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CbC cnefHuTe 0BACHEHMA Ce LenM Aa ce NoAMOMOrHaT ymTaTenuTe HecneumanucTi, KaTo Te He
npeAacTaBAABaT NpaBHM onpeaeneHus. Taknea morat aa 6baaT HamepeHu B AupekTtnsa 98/79/EQ nan

B APYrn CbOTBETHU 3aKOHO4ATE/THN aKTOBE.

- YMb/JIHOMOLLEH NpeacTaBUTeN — OpraHU3aLumaA, 3aKOHHO NpeacTaBaABalla NpPou3BoauTeN B
EC, KoraTo npon3BoAUTENAT € CbC cefanmile u3BbH EC;

- MapKuposka ,CE“ — cumson ,CE“, mapkupaH Bbpxy NpoayKTa, NOKas3Ball, 4Ye MNPOAYKTbT
OTroBapA Ha NPUAOKMMUTE M3UCKBAHUA Ha EC;

- KOMMNETEeHTeH opraH — AbPrKaBeH OpraH, M3Nb/IHABALL M NpUAaralw, HopmaTneHaTa ypeaba, B
cny4yas B 061acTTa Ha UHBUMPO ANATHOCTUYHUTE MEeAULMHCKM U34EeNus;

- BUCTpUbyTOop — PU3MYECKO WAM HOPUAMYECKO NMLe, Pa3IMYHO OT NPOU3BOAMTENs WUAU
BHOCUTENA, KOETO NpeaoCcTaBa U3aenna Ha nasapa B Cblo3a;

- BHOcUTen — GU3NYECKO UM LOPUANYECKO NULEe, KOeTo BHaca nsaenma 8 EC oT obpiKaBu U3BBH
Covio3a;

- IVD— uHeumpo pAWarHOCTUYHO MEAMULMHCKO u3aenue, MeaULMHCKO u3genue,
npesHasHa4yeHo OT NPOM3BOANTENA 33 UHBUMPO U3CNeABaHE HA NPOBU OT YOBELLKOTO TANO C
MeaMUMHCKa Len;

- npousBoguten — OU3NYECKO WAWN OPUOMYECKO AULLE, OTTOBOPHO 33 MNPOW3BOACTBOTO,
ONAKOBAHETO W eTUKETUPAHEeTO Ha U3genveTo, npeau To Aa 6bae nycHaTo Ha nasapa oT
HeroBo ume;

- HOTUPMUUMPAH OpraH — opraHM3aumsa, usgasawa cepTMPmMKaTM Ha NPOU3BOAUTENN, C KOUTO
ce yAocToBepsABa , Ye NPoM3BOAUTENAT € N3NbAHWUA onpeaeneHn 3aKOHOBU U3UCKBaHWUA;
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- u3penue 3a camoTecTBaHe — u3genne, NpeaBuaeHo OT NPOM3BOANUTENA [a Cce U3N0/3Ba OT
HecneumannctT1 B AomallHa obcTaHOBKa.

3a yaobcTBO nNpu YeTeHe TepMUHDBT ,TecTtoBe 3a COVID-19“ B TO3M AOKYMEHT Ce OTHACA A0 UHBUMPO
ANArHOCTUYHU MegUUMHCKM mnsgenuna 3a COVID-19, ocBeH aKo He e noco4vyeHo Apyro. TepMUHBT
,M34enme” ce N3Noa3Ba KaTo KPaTKO Ha3BaHWE 3a UHBUMPO AMArHOCTUYHO MEeAULMHCKO usaenue.
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1. KakBa e passinkaTa Mexay MeJULUHCKO U3/JieIue U UHBUMPO
JUAarHOCTUYHO MeJUIIMHCKO u3jenne?

MeauUMHCKO u3penne e usgenve, npegHasHayeHoO OT HEroBus npousBoaMTen 3a ynotpeba ¢
MeAMUMHCKa Lea, KaTo Hanpumep nedyeHue Ha 3abonasaHe, obnekyaBaHe Ha yBpexgaHe WM
uscneasaHe Ha ¢u3MoONOrMYHM PyHKuMm®. CTeHTOBeTe 3a Cbplie, PEHTTeHOBWTE amapatv Wau
npoTtesnTe 3a KpaK Cca MeaUUMHCKM u3genuA. Ha paBHuweTto Ha EC Te ca ypepeHn B ABa
3aKoHogdaTenHM akTa: Aupertmsa 90/385/EMO OTHOCHO aKTUBHWUTE MMMAAHTUPYEMM MEAMLIMHCKM

usgenua (Hanp. nencmenkbpun) u Oupexktusa 93/42/EMO OTHOCHO ApyrM MeAMUUHCKU U3aenva

(Hanp. cTeHTOBE 3a CbpLe AN peHTreHoBU anapaTtu). CuntaHo ot 21 mait 2021 r., Te3M AUPEKTUBH e
6baat 3ameHeHn ot Pernament (EC) 2017/745.

MHBUMPO AMArHOCTUYHO MEAMLMHCKO M3fenne e NoAsuid, MedUUMHCKO M3denve, npeaHasHadeHo
cneumnasnHo 3a uscneasaHe Ha NPoBM OT YOBELLIKOTO TAI0 C MeAMLMHCKA LLe/, Hanp. 3a NocTaBsaHe Ha
AMarHosa unu 3a HabngeHne Ha nedeHune’. 3a pasnnKka OT NPUMEPUTE 33 MEeAULMHCKU U3LENNA B
npeaxoaHua naparpad, Te He ca NMpefHa3HAYeHW 3a AMPEKTEH KOHTAKT C NaumeHTa, a No-CKopo 3a
KOHTaKT c Npobu oT naumeHTa (Kato Hanpumep KpbB AW YPUHA) UAK 33 aHAAU3 HA AaHHK, NOYYEHN
oT npoba. MHEUMPO [OMArHOCTUYHUTE MEAMUMHCKM U34enus ce ypexaaTr oT  cneumanHo
npeagHasHayeHo 3a uUenta npaso Ha EC: [Aupektusa 98/79/EQ (cumutaHo oT 26 main 2022r.,

PernameHT (EC) 2017/746, B). BbNpoc 6 1 BbApoc 13). Ha eTMKeTa Ha UHBUMPO ANArHOCTUYHOTO

megnunHCKO mnsagenuve Tpﬂ6Ba Aa € NocoYyeHo, 4Ye To e npeaHa3Ha4YeHo 3a UHeumpo yn0Tpe6a3, KaTo
MO TO3U HAa4YMNH TO Ce OTZInYaBa OT MeaAUNLLMHCKO nUsaenue.

To31 AOKYMEHT ce OTHAcA A0 NyCKaHeTO Ha nasapa Ha UHeUMPO AUArHOCTUYHU TecToBe 3a COVID-19
cbrnacHo AupekTtnea 98/79/EQ, ocBeH ako He e NOCOYEHO APYro.

2. Kaksu BugoBe TectoBe 3a COVID-19 cbuectByBat?

Mo oTHOWeHMe Ha HayyHaTa OOOCHOBKA CbluecTByBaT OOLLO ABa BMAA UHBUMPO ANATHOCTUYHMU
TectoBe 3a COVID-19, n3BbplwBaHU BbPXY NPObM OT YOBELIKOTO TAIO: TaKMBA, C KOUTO Ce 3acuya

1 3a nbsiHO onpepenexme Bx. dupektusa 93/42/EN0, uneH 1, naparpad 2, 6yksa a) nam Aupektusa 98/79/EO,
uneH 1, naparpad 2, 6yksa a).

2 3a nb/iHO onpeaenermne Bx. dupektusa 98/79/EO, uneH 1, naparpad 2, 6yksa 6).

3 Hanpumep cumson ,,IVD”, KakTo e ynomeHaTo B ctaHaapT EN ISO 15223-1:2016 MeduuyuHcKu usdenaus.
Cumeonu, U3nos38aHU 8 emuKkemume, NpU emMuKemupaHe U 8 npedocmasaHama UHGopmMayua 3a MeQUUUHCKU
uzdenus. Yacm 1: O6uwu usuckeaHus (ISO 15223-1:2016, Corrected version 2017-03), xapmoHusupaH (OB

L 0901, 25 mapT 2020 T1.)
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BMPYCbT SARS-CoV-2 (Hanp. TectoBe ¢ RT-PCR* 3a 3acnuaHe Ha reHeTMYeH maTepuana Ha BUpyca uam
TEeCcToBe 33 aHTUIeHW 33 3aCM4YaHe Ha HeroBu MPOTEMHM) U TaKMBa, C KOMTO Ce 3acMya MMyHHaTa
peaKLMA Ha YOBELKOTO TANO KbM MHdEKLMATa (Hanp. TecTose 3a aHTUTena).”

TecToBeTe moraT cblo Aa 6bAaT KnacuduumMpaHu no:

- uenesus notpebuten (MeAUUNHCKN CNeLnanmncTu UaM Hecneumannctu, nociegHuTe ce
HapuyaT u3genua 3a camoTecTBaHe);

- BMAa TexHonorna (aBToMaTU3npPaHn, PbUHM UK BbP3M TECTOBE, KOUTO He Ca
aBTOMaTU3MpPaHK U ca NpegHa3HayYeHn Ja NoKaseaT pesynaTaTa 6bp30);

- MSACTOTO Ha M3BbpLIBaHe (ganum ce nsnpawa B 1abopaTopmsa UK ce U3BBPLUBA NPW NAUMEHTA,
KaTo BTOPUAT BMA, Ce HapMuaT CblUOo M3Ae/MA 3a TeCTBaHE Ha MACTO).

MNoBeye MHPOpPMaLMA € Ha Pasno/ioXKeHue B CboblieHueTo Ha KomucuaATta, osarnaBeHo ,Hacokwu
OTHOCHO AMAarHocTMYHMTE Tectose 33 COVID-19 1 TexHUTe XapaKTepmUcTnKn®“®e.

MNpousBoAUTENAT MOXe Aa npegHasHaun TecTa CUM 338 MeAUMUMHCKM uenn (Hanp. AMarHocTMKa Ha
COVID-19). B To3u cny4ai Te ce HapuyaT UHBUMPO ANArHOCTUYHU MeANLMHCKN U3aenna u nonaaat B
obxsata Ha [upektvusa 98/79/EQ® (sx.BbNpoc 6), cbrnacHo KoaTo Tpabsa [ga mnosayyar

MapKkuposka ,,CE“ npeaun ga 6baat nycHaTv Ha nasapa. AKO NPOU3BOANUTENAT NpeAHa3HaumM TecTa cu
33 HEMEAMLMHCKMN Lean, KaTo Hampumep 3a HaydyHW u3cieaBaHuA, TO AMPEKTUBATa He ce npuaara
(k. BBNPOC 4).

CbliecTByBaT M TECTOBE, KOMTO Ce M3BbPILBAT AMPEKTHO BbPXY NALMEHTU, @ HE BbPXY Npobu, Kato
Hanpumep KommioTbpHa Tomorpadusa (KT). Takmsa MeaULMHCKM U3genua He nonaaaT B obxsaTa Ha
onpefeneHNeTo 3a UHBUMPO ANArHOCTMKA U NOAJIEXKAT Ha OTAE/IHO CNeuuasHO 3aKOHOAaTe/ICTBO Ha
EC (OAupekTtnsa 93/42/EN0Q). Te He ca 06XBaHATU B HACTOALLMA AOKYMEHT.

3. KakBo npeacraBasBaT ,BbTpPeIHUTE"/pa3paboTeHUTE B JabOpaToOpUs
TecToBe?

,BbTpelwHnTe” TectoBe, Uan paspaboteHnTe B nabopaTopusa TeCTOBE, Ca U3L4ENNA, NPOU3BELEHMN U
M3MON3BaHN B €4HO 1 CbLLO 34paBHO 3aBeaeHue, 6e3 aa 6baaT NPexsbp/eHN Ha APYr NpaBeH cybekT’.
Te He ce cuMTaT 3a MycHaT Ha nasapa v ca ocsob6oaeHn OT U3nckBaHuATa B Aupexktnsa 98/79/EQ

OTHOCHO AMATHOCTUYHUTE MEOMUUMHCKN nsaenuna in vitro. HesasucMmo oT ToBa Te mMoraTt Aa 6'b,CI,aT
npegmeTt Ha HauMOHaNHU N3NCKBaHUAS,

4 ObpaTHO TpaHCKpUNTa3Ha NoanmepasHa BepukHa peakuma (RT-PCR)

5Bx. cblo MHGopmaLma oT EBponeiickma LeHTbp 3a NpoduaaKTUKa M KOHTPON BbpXy 3abonasaHuATa TyK:
https://www.ecdc.europa.eu/en/covid-19/latest-evidence/diagnostic-testing

0B C1221,15.4.2020r., cTp. 1—7.

7 Bsk. inpextunea 98/79/EOQ, uneH 1, naparpad 5.

8 Hanpumep CbrnacHO HaLMOHANHOTO 3aKOHOAATE/ICTBO MOXKeE [ja Ce U3UCKBA ,BbTPeLlHNTEe” TecTose aa
OTroBapAT Ha CblLECTBEHUTE U3NCKBAHMA.
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Tece pa3nnyaBat oT U3gennAaTa, npeaHasHa4yeHn CaMo 3a Hay4HOU3Cn1en0BaTe/ICKM Lesin, KOUTo Cbllo

nonagat u3sbH obxBarta Ha Aupextmsa 98/79/EQ.

4. KakBo npepcTaBJiiBaT TeCTOBETE, IpeJHA3HAYEHU CaMO 3a
Hay4yHou3caenoBaTescku 1esu (RUO), B koHTekcTta Ha COVID-19?

Hali-06u110 npoayKTuTe, npeaHasHayeHW camo 3a Hay4dHouscneposaTencku uenm (RUO), nonapat
13BbH 0bxBaTa Ha Aunpektmnea 98/79/EOQ OTHOCHO ANArHOCTUYHUTE MeAULMUHCKN U3aenuns in vitro, Toin

KaTo ce NycKaT Ha Na3apa 6e3 Aa ca npeAHa3Ha4YeHM 33 MegUUMHCKM Lenun. TecToBeTe, NpegHasHavyeHu
CaMO 33 Hay4yHOM3CNeZOoBATENCKWU Lenu, moraT fa Ce M3MOoA3BaT Hanpumep 33 u3cnenBaHe Ha
pasnpeaeneHNeTo Ha aHTUTeNa B NonyiaumaTa uan 3a paspaboTBaHe Ha HOBM NEKAPCTBA, HO HE M 3a
MeOULMHCKM Lenn Kato guarHoctuunpaHe Ha COVID-19 nnu B3emaHe Ha pelleHua 3a ie4eHneTo Ha
naumeHT. M3nckBaHuaTa cornacHo Aupektnsa 98/79/EQ He ce npunarat 3a TectoBe, npeaHasHaueHu

3a HAay4YHOU3CNeN0BATENCKU UENN.

B nHdpopmaumaTa oT NnponssoanTeNs, NPUAPYHKaBaLLa TO3M TUN NPOAYKTH, TpAGBa M3pMUYHO Aa 6bae
MoCcoYeHo, Ye Te ca npedHasHaveHM camo 3a HayYHOM3CNeA0BaTe/ICKM Liean, KaTo He Tpsabsa aa ce
BKNHOYBAT MHCTPYKLMM OTHOCHO AMarHOCTMKA AU APYTY MEAULMHCKM Le/iM, KOUTO ca B NPOTUBOpeYmne
C NpeAHa3HaYeHNeTo UM Camo 33 Hay4YHOWM3CNeL0BaTENCKN Lenn.

5. CbuectByBa v 6a3a AaHHU Ha EC, npegocTaBsiia o611y nperJie/ Ha
TecToBeTe 3a COVID-197?

MoHacToALWEM He CbLLecTByBa M34yepnaTesiHa oblecTBeHo A0CTbNHa 6a3a AaHHM Ha EC 3a uHeumpo
ONArHOCTUYHO MEOMUMHCKM m3genma ¢ mapkumposKa ,CE”, KouTo ce npepgnaraT Ha nasapa B
AbpyKaBUTe — YNeHKM Ha EC.

Bbnpeku ToBa, KaTo YacT oT ycunmaTa Ha EC 3a npefocTaBAHe HAa HAaCOKM OTHOCHO M3MOA3BaHETO Ha
TecToBe 3a KOpoHaBupyc, CbBMECTHUAT U3CNeA0BaTe/NCKM LeHTbP Ha KomuncnsTa cb3gase 6a3a gaHHU
Ha UHBUMPO ANATHOCTUYHUTE MEAULIMHCKU U34e/InA U MeToAM 3a TecTBaHe 3a COVID-19, B KoATo €

C'b6paHa MHd)OpMaLI,Mﬂ OTHOCHO npeanaraHnUTe Ha Na3apa TecToBe.

basaTa AaHHM CcbAbpKa 06WEeCTBEeHO AO0CTbMHA MHOOPMALMA OTHOCHO W3AENWNATA, BKAOYUTENHO
€/1eMeHTU Ha TEXHUTE XapaKTEPUCTUKM, KaKTO U CbMNOCTaBAHE Ha Hay4YHa anTepaTtypa no Temara. Ta ce
aKTyannsumpa pegoBHo.

Ta He Cb4bprKa TEXHNUYECKA AOKYMEHTALMA HA NPON3BOAUTENA, KOATO HE € 06LLI,ECTBeH0 AOCTbIlHa.

Bbnpeku ye He e 6a3a aaHHM Ha EC, cTpaHuMuaTa, noaabprkaHa oT PoHpaumMATa 32 MHOBaTMBHA HOBA
AMarHoCTUKa, CbabpKa MHbopmaums 3a Tectose 3a COVID-19 B Lenuna cBsT.

Te3un 6a3un gaHHW HE npeactaBnaBaT CNMCHK € n3aenma, oaobpeHn nam paspelleHm 3a ynotpeba Huto
oT EBponenckaTta KOMMCUA, HUTO OT HAUMOHA/NIHUTE OpPraHM Ha AbpxKaBuTe uyneHkn. B EC He
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CbuiecCTByBa LEeHTPan3npaHa cucrema 3a o,u,o6peHme U pa3pewlaBaHe Ha UHBUMPO ANATHOCTUYHN

MeANUMHCKMN n3aenus (BXK. CbLo Bbnpoc 8).

[IpaBHa paMKa 3a UHBUMPO JUATHOCTUYHU MEAULIMHCKHU
n3aenus 3a COVID-19

6. KakBa e npaBHaTa paMka B EC 3a uH8umpo AUarHoCTUYHUTE TECTOBE 3a
COVID-19, npegHa3HayeHU 3a MEJUIMHCKHU L|eJIn?

TectoseTe 3a COVID-19, Konto ca npegHasHayeHU OT NPOU3BOAUTENA 33 UHBUMPO U3CNe[BaHe Ha
npobyu OT YOBEWKOTO TANO C MeAWMUMHCKA Uen, ca UHBUMPO ANATHOCTUYHU MeAMUMHCKU
usgenusa (IVD). MNoHacToAwem nNpUIOKMMOTO 3aKoHogaTencTtBo B EC 3a TakMBa MNPOAyKTU e
Ounpektnea 98/79/EQ (B.BbNpPocU 3 1 4 33 HAKOM M3KAOYeHUA). B aupekTMBaTa ca nocoyeHu

BMJ0BETE NpefHa3HaYeHne, KoUTo ca obxsaHaTh B Hea®. WM3UCKBaAHMATA, 3a/10KEeHN B AUPEKTUBATA,
ca oT 06wy, xapaKTep (B. cblio BbApOC 7 1 Bbnpoc 23). BbBeaeHWe B TemaTa MOXKe [1a ce Hamepu B
OOKYMeHTa ,HacOKM OTHOCHO MEAMUMHCKUTE MU3AeNnsA, aKTUBHUTE MMMAAHTUPYEMU MEAULMHCKM

N30enns U UHBUTPO AMArHOCTUYHUTE MEAMLMHCKU N3AeNns B KOHTEKCTa Ha COVID-19” Ha cnyxbuTe

Ha EBponelickata komucus.

[npekTtnsarta ckopo e 6bae 3ameHeHa ¢ Pernament (EC) 2017/746 3a meAnUMHCKMTE M34enva 3a

UHBUMPO ANArHOCTUKA. PernameHTbT We ce npuaara ot 26 man 2022 r., Ho IVD, KouTo oTroBapAT Ha
M3UCKBAHMATA B HETO, MOXKe Beve Aa 6bAaT NyCcKaHW Ha Nasapa AobpososHo. Cheaga aa ce otbenexu,
Yye Tbil KaTo NPEXOAHUAT Nepuos, He e MPUKIIOUYUA, BCe OLe He Ca Cb34aZeHN BCUYKU CTPYKTYPW,
npeaBuaeHN B perlaMeHTa, KOeTO MOXKe Aa MOB/AMAE HA Bb3MOXKHOCTTA 3a MycKaHe Ha nasapa Ha
M34e/1A CbrNAacHO TasM pamka (Hanpumep Kbm saHyapu 2021 r. Bce owe He ca Cb34afeHN eKCNePTHU
rpynu u pedepeHTHU nabopatopum Ha EC). 3a noseye MHOOPMALMA OTHOCHO peErIaMeHTa
BXX. Bbnpoc 13.

TO3M LOKYMEHT Ce OTHacA 40 NYCKaHeTO Ha na3apa Ha UHBUMPO AMArHOCTUYHM TecTose 3a COVID-19
cbrnacHo AupekTtnea 98/79/EQ, ocBeH ako He e MOCOYEHO ApPYro.

7. KakBu ca npoueaypuTe 3a nyckaHe Ha nasapa Ha EC Ha uneumpo
JUArHoCTUYHU MeAULIMHCKHU u3nenuda 3a COVID-19?

B 0606weHune, Bcuukn sugose IVD 3a COVID-19, onncaHu BbB BbAPOC 2, NPU YC/IOBUE Ye OTroBapAT
Ha onpeaeneHveto B yneH 1, naparpa¢ 2, 6yksa 6) ot Aupektnsa 98/79/EQ, Tpabsa Aa HocAT

MapKUNPOBKa ,,CE” KaTO AO0Ka3aTe/ICTBO 3a TAXHOTO CbOTBETCTBUE C NMPUNOKUMUTE U3SNCKBAHUNA 3a

9 Bk. inpextunea 98/79/E0Q, uneH 1, naparpad 2 3a onpeaeneHune Ha AMarHoCTUYHN MeANLIMHCKM U3aenmna in
vitro n ponbAHUTENHA MHPOPMaALMA OTHOCHO BUAOBETE NpesHa3HavYeHne, o6xBaHaTK B Hes.
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nyckaHe Ha nasapa Ha EC, nocoyeHu B [Aupektvusa 98/79/EOQ. MpounssoguTensT e OTroBopeH 3a
NoCTaBAHETO Ha MapKupoBskKaTa ,,CE” Bbpxy TO3U BUA NPOAYKTHU.

Mpean aa noctaBn mapkupoBsKaTa ,,CE“, nponssoantenat tTpabsa NbpBo Aa NPoBepu CbOTBETCTBMETO
Ha U34EeNMeTO CbC 3aKOHOBUTE M3MCKBAHMA U A U3rOTBU TEXHMYECKATa AOKYMEHTaLUMUA, BKAKOYBALLA
[OKa3aTeNCcTBa OTHOCHO 6e30MacHOCTTa M XapaKTepUCTUKMTE Ha u3aenueTo. Ta Tpabea aa obxsalwa
LIMPOK Habop OT enemeHTH, npeasmaeHn 8 Aupektnsa 98/79/E0™, kato Hanpumep obLo onucaHne

Ha MPOAYKTa, AOKYMeHTaumATa Ha cucTemaTa 3a KayecTBo, NoApobHa MHPopmauMa 3a MPOeKTa,
pesynTaTM OT aHa/Au3 Ha puUCKa, AaHHM OT OLEHABAaHeTO Ha noAxoAAawoTo ¢YHKUMOHUpPaHE,
Npoy4YBaHUA Ha CTabUIHOCTTa, ETUKETU, YKasaHuA 3a ynotpeba u op.

Mpounssoautenar Tpabsa ga npuaara cneunPuyHn npoLeaypu 3a oLeHABaHe Ha CbOTBETCTBMUETO, 3a
fa 6bae nycHaTo usaenneTo Ha nasapa. MpuUnoKMMUTe npoueaypu 3aBUCAT OT BUAA Ha U3AE/INETO U
ca onucaHu B uneH 9 ot Aupektusa 98/79/EO.

Mpu IVD 3a COVID-19 npoueaypute Bapmpart B 3aBMCUMOCT OT LiesieBuTe notpebutenu. Te ca pasnnyHu
npu TectoBeTe 3a npodecnmoHanHa ynoTpeba, KOMTO ca npegHasHayeHW [a ce WM3Non3eat oT
MEeANUMHCKM CNeunanncT, u npmu Tesm 3a CaMoTecTBaHe, KOUTO ca NpeAHa3HayYeHn aa ce U3noa3sat
OT Hecneuuanmnctu.

e [lpn uspgenua 3a tecteaHe 3a COVID-19, Kouto ca npegHasHavyeHuW ga ce M3MN0A3BaT OT
cneunannctT, npousBoauTenaT TpAbBa [4a W3roTBM AeKAapauma 33 CbOTBETCTBME C
usncKkBaHmaTa Ha EC. Cnep ToBa Ha M34e1METO MOXKe [ia ce NocTaBuM mapKkuposkaTa ,,CE“ n To
MoO3Ke ga 6bae MycHaTo Ha nasapa (Tesn TecToBe YecTo Ce HapuyaT ,,camofeKknapupaHun”
TECToBe, BbMPEKU Ye TO3N TEPMUH HE Ce CNOMEHAaBa B ANPEKTUBATA).

o [pu usgenua 3a TectBaHe 3a COVID-19, KouTo ca npegHasHayeHWM Ja ce WU3MNonseaTt oT
Hecneunanuctm (M3aenuns 3a CamoTecTBaHe B 4OMALLHW YC0BUSA), B OMbAHEHUE KbM FOpHUTE
W3UCKBAHMA B MPOLLECA y4acTBa M HE3aBUCMM OpraH 3a oueHsBaHe (HoTuduumpaH opraH).
HoTnduumpaHuatr opraH rapaHTupa, 4Ye MPOEKTbT Ha MW34enMeTo M NpenocTaBeHaTa
UHbOpPMauuATa 3a HeroeaTa yrnotpeba ca nogxogAaLM 3a NOTPEBUTENN HECNEUMANUCTH, KaTo
n34aBa CbOTBETHOTO yao0cTOBepeHue (noseye MHGOpMaLmMa BbB Bbrpoc 15).

MpounsBoguTenu cbe cegannwe msebH EC Tpabea Aa HasHayaT yNb/JHOMOLLEHW MpeacTaBUTENU B
pamKuTe Ha EC (B. cbo BbNpoc 16).

MponssoauTennTe AN TEXHUTE YMbJAHOMOLLEHU NpeacTaBuTenn (BXK. Bbnpoc 16) ca AnbXHW Aa
YBEAOMAT KOMMNETEHTHUTE OPraHW Ha AbprKaBaTa YaeHKa, B KOATO MMAT perucTpmpaHa AenHocT, 3a
agpeca Ha pPerucTpMpaHoOTO MACTO HA CTOMAHCKA AeMHOCT M 33 OCHOBHaTa MHOpMauMA Ha
nsgenveto®’. Ha To3M eTan KOMMETEHTHUTE OpraHM He Ca A/TbXKHUW Aa M3BbPLUBAT KakBaTo U Aa e
npoBepKa Ha U3JeNneTo, a yBeJOMABAHETO He NpeAcTaBasaBa ,,0006peHMe 3a nyckaHe Ha Nasapa“ unm
Apyr sua oaobpeHue (BxK. cblio Bbapoc 8). CvrnacHo Aupektusa 98/79/EQ ce n3ncksa Aa ce ysegomu

CaMO ODbprKaBaTa Y/IEHKA, B KOATO NMPOU3BOAUTENUTE WAWN YMBAHOMOLLEHUTE NPEeACTaBUTENN MMAT
perucTpmpaHo MACTO Ha CTONAaHCKa AenHocT, T.e. ¢ Aupektnsa 98/79/EO He ce Hanara 3aab/iXKeHue 3a

yBeAoMABaHe 3a U34e/IMeTO BbB BCAKA AbprKaBa, KbAETO TO ce NpoAasa. Bb3MOXKHO e obaue Aa NMa

10 B. AmpekTusa 98/79/EO, npunoxeHue lll, pasaen 3.
11 Bx. Ampektusa 98/79/E0, unen 10.
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AONBAHUTENHN HALMOHAMHM M3UCKBAHMA KbM YYacTHMUMTE Ha Masapa 3a yBeAOMABAHE WAM 3a
perncTpaums, KaTo HaNnpMMep 3a perucTpaLma Ha BHOCUTENUTE U AUCTPUByTOpUTE.

B fgonb/iHeHWEe KbM Te3M MpaBuia € Bb3MOXHO Aa MMa U HAKOM cneumduyHM HaumoHaHM
W3WCKBaHUA, KaTO HanpuMMep €3MKOBM M3UCKBAHMA 33 MHPOPMALMATA, NPUAPY!KaBaWa M3LenmeTo
(HanpuMmep Ta3un Ha eTUKeTa M B yKa3aHMATa 3a ynoTpeba). 3a gonbAHUTENHA MHOOPMALLMA MOXKeTe A3
ce obbpHETE KbM CbOTBETHMA KOMMETEHTEH opraH. [aHHWMTe 33 KOHTAKT Ha HauuMOHaNHUTe
KOMMETEHTHM OpraHM morat Aa 6baaT HamepeHu Ha yebcTpaHuuaTa Ha EBponelickaTta KoMUCKS.

MoBeye MHPOPMALMA OTHOCHO 3aKOHOBO NPUETUTE AOKYMEHTU 33 CbOTBETCTBME MOXKe Ada bbae
HamepeHa B PbKOBOACTBOTO Ha EBponelickata Komucusa, o3arnaseHo ,Kak fa ce mposepu Aanu

mMeanunHcKuTe nsgenms n JINC moraT Aa 6bAaT nycHaTM Ha nas3apa Ha EC 3aKOHHO B KOHTEKCTa Ha
COVID-19“.

8. HanuoHasHUTe KOMIIeTEHTHU opraHy, EBpornerickata KOMUCHSA WU
areHuuute Ha EC oo6psBaT i uin paspeuiaBat TectoBeTe 3a COVID-19?

HaumoHanHUTe KOMNeTeHTHW opraHu He ogobpABaT, HUTO pa3pellaBaTt ynoTpebaTa Ha TecToBe 33
COVID-19, npeau Te ga 6baaT nycHaTM Ha nasapa. OcBeH TOBa He CbLUECTBYBA LEHTPa/IM3npaHa
cucteMa 3a ogobpeHne nam paspelwaBaHe Ha TectoBe 3a COVID-19 oT cTpaHa Ha MHCTUTYLMUKU Ha
Cblo3a, KaTo Hanpumep EBponelickaTa KOMUCKA, HATO Ha KOATO M Aa e areHuma Ha EC (Hanpumep HUTO
EBponeickaTta areHUMA No fieKapcTBaTa, HUTO EBponenckMa UeHTbp 33 NPodUIaKTUKA U KOHTPOAN
BbpXy 3abonaBaHuATa).

3a4b/IKUTENIHUTE NO 3aKOH NPOoLLeAypPU, KOMTO NpoussoanTensT Tpabsa Aa ciensa, 3a Aa nycHe eauH
TecT Ha nasapa, ca npeacraseHu B 0606LIeH BUA BbB BLAPOC 7, BKAIOYMTENHO YBEAOMABAHETO Ha
HaLMOHA/IHUTE KOMMETEHTHM OpraHu 3a TecToseTe. 3a nosedye MHPOPMaLMA OTHOCHO POAATa Ha
KOMMNETEeHTHUTE OpraHu BX. BbApoc 14.

CwrnacHo AupekTtunea 98/79/EO npoussoanTenute morat Aa nyckaT Tectose 3a COVID-19 Ha nasapa

6e3 M3pMYHO paspeLleHne OT BAACTUTE, C/led KaTo ca AeK1apupanu CbOTBETCTBMETO Ha NPOAYKTA CbC
3aKOHO4ATe/ICTBOTO M Ca MOCTaBUIM MapKupoBKaTa ,CE” Bbpxy npoaykta. Mpu wmsgenusata 3a
camoTecTBaHe CUTyaumaTa e pasiMyHa. HoTuduumpaHUAaT opraH Tpabea Aa NOTBbPAM, Ye NPOEKTLT Ha
nsgenneTo n npeaocraseHata MHGopmMaumATa 3a HerosaTa ynotpeba ca noaxoaalm 3a notpeburenu
HecrneumanucT1, cnep Koeto Aa M3gaje CbOTBETHOTO yAocToBepeHue. ToBa € AOMb/HUTENHO
M3NCKBaHe, KoeTo TpabBa Aa 6bAe M3NbAHEHO Npeau MPOU3BOAMTENAT Oa MOMKe Aa W3roTeu
AeKnapauuaTa 3a CbOTBETCTBME C M3MCKBaHMATA Ha EC (3a noseye nHbopmaumsa BX. Bbnpocu 7 1 15).
Mpy BCUYKM CAyyanm JeKnapauusTa 33 CbOTBETCTBME C M3MCKBaHuATa Ha EC, nogapeHa ot
npo13BoAMTENA, € NPeANOCTaBKa 3a NycKaHe Ha AaJeHo U3aenne Ha nasapa, He3aBMCcMMO Aanu CTaBa
BbMNPOC 38 CAMOTECTBaHE U He.

CnepoBaTeniHO U3pas3un, B KOUTO Ce TBbPAM, Ye NPOU3BOAUTENNAT e ,,NoNAYyYUN” nam Yye my e ,aageHa”
mapkuposka ,,CE”, ,0006peHne/paspewenne ot EC/3a CE/CE-IVD“, ,paspelueHve 3a A0CTbMN A0
nasapa“ unu apyr sua oaobpeHune, ca HETOYHM U He TpsbBa Aa ce M3Non3BaT npu TectoseTe 3a COVID-
19, nycHat Ha nasapa Ha EC cbrnacHo Oupektusa 98/79/EOQ.
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9. CwhlecTByBa Jiv NpoIieaAypa 3a AOCTbII /1o Na3apa B EC npu u3BbHpeAHU
06CTOSITEJICTBA ChIJIACHO A€MUCTBAIIOTO 3aKOHOIATEJICTBO?

B [Owupektnsa 98/79/EQ ce npeasuxaa Bb3MOMKHOCTTA 3a MpeaocTaBaHe Ha Jeporauma  oT
npoueayparta (npoueaypute) 3a oueHABaHe Ha CbOTBETCTBMETO Ha HAaLMOHA/NHO PaBHULLE, KOraTo

ynoTpebaTta Ha OTAeNHN U3Ae/I1A e B MHTepecC Ha ONa3BaHeTo Ha 34paBeTo?. Takasa Aeporaumsa Moxe
Aa b6bae npefocTaBeHa OT KOMMETEHTHWUA OpraH Ha Abp)KaBa Y/eHKa M e Ba/JMAHa Camo B Tasu
AbPrKaBa Y/IEHKa, T.e. C Hea He ce NpegocTaBs AoCTbN A0 nasapa B EC. Jeporauuata 61 o3HavaBana,
ye NPOU3BOAMUTENAT MOKe Aa NpeaoCcTaBa U3aenmeTo, Nnpeau Aa ca NPUKAYNUAN BCUYKK Npoueaypu
3a OLEeHsiBaHe Ha CbOTBETCTBMETO, KaKTO M Aa My MoCcTaBM MapKuMpoBKa ,CE“, Hanpumep npean aa
6baaT NpoBeaeHM BCUYKM Heobxoammm TectoBe 3a besonacHocT. Cnopes HauMOHANHUTE U3UCKBAHUSA
TakbB paHeH AO0CTbMN A0 Nasapa OBUKHOBEHO € BPeMeHeH, A0KAaTO MPOU3BOAMTENAT He U3MbAHU
BCMYKM WM3UCKBAHMA 3a OLEHSABaHe Ha cboTBeTcTBMeTo. Cnen ToBa e4MHCTBEHO BepcusTa Ha
M3OenneTo, KoAaTo MMa mapkuposKa ,,CE” morke aa 6bae nycHaTta Ha nasapa.

MNpepocTtaBaHeTo Ha aeporaums TpabBa Aa O6bae BHMMATE/NIHO OOMMUC/AEHO OT HAUWOHAHUA
KOMMeTeHTeH opraH, 3a Aa ce rapaHTUpa, Ye Noa3aTa OT TOBA, Ye U34enneTo ce npegnara 3a ynotpeba,
HaZBWLLABA PUCKOBETE, KAKTO U Ye TOBa AeMCTBME HAaUCTUHA € B MHTEpecC Ha OMna3BaHeTO Ha 34paBeTo.

PaspelweHue 3a ynotpeba npu n3BbHpPesHU 06CTOATENCTBA, NPeAOCTaBEHO OT AAMUHUCTPALMATA MO
XpaHuUTe U neKapcTBaTa Ha CbeAMHEeHUTEe aMepPUKAHCKK WaTK, He e BaanaHo B EC.

10.Koe 3aKOHOIaTEJICTBO € NPUJI0KHUMO 3a HATPUBKHU U JIAHLETU?

HaTpuBKUTe 3a B3eMaHe Ha nNpoba OT Ha3aseH CEKPET UM NAHLETUTE 33 B3eMaHe Ha Npoba OT KpbB
Ca NpefHa3Ha4yeHu 3a AMpPEKTEH KOHTAKT € YOBEeLWKOTO TAN0. OCBEH TOBa Te ca MHBA3UBHU M3AENUA,
T.€. NPOHMKBAT B TANOTO WMAW Mpe3 OTBEPCTME Ha TANOTO, WM MNpe3 MOBBbPXHOCTTA Ha TAJNOTO.
MPUAOXKMMOTO 33aKOHOAATE/ICTBO € pPasACHEHO B PbKOBOACTBO, OAOOPEHO OT KOMMETEHTHUTE
opraHn®. Te3n NpoayKTN ca MeAULUMHCKN U3AE/MA, HO HE 3a UHBUMPO OAMArHoCTUKa, T.e. nonaaat B
obxsaTa Ha Aupektnea 93/42/EN0, a He Ha OupekTrsa 98/79/EO (8. cbwo BbApoc 1). Te Tpabsa aa
OTroBapaT Ha M3UCKBaHMATa B Aupektmea 93/42/EMO v Aa HOCAT MapkuposkKa ,,CE” cbrnacHo Tasm

ANPEKTUBa.

11.Koe 3aKOHOAATEJICTBO € NPUJI0KMMO 32 KOMOHWHALIMY OT HATPUBKH U
JaH1eTH U TecToBe 3a COVID-19?

12 B. AmpekTusa 98/79/E0, unen 9, naparpad 12.
13 MEDDEV 2.14/1 rev. 2 TyK
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MaKeTbT 3a TECTBAHE MOKeE fia Ce CbCTOM Hanpumep OT HAaTPUBKA UK NaHLET, peakTUBU M 06opyaBaHe
3a obpaboTBaHe Ha npobaTa M noJsiydaBaHe Ha pe3yaTaTa. TakaBa KOMOMHaAUMA OT HAKOJIKO
KOMMOHEHTa, KOWTO Ce NpenocTaBAT 3aefHO, 6M npeactaBnABasa Habop, KaKTO e NOCOYEHO B
onpegeneHveto 3a IVD B [dupektvusa 98/79/EQ' u pasacHeHO B PbKOBOACTBO, Of0BpPeHO oOT

KomneTeHTHUTE 3a IVD opraHu®. Ako npegHasHaueHmeTo Ha Habopa nonaga B onpegenexHmeTo 3a IVD,
cbrnacHo Aupektusa 98/79/EQ uenuat Habop TpAbsa nonydm mapkupoBska ,CE“. Bbnpeku ToBa

HaTPUBKUTE WU NaHLETUTE, KOMTO Ca MEAULIMHCKN U3Ae/NA, HO HEe 33 UHBUMPO ANarHOCTUKA, TpabBa
[a nosyyaTt mapkuposka ,,CE” cbrnacHo Ounpektusa 93/42/EVO (8. cbuio Bbapoc 1 1 10), gopu ako

Ca KOMMOHEHTW Ha Habop 3a IVD.

12.K'bae morar fia ce nmoJiy4yat JOII'bJIHUTESIHY HACOKH 3a Clla3BaHe Ha
JupexktrBa 98/79/EO 0THOCHO AUAarHOCTUYHUTE MEAUIIMHCKH U3/ eNHs in
vitro?

Mpean BCUUYKO e BaXHO Aa ce nperneda BHMUMAaTeNHO TekcTa Ha Aupektmsa 98/79/EQ, 3a pa ce

onpesenn Kom NPaBHU M3UCKBAHMA Ca NPUIOKMMM B KOHKPETHUA CayYail.

Bnocneactene Ha yebcrpaHuuata Ha EBponerickata Kommucua morat Aa 6baaTt HamepeHu peauua

PBbKOBOACTBA, 0A06pPEHM OT KOMMNETEHTHUTE opraHn Ha EC. ObwmTe pbKoBOACTBA 33 ANPEKTMBUTE CE
HapuuyaT MEDDEV. Te 06xBalLaT pasIMyHN TEMM — OT pasrpaHMyaBaHe (onpeaensHe Aanv NpPoayKTbT
e IVD unu He) o noapobHU yKasaHus 3a ynotpeba. CbliecTBYBaT M HAKOJIKO cneunduyHmn 3a COVID-
19 pbKoBOACTBa, U3roTBEHM OT KOoMuUcKATa, No-cneumanHo:

° ,HACOKM OTHOCHO MEeAMUMHCKUTE W3[eNNA, AKTUBHUTE MMMNJAHTUPYEMU MEANLIMHCKN

M30eUA U UHBUTPO ANArHOCTUYHUTE MEeAULIMHCKU N34enna B KoHTeKkcTa Ha COVID-19“

e KaKk aa ce npoBepu gaav meamumHckmte nsgenma n JINC moraT Aa 6bAaT nycHaTv Ha na3apa

Ha EC 3aKOHHO B KOHTeKcTa Ha COVID-19“

e , Hacoku OoTHOCHO AMarHocTnyHUTe Tectose 3a COVID-19 1 TexHUTe XapaKTepPUCTUKN

CnepBa pa ce npoBepsABa penoBHO yebcailTa, Tbil KaTo € Bb3MOMKHO ga 6baat nybankysaHu
AOMbAHUTENHN PHKOBOACTBA.

Bb3MOXHO e CbLo Taka fa CbL,eCcTBYBAT 4ONBAHUTENHN HALMOHANHU NPAaBHU 33a4bJ/IKEHUA, KAaKTO U
AJa MMa HACOKM Ha HaAUMOHA/NIHO paBHULLE. CnnHo ce npenopvbysa TE Ada 6'I:L|,aT BHMMATENTHO
pa3rnegaHun, Kakto U Aa ce npoBepAasa ye6cal71Ta Ha CbOTBETHUMA HAUMOHANIEH KOMNETEHTEH OPraH.

JaHHUTe Ha HauMOHANAHUTE KOMMETEHTHM OpraHn moraT aa 6'I:L|,aT HamepeHU Ha yebcTpaHmuaTa Ha
EBponerickata Komucus.

Mpu n3genva, Kouto Tpabea Aa 6bAaT OUEHEHW OT HOTMOUUMPAH OpraH, € Bb3MOXHO Aa Mma
OONbAHUTEIHA MHPOPMaLMA Ha yebcaliTa Ha HOTUDMLMPaHMA OpraH.

npOMSBO,CI,VITe}'WITe HOCAT OTroBOPHOCT Aa onpeaenatr KOU KOHKPETHU CTbNKU Tp’r'I6Ba Aa ce
npegnpunemat, 3a Aa Ce rapaHTupa, 4e uU3AeNINeTo MM OTrosapA Ha W3NCKBAHUATA Cbr1aCHO

14 Bx. Ampektusa 98/79/E0, unen 1, naparpad 2, 6yksa 6).
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Onpektrea 98/79/EQ. Bbnpeku 4ye HOTUOMLUMPAHUTE OpraHmK, KOMNETEHTHUTE opraHu 1 EBponeiickaTta

KOMMCMA MoraT ga fAasaT obwa unHbopmauma, Te He npenocTaBAT KOHCYATAHTCKM YCAyrM Ha
npousBoaMTeNNTe, 3a 43 NOANOMOrHAT CbOTBETCTBMETO Ha TEXHUTE U3LENUA.

13. lupextuBa 98/79/EO ce 3amens c PersiamenT (EC) 2017 /746.
/10 KaKBU IIPOMEHHU 111€ Jl0Be/ie TOBA?

PernamenT (EC) 2017/746 we Bnese B cuna Ha 26 man 2022 r. ToBa We Aosede A0 3HAUMTENHM

npomeHu B perynatopHata pamka 3a IVD B EC. Hanpumep c pernameHTa ce BbBeXKga cuctema 3a
KnacupuKkauma Ha wusgenmsata CcbobpasHO pucKa, KOATO 3ameHA OOWMKHOBEHMA CMUCBK C
BMCOKOPUCKOBU mM3aenusa cbrnacHo Aupektusa 98/79/EO. Hai-obwo IVD 3a COVID-19 we 6baat

KnacuduuMpaHu B Knaca ¢ Hal-BMCOK pUCK, Knac D'°. C pernameHTa ce BbBeX/a OLLeHKa OT CTpaHa Ha
He3aBUCUMWN OT MPOU3BOAUTENA OpraHu (HoTudUUMpaHUTe opraHKu) 3a no-ronamarta vacT ot IVD,
BKAOUMUTENHO m3genusaTa 3a COVID-19. B Hero ce 3anaraT nogpobHWM WM CTPOrM M3UCKBAHUA 3a
XapPaKTEPUCTUKUTE Ha U3AENMNETO, 3@ MPOY4YBaHMATA, KOMTO MPOU3BOAUTENAT TpAbBa Aa nposeae,
KaKTO M 3a AOKasaTencTsBaTa, KoMTo TpAbBa Aa NpeacTasy, 3a Aa AOKaxKe, Ye nsgenmeTo e 6esonacHo
1 ebeKkTMBHO. HoBUTE M3aenus we 6baaT A0MbAHUTENHO OLLEHABAHU OT HE3aBMCMMA EKCMEPTHa rpyna.
CovrnacHo pernameHTa KomucuaTta moxke aa onpegens pedepeHTHn nabopatopum Ha EC, kouto ga
NPOBEPABAT XAaPaKTEPUCTUKUTE Ha M3genuAta. BaxkHo e pa ce otbenexku, ye c pernameHTa ce
no3Bo/sifiBa pa3paboTBaHETO Ha nNpaBHO o06Bbp3BalWM 06WOEBPONENCKM MNpaBuia OTHOCHO
XapaKTepPUCTMKUTE Ha usgenmara (obwmre cneumdukaymm).

MoHacToswem KomucusTa, ObpiKaBUTE UIEHKU U 3aUHTEPECOBAHNUTE CTPaHN PaboTAT MHTEH3MBHO MO
npunaraHeto Ha PernameHnt (EC) 2017/746. PeaoBHM aKkTyanmsaumm moraT Aa 6bAaT HamepeHU Ha

CTpaHWLUaTa 33 MeaANLMHCKM M3aenns Ha EBponerickata Komucus.

‘x‘yqaCTHI/IHI/I U TEXHUTE POJIU

14.KakBo npejcTaB/sBaT HAllMOHAJIHUTE KOMIIETEHTHUA OPTaHU U KaKBa €
TSXHATa poJid 0 OTHoleHUe Ha TecToBeTe 3a COVID-197?

KomneTteHTeH OpraH € ObpXaBeH OpraH B AdaAdeHa AbpiKaBa, HATOBApPEH C MNpPUIaraHeETo w“
M3NB/IHEHNETO Ha 3aKOHOAATENCTBOTO B OnpeneneH CEKTOpP, Hanpumep B obnactra Ha uHsumpo
ONArHOCTUYHUTE MeAUUMHCKK n3genma. KomneTeHTHUTE OpraHn morat ga 6'b,CI,aT AbpXXaBHU OoTAENN
Unn areHumMun, Ha KOUTo No 3aKOH € BbBb3/IOXKEHO OT NPaBUTENCTBOTO Aad U3MBJIHABAT Ta3un d)YHKLI,VIFl.
JaHHUTEe 33 KOHTAKT Ha HAUMOHANHUTE OpPraHn, KOMNEeTeHTHU 33 MeAUUMHCKUTE U3aenma, morat ga
6'bp,aT HamMepeHun Ha yebcTpaHuuaTta Ha EBponeickata KoMmUcus. EBpOI'IEﬁCKaTa KOMUCKUA yneCHABA

CbTPYAHNYECTBOTO U KOOPAUHAUNATA MeXAY KOMNETEHTHUTE OPraHn Ha AbpXKaBUTE HYJIEHKN.

15 KnacuduKkaumaTa 3aBuCK OT NpeaHasHauYe€HUETo, NOCOYEHO OT NPOU3BOAMUTENS, BXK. NpuaokeHue VIl Kbm
pernamexra.
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CvrnacHo [OupektuBa 98/79/EQ KOMNETEHTHUTE OpraHM Ha AObPXKaBUTE YNEHKM He oleHABaT
OOKYMEHTauMATa Ha OTAENHU U3aenua, npeau Te aAa 6vaaT nycHaTU Ha nasapa. lNpoussoguTtenvTe m
yNb/IHOMOLWEHUTE NpeacTaButenn (Bx.Bbnpoc 17) Tpabsa p[a ce cBbpXKAT C HaLMOHANHUTE
KOMMNETEeHTHW OpraHu, 3a Aa rM yBeAOMAT 32 CBOUTE U34eNA U A3 UM NPeAoCTaBAT Apyra OCHOBHA
nHbopmauma, npeam ga nycHaT U3LennaTa Ha nasapa.

PonsaTta Ha KOMNETEHTHUTE OPraHM BK/OYBA CbLUO Taka ONpeaensiHeTO M HaA30pa Ha HoTUdUUMpaHuTe
OpraHu, yyacTBallM B OLLEeHKaTa Ha U3aenunaTa 3a camortecTtBaHe 3a COVID-19 (B. Bbnpocu 7 1 16).

HauMoHanHWTe KOMNETeHTHM OpraHu ca ANbXHKU A3 y4yacTBaT B HabAloAeHUEeTo Ha U3aenusaTa, KouTo
Beue ce npegsarat Ha nasapa’®. KaTo 4acT oT To3u npouec Te MoraT Aa MoUcKaT OT NPOU3BOAUTENNUTE
[a NPeAocTaBAT Mb/HaTa TEXHMYECKa AOKYMEHTaumMa Uan Aa nposenaT U3NMTBaHUA Ha U3genuaTa.
HauMoHanHWUTe opraHM ca onpaBoMOLLEHM Aa Npeanpuemat AeACTBUA NO OTHOLLEHWE Ha MeAMLIMHCKU
U34eNnA, KOUTO He CbOTBETCTBAT Ha M3MCKBAHWATA, BK/OUYMTENIHO OrpaHuyeHue, 3abpaHa wuau
M3TernsiHe Ha NPOJyKTK OT nasapa.

OpraHnTe ce 3aHMMaBaT CblO WM C npocieassaHe Ha Ge30MacHOCTTa, T.e. C PErucTpupaHeTo U
OLLeHKaTa Ha LLeHTPa/IHO PaBHULLE HA CEPUO3HU MHLMAEHTH, AOKNAABAHN OT NPOM3BOANTENN, NEKapH
M Op. CbrNacHO HaUMOHaNHUTE HOPMK. Hanpumep Moxe Aa cTaBa BbMpoc 3a NoBpeaa B U3genuneTo,
KOATO MOXe fAa foBede A0 CEePUO3HO B/OLIABaHe Ha YOBELWIKOTO 34pase. B TakuBa ciydau
KOMMNETEHTHMTE OpraHM moraT Ja npeanpuemar NoaxodAllM MEpPKM 3a 3alumTa Ha 34paBeTo U
6e30nacHOCTTa Ha NauueHTUTe, notTpebuTennTe UM Ha Apyru Inua.

CournacHo Aupektusa 98/79/EQ npon3BoaUTeN Ha UHBUMPO AMArHOCTUHHO MEeAMLMHCKO nsgenve e

bU3MUECKO UM IOPULMYECKO NNLLE, OTTOBOPHO 33 NPOEKTUPAHETO, NPOM3BOACTBOTO, ONAaKOBAHETO U
eTUKeTUPAHeTO Ha usgenveTo, npeauM To ga 6bAe NycHaTo Ha Masapa OT HeroBo Wme. ToBa
onpeaeneHve BaXkn HE3aBUCMMO Aann Te3n onepaLmmn ce M3BbPLLBAT OT CAMOTO INLLE UM OT TpeTa
CTpaHa OT Heroso Mme. Mpoun3BoOAUTENAT onpesens nNpeaHasHavYeHMEeTo Ha U34enMeTo, OTroBapa 3a
CnasBaHEeTO Ha 3aKOHOBO NpeAnucaHnTe NPouUeaypy 3a OUEHABaHe Ha CbOTBETCTBMETO M rapaHTUpa,
ye U3genmeTo e 6e30nacHo 1 AeNcTBUTENHO QYHKLMOHMPA NO NpeaHa3HauYeHue.

BkntoyeHute B AVNPEKTUBATA MU3UCKBAHUA KbM NpoussoguntTennte ce npumnarat M 3a avua, KOUTo
CF}'IO6F|BaT, OMNaKoBarT, O6pa6OTBaT, 0bHOBABAT HaMb/IHO M/VI}'IVI eTUuKeTunpaT eanH nam noseye rotosun
NPoOAYKTHN VI/M!‘IM onpegenaTt TAXHOTO npegHa3Ha4vYeHne Kato nsaenna, Koumto Aa 6'bp,aT NYCHATU Ha
nasapa OT TAXHO UMme. 3a VIHd)OpMaLI,VIFI OTHOCHO ETUKETUPAHETO CbC COOCTBEHA MapKa MOXKe Aa ce

06bpHETE M KbM Tb/IKYBaTENHUA AOKYMEHT Ha CNyXbuTte Ha EBponeickaTa Komucus.,

16 Noao6HM AeitHOCTM MO HabAloAEeHMe Ha Na3apa He ca B KomneTeHuunTe Ha EBponeiickaTa KOMUCUA AN Ha
APYrv UHCTUTYLMKM Ha EC.
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HoTnduumpaHnAT opraH e opraH 3a OLEHABaHe Ha CbOTBETCTBMETO, T.€. OpPraHMsauma, KOATO
M3BbPLUBA 3aKOHOBO MpeanucaHu npoleaypu 3a OLeHABaHEe HAa CbOTBETCTBMETO 3a onpeneseHu
NPoAYKTW (Hanp. oUeHABaHE HA TEXHMYECKATa AOKYMEHTAUNA, OUEHABAHE Ha AOKNaZa 3a OLEHKa Ha
OEeNCTBMETO, OLEHsIBaHE Ha CUCTEMWUTE 33 YMpaB/JeHME Ha KayecTBOTO W T.H.) KaTo ycayra 3a
npouvssoguntTenuTe. Te ca I'Iy6}1VI‘-IHVI UAN YaCTHU OpraHnsauunun, HesaBUCUMMWU OT MpousBoauUTennTe.
HotnduumpaHute opraHu ca onpegeneHn oT CbOTBETHUTE HALMOHAMIHM OpraHu 3a U3BbPLUBAHE Ha
TaKMBa AEMHOCTU CbINACHO KOHKPETEH 3aKOHOAATENEH aKT M Ca 06EKT Ha NOCTOAHEH HaA30p OT CTPaHa
Ha Te3M opraHW. 3a BCEKM BMA MPOAYKT, KOWTO TpsbBa ga 6bae ceptuduumpaH ce onpeaenart
HOTUOUUMPAHM  opraHn.  HactoAwwmAaTr  cnMcbk € HOTMOMUMPAHW  OpraHM  CbINAcHO
Onpektrea 98/79/EQ, BKAOYMTENHO BUAOBETE U3AEAMNA, KOUTO Te MOraT Aa cepTuduumMpaT, Moxe 4a

6bae HamepeH B 6a3ata gaHHM NANDO Ha EBponeiickaTta KOMUCUA TyK.

KoHKpeTHaTa posia Ha HOTUPUUMPAHUTE OpraHM 3a PasIMYHUTE BMAOBE MPOAYKTU € onucaHa B
CbOTBETHOTO 3aKoHoaaTencTso. Mpu IVD cbrnacHo Aupektmsa 98/79/EQ Te yyacTsaT B OLLEHKaTa Ha

u3genuaTa 3a camoTecTBaHe (MpeAHa3HaYeHW 3a HeCneuuasncTu) M Ha HAKOM BUCOKOPWUCKOBM
usgenusa, nocoyeHn B npunoskenune Il kbm Aupektnsa 98/79/EQY. Mpm Tectosete 3a COVID-19

HOTUPULMPAHUTE OPraHM He y4acTBaT B NpoLeaypaTa 3a OLeHABaHe Ha CbOTBETCTBMETO Ha TECTOBETE,
npegHasHayeHn 3a npodecnoHanHa ynotpeba, Tbi KaTo Te He ca BKAOYEeHM B npuaoxkeHue ll. Te
obaye urpaaT ponsa npu usgenuata 3a camotecTtBaHe 3a COVID-19 (T.e.Te3u, npegHasHayeHu 3a
Hecneuunanuctu). Npu Tesn TecToBe NPOU3BOAUTENAT TPAOBaA Aa NoJaae 3asBAeHUe A0 HOTUOULMpPAH
OpraH 3a OueHKa Ha NpoeKTa Ha W34enneTo, Hamp. Ha NPUrogHOCTTa My 33 MoJi3BaHe OT
HECMEeUMaNnCTM, KakTo M Ha MHPOpMaumsaTa BbPXY E€TUKETAa WM YyKasaHuATa 3a ynotpeba. Cnepg
NO/IOMKMTENHA OLEHKa HOTUOULMPAHMAT opraH u3gasa EO cepTuduKaT 3a u3cneasaHe Ha npoekra's,
OueHKaTa 0O6MKHOBEHO Ce M3BbpPLUBA Ype3 Nperaes Ha AOKYMEHTH, a He Ype3 GpU3NYECKO N3NUTBAHE
Ha n3genuero.

HoTnuduumpaHute opraHM He HOCAT OTrOBOPHOCT 3a MOCTaBAHETO Ha Mmapkuposka,CE” Bbpxy
M34eNnAaTa, TbM KaTo TOBa € 3aAb/IXKeHMe Ha npoussogutens. HotuduumpaHuTe opraHu msgasat
cepTMdMKAT caMo 3a KOHKpeTHaTa AEeMHOCT, KOATO ca n3Bbpwuan. Mpu nsgennsta 3a camoTecTBaHe
3a COVID-19 npoun3BoagMTeNAT HAMa Aa MOXe [la NOCTaBM MapKMpoBKa ,,CE“, noKkaTo HOTUdUUMPAHNAT
opraH He usgage cboTBeTHUA EO cepTudumKaT 3a mM3cneaBaHe Ha npoekTa. MoBeye nHPopmaums
OTHOCHO 3aKOHOBO NPUEeTUTE L4OKYMEHTU 33 CbOTBETCTBME MOXKe A3 Obae HamepeHa B pPbKOBOACTBOTO
Ha cnyxbute Ha KomucusaTa, osarnaseHo ,Kak Aa ce nposepu gaav meauumHckute nsgenma n JMNC

moraT Aa 6bAaT nycHaTM Ha na3apa Ha EC 3aKOoHHO B KOHTeKcTa Ha COVID-19”“,

HotuduumpaHmTte opraHm He Tpabea ga 6baat o6bpPKBaAHWM C YMbAHOMOLLEHMTE MpeacTaBUTeNn
(k. BBAPOC 17) MM C KOMMNETEHTHUTE OpPraHu (BX. Bbnpoc 14).

17 CvrnacHo PernameHT (EC) 2017/746 HOTUDULMPAHUTE OPraHu e MMaT MHOTO NO-LWMPOKM GYHKLMKU NpK
TectoBeTe 3a COVID-19, Hanp. Te Wwe oTroBapsAT 3a cepTUPULMPAHETO HE CAMO Ha U34e/nATa 38 CAMOTECTBaHe,
HO M Ha Te3u 3a npodecnoHanHa ynotpeba.

18 Bk. [mpektusa 98/79/EO, npunoxerwe lll, pasgen 6.
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17. Kak Mmoxe npousBoguTes u3BbH EC 1a nycHe TecT Ha na3apa Ha EC u kou
e YI'bJIHOMOLEHUAT NpeJCTaBUTE?

Bcekn npoussoguten moxe Aa MNycka u3genna Ha nasapa Ha EC, ako Te ca B CbOoTBeTCTBME C
Ouvpektnea 98/79/EQ. MpoussoautenmTe ¢ PerucTpMpaHo MACTO Ha CToMaHcKa AeWHoCT M3BbH EC

TpabBa Aa OTrOBAaPAT Ha CbLUMTE M3MCKBAHWUA KaTo Te3n cbe ceganuuie B EC. OcBeH TOBa OT TAX ce
M3MCKBA @ Ha3Ha4aT ymb/HOMOLLEH npeacTaBuTen cbe cepganuile 8 EC, KOWTO Aa npencrasnssa
NPov3BOAMTENA NPes, OpraHuTe U CTPYKTypuTe Ha ECS.

YNb/HOMOLLEHUTE MpeacTaBuTenn He Tpabsa Aa 6baat ob6bpKBaHWM C HOTUOMUMPAHUTE OpraHu
(k. BBNPOC 16). 33 pasnvMKa OT HOTUOMLUMPAHUTE OPraHW Te He OLEeHABAT AOKYMEHTauuATa Ha
NpoM3BOAMTENA, HUTO M34aBaT cepTUdUKaTK.

EAHO OT 3a4b/IXKeHMATA Ha YMb/IHOMOLLEHWNA NPeAcTaBuTeN e Aa YBeAOMMU CbOTBETHUA KOMMETEHTEH
opraH OTHOCHO M34e/INeTO, KaKTo € ONMCaHO BbB BbRpoC 7.

18. Kou ca BHOCUTEe/IUTE U JUCTPUOYTOPUTE U KAKBHU Ca TEXHUTE
33’ bJXKEHHUS?

BHocuTenuTe n auctpmubytopuTte ca CTONaHCKN CybeKTH, yyacTBallM BbB Bepurata Ha AOCTaBKUTE Ha
nsgenueto. BHocutennte ca GU3MYECKM AN IOPUANYECKN nLa cbC ceaanuile B EC, KoUTo BHacAaT
n3genua oT U3BbH rpaHuumTe Ha EC v rv nyckaT Ha nasapa. AucTtpubyTtopute ca GpU3NYEcKn uam
OPUAMYECKM NMLA, Pa3IVUYHK OT MPOM3BOAUTENMTE WUAM BHOCUTENMTE, KOUTO npeanaraT AafdeHo
usgenue Ha nasapa. B Aupektmsa 98/79/EQ He ce npeasmxAaat cneunuduyHn Mmuta 3a BHOCUTENUTE U

anctpubytopute?’. 06MKHOBEHO 0Haye ChLLECTBYBAT HALIMOHANHN U3UCKBAHWA, KOUTO Ca MPUNOXKUMM
KbM TAX. opaau ToBa BHOCUTENUTE U AUCTPUBYTOpUTE cnefBa Aa Ce 3an03HaAT C HaUMOHaNAHWUTE
W3MCKBAHMA M NPU HEOBXOAMMOCT Aa Ce KOHCYATMPAT C KOMNETEHTHUTE OPraHM Ha AbPXKABUTE YNEHKN,
KbAETO Bb3HAMEPABAT A4a U3BbPLUBAT AeNHOCT. [JaHHUTE 33 KOHTAKT HA HALMOHA/IHUTE KOMMETEHTHU
opraHu morart Aa 6baaT HamepeHu Ha yebcTpaHuuaTta Ha EBponeickaTta KoMmcus.

19.KakBu feiHOCTHU M3BBbpLIBA EBponerickaTa KOMUCHA B 00J1aCTTa Ha
TectoBeTe 3a COVID-19 1 TexHUTe XapaKTEepUCTUKHU?

[elHocTnTe, cBbp3aHM ¢ TectoBeTe 3a COVID-19, ca yYacT OT UANOCTHMA OTroBOpP Ha EBponeickara
KOomMcMA Ha naHgemuata ot COVID-19. MoapobHa uMHPopmauma no Tasm Tema moxe ga bbae
HamepeHa Ha CTpaHWuaTa Ha KoMUCKMATA OTHOCHO MEpKUTe BbB BPb3Ka C KOPOHasBupyca. Tesu

AEﬁHOCTM BK/1IOYBAT HaNpumep CbBMECTHO Bb3J/laraHe Ha O6LLI,ECTB€HM NMOPBYKM 3a TecTtose U

1933 popmanHoTo onpegeneHue Bx. Anpektusa 98/79/E0, uneH 1, naparpad 2, 6yksa x).
20 33 pa3nuKa ot Hea B PernameHnT (EC) 2017/746 ce npeasusKaaT M3UCKBAHUA 32 BHOCUTEAUTE U
aMCTpubyTopuTe.
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nabopatopHo obopyaBaHe MENKAY ObPKaBUTE UNEHKW, YNeCHABaHe Ha obmeHa Ha MHbopmauua
OTHOCHO CTpaTernnTe 3a TeCTBaHe, OCUTypABaHe Ha CbOTBETCTBUE MeXAY TbPCEHETO M NpeasiaraHeTo
KaTO 4acT OT KAMPUHroBaTa Kbla 3a COVID-19, KakTo U PMHAHCUPAHE HA Hay4yHOMU3C/Ne[0BaTENCKMU

NPOEKTN 3a MHOBAaTUBHU TECTOBE.

Lo ce oTHacA [0 nNycKaHeTO Ha nasapa Ha UHBUMPO AVATHOCTUYHM Tectose 3a COVID-19,
EBponeiickata Komucma pbKoBoaM GOpyM Ha KOMNETeHTHUTe opraHn Ha EC, HapeueH
KoopanHauMoHHa rpyna no meauumHckute nsgenus (KFMW). B Hea nma crneumanHa noarpyna 3a
UHBUMPO AUATHOCTUYHUTE MEeANUMHCKM u3aenma. Tasu rpyna ynpa*kHABa HaZA30p Haf npuaaraHeTo u
M3MbJHEHMETO Ha 3aKoHOoJaTencTtsoto Ha EC no OTHOwWweHMe Ha UHBUMPO [MATHOCTMKATA
(OuperTtnea 98/79/EO n PernameHnT (EC) 2017/746) n uspaBa CbOTBETHM HAaCOKN. KomucuaATa moske aa

npvema u no-cneunduyHN npaBHO O6BBLP3BALM MEPKM 3a NpuUaaraHe Ha ropenocoYeHoTo
3aKOHOJATE/ICTBO C OA06peHNETO Ha AbpskasuTe uneHKkn. Cneasa Aa ce NpoBepsBa PenoBHO
CTpaHMLUaTa 38 MEANLMHCKM 13aenvsa Ha EBponeickata KOMMCKUA 3a aKTyaamnsaLmm.

B gonbAHEHME KbM FrOpPenocovYeHnTe CbBMECTHM AEMHOCTU C KOMMNETEHTHUTE OpraHW Ha 16 anpun
2020 r. cnyxbuTte Ha Komucuarta nybankyBaxa paboTteH AOKYMEHT, o3ariaBeH , TeKkyllo AeCTBUE Ha

MeToAuTe U U3aenunaTa 3a tectBaHe 3a COVID-19 v npeanoKeHU KpUTEPUM 3a XapaKTepuUcTukuTe” —

BK/IIOYBALL, NPeraes Ha XapakTepuUCTUKUTE Ha TecToBeTe KbM 6 anpun 2020 r., KakTo U NpeanoxeHue
33 KpUTEPUM 33 XapaKTepPUCTUKUTE Ha Pas/iMYHMTE BMAOBE TeCToBe — C Len Aa Ce AaAaT BPeMEHHM
HACoOKM NpW M3BbLHPEAHU OBCTOATENCTBA M Aa Ce AOMPMHEce KbM AMCKYCMATA MO Temata mexay
perynatopute 1 3aMHTEPeCcoBaHUTE CTPaHW.

Ha 15 anpun 2020r. EBponelickaTta Komucua npue cboblieHune, o3arnaBeHo ,HacokuM OTHOCHO

AVarHoctnyHute tectoBe 3a COVID-19 n TexHUTEe XxapaKTepuctmku”. B cbobuieHMeTo ce noco4sat

peavua AOMbAHUTENHU AencTBuA, Heobxoaumm B Tasn obnact. MoHacToawem Komucuata paboTu
aKTMBHO N0 Npoc/ieaABaHeTO Ha Te3n AeiCTBMA Ypes:

® y/lecHABaHe Ha pefoBHMA OBMeH Ha MHPoOpPMaLMA MO pPerynaTopHU BBNPOCK MeXay
HaLMOHaIHUTE KOMMNETEHTHWU OpraHu;

® noafomaraHe Ha AbpiKaBUTE YNEHKU MPU KOOPAMHMPAHETO HA PeakumaTa Npu KpMsu yYpes
KomuTeTa 3a 34paBHa CUrYPHOCT;

®  B3aMMOAENCTBUE CbC CbOTBETHUTE 3aMHTEPECOBAHW CTPAHMU;

e MoaKpena Ha MeXAyHapoAHOTO CbTpygHMyecTBO, ocobeHo B 6opbaTa ¢ danwmdnumpanm
n3nenus;

e nyb/aMKyBaHe Ha peguua PbKOBOACTBA, CbLLO cheuManHo nocsereHM Ha COVID-19, kouto
morat ga 6bAaT HamepeHW Ha CTpaHMUATa 33 MeAMLMHCKM um3genva Ha Esponeiickata

KOMUCHA,
° pa60Ta B TACHO CbTPyAHNYECTBO C EBponeinckMA LEHTbP 33 NPODUNAKTUKA M KOHTPOJT BbPXY

3abonsasaHuaTa (ECDC), 3a Aa Ce M3non3Bart TEXHUTE €KCNepPTHWU MO3HaHWA B obnactTa Ha

ennaemmonormnaTa,
® (Cb3daBaHe U noaabp»aHe Ha UEeHTPpannsnpaH npernes Ha MU3OeanATa U TEXHUTE

X3apPaKTEPUCTUKH,

e noanomaraHe Ha paboTtata Ha EUnetHTA, EBponelickaTa mpeka Ha OpraHuTe 3a OLEeHKa Ha
3paBHUTE TEXHOOTUU;
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® noanomaraHe Ha HayyYHUTe M3cnenBaHMA U MHOBaumuTe B 06s1acTTa Ha AMArHOCTMKATA,
Hanpumep Ypes nJaHa 3a gencrene ERAVSCORONA,;

° pa3pa60TBaHe Ha MHCTPYMEHTHU, KaTO Hanpmnmep pedepeHTHU MaTepuanu;

®  KOOpAWHMpPaHe Ha TbPCEHETO M NpeasiaraHeTo Ypes cneunasHo Cb3gafdeHaTa CTPYKTypa Ha
KAnpuHrosaTa Kbuwa 3a COVID-19 n upes nHctpymeHTn Ha EC KaTo CbBMECTHOTO Bb3NaraHe Ha
obLecTBeHM NopbyKK, rescEU n MHCTpymeHTa 3a cnewwHa noaKpena.

Mo oTHoweHMe Ha Wu3NOoA3BaHETO Ha TectoBe HaA 28 oktomepu 2020r. KomucmAata npue
Mpenopbka (EC) OTHOCHO cTpaTterMmTe 3a TecTBaHe 3a COVID-19, BKAOYMTENHO WM3MNOA3BAHETO Ha

6bp3n_TectoBe 3a aHTUreHn. Ha 18 HoemBpu nocneaBa [penopbkata Ha Komucmsta OTHOCHO

M3M0A3BaHETO Ha 6bpP3M TEeCTOBE 33 aHTUTeHM 3a AMarHocTUumMpaHe Ha nHdekumna cbe SARS-CoV-2. Ha

18 pekemspu 2020 r. KomumcuaTta npme npegnoxkeHue 3a MNpenopbka Ha CbBeTa OTHOCHO 06LLa pamKa

33 M3M0/1I3BaHETO, BaANAMPAHETO M B3aUMHOTO Npu3HaBaHe B EC Ha 6bp3uTe TECTOBE 33 AHTUIEHM 33

COVID-19. NpeanoxeHueTto 6e npueto oT CbeeTa Ha 21 AHyapu 2021 r., KaTo TEKCTHLT € Ny6MKYBaH B

OduumaneH BECTHUK Ha e3numTe Ha EC.

Cnenga pa ce nposepsaBaT PeAOBHO CTpaHMLATa Ha KomucMATa OTHOCHO MEPKMUTE BbB BPb3Ka C

KOPOHaBMpPYyCa M CTPAHMULLATA 38 MEANUMHCKM n3genma Ha KommcuaTa 3a akTyanmsaunm.

20.Pa3nosaraT Jiu KOMIIETEHTHUTE OpraHu c riperJjie Ha u3aejimdTa, KOUTO
Ca IIYCHATH Ha Ila3apa B CbOTBE€THATA A'bpP>KaBa yjaeHka?

CbrnacHo Aupektunsa 98/79/EQ npoussoauTennTe UAM TEXHWUTE YMbJAHOMOLLEHW MNpPeacTaBUTenn

(k. BBAPOC 17) Ca ATbXKHU A3 YBEAOMAT KOMMNETEHTHUTE OPraHM Ha AbpiKaBaTa YIeHKa, B KOATO MMaT
PerucTpMpaHo MACTO Ha CTOMaHCKa AeWHOCT, 3a ajgpeca My W 3a OCHOBHata MHbopmauusa Ha
nsgenveto?l. Ha To3u eTan KOMMNETEHTHUTE OpraHn He ca A/TbXKHU Aa M3BbPLUBAT KakBaTo U Aa e
NpoBepKa Ha U3aeNneTo, a yBeJOMABAHETO He NpeacTaBasaBa ,0406peHne 3a nyckaHe Ha nasapa“ nam
Apyr Bug, oaobpeHue (BX. CbLLo BbApocC 8).

Cnepsa ga ce obbpHe BHMMaHMe, ye ¢ [dupektnsa 98/79/EQ He ce Hanara 3agb/KeHWe 3a

yBeJoMABaHe 3a U34e/IMeTO BbB BCAKA AbprKaBa, KbAeTo TO ce Npoaasa. Bb3MoOXKHO e obaue Aa NMa
AONBAHUTENHN HAUUOHANHU U3NCKBAHUA KbM YyYaCTHUUUTE Ha Na3apa 3a yBegomABaHE WU 3a
pPerncTpauma, Kato Hanpmmep 3a perucrtpautma Ha BHOCUTENNUTE U AVICTpVI6yTOpI/ITe.

OcBeH TOBa KOMNETEHTHUTE OpraHy y4acTBaT B HabAtoAeHMe Ha Nasapa U AeWHOCTU No nNpocsiessaBaHe
Ha 6e3onacHOCTTa 3a M34eAnATa, KOUTO Ce NpeasaraTt Ha nasapa (BX. Bbnpoc 14).

21 B. mpektusa 98/79/E0, unen 10.
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\

21. Kak Moxxe /1a ce pa3bepe KO e IPOU3BOAUTENSAT, YII'bJIHOMOLEHUST
npeACcTaBUTEJ], U aKO € IPUJIOXKHUMO, HOTUPUIMPAHUAT OpraH 3a AajJieH
TecT 3a COVID-19?

MbAHUTE HaMMEHOBaHME M aApec Ha NPOU3BOAMUTENA Ca MOCOYEHW Ha eTUKEeTa M B YKasaHMATa 3a
ynoTpeba Ha M3genneTo. AKO e NPUNOKNUMO, UMETO U agpechbT Ha YMb/IHOMOLLEHUA NpeacTaBuTen ca
MOCOYEHM Ha ETUKETA, Ha BbHLLHATa ONaKoBKa WM B yKasaHuATa 3a ynotpeba Ha U3genmnero.

AKO fafeHo nsgenve e 6Uno oueHeHO OT HOTUDUUMPAH OPraH, KAaKTo e 3a4b/IXKMTENIHO NPU U3aenusa
3a camoTectBaHe 3a COVID-19, npeaHasHayeHM 3a Hecneunaauctu, mapkumposkata ,CE” e
npuapyxeHa ot yetupuumobpeHo uucno. To npeactaBnnaBa WMAEHTUOUKALMOHHUAT HOMepP Ha
HOTUGULMpPaHMA opraH. B 6asaTta gaHHM NANDO Ha EBponeiickaTta KOMMUCUA € TO3M HOMeP MoraT 43

6bAaT HamepeHn NoAPOHHOCTU OTHOCHO HOTUDULMPAHUS OpraH.

22. Yrd OTTOBOPHOCT € Jla Ce rapaHTUpa, 4ye TectoBeTe 3a COVID-19
OTTOBapsAT HAa 3aKOHOBUTE U3UCKBAHUSA?

Mpon3BOAMTENAT HOCM OTFOBOPHOCT Aa rapaHTMpa, 4Ye YCTPOMCTBOTO e 6e3omnacHo, AeicTsa Mo
npegHasHa4vyeHne n UMma aKTyasiHa U Nb/IHa TeEXHN4YeCKa AOKYyMeHTauunA. HaLI,VIOHal'IHVITe KOMNEeTEeHTHU
opraHu ca A/TbXKHM [a y4acTsaT B Hab/Il0AEHNETO Ha U34eNunnATa, KOUTO Beye ce Npeanarar Ha nasapa®s.
KaTo 4acT oT To3M npouec Te moraT Aa MoucKaT OT NPOU3BOAWUTENUTE Aa NPeAoCTaBAT MbaHaTa
TeXHNUYeCKa AOKYMeHTauuAa Uan aa nposenat U3aNMUTBaHUA Ha U3LOENUATA. HaLl,VIOHaI'IHVITe OpraHu ca
ONpaBOMOLLEHM Aa NpeanpuemaT AeNCTBMA MO OTHOWEHME Ha MEeAUUMHCKU WU3LE/MA, KOUTO He
CbOTBETCTBAT Ha U3UCKBAHWUATA, BKNOUYUTENHO OrpaHMyeHne, 3abpaHa Unm usternsaHe Ha NPoAyKTH oT
nasapa.

OcBeH W3MCKBaHWATA 3a MapKuposka ,CE“, ycraHosenn B [Aupextmsa 98/79/EQ, npu KAMHWYHA

na6opaTopHa NPaKTUKa MHOro na6opaTopMM BanmMaunpatT mns3gennAata, KOUTo M3Mnon3saT, KAaTto I
CpaBHABAT CbC CI'IEU,VI(I)MKaU,MMTe Ha npoussoauntena VI/VI/'IVI C HaLMOHANHUTE U3UCKBAHNA. Bb3MOXHO
€ QOda CbuectsyBaT HaAUMOHA/IHM 3aKOHOAATE/NIHU aKToBe WAU OrpaHU4YeHnAa 3a KAUMHUYHUTE
na6opaTopMM M/VU'IVI OorpaHM4YeHnAa OT CTpaHa Ha OpPraHMTE 3a ONa3BaHe Ha O6LLI,€CTB€HOTO 34pase
OTHOCHO TOBA KaKBM TECTOBE Ce U3M0A3BaT 3a MacoBO TecTBaHe 3a COVID-19 B tasu AbpKasBa.

23. Uma siu cipeHu oT npojak6a Habopu 3a TectBaHe 3a COVID-19 B EC?

KomneteHumnte Ha HaUMOHaIHNTE  KOMNETEHTHU  OpPraHu BK/1IKO4YBaAT ,Cl,ef/‘ICTBVIFI cpelly
npoussogutennte. HAakonko AbpXXaBU 4YNEHKM Ca npegnpuenn AEﬁCTBMH c uen 3a6paHa Ha
npegnaraHeTo Ha nNa3apa Ha HAKOU nsaenuna, no-cneunasHo Ha HAKOU 6'bp3l4 TeCcTtoBe 3a aHTUTENa, Ha

22 NoaobHM AeiHOCTM Mo HabAloAeHMWe Ha Na3apa He ca B KomneTeHuunTe Ha EBponeiickaTta KOMUCUA AN Ha
APYTv MHCTUTYLMKM Ha EC.
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TAXHa TepuTopua. OcBeH TOBa Ha HAKOW U34eNMA e OTKasaHa perucTpaums (M cnefosaTenHo Te He
morat ga 6baart nycHati Ha nasapa) nopagm HeAoCTaTbyHa AWM HETOYHA JOKYMEeHTaUumA.

3a gonbaHUTENHa MHPOPMaLMA MoKeTe fa ce ObbpHeTe KbM CbOTBETHMSA KOMMETEHTEH OpraH.
[JaHHWUTe 33 KOHTaKT Ha HaUMOHaNHWTE KOMMNETEeHTHW opraHu moraT Aa 6baaT HamepeHu Ha
yebcTpaHmuaTa Ha EBponelickata Komucus.

o
IDII:I XapaKTepuCTHUKU Ha TecToBeTe 3a COVID-19

24.3a/103KkeHHU JIU Ca B 3aKOHO/1aTeJICTBOTO Ha EC MUHMMaJ/IHU CTENIEeHU Ha
YyBCTBUTEJHOCT U ClielilUPUYHOCT Ha TecToBeTe 3a COVID-197?

CvrnacHo Oupektvsa 98/79/EQ npovsBoauTeNMTe ca A/JbXHM A3 OUEHAT XapaKTePUCTUKUTE Ha

cBOUTE u3denua, npeau fga M NycHaT Ha Masapa, M Aa [OKJaZABaT 3a napameTpuTe Ha
XapaKTepPUCTUKUTE B TexHUYecKaTa OOKYMEHTaLMA M B YyKasaHusATa 3a ynoTpeba. ToBa BK/OYBA
aHa/IMTMYHATA M AMArHOCTUMYHATA YyBCTBUTENHOCT M crneuMdUYHOCT, Haped C peavua Apyru
napameTtpu. MNapameTpute TpAabBa Aa OTroBapAT Ha NpeAHasHAauYEHWETO Ha M3ZENIMETO, KaKTo e
OMUCaHO OT NPOMU3BOAUTENS.

OcBeH TOBa U34eN1ATa, BKOYEHW B NpunoxeHue Il kbm Oupektusa 98/79/E0, Tpabea Aa oTroBapat

Ha 0obLINTE TEXHMYECKM cneu,md)mxau,mmB, KbOeTo Cce noco4ysaT HAKOU CI'IELI,VId)M‘-IHVI U3UCKBaAHUA 3a

YYBCTBUTENIHOCT U crneunMdUYHOCT 3a onpeaeneHun Buaose usgenusa. Te ca npaBHO 06BBP3BALM.
N3penunaTta 3a COVID-19 obaue HE ca BrkatoueHM B npuoxKeHue ll, nopagm KoeTo NoHacToALeM Ha
paBHUWeETO Ha EC HAMa Ko/iMyecTBeHM nNpaBHO 0OBbP3BAWM MWUHMMAIIHM  MU3UCKBAHWUSA 3a
YYyBCTBMTE/IHOCT WAM CcneuMdUYHOCT Ha Te3n TecToBe. Bbnpekn TOBa OCHOBHOTO W3WMCKBaHe
XapaKTepPUCTUKUTE Ha U34e/IMeTo Aa OTrOBapAT Ha HEFOBOTO NpeAHa3HaYeHMe BUHArM € B CMJ/Ia, KaTo
NPoOM3BOAMUTENAT € OTFOBOPEH Aa AOKaxe, Ye TOBa e TaKa.

Bb3MOXHO e AbprKaBuTe — YeHKM Ha EC, na nmar I'IO-CI'IELI,M(I)M‘-IHM HaUMOHA/NTHN U3NUCKBAHUA, NOpaan
KOETO Ce npenopbyBa Aa Ce CBbpKeTe CbC CbOTBETHUTE HAUNOHA/ITHU KOMNETEHTHN OPraHn 3a noseYye
MHd)OpMaLI,MFi. JaHHUTe 33 KOHTAKT Ha HAUMOHANHNTE KOMMNETEHTHM OpraHun morat aa 6'bﬂ,aT HamMmepeHu
Ha yebcTpaHuMuaTa Ha EBponenckata KOMUCKS.

232002/364/EO: PewweHne Ha KomucuaTa oT 7 mait 2002 roAvHa OTHOCHO OBLMTE TEXHMYECKK cneuuduKkaumum
Ha MeAMUMHCKATa anapaTypa 3a AMAarHOCTMKa in vitro (TekcT oT 3HayeHue 3a EMN) (HoTudumumMpaHo nog Homep
C(2002) 1344) OB L 131, 16.5.2002 2., cmp. 17—30. U3meHeHo ¢ PelieHne Ha Komucuata 2009/886/EO — OB
L 318/25 ot 14 pekemspm 2009 r., nonpaska Ha PeweHune Ha KomucuaTta 2009/886/EO0 — OB L 348/94 ot

29 pekemspu 2009 r., PeweHne Ha Komucmarta 2011/869/EC — OB L 341/63 ot 22 aekemspu 2011 r., PeweHune
3a usnbaHeHue (EC) 2019/1244 Ha Komucuata — OB L 193/1 o1 19 toamn 2019 r. n PeweHue 3a

nsnbaHeHue (EC) 2020/350 Ha Komucuata — OB L 63 ot 3 mapT 2020 T.
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25. CblecTBYBAT JIM KOHKPETHU HACOKH, IPUJIOKUMU KbM
xXapaKTepucTUKUTe Ha TecTtoBeTe 3a COVID-19 ¢ mapkupoBka ,,CE*?

CbliecTByBaT 3aKOHOBM M3WCKBAHMA 33 XapaKTEPUCTUKMTE Ha TECTOBETE, KOWUTO Ca 3a/IOeHU B
Onpektrea 98/79/EO, no-cneumnanHo YaeH 3 u npunoxkerHua | u lil.

OcseH TOBa Ha 15 anpun 2020r. Komucuata npuve cbobluieHne, o3arnaBeHo ,HacoKM OTHOCHO

AMarHocTMyHuTe Tectose 3a COVID-19 1 TexHUTE xapaKTepuctukmn®. O6CcbaeHN ca XapaKTepUCTUKUTe

Ha UsgenunaTa U TAXHOTO BanugupaHe. B foKymeHTa ce npepactasa uHbopmaums, Koato Tpsabea aa
6'bLI,e B3eTa noa BHMMaHWe OT AbpXKaBUTe Y1eHKU Npu onpeaenaHeTo Ha HaunMoHaNHUTe CTpaTerunu,
KaKTO W OT CTONAHCKUTE CybeKTn — npu NycKaHeTo Ha U34enns Ha nasapa, 3a Aa Ce rapaHTupa, Ye B
EC ca Hanuue 6e3onacHun 1 epeKTUBHU n3aenma 3a TectBaHe 3a COVID-19. B T03u 1 Apyrv AOKYMEHTH,
nocoyeHn BbB BbNpPOC 18, Komucmata npenopbyBa BaMAMPAHE HA U3LENUATA OT CTPaHa Ha
ObPrKaBUTE UYNEHKU U CbTPYAHMYECTBO MEXAY ObPrKaBUTE YNEHKM 33 ePEeKTMBHO M3MON3BaAHE Ha
pecypcute M 3a Cb34aBaHeTO Ha 06LLa pamKa 3a A4eNMHOCTUTE NO BaANAMPAHETO.

Ha 16 anpun cay»k6ute Ha Komucuata nybankyBaxa paboTeH AOKYMEHT, 03arnaBeH , TekyLlo AencTeme

Ha MeToamMTe W u3genuaTa  3a  TectBaHe 3a  COVID-19 ©  npeanoXeHu Kputepunm  3a

XapPaKTepPUCTUKUTE" — BK/ItloYBaAlW, npernen Ha XapakTepUCTUKUTE Ha TECTOBETE KbM 6 anpun 2020r.,

KaKTO U NPeaJ/iosKeHne 3a KpUTEPUN 33 XaPaKTEPUCTUKUTE Ha Pa3INYHUTE BUAOBE TECTOBE — C Lien Aa
ce AafaT BpeMeHHM HaCoKM Npu M3BbHPEeAHM 06CTOATENCTBA M Aa Ce AOMPMHECE KbM AUCKYCUATA NO
TemaTta Mexay perynatopuTte U 3anHTepecoBaHUTe CTPaHu.

Bb3MOXKHO e fia 6b4aT U3[afeHM AONBAHUTENHN HAaCOKM OT KoMUcKATa UAK OT cneuManHaTta noarpyna
Ha KoopauHauuoHHaTa rpyna 3a MeauumHckn usgenua (KTMU), KoopAuHaUMOHHMAT ¢dopym Ha
KOMMeTeHTHUTe opraHun Ha EC, npeacepatencrtsaH ot Komucuata. Cneaga Aa ce nposepsasa pefoBHO
CTpaHWLATa 38 MeANLMHCKU U3aenmna Ha KomucumaTta 3a akTyaamsauunm.

EBPONENCcKMAT LEeHTbP 3a NpoduaakTMKa M KOHTPOA Bbpxy 3abonssaHuata (ECDC) cbuio u3pasa

ennaemMmmnonormyH HaCoku 3a TeCTBaHe, KaTto Hanpumep L.OnNunKM 3a n3noa3BaHe Ha HbpP3M TecToBe 3a

aHTUreHu 3a COVID-19 8 EC/ENM 1 BeankobputaHua”. MNMosedve MHGopMaLMa MOXKe Aa HamepuTe Ha

TAXHaTa yebcTpaHmua.

B MNpenopbkata Ha CbBeTa OTHOCHO 06Ula pamMKa 3a M3MN0A3BaHETO M Ba/anAMpaHeTo Ha 6bp3uTe

TECTOBE 33 aHTUTEHU M 33 B3aMMHOTO MNpPU3HaBaHe Ha pe3yatatute ot tectoBe 33 COVID-19 B EC ot

21 aHyapn 2021 r. ce NnpenopbyBa HA AbP)KaBUTE YNEHKM Aa NpuaaraT MUHUMAZIHU U3UCKBAHWA 33
XapaKTepUCTUKUTe oT = 90 % YyBCTBUTENHOCT U 2 97 % cneundUYHOCT NpY TO3M BUA, TECT.

Kato nocneaBawm aenctema no npenopbkata Ha CbBeTa Ha 18 ¢eBpyapm 2021 r. Abpxasute —
yneHkun Ha EC, B8 KomuteTa 3a 34paBHa CUIYPHOCT Npuexa obLL cnMCbK Ha 6bP3n TECTOBE 33 aHTUIEHU

3a_COVID-19, ceneKkums OT 6bp3M TecToBe 33 aHTUIEHW, YMWUTO pe3ynTatv e 6baaT B3auMHO

NPWU3HaBaHW OT AbPXKABUTE Y/IEHKM, KAKTO M 06U CTaHAapTM3MpPaH Habop oT AaHHW, KouTo Aa 6baat

BKAIOYEHW B YAOCTOBEPEHMATa 3a pe3yntatute oT TectoBe 3a COVID-19. Te3nm TpuU KOHKpPETHU

pesynTata nojAJsiexkaT Ha HenpekbCHaT nperief M akTyanusaums, KaTto BnocneacTsue e 6baat
[OoCTbNHM B 6asaTa AaHHM 32 UHBUMPO ANATHOCTUYHM U3 U MeTOAM 3a TecTBaHe 3a COVID-19 Ha

KomucumaTa, nocoyeHa BbB Bbnpoc 5.
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https://covid-19-diagnostics.jrc.ec.europa.eu/

KOMMNETEHTHUTE OpraHn Ha AbPXKaBUTE YNEHKM CbLLO MOraT [a M3/aBaT HaCOKM Ha HaUMOHaNHO
paBHuuLe. MosKeTe Aa noceTuTe CbOTBETHUTE yebCTpaHMLM UAM 4@ Ce CBbPXKETE CbC CbOTBETHMTE
opraHu. [laHHMTE 33 KOHTaKT Ha HALUMOHANIHUTE KOMMNETEHTHM OPraHu ca HaMYHM Ha yebcTpaHmnLaTa

Ha EBponerickata Komucus.
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