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OBACHHUTEJEH MEMOPAH/IYM

KOHTEKCT HA IPEJJIOKEHUETO
OcHoBaHMSA M LEJH HA NPEIJI0KEHHETO

C Pernamenr (EC) 2017/746 na Epponeiickus napiaament u Ha ChBera' ce ch3naBa
HOBa peryjaTopHa paMKa 3a MEAUIIMHCKUTE U3JICTHs 32 MHBUTPO AMArHOCTHKA, KATO
Hanpumep TectoBete 3a XMB, TectoBete 3a OpemeHHOCT MM TectoBeTe 3a SARS-
CoV-2. Cuura ce, ye 0koji0o 70 % OT KIMHUYHUTE PEUICHUS CE B3€MAT C IOMOIIITa Ha
MEJMIMHCKH W3JIENHs 33 MHBUTPO JHUArHOCTUKAZ,

HoBusr Permament (EC) 2017/746 me 3amenu neiictBamara {upextusa 98/79/EO
OTHOCHO JIMarHOCTHYHHUTE MEIUIIMHCKU M3JCNUS in vitro®, cuuraHo ot 26 maii 2022
., U 1€ BbBEAE CHIIECTBEHU MPOMEHU B CEKTOpa. PerisameHThT MMa 3a Led Aa
rapanTupa Oe3NMpensITCTBEHOTO (YHKIMOHWPAHE Ha BBTPCIIHUS IMa3ap W BHUCOKO
paBHUIIIE HA 3alllUTa HA OOILECTBEHOTO 3/IpaBe, MalMEHTUTE U MOTPEeOUTENUTE, KaTo
ce B3eME NpeABHI rojemMuar Opoil mamku u cpennu upeanpusitas (MCID),
OCBIIECTBSIBAIIU JEHHOCT B TO3H CEKTOP.

EnHa oT OCHOBHHTE MPOMEHM C€ OTHACS J0 y4acTHETO Ha HE3aBUCHMHU OpPraHu 3a
OLICHSIBAHE HAa CBOTBETCTBUETO (,,HOTH(HIMpaHu opranu’). [loHacrosimem camo
OTHOCUTEITHO MabK OpON BHCOKOPUCKOBH wu3aenusi (okoio 8 % OT BCHUYKH
MEIUIIMHCKY M3/ICIHS 332 MHBUTPO JUArHOCTHKA Ha Ta3apa) MOJJIeKAT Ha KOHTPOJ OT
cTpana Ha HoTudMuUpaH opraH cbriaacHo Jupexktusa 98/79/EO*.  CrriacHo
pernamenTa okosio 80 % OT MEIUUIMHCKHUTE W3AENIHS 3a MHBUTPO IUArHOCTHKA IIe
ObaT MO/ KOHTPOJIA HA HOTU(HUIIMPAHUTE OPTraHH, KaTo 3a IMO-ToJIsIMaTa 4acT OT TIX
TOBA € 3a MBPBU T . ToBa 03HAYABA, e MPOM3BOAUTENIUTE Iie TPAOBA 1a TMoAajaT
3asBJICHUE 0 HOTH(UIMpaH OpraH M Jia MOJydaT eIWH WM MOBEYe CepPTU(PHKATH
clie/l TIPUKJIIOYBaHE Ha ChOTBETHATA IPOIEAypa 3a OlEHSIBAHE Ha ChOTBETCTBHUETO,
Mpeay Jia MoTraT Ja IyCHAT CBOMTE M3Jenus Ha maszapa. ChrilacHO WH(pOpMaIusTa,

Pernament (EC) 2017/746 na EBporneiickus napiaameHnt u Ha ChBera oT 5 ampui 2017 r. 3a MEAUIIUHCKHUTE
M3JeNUs 32 WHBUTPO IUArHOCTHKAa W 3a oTMsHa Ha JupekTtmBa 98/79/EO m Pemenme 2010/227/EC Ha
Komucusara (OB L 117, 5.5.2017 r., ctp. 176).

MedTech Europe Survey Report analysing the availability of In vitro Diagnostic Medical Devices (IVDs) in
May 2022 when the new EU IVD Regulation applies (Joxmax ot nmpoyuBane Ha MedTech Europe, B koiiTo
ce aHANM3HpPa HAIMYHOCTTA Ha MEAWIIMHCKHUTE M3MENIHS 32 HHBUTPO TUArHOCTHKA mpe3 mai 2022 r., xorato
11e 3aMovHe J1a ce mpujiara HoBUAT pernameHT Ha EC 3a MeIMIIMHCKUTE U3/ENNs 32 UHBUTPO JTUATHOCTHKA), 8
cenremBpu 2021 1. https://www.medtecheurope.org/resource-library/medtech-europe-survey-report-
analysing-the-availability-of-in-vitro-diagnostic-medical-devices-ivds-in-may-2022-when-the-new-eu-ivd-
regulation-applies/ (,,Jloknmagsr ot nmpoyuBanero Ha MedTech Europe®); Rohr U-P, Binder C, Dieterle T,
Giusti F, Messina CGM, Toerien E u ap. (2016 r.), The Value of In Vitro Diagnostic Testing in Medical
Practice: A Status Report.(3HaueHWe Ha WHBUTPO JMArHOCTHKATa B MEAMIIMHCKATA MPaKTHUKA: JOKIAJa 3a
cberosinneTo) PLoS ONE 11(3): e0149856. https://doi.org/10.1371/journal.pone.0149856

HupexktuBa 98/79/EO na Espomeiickus mapiament u Ha ChbBera oT 27 oktomBpu 1998 r. oTrHOCHO
JUArHOCTHYHHUTE MEeIUITMHCKA u3nenus in vitro (OB L 331, 7.12.1998 r., ctp. 1).

Wznenusra, n3dpoenu B npuitoxkenue 11 kM dupexrusa 98/79/EO, u u3nenusira 3a caMOTECTBAHE.

Hoknan ot mpoyuBaneto Ha MedTech Europe (Bxk. Oenexka moj nmuus 2), crp. 4. B Ounenkara Ha
BB3/ICHCTBUETO, TpUApYXKaBalla mpemIokeHneTo Ha Komucusata 3a PersiaMeHT OTHOCHO HWH BHTPO
quarHocTHuHuTe Meaunuacku usfaenus, COM(2012)541 final, 6e w3uucneno, e 6mm3o 90—95 % or
MEJIMIIMHCKUTE W3/IeNusl 32 WHBUTPO AMArHOCTHKA momaaaT B kiacoBe B, C wnu D u mopamu ToBa Ime
TOJIeXKAT Ha KOHTPOJI OT CTpaHa Ha HOTH(uuupaH oprad, BX. SWD(2012)273 final, gact III, mpunoxenue 2,
paznenu 4.4 u 4.5.
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NpelocTaBeHa OT CEKTOpa Ha MEMIMHCKUTE M37enusa’, mpoleaypara 3a OleHsABaHE
Ha CHOTBETCTBHETO OTHEMa CPEAHO OKOJIO | rojawHa, ciiel KOeTo € HeoOXO0IuMOo
JOMBJIHUTEITHO BpeMe (OKoJio 6 Mecera), 3a jJa ce MpOoW3BeaT M3JSNHATa U Ja ce
MOATOTBAT 3a IIYCKaHETO UM Ha Ia3apa.

Unen 110 ot Permament (EC) 2017/746 chabpka NPEeXOaHU pa3nmopendou 3a
U3JIeNHATa ChC CepTU(HKAT, U3NAACH OT HOTHU(HUIMpPAH OpraH B CHOTBETCTBUE C
HupextuBa 98/79/EO nipenu 26 mait 2022 r. OT Te3u NPEexXOJHH pa3nopeon Ie ce
MOJI3BaT CaMO M3JIENIUATA, 32 KOUTO BEeUYe CE€ M3UCKBA CcepTU(UKAT OT HOTU(HUIIUPAH
opran cwriacHo JupextuBa 98/79/EO (okono 8 %) Hacrosimoro npeioxkenue Ha
Komucusita mopa3BuBa ChINECTBYBAIIUTE MPEXOJHHU pa3nopendu, KaTro pasmupsiBa
TEeXHHs 00XBAT U CPOK.

Ot emna crpana, mangemuara ot COVID-19 norBepam HEOOXOIUMOCTTa OT
cTabWIIHA peryJiaTopHa paMKa 3a MEAMLIMHCKUTE U3JIeNINs 32 UHBUTPO AMArHOCTHUKA B
EC. Hanpumep Ts nokasa KOJKO € BaXXHO TECTOBETE, ITyckaHW Ha mna3apa Ha EC, na
ObJaT TOYHU, HAASKIHU U O€30MaCHU NPU OTKPUBAHETO HA HAJIUYMETO HA BUPYCH
kato SARS-CoV-2.

Ot npyra crpana, nanaemusita or COVID-19 u cBbp3anata ¢ Hest Kpusa B 00j1acTTa
Ha OOINECTBEHOTO 3[paBe INOPOAMXa JIOMBIHUTEIHH U  Oe3NpeneeHTHU
npenu3BUKaTesncTBa mpen mnpuiaranero Ha Permament (EC) 2017/746. Tesm
M3BBHPEIHU OOCTOSITEJICTBA HM3MCKBAaXa 3HAUUTEIHU JOMBIHUTEIHU PECYpPCH OT
KOMIIETEHTHUTE OpraHd Ha JIbpPXKABUTE WICHKH, JICUeOHUTE 3aBeJcHUS,
HOTH(UIMPAHUTE OPTraHU, MPOU3BOIUTEIINTE U IPYTUTE HKOHOMHYECKH OTICPATOPH,
3a Jla c€ yBENMWYHM HAJMYHOCTTA HAa M3KIIOYUTEITHO BaXKHM MEIUIIMHCKU W3JENHs 32
nuarHoctuka. ToBa ce IbJDKelie He caMO Ha MpOMsiHa B IMPHOPUTETUTE, HA HOBHU
3a/lay¥ ¥ Ha 3HAYUTEIIHO PaOOTHO HATOBApBaHE, HO U HA HAJIOKEHU OTPaHHYCHUS 3a
IIbTYBaHE U Ha 3alI0BEIU 32 MMOCTaBsSHE 0] KapaHTHHA.

Te3sun wu3BBHpenIHU OOCTOSATENCTBA OKa3axa 3HAYUTENHO BbB3AECUCTBHE BBPXY
paznuuHu obnactu, ooxBaHatu ot Permament (EC) 2017/746. [lannute 3a na3apHara
TOTOBHOCT, chOpaHu oT EBporeiickata Kkomucusi mpe3 mbpBara mosioBuHa Ha 2021
r./, mokaspaT, 4e IbpKAaBUTE UIEHKH, JeueOHUTE 3aBeJieHUs, HOTH(UIUPAHHTE
OpraHd ¥ MKOHOMHUYECKHUTE ONEepaTopH HAMa Ja ObJaT B ChCTOSHHE Jia rapaHTHpaT
MIPaBWJIHOTO U3ITBIHEHUE U MpUilaraHe Ha peraameHTa oT 26 maii 2022 r.

[To-criettnanno, Tt karo cwkrimacHo Permament (EC) 2017/746 nmo MomeHTta ca
onpeeneHn’ caMo MEeCT HOTU(MIMPAHU OpPraHa, TEXHUAT KalaluTeT € KpaiHo
HEJOCTaThu€H, KOETO HE TI03BOJIABA Ha IPOM3BOAUTENINTE Ja NpOBeAar
CBOEBPEMEHHO 3aKOHOYCTAaHOBEHMTE IPOLIETypH 3a OLEHSBaHE HAa ChOTBETCTBUETO.
Twii kaTo onpeneneHUTe KbM MOMEHTAa HOTU(PUILIMPAHU OPraHU Ca YCTAHOBEHU CaMO
B Tpu abpxaBu (I'epmanus, @pannus u Hunepnanaus), NOJ0KEHHETO € 0COOEHO
npobnematnyHo 3a MCII, ycTraHOBeHM B JIpyr'M Jbp)KaBU UJIEHKH, KOHUTO
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Hoxknan ot mpoyuBaneTo Ha MedTech Europe (k. Oenexxka mon muaus 2), cTp. 8.

B croTBeTCTBHE CHC CHBMECTHHS IUTaH 3a U3NBIHEHHE u rotoBHOCT 3a Permament (EC) 2017/746 oTHOCHO
MEIWIUHCKUTE W3JCIHs 32 WHBHTPO IHATHOCTHKA (BX. Oelexka Moj JHHUSA 16 1Mo-I0Ny) OTAEIHTE Ha
Komucusra nouckaxa na 0b1aT HHQOPMUpPAHU PEJOBHO OT MPOMHIIUICHOCTTa M HOTU(QHUIIMPAHUTE OPTaHU 32
MOJITOTBCHOCTTA HA PA3JIMYHUTE 3aWHTEPCCOBAHM CTPAHU C €] OTKPHBAHE Ha €BEHTYAIHU IMPEYKU, KOUTO
O6uxa MOTJIM Ja JOBEAAT 10 HEJOCTHT Ha U3AEIHs Ha Ta3apa.

Bx. cmmceka Ha ompeneneHNTe HOTH(GHUIMpaHW opranu B wuHMopManumoHHata cuctemMa NANDO
(Hotudummpanun wu ompenenenn opranmsannd mo HoBus moaxom). https://ec.europa.eu/growth/tools-
databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=35
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OOMKHOBEHO c€ OOpBIIAT KbM HOTH(HUIMPAHH OPTaHH B CBOWTE WU B CHCEIHU
nbpxkaBu wieHkn. OCBEH TOBa MOpaJM OTPAHUYCHHSTA 3a MBTYBaHE, CBBP3aHU C
COVID-19, nHoTudummMpaHuTe OpraHd He OsXxa B CHCTOSHHE Ja W3BBpIIAT
HEOOXOMMUTE OJUTH HAa MSCTO B IOMEIICHUATA HA TPOU3BOJUTEIINTE, 3a Ja
IPOBEPAT MPOM3BOJACTBEHUTE TIPOLECH M APYTHTE UMAIM OTHOIIEHHE mpolecu’. B
paznuunun peruonn Ha EC Bce ome uma OrpaHMYeHHs 3a IMbTYBaHE, KOHUTO
MPOBJDKABAT 3HAYUTETHO [Ja BB3MPEMSITCTBAT MPABUIIHOTO W3BBPIIBAHE Ha
OIICHSBAHETO HA CHOTBETCTBHETO OT CTPaHA HA HOTH(UIIUPAHUTE OPTaHHU.

Axo He 6’5,[[6 OBJIaJsIHA, Ta3W CUTYyallUsA ou A0BEJIa 10 3HAYUTCIIHO IMPEKbCBAHC Ha
JOCTAaBKUTC Ha TOJIsIM 6p0ﬁ MCIUIMHCKA H3ACIIHMA 34 WHBUTPO AUArHOCTHKA Ha
Ima3apa KaKTo 3a JIeueOHHUTE 3aBCACHHUs, TaKa U 3a O6H_I€CTBCHOCTT3.

EBpornelickusr napiaMeHT, B MeXAynapTuiiHo nucMo ot 11 mait 2021 r., noanucaxo
OT HSIKOJIKO mojuTudecku rpynu (I'pyma na EBponetickara Hapoana maptus — EHII,
I'pyna Ha nporpecuBHUS alUMaHC HA COLMAIMCTUTE U JEMOKpaTUTE B EBponenckus
napnameHT — S&D, I'pyna Renew Europe, EBpomneiicku koHcepBaTopu U
pedopmuctu — EKP, I'pyna Ha nesuniata B EBponeiickus napaamenT — GUE/NGL,
I'pyna na 3enenute), u ChbBETHT HA MUHUCTpUTE Ha 31paBeona3Baneto (EPSCO) ot
15 ronn 2021 1.'° npusosaxa KomucusaTra 1a IpecTaBd CHEIIHO 3aKOHOAATEIHO
MpEeAJIOKEHUE 3a YyJECHABAaHE Ha IpPEXoJla KbM HOBaTa pEryjiaropHa paMkKa U 3a
rapaHTUpaHe Ha HATMYHOCTTA HA MEIMLIMHCKU U3/ETUS 3a MHBUTPO AMArHOCTUKA Ha
nazapa Ha EC. 3auHTepecoBaHWTE CTpaHH, MPEICTABISABAILM CEKTOpa Ha
MEAUIMHCKUTE U3eNus, HOTUPUIMPAHUTE OPTaHU, MEIULIUHCKUTE CHELUATIUCTH U
M3cleoBaTeNnTe B 00NacTTa Ha KIMHUYHATA XUMUS M JabopaTropHara MeIUIMHA,
KaKTO M IICHTPOBETE 3a TpaHC(PY3MOHHA XEMATOJIOTHS C HECTOMAHCKa IIeNl CHIIO
MIPU30BAaxa 3a CIELIHU JCHCTBUSA.

Komucusra npusHaBa HEOOXOJMMOCTTA JIa C€ TapaHTHpa KaKTO BUCOKO PaBHHIIE Ha
0e301macHOCT 1 ePEeKTUBHOCT Ha M3JIENUATA, TAKa U TAXHATa HATMYHOCT HA 11a3apa Ha
EC. Ilopaau ToBa mNpeasioKEHHETO KMa 3a LeNl Ja YABDKH ChIIECTBYBAIIMS
NPEXOJeH MEepUoja 3a M3JenusTa, oOXBaHATH OT cepTH(UKAT, M3AATEH CHITACHO
HupextuBa 98/79/EO, u na BbBene alanTUpPaHU MPEXOJHU MEPUOIN 3a U3JCITHATA,
KOUTO TpsAOBa Ja MpEeMHUHAT Ipe3 OLEHSIBaHE Ha ChOTBETCTBUETO C YYAaCTHUETO Ha
HOTHU(QUIMpPAHU OpraHu 3a mbpBU NbT cbhriacHo Permament (EC) 2017/746. Twit
KaTo OT M30yXBaHETO Ha MaHJAEMMATAa MHOTO JIe4eOHM 3aBEeIEHUs, MO-CHEeIHaTIHO
OoHMIM, TpsiOBalle Ja ChbCpeAoTouyaT yCHWiIHsATa cu BbpXy Oopbara ¢ COVID-19,
Komucusara npeanara na ce BbBeAE NPEXOJEH MEPUON U 3a M3MCKBAHUATA 3a
W3JIENUATA, TPOM3BEXKIAHN W HM3MOJI3BAaHH B PAaMKUTE Ha €IHO M CBIIO JIeueOHO
3aBeJieHue (,,M3JIeNusl B caMuTe JiedeOHH 3aBefeHus ‘). ToBa e aaje Ha JeueOHuTe
3aBEJICHHs MOMBJIHUTEIIHO BpeMe Ja ce ChoOpa3sAiT C HOBUTE HW3WUCKBAHUS U Ja
rapaHTupar, 4e BBTPELIHUTE TECTOBE, KOUTO YECTO Ca OT ChIIECTBEHO 3HAuUCHHE,
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B H3Bectuero Ha KoMucusra oTHOCHO mpuiaranero Ha Touku 2.3 u 3.3 ot npunoxenue [X kM Pernmament
(EC) 2017/745 n Pernament (EC) 2017/746 mo oTHOIICHHWE Ha OJWUTUTE OT CTpaHA Ha HOTH(HUIMPAHUTE
OpraHu, U3BBPILIBAHU B KOHTEKCTa Ha OLICHSBAHETO Ha cucTeMara 3a ynpaiieHue Ha xadectBoTo (OB C §,
11.1.2021 r., ctp. 1), ce pasriiexaa Bb3MOKHOCTTA 32 U3BBPIIBAHE HA JTUCTAHIIMOHHU OJUTH BMECTO OJMUTHU
Ha MSICTO KaTO BPEMEHHM M3BBHPEIHH MEPKH, MPEINPHETH B OTTOBOP HAa M3KIIOYUTEIHUTE 00CTOATEIICTBA,
cBBp3anu ¢ nangemusaTa ot COVID-19.

Bok. Touka 29 ot 3akmoueHusTa Ha ChbBeTa OTHOCHO JTOCTHIIA JIO JIEKAPCTBA M MEAWIIMHCKH U3JIETHS 32 T10-
cuteH u ycroiuuB EC, omo6penn ot CeBera (EPSCO) Ha 3acenanneTo my ot 15 rorn 2021 1., 9750/21.
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0CO0EHO 3a peaKuTe 3a00JsIBaHMsI, MOTAT Ja MPOIBJDKAT Ja ObaaT pa3pabOTBAaHU B

KIMHUYHYE TabopaTopun '’

CbriiacyBaHoOCT € AeiicTBaIMTE Pa3nopeadu B Ta3u 00J1aCT HA MOJIUTHKATA

Pernament (EC) 2017/746 Geme mpuer 3aenno ¢ Permament (EC) 2017/745 3a
MEIUIIMHCKATE  W3JeIHs 2. [Ipes ampun 2020 r. mnopaaud U3BBHPEAHUTE
oOcTosTencTBa, npuunHeHn ot nanaemusra or COVID-19, u 3a na ce npenoTBpaTu
HEIOCTUT WK 3a0aBsiHE Ha JOCTABKUTE HAa MEAMLIMHCKU W3eNUs, HEOOXOIUMH Ha
NAIMEHTUTe U MEIUIIMHCKUTE Crenuanuctd, EBporneiickusat napiamMeHT U ChBETHT
npuexa pernamMeHT'® 3a oTyaraHe Ha jartata Ha npwiarae Ha Permament (EC)
2017/745 ¢ emna roguaa ao 26 maii 2021 r., KaTo KpaifHaTa JaTa Ha MPEXOAHUS
NepUOJI 3a BAIMJHOCT HA HAKOM JeKinapauuu Ha EO 3a cboTBeTCTBUE U cepTUDUKATH
HAa HOTH()UUIMpPAHWUTE OpPraHH, W3AATACHU CBHIJIACHO OTMEHEHUTE JTUPEKTUBU

90/385/EMO u 93/42/ENO, ce 3ana3u 26 maii 2024 r.

ITo ornomenue Ha Permament (EC) 2017/746 otnaraneTo Ha jataTa Ha MpHJIaraHe C
elHa TOIMHA HsIMa Ja pas3pelld NpeIu3BUKATEICTBaTa, CBBP3aHH C HETOBOTO
npuiarade. Thi KaTo OCHOBHOTO MPEIU3BUKATEIICTBO MpE] IMa3apHaTa TOTOBHOCT €
OTPaHUYCHUSAT KallalUTeT Ha HOTH()UIIMPAHUTE OpraHu, OPOSAT Ha M3/AENUATA, KOUTO
TpsiOBa J1a TNpeMHHAT IIpe3 OICHABaHE Ha CBOTBETCTBHETO C YYacTHETO Ha
HOTU(HIUPAH OpraH, cienBa Ja ObAe pasnpeneieH BbPXY HO-IBIBI MEPUOJ] OT
BpeMe, KaTo ce Ja/ie Bb3MOXKHOCT 3a IOCTETIEHHO BHBEXKJAaHE HAa M3MCKBAHUATA HA
HOBUS PETJIAaMEHT, KaTO CBHIIEBPEMEHHO CE OTAaBa MPHUOPUTET Ha BUCOKOPHCKOBHUTE
M3JIENNs 32 MHBUTPO TUArHocTuka. ToBa MOXKeE J1a ce TOCTUTHE Ype3 U3MEHEHHE Ha
yieH 110 oT persiaMeHTa OTHOCHO TMPEXOJHHUTE Pa3lopeaoH, KaTo ce MPEeIBHIHU I10-
KpaThK CPOK 3a CHIIECTBYBAIIUTE M3/CIHS OT MO-BHCOK KJjac Ha PUCKa, OT TO3H 3a
CBIIECTBYBAIIUTE W3JEJNUS OT TIO-HUCHK Kjac Ha pucka. B cemoro Bpeme
CBIIECTBYBAILIMAT MPEXOACH MEPHOA 3a M3ACTHATa, 00XBaHATH OT cepTH(dHKATH Ha
HOTU(UIMPAHUTE OpraHu, u3gajgeHu cwrinacHo [upextuBa 98/79/EO, cneasa na
ObJe yAbDKEH ¢ efaHa roguHa 7o 26 mait 2025 r. 1o To3u HauyuH 1ie ce n30erHe
€IHOBPEMEHHOTO NMPHUKIIIOYBAHE HA MPEXOJHUTE MEPUOIH, IPEIBUICHN CHOTBETHO B
Pernament (EC) 2017/745 u Pernament (EC) 2017/746 u me ce Hamanu HaATUCKBT
BbPXY KOMIETEHTHUTE OPraHM Ha IbpXKAaBUTE WIEHKH, HOTU(HUIMPAHUTE OpIaHH,
MPOU3BOIUTENNTE, JIEYCOHUTE 3aBEJCHHUS U JPYTUTE YYACTHHIIM, KOWUTO C€
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Cnopen npoyuBane, mpoBesieHO B yHuBepcuterckara 6onnuna (UZ) B JIsoBen (benrus), 47 % ot tecrosere,
M3IIONI3BaHU OT KJIMHUYHATA JIA00PaTOpHs, ca BTPEIIHHU TecToBe, 42 % ca TecToBe ¢ MapkupoBka ,,CE®, a 11
% ca mMoau(UIMpAaHH TECTOBE WIIM TECTOBE ¢ MapkupoBka ,,CE“, KOUTO ce W3MOoNi3BaT 3a pa3jindyHa OT
MpeBHJIEHaTa OT MPOU3BOAUTENS 11e]. Bhipeku ToBa mout 98 % OT pe3ynraTuTe ca MoJydeHU Ype3 TECTOBE
¢ mapkupoBka ,,CE®“. Bx. Vermeersch P, Van Aelst T, Dequeker EMC. The new IVD Regulation 2017/746: a
case study at a large university hospital laboratory in Belgium demonstrates the need for clarification on the
degrees of freedom laboratories have to use lab-developed tests to improve patient care (HoBust Pernament
2017/746 3a MeAWIIMHCKHUTE HW3AETHS 3a WHBUTPO OUATHOCTHKA: NMPOYYBAaHE Ha KOHKPETHH CIy4daW B
nabopaTopus Ha ToJsIMa YHUBEpCcUTeTcKa Oonnuna B benrus nokassa He0oOX0MMOCTTa OT BHACSIHE Ha SICHOTA
110 OTHOLIEHHE HA CTENICHNUTE Ha CBO0O/A, C KOUTO pasrojiarar JabopaTOpHUTE Jja M3I0JI3BaT pa3paboTeHH B
nmabopaTopuuTe TECTOBE 3a momoOpsiBaHe Ha rpwkara 3a mamuentute). Clin Chem Lab Med. 2020 Jul
21;59(1):101-106. doi: 10.1515/cclm-2020-0804. PMID: 32692695.

Pernament (EC) 2017/745 na EBponeiickus mapiaament u Ha CbBera or 5 ampuin 2017 1. 328 MEIUIIMHCKUTE
u3nenus, 3a usmenenne Ha Jupekrtusa 2001/83/EO, Permament (EO) Ne 178/2002 u Permament (EO) Ne
1223/2009 u 3a otmsHa Ha gupektuu 90/385/ENO u 93/42/EVIO na CwBera (OB L 117, 5.5.2017 r., cTp. 1).

Pernament (EC) 2020/561 na EBpomnetickust nmapiameHT 1 Ha Cpeera oT 23 ampmn 2020 r. 3a m3MEHEHHE Ha
Permament (EC) 2017/745 3a MeOUIIMHCKUTE U3/ENHS IO OTHOIICHWE HA JAaTHTE Ha MpWJIaraHe Ha HIKOW OT
Herosute pasnopexdbu (OB L 130, 24.4.2020 r., cTp. 18).
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3aHUMaBaT KaKTO C MCIWIMWMHCKH HU3ACIUA, TaKa W C HU3OCIUATAa 3a HWHBUTPO
JUarHoCTuKara.

ITPABHO OCHOBAHHME, CYBCUIAUAPHOCT U ITPOITIOPHUOHAJIHOCT
IIpaBHO ocHOBaHMe

[Ipemnoxenuero ce ocHoBaBa Ha wieH 114 u unen 168, maparpad 4, OykBa B) OT
JloroBopa 3a pynkuonupaneto Ha EBponeiickus cpro3 (JJDEC).

CyoOcuanapHoct

ChraacHo mpUHIMIA HA CyOCHIUApHOCT AeWcTBUS Ha paBHUIneTo Ha EC morar na
ObJaT NPEANPUETH CaMO KOTaTo MOCTABEHHUTE 1M HE MOTraT Ja ObJaT MOCTUTHATH
UHIUBUAYAIHO OT IbP’KaBUTE YIEHKU. 3aKOHOJATEIHUAT aKT, KOMTO ce N3MeHs, Oe
npueT Ha paBHHIIeTO Ha EC B ChOTBETCTBHUE C IPUHIIUIIA HA CYOCHIMAPHOCT M BCSIKO
M3MEHEHHE TpsIOBa Ja ObJie HAalPaBEHO Ype3 aKT, IpueT oT 3akoHonarenure Ha EC.
B cny4ast Ha HACTOAIIOTO MPEATIOKECHHUE 32 H3MCHEHUE Ca HEOOXOJMMH JICHCTBUS OT
ctpana Ha EC, 3a na ce n30erne eBeHTyallHO TPEKbCBAHE HA IOCTABKUTE HA U3JCIIHS,
Jla ce TapaHTupa 0e3NpensaTCTBEHOTO (YHKIIMOHUPAHE HA BHTPEIIHUS 11a3ap U Jia ce
OCUT'YPH BHCOKO paBHUIIC HA 3alllMTa HaA 3APaBCTO HA MAUCHTUTE U HOTp€6I/ITeJII/IT€.

ITponopuuoHaJHOCT

[Ipemnoxxenoro neiictBue Ha EC e HeoOXoamMo, 3a a ce rapaHTHpa, Y€ BCUYKHU
y4acTBallM CTPAaHU U3MBIHIBAT U3IsUI0 U npuiarat Pernament (EC) 2017/746, kato
B3emar npeasua mMamada Ha nanaemusara or COVID-19 u cBpp3anaTa ¢ Hest Kpu3a B
obmnactTa Ha oOmecTBeHOTO 37paBe. IlpemiokeHuTe M3MEHEHUs MMaT 3a Ll Ja
rapanTupar, 4e npeasuaeHara uen Ha Permament (EC) 2017/746 moxe na Obre
nocrturiara. llenta e nga ce cb3gane crabuiHa, [po3payHa, NpeABUIMMA U
yCTOMYMBA peryjaTopHa pamMKa 3a MEAULMHCKUTE U3/1EIHs 32 UHBUTPO JTUArHOCTHKA,
KOSITO Jla rapaHTHpa BUCOKO DaBHMIIE Ha 3allldTa Ha OOIIECTBEHOTO 3/paBe U
0e30MacHOCTTa Ha MalMeHTUTEe U Oe3NpemnsITCTBEHOTO (YHKIMOHUpAaHE Ha
BBTPELIHUS NIa3ap 3a TAKUBA U3/IETIHS.

C npemnoxkenueto ce 3amnassa nenra Ha Pernmament (EC) 2017/746 na ce rapanTtupa
BHCOKO paBHUINE HAa 0€30MacHOCT U e()EKTUBHOCT Ha U3JEIUATA Ype3 3acUiIBaHe Ha
HaJ30pa BBPXY TAX OT CTpaHa Ha HOTHU(QHUIMPAHUTE OpPraHd, a MO OTHOIIEHHE Ha
u3JenuATa B CaMUTE JiedeOHM 3aBEICHUS — upe3 ONpejeissHe Ha eAMHHHU
M3HMCKBaHUS 3a JieueOHMUTE 3aBeieHHs. B Hero ce mpenBukia caMo HEOOXOIMMOTO
JNOIBJIHUTEIHO BpeME€ 3a I[IOCTMFaHeTO Ha Tasu unen. llpeanokeHnero e
MIPOIOPLIMOHAIIHO, Thil KaTO MMa 3a IIeJl 1a Pa3pelId OCHOBHUS MPOOIEM, a UMEHHO
€BEHTYaJIHOTO H34Ye€3BaHEe OT Ia3apa Ha rojsiM Opoil ChIleCTBYBAIM HU3AETUS 3a
WHBUTPO JMArHOCTHKAa IOpajad HEAOCTaThu€H KamaluTeT Ha HOTU(HUIMpAHUTE
opranu. [lopagu ToBa MpeAIOKEHNTE N3MEHEHUS C€ OTPaHUYaBaT 10 pa3pellaBaHe
Ha IOCTENEHHO BBbBEXKJaHE Ha M3MCKBaHMATA, 0€3 Jla ce MPOMEHS CBIIHOCTTa Ha
Pernament (EC) 2017/746. Te ca cbCpeOTOUEHH BbPXY CHIIECTBYBAIIUTE U3/IENN,
KOUTO C€ HYXKAAsT OT y4acThe Ha HOTU(UILIMpaH OpraH, U BbpXY U3/ENIUATa B CAMHUTE
neueOHU 3aBeneHus. [IpennokeHnTe U3MEHEHUs HAMA Jia 3a0aBAT MpHUJIaraHeTo Ha
periiaMeHTa Mo OTHOIIEHHE Ha MapKHpaHUTe ¢ MapkupoBkata ,,CE“ MenuumuHCKH
U3JIeNUs 32 MHBUTPO JAMArHOCTHKA, KOUTO HE U3UCKBAT YYaCTHETO Ha HOTU(DUIIMpPAH
opraH (T.e. HECTEpUJIHU U3JENHUs OT KJac A, KOUTO mpeacTaBisBar okojo 20 % ot
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nasapa'?), ¥ mo oTHomeHHWe Ha ,,HOBUTE® M3/Ee]UsA 3a MHBUTPO JMATHOCTUKA (T.e.
TE3U, KOUTO HE ca OOXBaHATH OT CEPTH(PUKAT WIM JEKIapanus 3a ChOTBETCTBHE,
m3nanenn cwrimacHo JupektuBa 98/79/EO). Ilpemwxkna ce Permament (EC)
2017/746 na ce mpunara U3IsUIO 1O OTHOIICHUE HA TE3U U3JIENHsI, CAUTAHO OT 26 Maii
2022 .

KoMucusita npeayiara n1a ce HanpaBu pa3rpaHUYeHUE MEXAY U3ZENUATA C [10-BUCOK
puck (T.e. u3aenusra ot kiacose D u C) U Te3n ¢ MO-HUCHK PUCK (T.€. U3JENusATa OT
kjac B u crepuiiHuTe n3nenus ot kiac A), Kato ce NpeaBUIAT N0-KPAaTKU NPEXOJHU
NEpUOIM 3a M3JeNHUATa C IO-BUCOK PUCK M MO-IBJITM IPEXOJHU IEpUOIH 3a
U3JIeNHATa C MO-HUCBK puck. To3m moaxoj MMa 3a Ll Ja ce IOCTUTHE OalaHc
MEXJy HaJIMYHUSA KalaluTeT Ha HOTU(UIMPAHUTE OpPraHd U BUCOKO PaBHHUIIEC Ha
3aIIuTa Ha OOIIECTBEHOTO 3/[paBe.

[Tpu Hero chIIO Taka ce B3eMa MPEABU HHTEPECHT HA HOTH(GUIIUPAHUTE OPTaHH J1a
NPOIBJDKAT Jla MOJTydYaBaT 3asBICHHS 32 CEPTU(QHIMpPAHE, KaTo MO TO3W HAYMH Ce
Bb3HArPaK1aBa MHBECTUIIUSATA, KOSTO Ca HANIPAaBUIIH, 33 J1a ObJAT OMpEICIICHH KaTo
takuBa 1o cwiarta Ha Permament (EC) 2017/746.

. H300p Ha HHCTPYMEHT

[IpennoxxkeHusT akT € peryiaMeHT, KOMTo TpsiOBa na Obae mpuer ot EBpomnelickus
napaameHT M CbBeTa, KaTo ce MMa IPEIBUJ, Y€ AaKThT, KOWTO MONJIEKH Ha
U3MEHEHUE, € periaaMeHT, npuet oT EBponelickus napinameHnt u CbBeTa.

3. PE3YJTATH OT NOCJTEABAHIUTE ONEHKH, KOHCYJTALIUUTE CbC
3AUHTEPECOBAHUTE CTPAHU U OHEHKUTE HA BB3AEUCTBUETO

Hacrosmoro mnpemioxkeHnre He € MNOPUAPYKEHO OT OTJENHA OIeHKa Ha
BB3JICHCTBUETO, THI KaTo mpu mu3rotBsiHeTo Ha Permament (EC) 2017/746 Beue Oe
U3BBpIICHA OlleHKa Ha BB3JeHcTBHETO. C HACTOSMIOTO MPEJIOKEHUE HE Ce TIPaBsT
m3meHenus mo cwilectBo B Permament (EC) 2017/746 m He ce HamaraT HOBH
3aIbJDKEHUS] Ha 3acerHaTUTe CcTpaHu. HeroBaTta OCHOBHA 1€ € Ja C€ H3MEHST
MIPEXOHATE Pa3nopeadu, KaTo ce Jajie Bb3MOXHOCT 3a IMOCTEIICHHO BBhBEXKIaHE Ha
M3HMCKBAaHUSTA Ha perijaMeHTa TOopaJAu U3BBHPEIHU NPUYMHH B YCIOBHUATA Ha
nangemusta ot COVID-19.

W3BbHpeanuTe 0O0CTOSITENICTBA U HEOOXOJUMOCTTAa OT OBp3U NEHCTBHUS, 32 Jla ce
rapaHTvpa CUTYpPHOCT MPEIH JlaTara Ha MpHIaraHe Ha perjaMeHTa, HE MO3BOJIMXa
MPOBEXKIAHETO Ha IIMpoKa odmiecTBeHa KoHcynTauusa. [lopagm toBa Komucusta
chOpa HeoOxomumara WHGOPMAIUS OT AbPKABUTE UJICHKM U 3aUHTEPECOBAHHTE
CTpaHU 4pe3 eIeBH OOMEH.

B cobrpynnnuectBo ¢ KoopauHamuoHHaTa rpyna 1O MEAMIMHCKUTE HW3ENUS
(KTMW)!® Tenepanna aupekius ,,3/1paBeonazBaHe M 0€30MAaCHOCT Ha XpaHUTE
M3rOTBH CBHBMECTEH IUIaH 3a M3MbIHEHME'®, B KOHTO ce ompemensT OCHOBHH M

14 Nloknmaxm ot mpoyusaneTo Ha MedTech Europe (k. Generxka oz TMHAS 2).

5 KITMU e cw3aaneHa ¢ uneH 103 or Permament (EC) 2017/745. T ce cbCTOM OT NpEACTaBUTENN HA
I'bpXKaBUTE YJICHKHU U ce TpejceaarencTa oT npeactasuten Ha Komucusta. K'MU e Bkitouena B Peructopa
Ha ekcrmepTHHTe Tpymu KbM Komucmsara ¢ xox X03565. https://ec.europa.eu/transparency/expert-groups-
register/screen/expert-groups/consult?lang=en&groupID=3565

16 Joint implementation and preparedness plan for Regulation (EU) 2017/746 on in vitro diagnostic medical
devices (IVDR) (CeBMecTeH TutaH 3a W3mbJHEHHE W roTtoBHOcT 3a Permament (EC) 2017/746 oTHOCHO
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BHCOKOIIPUOPHUTETHH JIEHCTBUsI BBHB Bpb3ka ¢ usmbiHeHHeTo Ha Permament (EC)
2017/746. nanbT BKIIOYBA JEHHOCTH MO MOHUTOPUHT M IUIAHUpPAaHE Ha JCUCTBUS
MIPU U3BBHPEIHU CUTYAIMH C L] IPEOI0JIsiBaHe Ha MOTEHIIUAIHUTE 3aTPyTHEHUS U
Apyrd MpoOJieMH, CBBP3aHU C MpexofHust nepuofd. [ImaHbT mie ce M3mbiIHABA U
aKTyalu3upa HENpPeKbCHATO, CBINO M CleJ MPUEMAHETO Ha MPEIIOKEHOTO
n3meHenue Ha Permament (EC) 2017/746.

[IpoBenenute mpe3 2021 r. mazapHH NpPOy4YBaHMs TOKa3zaxa HEOOXOAMMOCTTAa OT
3aKoHOarenHu AevictBus. Jlanuure, ¢ kouto Komucusra pasmnosara, peaocTaBeHu
0T HOTU(UIMpPAHUTE OpraHu M OT ThproBckara acouuauus MedTech Europe u
oboxBamamy okojgo 90 % OT mpuxoaUTEe Ha Maszapa 3a MU3IACTUS 332 WHBUTPO
JUArHOCTHKA, pa3Kpuxa CIEIHOTO MOJIOKEHUE:

JAupextusa 98/79/EO Peraament (EC) 2017/746

Ha mnazapa ca HaauyHu okosno 40 000 | ouakBa ce Ha naszapa Jia ca HUIMYHU OKoJjo 31
pa3IMYHU MEIMIMHCKU u31eiaus 3a UHBUTPO | 000 pa3inuuHu MEIMIIMHCKHA H3ACIUS 32
JINarHOCTHKA WHBUTPO JMarHOCTHKA (copen
npomunuieHocTTa Omm3o 9000 wm3menus,
KOUTO IOHACTOSIIEM Ca HAJIMYHY HA I1a3apa,
HAMa Ja ObJIaT MapKHpaHU C MapKHUpOBKaTa
»CE“ cbrimacao Permament (EC) 2017/746,
KOeTo OM mpecTaBisBaiio cnaa oT 22 %).

WHBHUTPO JMArHOCTHKAa ce HyXKJIaexa OT
y4acTHEeTO Ha HOTH(HUIHpaH opraH (T.e.
okoi0 8 % OT MEQUUMHCKUTE M3ACIus 3a

okomo 3300 wMemgunuHcku u3Aenus 3a | HaA 24 000 MeAMIIMHCKY U3/ETUs 32 UHBUTPO

JIMAarHOCTHKA 1€ C€ HYXKIASIT OT Y4acTHUETO
Ha HOTH(UUUpPAH opraH (T.e. okoso 78 % ot
BCHYKH MEIULIUHCKU H3JCIHS 32 WHBUTPO

HWHBUTPO ANArHOCTHUKA Ha Hasapa) JUarHoCTuKa, KOUMTO CE€ O4YaKBa Ja HaBJA3aT

Ha Ia3apa
e 0Kko0JI0 2500 MeqUIIMHCKU HU3IEINAI 3a pa)

WHBUTPO JIMarHOCTHKA, KOUTO e 0ko010 1200 MeaUIMHCKUA HU3ASTUS 3a
nonazaT B o0xBaTa Ha npuioxkenue 11 WHBHUTPO JAMArHOCTUKa OT kiac D (=4
kbM upektuna 98/79/EO %)

e okoJ0 800 MeOUIIMHCKH H3OEIIHI 3a e OKOJIO 7860 MeIUIIMHCKU HM3OEIUA 3a
WHBUTPO JTMArHOCTHKA 3a WHBHUTPO AuarHoctuka ot kiac C (=25
caMOTEeCTBaHe %)

e o0ko0Ji0 14 890 METUIIMHCKUA H3IETIUI
3a MHBUTPO JUArHOCTHKAa OT Kiiac B

(=49 %)

e okoino 340 cTepusHM MEIULUHCKH
W3/IeNNs 32 UHBUTPO THUArHOCTHKA OT
knac A (=0,01 %)

1545 ceprudukara,
HOTH(UIMPAHU OPTaHU

u3JaJIcHU ot | 31 ceptuduKara, U3JaJCHU oT
HOTU(UIMPAHU OpraHy, oOXxBamamnm
npuomuTenHo 1300 wusnenus (OCHOBHO

MEIULMHCKUTE H3/1eNus 3a WHBUTPO JIMaTHOCTHKA) (toHn 2021 T.).
https://ec.europa.eu/health/sites/default/files/md_sector/docs/md joint-impl-plan_en.pdf.
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u3nenus or kinacose B u C; HAMA U3aneHU
cepruduKaTy 3a u3genus ot knac D)!7;

okojo 520 3asBieHus 3a cepruuIMpaHe,
IOJYy4eHH OT HOTU(MUUUPAHUTE OpraHH,
oOxBamamu oxojo 9600 u3nenust (OCHOBHO
uzaenus ot kinacose B u C);

3a 0K0JIO 95 % OT MEIUIIMHCKUTE U3JECINs 3a
WHBUTPO JTUATHOCTHKA, 33 KOMTO C€ M3HMCKBa
y4acTUETO Ha HOTH(UIIMPAH OpPraH, BCE OIIe
MPEJICTOM Ja ObJaaT U3JAJACHH CepTU(UKATH,
BKIJIFOUUTCJIHO 3a BCUYKU U3ACJINUA OT KJIacC D

(akTyanHo chcTOsIHHE KBM 9.9.2021 1)

22 ompenenenu Hotupumpanu oprana (18
ciesi oTTeryisiHeTo Ha O6eTMHEHOTO KPaJICTBO
ot EC)

6 omnpeneneHu HOTH(PUUUpPAaHU opraHa, 11
3as{BJICHUSI B TMPOIEC Ha pasriIeKaaHe
(cenrremBpu 2021 r.)

Ha 28 suyapu u 27 vonu 2021 r. '/l ,,3apaBeona3Bane u 0€30MacHOCT HAa XpaHUTE"
opranuzupa cpeu ¢ KI'MU, 3a na o0Chau CbBMECTHHSA IJIaH 3a M3ITBJIHEHUE, T10-
CHEIHAHO MPEeAU3BUKATEICTBATa Tpe] H3MBJIHEHUETO Ha periaMeHTa U Haii-

noaxogdAmuysa IoJXO0Md,
3aKOHOJaTC/IHaA MHUIIMAaTHUBA.

KOHTO 1Ja ObJe BB3MNPHET 33 NPEIIPHEMAHETO Ha

B nombiHeHne KbM peoBHUSI OOMEH ChC 3aUHTEPECOBAHUTE CTPAHU IMPE3 TOAUHATA
npe3 centemBpu 2021 r. 6s1xa npoBeieHH LeJIeBU 00CHKIaHUS OTHOCHO €BEHTYyalHa
3aKOHOJATeNTHA WHUIMATHBA C TMPEACTABUTEIN Ha HOTUQUIUPAHUTE OpPraHw,

eBPOHeﬁCKHH CCKTOP Ha MCAUIHUHCKHUTC

n3aCiusd,

JIeueOHUTE 3aBCACHNA,

MCIUIMHCKUTEC CIICHUAJINCTH, J'Ia60paTOpI/II/IT€, MMaITUCHTHUTE U HOTp€6I/ITCJ'II/IT€.

KOMGHTapI/ITe, MOJIYYCHH OT BCUYKH ydaCTBAIlW CTpaHU, 0sxa pasriceaganu U B3C€TU
npeaBua, JOKOJKOTO € Bb3MOXHO, ITPU MMOCTUTAaHETO Ha OanaHc MCXKAY pa3sInUHUTC

34CCrHaTu UHTCPCCHU.

KoMmucusita me npoabmku na ciaeid OTOMM30 Pa3BUTUETO U BB3ACHCTBUETO Ha
IIPEIOKEHUTE U3MEHEHMsI BbpXY maszapa. Ts me ce xoHcynrupa u ¢ KIMU nu
3aMHTEPECOBAHNUTE CTPAHU OTHOCHO HEOOXOAMMOCTTA OT JAOI'BJIHUTEIHU JEHCTBUSL.

OTPA’KEHME BBPXY BIOKETA

[IpemyioxeHoTO AECTBHE HAMA OTPAKEHHUE BHPXY OIOJIKETA.

17 B nmokmaga ot npoyusaneto Ha MedTech Europe ce mocousa, ue 2848 MEIULIMHCKH U3JEIHS 33 HHBUTPO

JIUAarHOCTHKA ca 00XBaHATH OT CepTU(UKATH, BKIOUUTETHO 156 m3menust ot kinac D, 1491 uzpenus ot kiac
C, 1220 nznenust ot xiac B u 11 crepunam u3genus ot kiac A.
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2021/0323 (COD)
[Ipemnoxenue 3a

PETJIAMEHT HA EBPOIIEMCKHUSA IAPJIAMEHT Y HA CHbBETA

3a u3meHeHue Ha Pernament (EC) 2017/746 no oTHOIIEeHHe HA IPEXOIHUTE pa3nopeadoun
32 HAKOM MeIMUMHCKH M3/1e/IUsl 32 HHBUTPO JUATHOCTHKA M OTJI0KEHOTO NMPHUJIaraHe Ha

H3UCKBAHUATA KbM U3AC/INATA B CAMUTE Je4yedHn 3aBC¢ACHUSA

(texct ot 3HaueHwue 3a EUII)

EBPOITEMCKUSAT ITAPJIAMEHT U ChbBETHT HA EBPOIIEMCKMS CHIO3,

karo B3exa mnpeasuna JloroBopa 3a ¢yHKIMOHHMpaHeTO Ha EBpomeiickus cbpio3, U TO-
cnernraHo wieH 114 u uinen 168, maparpad 4, OykBa B) OT HETo,

KaToO B3€Xa MpCABUI ITPCIIOKCHUCTO HA EBpOHCﬁCKaTa KOMHCHA,

CJICO IpCaaBaHC Ha IMMPOCKTA HA 3aKOHOAATCIIHHA aKT Ha HAHWMOHAJIHUTC ITApPJIaMCHTH,

KaTo B3C€Xa MMPCABHUA CTAHOBHUILCTO HA EBpOHeﬁCKHH HMKOHOMHUYCCKHU U COIMAJICH KOMUTCT,

CJIC KOHCYJITalluA C Komurera Ha PEruoOHMUTE,

B CHOTBETCTBHUE C OOMKHOBEHATA 3aKOHOZATEJIHA Mmpoucaypa,

KaTo uMart npeaBun, 4c:

(1)

C Pernament (EC) 2017/746 ua Esponeiickus mnapnamenT u Ha CbBera' ce

YCTAaHOBSIBA HOBA pEryJiaTOpHa pamKa, ¢ KOSTO Jia ce€ rapaHThpa Oe3MpernsTCTBEHOTO
(GbyHKIIMOHMpaHe Ha BHTPEIIHUS Ma3ap MO OTHOIIEHHE Ha MEAMIIMHCKHUTE W3JETHs 3a
WHBUTPO TUArHOCTHKA, OOXBaHATH OT IOCOYEHHUsS PETJIaMEHT, KaTo 3a OCHOBa Ce
preMa BUCOKO PaBHUIIE HA 3alllMTa Ha 3/IpaBETO HA MAIIMEHTUTE U MOTPEeOUTENUTE U
KaTo ce B3eMaT MpeIBU] MAIKUTE W CPEIHHUTE MPEINpUATHS, paOdOTeId B TO3U
cektop. ComeBpemenHo B Permament (EC) 2017/746 ca ompeneneHu BHCOKU
CTaHJAPTH 3a Ka4eCTBOTO M 0€301MacHOCTTa Ha MEAMIMHCKUTE U3ICTHUS 32 WHBHTPO
JIMarHOCTHKA, 3a Jla C€ OTTOBOPM Ha OOIIMTE OMAceHus BbB Bpb3Ka ¢ OE30MAaCHOCTTA
Ha Te3u nponyktu. OceH ToBa Permament (EC) 2017/746 B 3HauuTenHa CTENEH
MOJICMJIBA KIFOUOBUTE €IIEMEHTH Ha CBIIECTBYBAIUS pPErylaTopeH TMOAXOA B
JupextuBa 98/79/EO na Eppomneiickus mapnamedt u Ha ChbBeTa’, HapuMep HaI30p
OT CTpaHa Ha HOTHU(HIMPAHU OPTaHU, MPOIEAYPH 3a OLEHSBaHE HA CHOTBETCTBHUETO,
OllCHKa Ha JIGHCTBHETO W W3IUTBAaHHWA Ha JICHCTBHETO, TMPOCIEsIBaHE Ha
0e30macHOCTTa W HAA30p Ha TMaszapa, U CHIIEBPEMEHHO BBBEXJIa pa3nopendu,
rapaHTHpAIIy MPO3PAYyHOCT W MPOCIEANMOCT TI0 OTHOIICHHWE Ha MEIUIIUHCKHUTE
U3JICNHsSI 32 MHBUTPO JTUATHOCTHKA.

Pernament (EC) 2017/746 na Espomneiickus napiameHT u Ha CobBera ot 5 ampun 2017 . 3a
MEIUITMHCKUTE U3JIENNS 32 WHBUTPO JUArHOCTHKA W 3a oTMsHA Ha [upektuBa 98/79/EO u Pemenue
2010/227/EC na Komucusita (OB L 117, 5.5.2017 r., ctp. 176).

HupextuBa 98/79/EO nHa EBpomeiickus mapiamentT u Ha CbBera oT 27 oktomBpu 1998 1. OoTHOCHO
JTUArHOCTHYHUTE MEeIUITMHCKY u3nenus in vitro (OB L 331, 7.12.1998 r., ctp. 1).
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2)

3)

(4)

©)

[Tangemusara or COVID-19 u cBbp3aHaTa ¢ Hesl Kpu3a B 00J1acTTa Ha OOIIECTBEHOTO
3napaBe Osxa W TPOABIDKABAT Ja ca Oe3MpeleNeHTHO NPEIU3BHKATEICTBO IPeN
Ibp)KaBUTE WICHKH W OrPOMHA TEXECT 3a HAIMOHAJIHWUTE OpraHH, JICYeOHHUTE
3aBeneHus, rpaxaanute Ha Chrlo3a, HOTUQUIMPAHUTE OPraHM M WKOHOMHYCCKUTE
orneparopu. Kpuszarta, 3acsirama oOOIIECTBEHOTO 3ipaBe, JOBEAC J0 H3BBHPEIHU
00CTOSITENICTBA, KOMUTO M3MCKBAT 3HAYUTEIHH JOMBIHUTEIIHA PECYPCH U IO-TOJISIMO
HAJIMYME Ha XKMU3HCHOBOKHU MEIUIIMHCKH H3JCIHS 32 WHBHTPO JHATHOCTHKA, KaTO
Te3u 0OCTOSITENICTBA HE MOJKEIIEe TI0 HUKAKHB HAYHMH J]a C€ MPEABUIAT MO0 BPEMETO HA
npuemanero Ha Permament (EC) 2017/746. Te3u u3BBHpEeIHU OOCTOATENCTBA MMAT
3HAUUTEIHO OTPAXKECHUE BBPXY pa3IUYHH O00JIaCTH, OOXBaHATH OT TIOCOYCHUS
periiaMeHT, HampuMep ONpeeisTHETO W paboTara Ha HOTU(MUIMPAHUTE OpPraHU U
MyCKaHEeTO Ha Ta3zapa M NPEJOCTABIHETO Ha Ta3apa Ha METUIIMHCKU HW3JenHs 3a
WHBUTPO ArarHocTrka B Chro3a.

MeaumuHCKUTEe W3AETUsl 32 WHBUTPO JUArHOCTHKA Ca OT CHIIECTBEHO 3HAYCHHUE 32
3/IpaBeTo U Oe3omacHOCTTa Ha rpaxkaanute Ha Cbio3a, a Mo-ClelraiIHo TECTOBETE 3a
SARS-CoV-2 ca oT ’XKM3HEHOBAXXHO 3HaUeHUE 3a 60pbOa ¢ mannemusta. [lopaau ToBa e
HEO0OXOIUMO J1a c€ OCUTYPH HENPEeKbCHATO MpejylaraHe Ha ma3apa Ha TaKuBa U3AeNus
B Cpi03a.

[IpenBun  OesmpenieeHTHUS Mamad Ha  HACTOSILIUTE  MPEIU3BUKATENICTBA,
JOIBITHUTEITHUTE PECYpPCH, HEOOXOJWMH Ha IbP)KAaBUTE WICHKH, HOTU(UIIMPAHHUTE
OpraHd, WKOHOMHYECKHTE ONEepaTopd, JIeYeOHUTE 3aBelCHUA U  JPYTruTre
3aMHTEPECOBAHM CTpaHu 3a 0opOa ¢ mangemusara o COVID-19, kakTo U HACTOSIIHS
OTpaHMYEH KamanmuTeT Ha HOTH(UIMPAHUTE OpraHd, M KaTo Ce uMa MpeaBUI
cnoxHocrra Ha Permament (EC) 2017/746, ¢ MHOTO BEpOSTHO NBP)KABUTE WICHKH,
JedyeOHUTe 3aBeACHUS, HOTH(PHUIMPAHUTE OPraHd, MKOHOMUYECKUTE OIEpaTopu u
JIPYTUTE 3aMHTEPECOBAHM CTPAHM Ja HE Ca B ChCTOSIHUE Jla TapaHTHPAT MPABHIHOTO
W3I'BJIHEHWE W MBJIHOTO MpWJIaraHe Ha IMOCOYEHHUs perjiamMeHT ot 26 mai 2022 r.,
KaKTO € MPEBUJICHO B HETO.

OcBeH TOBa TEKYIIMST MPeXoeH nepuo/, npeasuaeH B Pernament (EC) 2017/746 BB
Bpb3Ka C BAJIMJIHOCTTAa Ha CepTU(UKATUTE, U3AaJEHU OT HOTU(ULMpaHU OpraHH 3a
MEAMIIMHCKHN U3JIeNUs 3a MHBUTPO AWarHocTuka cbriacHo upektusa 98/79/EO, me
NPUKIIOYM Ha ChIIUS JAEH KaTo IpexojHus nepuon, npeasuneH B Permament (EC)
2017/745 na EBponeiickus mapnamenT u Ha ChBeTa’ BB Bpb3Ka C BaIMIHOCTTA HA
HAKou Jeknapauun Ha EO 3a chOoTBeTCTBHE M CepTUPHUKATH, HU3JAJAECHU OT
HOTU(HIIMPAHU OPTaHU 33 MEAUIIMHCKU HM3ENUs CHhIIaCHO OTMEHEHUTE JAUPEKTUBU
90/385/EVIO* u 93/42/EVIO° na CwBera, a mMeHHO 26 Maii 2024 t. ToBa oka3Ba
HATUCK BBPXY YUACTHUIUTE, KOUTO PabOTAT KAKTO ¢ MEAMIIMHCKH WU3/ETHs, TaKa U C
MEJUIIMHCKH U3JIENHS 32 UHBUTPO TUATHOCTHKA.

Pernament (EC) 2017/745 na EBpomnelickust mapiameHT n Ha CbBeta or 5 ampui 2017 T. 3a
MEAMIMHCKUTE m3nenus, 3a u3MeHenue Ha JupektuBa 2001/83/EO, Permament (EO) Ne 178/2002 u
Permament (EO) Ne 1223/2009 u 3a otmsiHa Ha nupektuBu 90/385/EVO u 93/42/ENO nHa Coeera (OB L
117,5.5.2017 r., ctp. 1).

Hupexrusa 90/385/EMO na CrBeta ot 20 toHn 1990 1. 0THOCHO cONMKaBaHe Ha 3aKOHOJIATEJICTBOTO Ha
Ibp)KaBUTE WICHKH, CBBP3aHO C AaKTUBHUTE HMIUIaHTHpyeMH MemuiumHckn m3zpemus (OB L 189,
20.7.1990 r., cp. 17).

HupextuBa 93/42/ENO na CwBera oT 14 toHu 1993 . otHOCHO MenunmHckute nunenus (OB L 169,
12.7.1993 r., c1p. 1).
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(6)
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(8)

)

(10)
(11)

C men na ce rapanTupa O0€3MPEnsITCTBEHOTO (DYHKIIMOHMPAHE HA BHTPEIIHHS Ma3ap U
BHCOKO pAaBHUINE Ha 3al[UTa Ha OOINECTBEHOTO 37ApaBe M 0E30MacHOCTTa Ha
NAIMEHTUTE, KAKTO U JIa C€ OCUTYPHU MPaBHA CUTYPHOCT U JIa c€ M30erHaT eBeHTyalH!
CMYIICHUS Ha TMasapa, € HeoOXOAMMO Ja ce YIBJDKAT MPEXOJHUTE TEPHOAH,
yctanoBeHu B Pernmament (EC) 2017/746 3a uznenusta, 00XBaHATH OT CepTU(UKATH,
u3nafgeHn or Hotuduuupanu opranu cwriaacHo JupektuBa 98/79/EO. Ilo chimre
NPUYHHU € HEOOXOIMMO ChINO TaKa Jla Ce MPEIBUIAM TOCTATHUYCH MPEXOJICH TIEPHO/T 32
U3JIeNHsITa, KOUTO TpsiOBa Ja MPEMHHAT Mpe3 OICHSBAaHE Ha CHOTBETCTBHETO C
y4aCTHETO Ha HOTHUHIMpPaH oOpraH 3a mbpBU BT cbriacHo Permament (EC)
2017/746.

3a mepuoga OT BpeMe, HEoOXOoJAMM 3a TIOBHINABAaHE Ha KalaluTeTa Ha
HOTH(HUIIMPAHUTE OpraHu, cCieBa Ja Ce€ Hamepu OalaHC MEXAYy OTpaHHYCHUs
HaJMYCH KallalluTeT U BUCOKO PaBHMIIIEC HA 3al[uTa Ha o0mecTBeHoTo 3apase. [lopaau
TOBa MO OTHOILIEHHE HAa MPEXOJHUTE NMEPUOJIN 32 MEAUIIMHCKUTE U3/IENUs 32 UHBUTPO
JTUarHOCTHKA, KOUTO TpsiOBa Ja MpeMHHAT IIpe3 OICHSABAHE Ha CHOTBETCTBHETO C
y4acTHETO Ha HOTH(HUIHMpaH opraH 3a mbpBU NTBT cbrinacHo Permament (EC)
2017/746, cnensa na ce HaPaBH pa3rpaHUYCHUE MEXAY U3JEIUSITA C TO-BUCOK U TE3U
C MO-HUCHK PHUCK. [IpOABIKUTETHOCTTa HA MPEXOIHUS TIEPUO]] CJIC/IBA /1a 3aBUCH OT
KJlaca Ha PHCKa Ha CHOTBETHOTO H3JIEIHME, TaKa Y€ IMEPUOABT Ja € IMO-KpaThbK 3a
W3JIeNUATA C TIO-BUCOK PHUCK U MO-IBIBI 32 U3ACIIUATA OT O-HUCHK KJIac Ha pUCKa.

3a ;ma ce Jajae JOCTaThbYHO BpeME 3a IMOBHUIIABaHE HAa HAJIMYHOCTTA Ha Ia3apa Ha
MCIULHUHCKUTC U3ACINA 3a MHBUTPO JHAIHOCTHKA, KOUTO Ca IIyCHATH Ha IIa3dapa B
ChOTBETCTBUE C MPEXOIHHMTE pa3nopeadr, YCTAaHOBCHM B HACTOSIIUS PErJIAMEHT,
BKJIFOUHUTCIIHO 3a AOCTAaBAHETO MM Ha KpaﬁHHTe HOTp€6I/IT€JH/I HJIM IIYCKAHCTO UM B
JNeHCTBUE, JaraTa, JIO0 KOATO M3JCIMsATAa MOraT Ja Ce IpojaBar, IPEABHJCHA B
Permament (EC) 2017/746, cnena na Obae aganTupaHa, 3a J1a Ce B3eMar IMPEIBHI
JOIBJIHUTEITHUTE MPEXOAHH ITEPHOIH.

[IpenBuna pecypcute, HEOOXOIUMHU Ha JieueOHUTE 3aBe/ieHUs B OopbOara ¢ maHaeMusTa
ot COVID-19, Te cnenBa aa pasnojaraT ¢ JOIBIHUTEIHO BpeMe, 3a J1a ¢€ MOATOTBAT
3a cneuupuyHUTEe U3MCKBaHUs, ycraHoBeHu B Permament (EC) 2017/746, 3a
IPOM3BOJICTBOTO M ymoTpebaTa Ha U3JENUs B paMKUTE Ha €IHO M ChILIO JIe4eOHO
3aBesieHue (,,M31enusl B caMute JieueOHu 3aBeneHus ). [lopagu ToBa npuiaraHeTo Ha
MIOCOYEHHUTE U3UCKBAHMS ClieiBa Aa ObJie OTIO0XKEeHO. Thii KaTo jeuyeOHUTE 3aBeACHUs
1€ c€ HYXJIAsAT OT IThJICH Tperiie]l Ha HATMYHUTE Ha Ta3apa MEAUIMHCKA U3JIENHs 32
MHBUTPO JIMAarHOCTHKa ¢ MapkupoBkara ,,CE®, uzuckBanero na oGocHoBaBar (akra,
4ye HYXIWTE Ha IIeJieBaTa Tpyra MalieHTH He Morar jJa ObaaTr 3a/J0BOJICHH WM HE
Morar ja ObJIaT 3aJI0BOJIEHHU MPU MOAXOJIAIIA CTENEH Ha JACHCTBUE OT U3/eNHe, KOETO
€ TIPeZI0CTaBeHO Ha Ta3apa, He cJe/Ba Ja ce Mpuiiara, J0KaTo He N3TeKaT MPEXOIHNUTE
HEepUOJIU, OTIPE/IETICHN B HACTOSIIIUS PEraMeHT.

[Topanu ToBa Permament (EC) 2017/746 cnenBa na 0b1e CbOTBETHO U3MEHEH.

JIOKOJIKOTO 1IeNINTE HAa HACTOSLIMS PETJIAMEHT, @ UMEHHO J1a C€ YIAbJDKAT IPEXOAHUTE
nepuoau, yctaHoBeHu B Permament (EC) 2017/746, na ce BbBemar NOMBIHUTEIHHA
NPEXOJHHU pa3nopesdr B MOCOYEHUS PErVIaMeHT M Ja Cce OTJIOKHU IMpHUJIaraHeTo Ha
pasnopeOuTe Ha IMOCOYEHHS PETJIAMEHT [0 OTHOIIEHHWE Ha HW3JeNHsITa B CaMHTE
JeyeOHU 3aBeJCHHUs, HE MoraTr Ja ObJaT MOCTUTHATH B JIOCTaThYHA CTENEH OT
IbPXKABUTE YICHKH, a MOpaju 00XBaTa U MOCIEeIULUTE CH MOrat Ja 0baar mo-1o0pe
NOCTUTHATH Ha paBHUnleTo Ha Cpro3a, CpO3BT MOXKE Ja IPUEME MEPKH B
ChOTBETCTBUE C NPUHILMIA HAa CyOCHAMAapHOCT, ypeldeH B wieH 5 or JloroBopa 3a
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(12)
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EBponeiickus cpro3 (JIEC). B choTBeTCTBHE ¢ NMPUHIMIIA HA MPONOPIHUOHATHOCT,
YpCACH B IOCOYCHHUA YWICH, HACTOAIIUAT PCrJIIaMCHT HC HAAXBbHPJIIA HGO6XO,£[I/IMOTO 3a
MOCTUTAHETO Ha TE3H LIEIH.

Hacrosimust pernameHT ce mpuema Nnpy U3BbHPEIHU OOCTOSITEICTBA, MPOU3TUYAIIN
or mangemusita ot COVID-19 u cBbp3aHaTa ¢ Hes Kpusza B oOJjacTra Ha
OOIIECTBEHOTO 37paBe. 3a Ja C€ IMOCTUTHE MLEJICHHUAT €PEeKT OT H3MEHEHHETO Ha
Pernament (EC) 2017/746 mo OTHOIICHHWE HAa MPEXOJHHWTE MEPUOIAM M Jarara Ha
Mpuiaraie Ha pa3nopeadouTe OTHOCHO M3JENUsATa B caMUTE Jie4ueOHM 3aBelIeHHUs], MO-
CHEIMAIHO C OIJIe]] Ha TOCTUTAaHETO Ha TMpaBHA CUTYPHOCT 3a HMKOHOMHYECKUTE
orepaTopy, € HEOOXOAMMO HACTOSIIMAT PETJIAMEHT Jia Bie3e B Cuia mpenu 26 mai
2022 r. Ilopagu ToBa ce cuere 3a IEJIeChOOPA3HO Ja C€ MPEIBHAM H3KIOYEHUE OT
oceMceAMUYHUS CpoK 1o wieH 4 ot [Ipotokos Ne 1 0THOCHO poJisiTa HAa HAIMOHAIHUTE
napjaaMeHTH B EBpomneiickus chio3, mpuioxkeH kbM JloroBopa 3a EBporneiickus cbio3,
Jorosopa 3a ¢yakiuonupaneTo Ha EBpomnelickus cbio3 u JloroBopa 3a ch3/iaBaHe Ha
EBporneiickaTa oOIIHOCT 32 aTOMHA €HEPrusl.

C ornen Ha HaJOXKHUTEIHATa HEOOXOAUMOCT OT He3abaBHO CIIpaBsHE C KpHW3ara B
obyacTTa Ha OOIIECTBEHOTO 3/IpaBeona3BaHe, cBbp3ana ¢ nanaemusata or COVID-19,
HACTOSIIIMAT PpErJIaMEHT CJlieJBa Ja BjC3¢ B CHJa II0 CICIIHOCT B JIGHS Ha
nyonukyBaHeTo My B Oguyuanen éecmnuk na Egponetickus cvio3,

I[NPUEXA HACTOAILMA PETJTAMEHT:

Ynen 1

Pernament (EC) 2017/746 ce nu3MeHs1, KakTo CIlie/iBa:

1))

Yien 110 ce u3aMeHs, KakTo clieBa:
a) naparpad 2 ce U3MEHs, KaKTo CJe/Ba:
1) B ITbpBa aJIMHes Aarara ,,27 mail 2024 r.“ ce 3amens ¢ ,,27 maii 2025 r.%;

11)  BBB BTOpa anuHes Aarara ,,27 mai 2024 r.“ ce 3amens c ,,27 mait 2025

13

r.
0) maparpadu 3 u 4 ce 3aMEHSAT ChC CIETHOTO:

»3. Upe3 pgeporamus OT Wi€H 5 OT HACTOALLMSA PErjJaMeHT W3JeIusTa,
MMOCOYEHHU BBB BTOpA U TPETA AIMHES] OT HACTOSIINS raparpad, morar na
ObJaT MyCHATH Ha Ma3apa WIK IMyCHATH B JEHCTBHUE 10 IaTUTE, TOCOUYEHU
B T€3M aJMHEH, MPU yCIOBUE Y€ OT JlaTaTa Ha MpUjlaraHe Ha HACTOSIIIHS
perjJamMeHT MpoIbJbKaBarT Aa ca B choTBeTcTBUE ¢ JlupektuBa 98/79/EO u
IpyU  yCIOBHME Y€ HSAMa CBIIECTBEHH TMPOMEHU B TMPOEKTa U
MpeHA3HAYEHUETO UM.

N3nenusara cbc ceprtudukar, KOWTO € H3AAEH B CHOTBETCTBUE C
HupektuBa 98/79/EQO m e BamuaeH mo cwiara Ha maparpad 2 ot
HACTOSIIIIMS WIEH, MOTaT Ja ObJaT MyCHATH Ha Ma3apa WIA MyCHaTH B
nericTBue no 26 mai 2025 r.

W3nenusara, 3a KOWTO MpoIleaypaTa 3a OILECHSBAaHE Ha ChOTBETCTBHETO
coraacHo [JupextuBa 98/79/EO He M3MCKBa y4acTHETO HA HOTH(UIMPAH
OpraH, 3a KOMUTO € ChbCTaBEHA JIeKJIapanus 3a CbOTBETCTBUE Mpean 26 Maid
2022 r. chriacHO mocoyeHaTa AMPEKTHUBA U 3a KOUTO IMpoleaypaTa 3a
OIICHSIBAHE Ha CHOTBETCTBUETO CHITIACHO HACTOSAIINS PETJIAMEHT M3UCKBA
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2)
3)

y4acTUEeTO Ha HOTU(UIIUPAH OpraH, MoraT Ja ObJaT MycHAaTHU Ha ma3apa
WJIM MIyCHATU B JIEUCTBHE JI0 CIICTHUTE JATH:

a) 26 maii 2025 r. 3a uzgenuaTa ot kiac D;
0) 26 maii 2026 r. 3a uznenusra ot kinac C;
B) 26 maii 2027 r. 3a m3aeausTa ot Kiac B;

r) 26 mait 2027 r. 3a uzgenusTa oT Kiac A, MyCHATH Ha ma3apa B
CTEpUJICH BH/I.

[To oTHOIIIEHNE HA U3JEIHATA, [IOCOUYCHHU B ITbPBA, BTOPA U TPETA aldHES
obaue ce mpujaraT M3MCKBAHHUATA HA HACTOSIIUS PETJIAMEHT, CBbP3aHH C
HaJ30pa Clie] IMyCKaHe Ha Ia3apa, Haa30pa Ha Ia3apa, IMPOoCICasiBaHETO
Ha 0E30MMaCHOCTTa, PErUCTPAIMATa HA HKOHOMHUYCCKHTE OIEPAaTOPH U Ha
U3JIeNHSITa BMECTO ChOTBETHHUTE M3KNCKBaHus Ha [lupektusu 98/79/EQ.

be3 na ce 3acarar rnmaBa IV u maparpad 1 OT HacTosmusl 4YieH,
HOTH(HIIMPAHUAT OpraH, H3Aal cepTudukara, MOCOYEH BBHB BTOpa
anvHes OT HacTosAuMs mnaparpad, MOpoabDKaBa Ja OTroBaps 3a
YOPKHSIBAHETO HA TMOJIXOMSII HAA30p MO OTHOUIEHHWE Ha BCUYKU
MPUJIOKUMU W3UCKBaHUS, OTHACSIIU C€ J0 CEpTU(PUIMUPAHOTO OT HETO
U3JIENHeE.

Wznenusta, 3aKOHHO IMycHAaTH Ha ma3apa cbriacHo upektusa 98/79/EO
npenu 26 mait 2022 r., MoraT Ja NpOABDKAT Jla Ce IPEJOCTaBsIT Ha
rasapa WJjM Ja ce Iyckar B JierctBue 10 26 mait 2025 r.

W3nenusara, 3aKk0HHO MyCHATH Ha masapa ot 26 mait 2022 1. ChIVIACHO
naparpag 3 OT HACTOSIIUS YJICH, MoOraT Ja mpoABbDKAT Ja ce
NPEJOCTABST Ha Ta3apa Wil JIa ce IMyCKaT B ICHCTBHE 0 CIEIHUTE JIATH:

a) 26 maii 2026 r. 3a m3genusATa, MOcoYeHH B maparpa¢ 3, BTOpa
anuHes WM B naparpad 3, Tpera anuHes, OyKBa a);

6) 26 mait 2027 r. 3a u3menusATa, MOCOYEHU B maparpad 3, Tpera
anuHes1, OykBa 0);

B) 26 maii 2028 r. 3a u3nenusAra, mocouyeHu B maparpad 3, Tpera
anuHes, OyKBH B) U T).;

B unen 112, Bropa anunes parara ,,27 mait 2025 r.“ ce 3amens ¢ ,,26 maii 2028 r.*;

B unen 113, naparpad 3 ce 106aBsT cneaHuTe OyKBU ) U i):

»1) UYien 5, maparpad 5, 6ykBu 0), B) U 1)—~Wu) ce npuiarat ot 26 mait 2024 r.;

i)

Unen 5, maparpa¢ 5, 6ykBa r) ce npuiara ot 26 mait 2028 r.*.

Ynen 2

HacTosmusT pernameHT Biu3a B cuiia B JIeHS Ha MyOIHMKyBaHeTo My B Oguyuanen 6ecmHux
Ha Eeponetickus cvio3.
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HaCTOHI_HI/IHT PErIIaMCHT € 3abJDKUTCIICH B CBOATA IIAJIOCT M CC IMpUjiara nmpsako BbB BCUYKHU

ABPIKABU YICHKHU.

CobcraBeHo B bprokcen Ha | ... ] roguHa.

3a Eeponetickus napiamenm
IIpeoceoamen

3a Cveema
IIpeoceoamen
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