IMPUJIOKEHUE KbM ITIOKAHA ot 22.11.2021 1.

BbB BpB3Ka € mpoBeAeHA MOpPbUKA C MpPEIMET: ,3aKynyeane Ha O0bp3u AHMU2EHHU
mecmoee, nooxo0auwyu 3a u3ciedeane Ha Oeya, npu KOUMoO ce U3N0a36a CIIOHKA, 6MeCHmOo
Hazogapenzuanen cexkpem 3a omkpueane Ha SARS-CoV-2% B  JelI0OBOJACTBOTO HA
MUHHCTEPCTBOTO Ha 3/JpaBEOIa3BaHETO ca MOoCThIIIM 29 odepTu.

Crnen kato pasriaena noctbnuinte odpeptu, paboTHATa TpyIa OTCTPAHH OT Y4acTHUE CIIETHUTE
YYacCTHHUIM, KOUTO HE OTTOBApPAT HA U3UCKBAHUATA 3aJI0’KEHU B [IOKAHATA!

1. ,,bMBPEJIA PUCBHPU TIPVII“ OO/- odeprata Ha ydYacTHHMKAa HE OTroBaps Ha
3aIbJKUTEIIHATE U3UCKBAHUATA, IOCOUYEHHU B [IOKaHATa 3a IOPBhYKA, & UMEHHO:

Odeprara Ha yyacTHUKA € MMOJaJeHa €JIEKTPOHHO U CHOTBETHO HE ChIbp)Ka MOCTpa Ha

TECTOBETE.

2. «3 MEI» EOOJ - odeprata Ha ydacTHHMKa HE OTroBaps Ha 3aTbJDKUTCIHUTE
M3MCKBaHUATA, IOCOYEHH B IOKAaHATA 32 OPbUKaA, & UMEHHO!

-peicTaBeHaTa MOCTpa HE € B KpailHa OmakoBKa W HE € BHUJHO CHOTBETCTBHETO Ha
IIpe/ICTaBEHUsI IPOAYKT C IOCTABEHUTE B IIOKaHAaTa U3UCKBAHUS;

C ornes ropensaoKeHOTO KOMUCHUATA HE IOMyCKa YYacTHUKA JI0 €Tal KJIachpaHe.

3. .MAKME/“ OOJ - odeprata Ha ydYacTHHKa HE OTrOBaps Ha 3aJBIDKUTECITHHUTE
M3HUCKBAHUATA, IOCOYEHH B MIOKAaHATA 32 OPHUKA, 2 HMEHHO:

-peicTaBeHaTa MoOCTpa HE € B KpailHa ONakoBKa W HE € BHUJHO CBOTBETCTBMETO Ha
Mpe/ICTaBEeHUs! MPOAYKT C IOCTABEHUTE B MOKAHATA U3UCKBAHUS;

C ornen ropensaokKeHOTO KOMUCHATA HE I0IyCKA YYaCTHUKA JI0 €Tal KJIacHpaHe.

4. JMCTJIMHK BBbII'APUA“ OOJ - odepratra Ha y4yacTHMKa HE OTroBaps Ha
3aJIBJKUTEIIHUTE U3UCKBAHUSTA, IOCOUYEHHU B [TIOKaHATa 3a MOPbhUYKA, & UMEHHO:
-peicTaBeHaTa MOCTpa HE € B KpailHa OMakoBKa W HE € BHJHO CHOTBETCTBHETO Ha

IIpe/ICTaBEHUs IPOAYKT C IOCTABEHUTE B IIOKaHAaTa U3UCKBAHUS;

C ornen ropensnokKeHOTO KOMUCHATA HE IOIIYCKA YYaCTHUKA JI0 €Tall KJIACHPaHe.

5. «EYOOPUA ©VVYIC» EOO/I - odeprara Ha ydacTHHKA HE OTIOBaps HA 3aIbJKUTEIIHUTE
M3UCKBAaHMATA, IOCOYEHH B TIOKAHATA 32 MOPbUKA, & UMEHHO:

- BUJA TeCT, KOMTO mIpejjara y4yacTHHKa B odeprata cd, HE € OT MPOU3BOAUTEN, KOWUTO
MPOU3BEXK/Ia TECTOBE BKIIOUEHU B OOIIMS CIUCHK Ha B3aUMHO MIPU3HATH OBP3M aHTUT€HHU TECTOBE
3a COVID-19 na Komucusira 3a 3npaBHa curypuoctT Ha EC, akTyaneH KbM J1aTaTa Ha 1MOJaBaHe Ha

oeprara. CrnucekbpT e nyOJIMKyBaH Ha CIEIHUS HHTEPHET azpec
https://ec.europa.eu/health/sites/default/files/preparedness response/docs/covid-19 rat common-
list_en.pdf

C ornen ropens3noxKeHOTO KOMUCHATA HE IOMYCKa yYaCTHUKA J0 eTall KJacupaHe.

6. «IMHU OTC» OO - odeprata Ha ydacTHMKa HE OTroBaps Ha 3aJbJDKUTEITHHUTE

M3HMCKBaHUATA, IOCOYEHH B MIOKAHATa 332 MOPBYKA, & UMEHHO:

- B odeprara Ha yyacTHUKa JMIICBAa pa3pelIeHHE 3a THPrOBUS HA €IpO C MEAULUHCKH
u3enus, u3naneHo ot M3mbiHurennara areHmus mo JjiekapcrBara (MAJI), oT kolTo ma € BHIHO
JaJll y4acTHUKA MNpuTekaBa kareropus 06 — MH BUTPO AMATHOCTUYHM U3JENIHS, KaKTOTO €
M3HCKBAaHETO B CHOTBECTBUE C ITOKAHATA.

C ornen ropens3nokeHOTO KOMUCHATA HE IOIYCKa yYaCTHUKA J0 €Tall KJIacCHpaHe.

7. ,AIBEHT TI'PVII“ EAJl - odeprata Ha yyaCTHMKA HE OTIOBapsi Ha 3aIbJDKUTEITHUTE

M3HMCKBAHUATA, IOCOYEHH B IIOKAaHATa 3a NIOPbUKaA, & UMEHHO:

- B odeprara Ha yyacTHUKA JIMIICBA HHCTPYKLHKA 32 yoTpeda B OpUTHHAN, OT KOSITO JIa €
BUJIHO JaJIi MIPUIJIOKEHUS! IPEBOJT Ha OBJIrapcu €3uK OTroBaps Ha HH(GOpMaNMATa U TapaMeTpHUTe 3a
IpeajaraHuTe OT Y4acTHHKAa TECTOBE, KAaKTO M Jalld OTroBapsAT Ha M3UCKBAHMSTA, MOCOYEHU B
nokaHaTa C orJieJ] Fopen3I0KeHOTO KOMUCHATA HE A0IyCcKa YJacTHHUKA JI0 €Tall KJaCUpaHe.


https://ec.europa.eu/health/sites/default/files/preparedness_response/docs/covid-19_rat_common-list_en.pdf
https://ec.europa.eu/health/sites/default/files/preparedness_response/docs/covid-19_rat_common-list_en.pdf

8. «OM MEJIUKBJI» EOOJ] - odeprara Ha yyacTHHKA HE OTTOBaps Ha 3aIbJDKUTEITHUTE

W3HUCKBAHUSATA, IOCOYCHH B MOKAHATA 32 TIOPHUKA, & HMEHHO:

- B odeprata Ha ywacTHHKa JMIICBa JAEKJIapalus 3a CBbOTBETCTBUE H3/AaJ€Ha OT
MIPOM3BOJIUTENS WM YI'BIIHOMOIIEH HErOB MpEACTaBUTEN MO peaa Ha aupektuBa 98/79/EO wu
npeactaBeHusaT ot ydactHuka ceptudukar bBJIC EN ISO 13485:20XX e ¢ u3TeKkba CpoK Ha
BAJIUTHOCT, KAKBUTO Ca M3UCKBAHUATA B CHOTBECTBHUE C MOKaHATa.

C ornen ropen3nokKeHOTO KOMUCHATA HE IOMYCKa yYaCTHUKA J0 eTal KJIacupaHe.

9. «XEJIME]l BBJITI'APUA» EOOJ - odeprata Ha y4acTHMKAa HE OTroBaps Ha
3aIBJKUTEIHATE U3MCKBAHUSI, TOCOYCHH B ITOKaHATa 3a MOPbUYKa, 8 UMEHHO:

- B odeprara cu yuyacTHuka e omucan 4 BHJA TECTOBE OT PAa3JIUYHU MPOU3BOTUTEIN, HO

BCUYKHU TECTOBE HE OTrOBapSAT HA M3UCKAHUATA HA TOKaHATa, MOPaJH CICAHUTE apTryMEHTH:

1-Bust TecT- mocoyeHaTa YyCTBUTEIHOCT Ha mpejactaBeHus: tect € 88,4% (He oTroBaps Ha

n3uckBaneTo 3a yyBctButenaHocT ( C.100%).

2-pus TecT- MPEACTBEHATa OT yYaCTHUKA MOCTpA 3a TeCTa € 32 MHBAa3UBHO M3CIIEBAHE, KOETO

HE CbOTBETCTBA HA TIOCOYEHOTO B MIOKAHATA U3HCKBAHE.

3-TUsl TecT- MMa HECHhOTBETCTBUE MEXAY TMpEICTaBeHAaTa WHCTPYKIUS 3a ymorpeba Ha

OBIATapCKU €3UK M Ha aHTJIMHCKU €3HMK U CHIIO TaKa B MPEJCTaBEHUs MPEBEACH TOKYMEHT Ha

MHCTPYKIMATA 3a ymnoTpeda He ca MOCOYEHM YYCTBUTEIHOCTTAa M CHEU(UYHOCTTA HA

MpejaraHuTe TECTOBE, KAKBUTO Ca M3MCKBAHUSTA IOCOUEHU B TIOKAHATA.

4-tus TecT- B odepraTa Ha yJaCTHHKA JIMIICBA WHCTPYKIHUS 3a ynorpeda B OPUTHHAI, OT
KOSTO J1a € BUAHO Jalld IMPUJIOKEHUs MPEeBOJ Ha OBJrapcu €3WK OTroBapsi Ha HMHQopMaIusaTa u
rapamMeTpuTe 3a IpeajaraHuTe OT YYaCTHHKA TECTOBE, KAKTO M JIaJdl OTrOBapsT Ha M3UCKBAHUATA,
MMOCOYECHH B IMOKaHATA.

C orznen ropensnokeHOTO KOMUCHATA HE JIOIYCKa yYaCTHUKA J0 eTall KJIacupaHe.

10. «CUHME/] BBJITAPUA» OO/] - oepraTa Ha ydacTHHKA HE OTrOBaps Ha 3abJKUTEIHUTE

M3HUCKBaHUATA, IOCOYEHH B MIOKAaHATA 32 OPHUKA, 2 HMEHHO:

- TpeAcTaBeHara B odepraTa Ha y4yaCTHHKAa MOCTpa Ha TECT € 3a CaMOTECTBaHE, a He € C
mpo06a OT CIIIOHKA, KAKBOTO € M3MCKBAHETO MOCOYEHO B MOKAHATA.

C ornen ropensaokKeHOTO KOMUCHATA HE I0IyCKa Y4acTHHKA JI0 €Tall KjlacupaHe.

11. ,BUJIJUMEKC* OO/l - odeprara Ha y4acTHHKAa HE OTroBaps Ha 3aJbJDKUTEIHUTE

M3UCKBAHUATA, TOCOYCHH B TIOKAHATA 32 MOPbUYKA, & UMEHHO:

- B odepraTta Ha yyacTHHKa JIMIICBA UHCTPYKIMS 32 yIOoTpeda B OPUTHHAI, OT KOSITO J1a €
BHJIHO JIaJTM TIPUJIOKEHUS TIPEBO HA OBJITapCH €3WK OTroBaps Ha MHQOpMaUITa U TapaMeTPUTE 3a
MpeajaraHuTe OT Y4acTHHKAa TECTOBE, KAaKTO M Jalld OTrOBapsAT Ha W3UCKBAHMSTA, MOCOYEHU B
MOKaHaTa.

- B paspemieHueTro 3a TBHProBHs Ha €ApPO C MEOUUMHCKU U3JENUs, HU3JaJE€HO OT

W3nbaauTennaTa arenuus no sexkapcrsata (MAJl) nuncsa xateropust 06 — uH BUTPO TUArHOCTHUYHU
U3JeNus.

- IPEJICTBEHATa OT YY4aCTHHKA MOCTpa HAa TECTa € 3a MHBA3UBHO H3CIEABAHE, KOCTO HE
CBhOTBETCTBA HA IOCOYEHUTE B MIOKAHATA U3UCKBAHHUS.

C orues ropensIioKeHOTO KOMUCHATA HE JIOIyCKa yYaCTHUKA J0 €Tall KIacupaHe.

12. AJITA ®APMACIOTUKBJIC* EOOJl - odeprara Ha ydacTHHUKAa HE OTroBaps Ha
3aIbJDKUTEIIHUTE U3UCKBAHUATA, IIOCOYEHH B ITIOKAHATA 3a IOPbUYKA, & UMEHHO:

- B odeprara Ha yyacTHUKA € PEICTaBeH caMo MPEBOJ] Ha OBJIrapcu €3uK Ha JIeKIapalusra
3a CbOTBETCTBHUE, KaTO HE € MPEICTaBEH OPUTMHAJ, U3AAA€H OT IPOU3BOJUTENS WIH YITBIHOMOIIEH
HETOB IIPEICTaBUTEIL.

C ornen ropensnokeHOTO KOMHUCHATA HE TOIYCKA YYaCTHUKA JIO €Tall KIACHPaHE.

13. <HEBUA BUOTEX CPJI» - odeprara Ha yyaCTHHKA HE OTTroBapsl Ha 3abJIKUTEITHUTE

M3UCKBAaHMATA, IOCOYEHH B IIOKAHATa 32 MOPbUYKA, & UMEHHO:

- B odeprara Ha y4acTHUKA HsMa IMpPEJCTaBEHA MOCTPA, B CHOTBETCTBUE C ITOCTABEHUTE B
ITOKAHATA U3UCKBAHUS;

C ornen ropensnokeHOTO KOMUCHATA HE I0ITyCKA YYaCTHUKA JI0 €Tal KJIaCUpaHe.



14. MEJUKBJI JUBAMCHUC» EOOJ] - odeprata Ha ydacTHHKA HE OTroBaps Ha
3aIbJDKUTEIIHUTE U3UCKBAHUATA, TOCOUYEHH B ITOKaHATa 32 MOPBHYKA, & IMEHHO:

- TMpeIcTaBeHaTa MOCTpa HE € B KpailHa ONAaKOBKAa W HE € BUJHO CHOTBETCTBUETO Ha
MPEJCTaBEHUs MPOIYKT C TIOCTABEHUTE B MOKAaHATA M3UCKBAHMUS,

- B odeprara Ha yuacTHMKA TPUIOKECHUTE IOKYMEHTH (MHCTPYKIHS 3a yIoTpeoa,
nexnapanus 3a ceotBeTcTBHE U cepTudukar bJIC EN ISO 13485:20XX), ca mpencraBeHn camo Ha
AHIJIMICKA €3MK, KaTo 3a ChHIIUTE JIMIICBA TPEBOJ Ha OBJITAPCKU €3WK, B CHOTBETCTBHE C
M3MCKBAHUATA HA TIOKAHATA.

C orue]; ropen3II0KeHOTO KOMUCHSITA HE JIOMYyCKa YYAaCTHUKA 0 eTall KiIacupaHe.

15. PUJAKOM» EOOJl - odeprara Ha y4yaCTHHKA HE OTIOBaps Ha 3aIbJDKUTEIHHUTE

W3HCKBAHUSATA, TOCOUCHH B ITOKAHATA 32 MOPBHYKA, 8 HMEHHO:

- B odeprara Ha yyacTHHMKA HSIMa MPUJIOKEH JOKYMEHT 3a pa3pelleHue 3a ThProBUS Ha
€IpO C MEIUIIMHCKH M3JeNus, U3aneHo oT M3mbiHuTenHara arenius no sekapcrsara (MAJI), ot
KOHTO J1a € BUJHO iy y4acTHUKA MpuTekaBa kareropust 06 — UH BUTPO AMArHOCTHYHH W3EINNS,
KaKTOTO € U3MCKBAHETO B ChOTBECTBHUE C MTOKAHATA.

C orues ropensIioKeHOTO KOMUCHATA HE JIOMyCKa yYaCTHUKA J0 €Tall KIacupaHe.

Komucusra J0IIyCHa A0 KJIaCupaHC CICIHUTC YYaCTHUIM, KOUTO OTTOBapsAT Ha HU3HCKBAHUATA
3aJI0OKCHHU B IIOKaHaTa:

JlocTaBunk

Byncuaiit EOO/I

Tonuk Muect EOO/]

AA menukbsn OO/

Pasrako OO/]

Buga 2000 OO/

B u Tl - Kanun BaueB ET

[u ket caitbuTHUK EOO/]

Hxuno dapma 2001 OO/




Mun®apma Menukan OO/]

Etpomnan Tpeiin OO odepra

Hectmap Meauksn EOO/]

XMW Tpeiing OO/

Enta 90 M OO/

Ec JIxxu [Tu buo [Jaiinamuke OO/

Bb3 ocHoBa Ha KpuTepus 3a nM300p Ha HU3NBJIHUTEN 3aJ0XKEH B IIOKaHATa: Hail HHCKa
IpeaokKeHa eJMHUYHA [ieHa 3a 1 Opoil TecT, 0sfXa CKIIIOYEHH JOTOBOPH ChC CICIHUTE YYaCTHUIH
710 U34eprBaHe Ha (PMHAHCOBHUS pecypc:

1. ,,TOIIUK UHBECT“ EOOJI

2. ,AA MEJUKBJI“ 001

3. ,,PABHAKO“ OOJ

4. ,.BUBA 2000“ OO]1

5. ,,JH KEH CAUBHTU®UK* EOOJI
6. ,JKHO-DAPMA“ OO/

7. "MHUJIP®APMA MEJUKAJI“ OO
8. ,ETPOITAJI“ OO/



