTax, BbldaHHbIX YBeLOMAAEMbIMA
opraHamu, Mo AMPEeKTVBaM, OCTalTCA AeNCTBUTEbHBIMM 1 Mocie
26 Mana 2021 roga (OMWN) nnn nocne 26 maa 2022 roga (AMUMB)
1 OEeMCTBYIOT 0 CPOKa MCTeYeHMA COOTBETCTBYIOLLMX CEpTUOMKATOB.

V3genua, KoTopble B NepBbii pa3 AoMKeH cepTmduumpoBaTh yBe-
OOMAAEMbI OpraH, A0MKHbl COOTBETCTBOBaTbL TpeboBaHWAM A0
HaCcTynneHna gatel NpuMeHeHna — 26 maa 2021 roga B ciydae
PMW n 26 maa 2022 roaa B cnydae PMUVIB. 310, Hanpumep, Meaum-
LIMHCKMe M34enua Knacca |, KoTopble CTepuibHbl MW BbIMOSHAIT
M3MepuTenbHYI0 GYHKLMIO.

|=" Nepeknaccudpukauua

CornacHo MW v IMNINB cepTudmKaThl 13genmii, neperknaccndumum-
POBAHHLIX 11 M0 CTEMEHM PUCKa OTHECEHHBIX K 601ee BLICOKOMY Kiaccy
cornacHo PMWN vinn PMVIB cooTBeTCTBEHHO, OCTAIOTCA AEeNCTBU-
TeflbHbIMKM 0 UCTEYEHNA MX CpoKa. MpaBuia KnaccmdyKaumm Takmx
m3genvin cornacHo AMW/ OMUMB byayT nprMeHATLCA W danblie 40
MNCTEYEHNA CPOKA AENCTBMA CePTUOMKATOB, BblAaHHbLIX B COOTBETCTBMM
c AMW/OMNB?.

EE U3penun, cooTBeTCcTBYIOWME TpeboBaHUAM
o o AMW/OMUMUB, B uenouke cHabxeHUn

MW n MUVB, pasmelléHHble Ha pbiHKke nocie 26 maa 2021 roga
(B cnydae M) nnm nocne 26 masa 2022 roga (8 cydae MAVIB) Ha
0CHOBaHWM AENCTBUTEBHOrO CepPTUGMKATA, BblAAHHOI0 A0 YKa3aHHbIX
[0at, MoryT NocTaBnATbCA Ao 26 Maa 2025 roga. 27 maa 2025 roga
Niobble Takme n3genus, He OOCTUMLLME KOHEYHOro Mosfb30BaTens,
OOMKHBI By ayT BbITb M3BATHI 13 LEN0YKM CHAbKeHusA.

M3penvs, pasMelléHHbe Ha pbiHKe 1 BBeAEHHbIe B 3KCMIyaTaumio,
Npvi OOCTUMEHUM MM KOHEYHOr O Mosib3oBartena 4o 26 Maa 2025
roga, MoryT M Aanblie UCNoMb30BaTbCA TaKMM MOSb30BATENEM.
PernameHTbl He MPYMEHAINTCA K BbIBLUMM B ynoTpebneHum 13genmam
(nexknapatvBHas YacTb 3 PMU/PMUNB).

6 «/13genva, pasmelliaemMble Ha PeIHKe B CTEPUIBHOM COCTORHMM, — aCTeKThl, CBA3AHHLIE C YCTaHOBNEHVEM, obecredeHyieM 1 NoaAepHKoM CTepUbHbIX
YCII0BUM».

7 «M3penva ¢ dyHKUMEN M3MepeHMs — acneKTbl, CBA3aHHbIe C COOTBETCTBMEM M34e1iA METPOSIOrMYecKkM TpeboBaHNAMy.

8 «XVPYPrmyeckme MHCTPYMEeHTbI MHOr0pa30Boro NCMNoAb30BaHWA — aCNeKThl, CBA3aHHbIE C MHOMOKPATHBIM MCMOAb30BaHMEM M34e1A, B YaCTHOCTH, ero

QUMCTKOM, Ae3VHDEKLMeN, CTePUAN3ALIMEN, TEXHUYECKMM 0DCYHRMBAHNEM 1 GYHKLIMOHABHBIMIA MCMbITAHWAMM, 1 COOTBETCTBYIOLLMMM MHCTPYKLMAMM

IKChAyaTauny».

9 https://www.camd-europe.eu/regulatory/available-now-mdr-ivdr-transitional-faqgs/
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W YTO 3TO 3HAUUT?

«0ObecnedyeHmne HaMuMA Ha poiHKe» — 3TO Ntobas NocTaBKa N34ema
(KpoMe mccneyemblix M3aennin) 4na pacnpocTpaHeHus, notpebneHms
A NpUMeHeHna Ha pbiHke EC 3a Bo3HarparkaeHve mnm 6e3so3-
Me34Ho (NyHKT 27 ctaTbh 2 PMIA 1 nyHKT 20 ctaTtbn 2 PMANB).

«PasmelleHme Ha pbiHKe» — 3TO obecrneyeHne HanMuma u3aenns
(Kpome mccnegyeMbix M3genun) Ha poiHke EC Briepsble (MyHKT 28
ctatbn 2 PMU 1 nyHKT 21 ctaten 2 PMUMB.

«BBOA B 3KCNAyaTaumio» — 3T0 3Tan, Ha KOTOPOM M3aenve (Kpome
nccneayembix M3genuvin) Ha peiHke EC B mepBbIi pas AocTaBnseTca
KOHEYHOMY MOJb30BATES0 KaK FOTOBOE K MPUMEHEHMIO N0 Ha3Have-
HUO (MYHKT 29 ctaTbk 2 PM v nyHKT 22 ctaTtbn 2 PMAKB).

06a3aHHOCTU CY6BEKTOB X03ANCTBEHHOMN
AEATeNIbHOCTU

B pernameHTax 4éTKo cHOpMyMPOBaHbI 06A3aHHOCT Pa3INYHbBIX
Cy6bEKTOB M X B3aMMOOTHOLLEHMS.

B ctatbe 10 PMU/PMUMB onvcaHbl 06A3aHHOCT Nnpou3BogUTe-
new, HanpvMep, Kacalolyecs CUCTeM YNpaBieHWa PUCKOM (MyHKT
2) M CUCTeM ynpaBfeHVa KayecTBoM (MyHKT 9). B ctaTbe Takwe
rOBOPUTCA O HEOBXOAMMOCTM MPOBEAEHNA KIMHUYECKMX OLEHOK
MV MCCcNeqoBaHnin 3OGERTUBHOCTA (MYHKT 3), COCTABAEHNA TEXHW-
YecKoW [OKYMeHTauum (MyHKT 4) 1 BbINOMHEHNA NpoLeayp OLEeHKN
cooTBeTCTBMA (MyHKT 6). CornacHo pernamMeHTam Npov3BOANTENM
OTBEYaloT 3a CBOW M34e/MA C MOMEeHTa KX monagaHnA Ha phbiHOK
(MyHKTBI 12, 13 1 14). MNpov3BoanTenn 4oHHbl BHeAPUTb CUCTEMBI
CTpaxoBaHMA GMHAHCOBON OTBETCTBEHHOCTM 3a YLLep6b, HAHEeCEHHbIN
HpaKoBaHHbIMM 13aemAMM (MyHKT 16).

Y Kawaoro Npom3BoamMTensa ecTb yKasaHHoe MnLO, OTBETCTBEHHOe
3a cobniogeHre HopMaTMBHO-NPaBOBbLIX TpeboBaHMI (cTaTbs 15
PMU/PMNINB).

Y npowsBoauTeneit 3a npegenamm EC/ESMN gonkeH BbiTb ynonaHo-
MOYEHHbIN MpeacTaBnTe b, MECTO AeATebHOCTM KOTOPOro — OA4HO
13 rocyaapcTe-yneHos EC/EINM.

B perfniameHTax coctassieH nepeveHs 3a4a4, AenervpyemMbolx ynosa-
HOMOYeHHbIM npegcTaBuTenaMm (ctatbs 11 PMU/PMUNMB). B
0673aHHOCTM YNOHOMOYEHHbIX NPeaCcTaBUTeNel, Mo MeHbLLIeN Mepe,
BXOAMT MPOBEPKA, eCTb SN B HAIMUMKM feKknapauma cootBeTcTemA EC
M TEXHUYECKanA A0KYMEeHTaLMA 1, B COOTBETCTBYIOLLMX ClyYasX, MpOBEN
IV NpOM3BOAMTE b HAA1exKalllyto NpoLeaypy OLEHKM COOTBETCTBIA.
YNONHOMOYeHHbIM NpeacTaBnTesb Take 06sA3aH MMEeTb B Halnumm
KOMMM HEeKOTOPbLIX AOKYMEHTOB M Mo TpeboBaHWIo COTPyAHMYATb
C opraHamu BnacTu. YnoSIHOMO4YeHHbIM NpeacTaBuTe/lb BMecTe C
NpPOV3BOAMTENEM MO 3aKOHY HECET KOSNEKTUBHYIO M MHAMBNAYANBHYIO
OTBETCTBEHHOCTb 3a bparkoBaHHbIe M3aenms.

[ns 3aMeHbl YNosTHOMOYEeHHOr0 NpeacTaBUTeNs Heobxo4MMOo COoT-
BETCTBYIOLLEE COrMalleHne, B KoTOPoM CHOPMYIMPOBaHLI 40ro-
BOPEHHOCTM NPOM3BOAMTENA M BLIBLIEr0 1 HOBOMO YrOIHOMOYEHHbBIX
npeactaButenen (ctatea 12 PMU/PMAIB).

B pernameHTax onmcaHbl GyHKLMM U 06A3aHHOCT UMMOPTEPOB
(ctatba 13 PMU/PMUMB) 1 guctpubbloTopoB (cTates 14 PMIA/
PMNINB):

1. WMmMnopTépbl 0653aHbI 3a60TUTLCA O TOM, YTODLI pasmellae-
MbIE VIM/ HA PbIHKE M34enrA COOTBETCTBOBA/IM PerflaMeHTaM m
6binv 3aperncTprpoBaHsl B EUDAMED m utobbl npomn3BoanTeslb
BbINOAHAN CBOM 06A3aHHOCTM. OHM TaKMKe A0MKHbI YBeAOMNATb
NPOV3BOAMTENEN 1 YNONHOMOYEHHbIX MPeACTaBUTeNel O Haso-
6ax vnm NoA03peBaeMbIxX MHLUMAEHTaX, COOBLLIEHMSA O KOTOPbIX
nocTynatoT oT paboTHUKOB 34PaBOOXPaHEHNA, NALUMEHTOB MM
nonb3oBaresem.

2. [OucTpubbioTopbl Ha OCHOBAHMM PEMNPE3EHTATVIBHOM BbIOOPKM
[OHHBI YOCTOBEPUTLCA, YTO PACNPOCTPAHAEMbIE MMM M3Aema
COOTBETCTBYIOT pernamMeHTam. OHM Take 06A3aHbl coobllaTs
NpOV3BOAMTENAM MM YTOSIHOMOYEHHbBIM MPeACTABUTENAM 1
MMMOPTEPaM 0 Hanobax 1 UHLMOeHTax.

CybbeKThI XO3AMCTBEHHOM AeATeNbHOCTI A0SHHbI PErMCTPUPOBaTb
YWW noctaBnAaeMbIX MU UM UM U301 B COOTBETCTBMM C MYHKTOM
8 cratbm 27 PMU v nyHKTOM 8 cTatbn 24 PMUVIB.

VKecTouéHHble Tpe60BaHMA K KAMHUYECKOIA
oLeHKe

HoBble pernameHThl YCTaHaBAMBAIOT TPeO0BaHNA K KIMHUYECKON
oueHke/oueHKke 3ddexkTmBHOCTM (rnasa VI PMU/PMNNB). B Hux
COAEePHKATCA HEKOTOPbIE M3 KPYMHEMLLIMX M3MEHEHMIA B CPaBHEHMM
C BbIBLLMM PEMHKVMOM.

Kak 6bi110 NpeaycMOTPEHO 1 B AMPEKTMBAX, B PAMKAX KIMHUYECKOM
OLIeHKM/0LEHKN 3DGEeKTUBHOCTM NPOBOAUTCA COHOP KIMHUYECKMX
OaHHBIX, Ve MMEIOLIMXCA B MTepaTtype, a Takmke Jiobble Heob-
XOAUMBIE KIMHUYECKMe nccnedoBannsa (M) nam nccnenoBanma
3bdpexTmBHOCTU (MAIB).

B cnyyae MeamMUMHCKMX M3OeNMA KOHLEMNUMA SKBUBAIEHTHOCTM C
OPYrMA U30eNMAMK, B OTHOLLEHUM KOTOPBIX YXKe UMEIOTCA KMHW-
Yeckme AaHHble, MOXKET MPUMEHATBCA B HEKOTOPbIX OrpaHYeHHbIX
CNy4anx, Ho HOBbIE MpaBwmna ecTye (MyHKTbl 4, 51 6 ctatbl 61 PMA).

B PMW npegycMoTpeHa npouenypa KoHCyNbTaumi, CBA3aHHbIX C
KMHUYECKOM OLIEHKOW, KOTOPYID MPOBOANT rpynna He3aBMCUMbIX
3KCMepTOB B OTHOLLEHWM HEKOTOPLIX M3aenui knacca lib 1 nmMnnax-
TMpyeMbIx M3genuin knacca lll (ctatea 54 PMA).

B oueHKke cootBeTcTBMA MAVIB Knacca D AonHa NpyHMMaTh yyacTtye
cnpasoyHan nabopatopua EC, K KOTOPOM OTHOCKTCA AaHHbIA TWM
V348N 1 KoTopana A0MKHA NPOBEPATb 3QGEKTUBHOCTb, 3aABNEHHYIO
NMpon3BOAMTENEM, M COOTBETCTBUE MPUMEHVMBIM 0OLLIMM CrieumdrKa-
UmAM (NyHKT 5 ctatbik 48 PMUVB). KpoMe Toro, KacaTesnbHO MHHO-
BaLUMOHHbBIX M3A4enmii knacca D, 475 KOTopbIx 06LLMX creumdukaumii
B HACTOALLEe BpeMs HeT, rpyrnna He3aBMCUMbIX 3KCMEepPTOB A0MKHa
BbIPa3KTb CBOE MHEHKe 0 NMoAroTOB/IeHHOM NPOM3BOANTENIEM OTHETE
oLeHKM 3ddeKTMBHOCTK (MYHKT 6 cTaTbk 48 PMAB).



be3onacHOCTb U KAMHMUECKan
3pPeKTUBHOCTb

X0poLUo NoHATHbIE pesioMe MHGopMauMM 0 6e30MacHOCTM M KIMHK=
HeCcKon 3G GeKTMBHOCTY MMMNIAHTUPYeMbIX n3denui u M knacca |l
(ctatba 32 PMW) 1 MAVB knaccos C 1 D (cTatesa 29 PMUVIB) 6yayT
nybAMKOBaTHLCA B OTKPLITOM A0CTyrMe. Takune pe3ioMe CTaHyT YacTbio
TEXHWYECKOW JOKYMEeHTaUMM Npov3BOAMTENA, 1 1X MOXKHO ByaeT
HavTtn B EUDAMED.

— ;
=—— Y)XeCTO4YEHHbIN nocnenpogaxHbin Haa3op

CornacHo HOBLIM perniameHTaMm A9 Npou3BoaMTeNel ycTaHaBMBa-
toTCA bonee HecTkve TpeboBaHWs NoCenpoaarKHOro Haa3opa. Takke
YKpennaeTcs CoTpyaHUYeCTBO Medy rocyaapcrBamm-yneHamm EC
B chepe Hag3opa 3a phiHKOM:

1. PerynapHo o6HoBnseMble oTYETbI 0 6e3onacHocTH

PerynspHo obHOBNAEMblE OTYETLI 0 6830MaCcHOCTU AOSMKHbI
COCTaBNATLCA B OTHOLWeHUM Bcex MU (ctatba 86 PMW) n MUAB
(cTaTha 81 PMNWB), 3a ncknioveHmnem MW knacca | 1 MNAB
KnaccoB A 1 B. B Takmx oT4éTax npeanaraetca 0606LLEHHBIN
aHanm3 AaHHbIX MoC1enpoAarkHoro Haaopa. HYactoTa obHoBe-
HWIA ByOeT 3aBMCeTb OT Knaccudurkaumm nsgenms. ObHoBeHnA
nepeaatnTca yBeAOMIAEMbIM 1 KOMMETEHTHLIM OpraHaMm.

2. OTyéTbl 0 TeHAEHLUMAX

CornacHo pernameHTam, Take TpebyeTcsa CocTaBAATb OTYETHI
0 TEeHAEeHUMAX, CBA3AHHbIX CO BCEMU M3denmamMn. B oTyéTax o
TeHAeHUMAX perncTpmpyeTca Nioboe NoBbILLeHME YacToThl n
TAKECTN HeCepbe3HbIX MHUMOEHTOB WM npeanosaraeMblx
HeXKenaTesbHbIX MOCIeACTBMA, 0COBEHHO B TexX C/ydasx, Koraa
3TO MOMKET B/MATb Ha OLIEHKY pycKa nzaenva (ctatba 88 PMIA
1 cTaTba 83 PMUVB).

! 1 orcnexmsaemocts Llenouyku cHabkeHusa u
? YHUKanbHble UAEGHTUPUKATOPBI U3AeNNiA
(YUH)

CoBepLUeHHO HOBOM 0COBEHHOCTHIO PErNaMeHTOB ABAAETCA CMCTEMA
YHUKabHbIX MaeHTUOMKaTopos nzgennii (YVW) (ctates 27 PMA n
cTatba 24 PMUMB). 3To No3BoauT nydlle MaeHTUdMUMpoBaTh M
OTC/IEXMBATDL M34eVA.

Mpou3BoanTenb 06s3aH NprcBonTh YN 1 BBECTM Tpebyemyio MHdop-
Maumio B 6asy gaHHbix YW, KoTopana asnaeTtca yactbio EUDAMED.
B 6onblumHcTBE CiydaeB YN bbiBaeT B B, NErko YMTaeMoMm
4eoBEKOM, M TaKXKe, HanpyMep, B BMAe LWUTPUXKoAA.

Kaxgomy MU mnav MAVIB 1, B COOTBETCTBYIOLLIMX C/TyHanX, Karkaom
yrnaxoBke byaeT npucsoeH YW, cocToAwmin n3 asyx Yactei. Mepsan
4YacTb — naeHtTMoMKaTop m3genva (YMN-1MM), HemocpeacTBeHHO
CBA3aHHbIM C NMPOM3BOAMTENEM M 13ae/MeM. BTopas YacTb — Npous-
BOACTBEHHbBIN naeHTudmKaTop (YWN-TW), Takon Kak HomMep napTum
VN CePUMHBIN HOMED, ANA MAEHTUOWKALMM NPON3BOACTBEHHON
eaVHLIbl M34e1A W, B COOTBETCTBYIOLLIMX C/Ty4anX, yNakoBKM. Karabi
YPOBEHb YNaK0BKM MOEHTUOMUMPYETCA OTAESBHO.

CornacHo oboum pernameHTaM YN gomsHbl 66T NpUCBOeHb! 40
cooTseTcTBylowen O, OgHako o0ba3aHHOCTb yKasbiBaTh YWV B
MapK1poBKe byaeT peanmsoBaHa B Tpy 3tana. YW ana MM gonsken
6bITb MPUCBOEH He Mo3aHee:

1. Wspenua knacca lll: 26 maa 2021 r.

2. U3penuva knacca ll: 26 masa 2023 .

3. W3pgenva knacca l: 26 maa 2025 .

ona MANB:

1. W3penva knacca D: 26 maa 2023 .

2. U3genuvsa knaccoB B n C 26 masa 2025 .
3. U3pgenuvsa knacca A: 26 maa 2027 r.

[lo HacTynneHus 3TVX AaT Npov3BOAMTENM MO 3aKoHY He obsA3aHbl
MapKMpoBaTb CBOM n3denms YW, xoTa HeKoTopble Npon3BoamTen
MOryT MPVHATL peLleHre 3To Aenatb.

[na v3gennii MHOropa3oBoro MCMob30BaHWA byaeT ycTaHoBAEeHO
TpeboBaHWe NPUKPennATb MapKMpoBKy YN HenocpeacTBEHHO Ha
camo v3genvie. BpeMeHHble paMKm 451A HeMnocpeaCcTBEHHOM0 MpUKpe-
nneHnA YV Takyke nostanHele 1 BCTyNarT B CU/1Y eLlé Yepe3 [ABa
rofa nocse Aarsl, YCTaHOB/IEHHOM Af1A COOTBETCTBYIOLLEro Kacca
PUCKA, KaK MoKa3aHo B ABYX MNepeYHsAX BbilLe.

<D
h’ Mpo3spayHocTb

Hoas 6a3a gaHHbix EUDAMED 6yaeT BrnovaTth B ceba HbopmaLmio
06 YUW, pernctpaumm cybberToB X038MCTBEHHOM AeATeIbHOCTU
(KpoMe AUCTPUDBLIOTOPOB) M N34, CepPTUDMKATAX, KIMHUYECKMX
MCCNea0BaHMAX 1 MCCNeaoBaHmaAx 3GOEKTUBHOCTI, MOC1ENPOAaKHOM
KOHTPOME, akTMBHOM MOHMTOPMHIE 1 HaA30pe 3a PbIHKOM (CTaTbA
33 PMW n ctatba 30 PMUVIB).

Perynvpyioliye opraHbl CMOTyT NpPOBepPATb, 3aperncTpypoBaH fm
npov3BoauTess B EUDAMED, 1 3HaKoMUTLCA € 6a30B0M MHbOopMaLel
06 v3gennax. OHM TakKe MOryT MpoBepATb, BblAaH /v U3aenvsam
COOTBETCTBYIOLLMIA CepTUdMKAT.

MHdpopmaumio 8 EUDAMED 6yayT pasmelats Bce nmua, M oHa byaet
OOCTyNHa 4NA BCex ML (BKoYas LUMPOKYI0 06LLeCTBEHHOCTb) Ha
YPOBHSIX, 3aBMCALLX OT WX MpaB 40CTyna v MHGopMaLm, 3a pasmellle-
HME KOTOPOI OHM OTBeYatoT. basa gaHHbIx npy nomoLum Y obnerunt
[A0CTYN K HOPMATVBHO-MPABOBOM AOKYMEHTaLWK, 0becrneumBan 4oCTyn
K cepTduKaTam 13aennm.

Mpomn3soanTesm TakKe byayT nosnb3osateca EUDAMED, 4tobbl Co06-
WaThb 06 MHUMAEHTAX, M B Ka4ecTBe NAatdopMbl 4715 COTPYAHNYECTBA
opraHoB EC/E3M 1 obmeHa nHGopMaumer Mexay HAMM.
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D) YacTto 3aaaBaemMble
‘| BOMpochI

MoNHbIN NepeYdeHb YacTo 3a4aBaeMblx BOMPOCOB MyO/IMKYIOT KoMMe-
TEHTHbI® OpraHbl, 0TBETCTBEHHbIE 3a MeANLIMHCKIe 13aenus:

FAQ - MepexodHble nonoxceHus PMU

FAQ - MepexodHbie nonoxceHus PMUVIB

C KaKoro MOMeHTa NPUMEHAIOTCA periaMeHTbI?

PernameHT 0 MeauLMHCKNX n3genmax (PMI) (2017/745/EC) npyme-
HAeTcAa ¢ 26 maa 2021 roga, a PernameHT 0 MeguLMHCKMX M34enmax
ONa anarHoctukm in vitro (PMUKMB) (2017/746/EC) nprMeHseTca ¢
26 Man 2022 roga (cootBeTcTBylOLLME AaTbl NpuMeHeHns ().

HeKoTopbie MOSIOMKEHNA PErfIaMeHTOB HauHyT MPUMEHATLCA
paHblLle (Hanpumep, Kacawlmeca yBeaoMSeMbX 0praHoB M
KoopavHaLMOHHOM rpynnbl Mo MeaUUMHCKIM M3aenmsam). HekoTopble
OPYrve HauHyT NpUMeHsATLCA no3aHee (HampyMep, Kacawwmeca
YHWUKA/IbHOrO MOEHTUOMKATOPA U34S M MAPKMPOBKM).

C Kakoro MOMEHTbI NnepecTaloT NPUMEHATbCA Ael-
CTBUTENbHbIE QUPEKTUBDI?

B uenom, avpexTiebl 90/385/E3C 1 93/42/E3C otMeHaioTca ¢ 26
Maa 2021 roga, a AnpekTtmea 98/79/E3C — ¢ 26 Mana 2022 roga.
0HaKo eCTb HEKOTOPbIE UCKMIOYEHWA, KaK To:

e  (BA3aHHble C AasbHewnLLIen NoCTaBKOM Ha PbIHOK U34enui, CooT-
BETCTBYIOLLMX AMPEKTMBaM (CM. Huke), n

e 3anacHble cpeacTsa Ha ciyyan, eciv EUDAMED He 6yaet BriosiHe
paboTocnocobHa fo Ar.

Kakue 3aKoHogaTesnbHble aKTbl MPUMEHAIOTCA 40
cooTBeTcTBYIOWMX AN7?

[o O v gansLie NpyMeHATCA 3aK0Hb! 1 perfiaMmeHThl, MPUHATBIe
rocyaapcrtBamm-yneHammn B COOTBETCTBIM C AvpeKTvBamMun. OaHaKo
eCTb HEeKOTOPbIE NUCKITIOYEHNA.

MoXXHo niM pa3MeljaTb Ha pbiHKe U3A4eNund, CO0T-
BeTCTBylowue TpeboBaHUAM pernameHTos, go AMN?

[a, npov3BoanTeNM MOryT pasMeLLaTh Ha PhiHKe COOTBETCTBYIOLLME
TpeboBaHUAM V34enMsa eLé B TeYeHre NepexoaHoro neproaa. 3to
KacaeTcs v3aenuin Miboro Knacca prcka, BRIYas, HanpuMep,
n3aenmd, cUcTeMbl v Habopbl NpoLeayp, CAeNaHHbIe Ha 3aKas.

MeavUVHCKMe n3nenua, Ana KOTOpbIX MPOBOAMTCA MpoLeaypa KOH-
CynbTaumn, CBA3aHHbIX C KIIMHWYECKOM OLEeHKOM, B COOTBETCTBUM CO
cTatbén 54 PMU, n MUVIB knacca D B COOTBETCTBMM C MYyHKTOM 6
ctatbk 48 PMUVIB, Henb3s pasMellaTh Ha peiHKe 40 TOro, Kak byayT
CO34aHbl FPynnbl 3KCNepTOoB.

B 3aBMCMMOCTM OT Knacca pucKka M3aenvsa B OLeHKe COOTBETCTBMA
MOMET y4acTBOBaTb COOTBETCTBYIOLLMIA YBEAOMAAEMbI opraH. /13-3a
AaHHoro TpeboBaHMA Takme M34enms MoryT BbiTb pasMeLleHbl Ha
PbIHKE C eLwlé bonbluen 3a0epHKOM.

Kakue Tpe6oBaHUA pernaMeHTOB A0/KHbI BbINoJ-
HUTb NpoU3BOAUTENM, YUTOObI pa3MelllaTb COOTBET-
cTByowMe Tpe60oBaHUAM U3genuA Ha pbiHKe A0
Hactynaenma A4M?

Mpov3BoANTENM A0MHKHBI BEINOAHWTE KaK MOMKHO 60/bLIe TpeboBaHMIA,
YUMTBIBAA, UTO 40 HACTYMAEHUA COoTBeTCTBYIoLEN [, BO3MOXKHO,
HAYHET OencTBoBaTb He BCA npedycMoTpeHHasa B PMU/PMUVIB
MHOPaCTpyKTypa, BRAtodaas EUDAMED.

TDE6OBaHVIF|M pernamMeHToB 0/IKHbI COOTBETCTBOBATH U M3desine,
1 Npov3BoanTesb. [pov3BoAMTENM A0MHKHBI MPOBECTM OLIEHKY COOT-
BEeTCTBMA CBOEro migenna.

byayT nun ceptudpuxarbl, BbigaHHble yBegoMaAe-
MbIMM OpraHaMuM B COOTBETCTBMMU C AEACTBUTESb-
HbIMU AUPEKTUBAMU, AeicTBUTeNbHbI nocne AM?

[a, B uenom, cepTmduKaTthl 0CTaHyTCA AeNCTBUTENbHBIMM [0 OKOH-
YaHWA YKa3aHHOro B HMX Cpoka nav Ao 26 maa 2024 roga, B 3aB1-
CMMOCTW OT TOro, KOTOPanA M3 ABYX AaT HACTYNWUT paHbLue. 27 Mas
2024 roga ceptndmKaThl, BblAaHHbIE B COOTBETCTBMM C AVPEKTUBAMM,
CTaHyT HeaenCTBUTEIbHBIMA.


https://www.camd-europe.eu/wp-content/uploads/2018/05/FAQ_MDR_180117_V1.0-1.pdf
https://www.camd-europe.eu/wp-content/uploads/2018/05/FAQ_IVDR_180117_V1.0-1.pdf

MoryT nan npoussoguTenu Npoao/KaTh pasMellaTb
Ha pbIHKEe/BBOAUTb B IKCMJyaTaLuio U3genus, CooT-
BeTCTBYyloWMe Tpe6oBaHUAM OUPEKTUB, NOC/E OKOH-
4YaHuA nepexoaHoro nepuoga?

[a, npv onpeaenéHHbIX YCIoBMAX MOXHO ByaeT 1 Aanee pasMeLLaTs
Ha PbLIHKE/BBOAMUTL B 3KCMyaTaumio U34ems, COOTBeTCTBYoWMe
TpeboBaHNAM AMPEKTUB, [0 UCTeYeHUS CPOKa AeMCTBMA BblgaHHbIX
M CepTUPMKATOB. BO3MOMKHO, TaKkMM 06pa3oM yaactcs m3besarb
HeobxoaMMOCTV HeMeAeHHO Noy4YaTb HOBbIM CePTUGMKAT B COOT-
BETCTBUM C perfiaMeHTamu.

Y7066 BOCMO/b30BATLCA TAKOM BO3MOXHOCTBIO, BCE CYLLIECTBYIOLLME
CepTUPUKATHI 4OMHKHbI ObITh AENCTBUTESbHLI (BKIOYAsA, HaNpuMmep,
CYK), HasHaueHme 1 xapaktep U34enms JOMHKHb! ObiTb HeM3MEeHHbI,
a Npov3BOANTEM [O/MHKHEI MPUMEHATL HOBbIe TpeboBaHWA perv-
CTpaLmMM, HAA30pa M aKTVBHOTO MOHUTOPUHIA.

01/08/2020
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KaKoi uenu cny»XuT nonoxeHue o pacnpogaxke?

Llenb nonoxeHus o pacnpoaarke — yCTaHOBWUTL OrpaHUYeHHble
BPEeMeHHble paMKK, B KOTOPbIX AOKHO 0becnevmBaTtsCa Hanmume
M30E/MiM, COOTBETCTBYIOLLMX AVPEKTVBAM M y¥Ke pPasMeLLEHHbIX Ha
PBIHKE.

Bce n3genva, BCE eLlé ABAAoLLIMeCc YacTbio LIENOYKM CHabMHKeHna 1
He OOCTUMLIME KOHEYHOro NMosb30BaTesNs Kak frOTOBbIE K MPUMEHe-
HUID, HanpuMep, 6onbHMLEI, ¢ 27 Maa 2025 roga bosbLue He MoryT
pasMeLLaThCa Ha peiHKe 1 A0 HbI ObITb M3BATHI M3 060poTa.

lMocne TOro Kak nsgenvie, COOTBETCTBYIOLLEE AMPEKTUBAM, NOCTaB/1EHO
KOHEeYHOMY M0S1b30BaTES0 B YCTAHOB/IEHHBIE CPOKM, K AasibHen-
Lemy obecneyeHVio HanMUMA AaHHOMo M3A4enns pernamMeHTbl He
NMPUMEHAITCA.

https://ec.europa.eu/health/
md_newregulations/overview_en
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