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Ha ocnoBanue ui. 61, an. 2, wi. 63, an. 4, S u 11 u wi. 63B ot 3akoHa 3a 37paBeToO, Y.
73 0T AIMHUHUCTPATHBHOIIPOIIECYATHHUS KOJIEKC, U BbB Bph3Kka ¢ Perimament (EC) 2021/953 nHa
EBponeiickus napnamenT 1 Ha CbBeta oT 14 roHu 2021 romHa OTHOCHO paMKa 3a U3/1aBaHEeTo,
IIpOBEpKaTa U NPUEMAHETO HAa ONEPATUBHO CbBMECTUMHM CEPTU(UKATHU 32 BAKCUHALIMS CpEILy,
HarpaBeHo u3ciensane 3a u npedoneayBane Ha COVID-19 (Ludppos COVID ceprudukar Ha
EC) c uen ynecHsiBaHe Ha cBOOOJHOTO ABMKEHHE 1O Bpeme Ha nanjaemusra or COVID-19 u
Pemenne Ne 426 Ha Munucrtepckusi cbBeT oT 26 mail 2021 r. 3a yabmkaBaHE CpoKa Ha
obsiBeHara ¢ Pemenne Ne 325 ma Munucrepckus cpBer oT 14 mait 2020 r. u3BBHpenHa
enueMruYHa 00CTaHOBKaA, yabibkeHa ¢ Pemenne Ne 378 Ha MuHucCTepcKus CbBeT OT 12 1oHK
2020 r., Pemenne Ne 418 na Munucrepckusa cbBet oT 25 oHu 2020 r., Pemenne Ne 482 na
Munuctepckus cbBet ot 15 romu 2020 r., Pemenne Ne 525 na Munucrepckus cbset ot 30 101u
2020 r., Pemienne Ne 609 na Munucrepckus cbseT ot 23 aBryct 2020 r., Pemenue Ne 673 Ha
Munuctepckus cbBeT ot 25 centemBpu 2020 r., Pemenne Ne 855 na MuHMCTEpCKUS CHBET OT
25 noemspu 2020 r., Pemienne Ne 72 Ha Mununcrepckus cbBeT oT 26 siHyapu 2021 1. u Pemenune
Ne 395 na Munucrepckus ceBet ot 28 anpuit 2021 r. u npemnoxenue ot ['1aBHUs 1bpKaBeH

3/lpaBeH UHCIIEKTOP

HAPEXIAM:

|. BpBexxaM ciieTHUTE BPEMEHHU MPOTUBOCTIHIEMUYHH MEPKH OTHOCHO BJIHM3aHE Ha
JIMIIA, IPUCTUTAILM OT APYTH Ibp:KaBU, HA TepuTOpuUsATa Ha Penybnuka bbirapus, CH{UTaHo OT

19.07.2021 r. mo 31.07.2021 r., croOpa3Ho oreHka Ha pasmnpocTpaHenueTo Ha COVID-19 B



CHOTBCTHATA AbpiKaBa IO KPUTCPHU M IMOCTABAHC Ha AbpPKAaBUTC B IBCTOBU 30HH, KAKTO

clesBa:
1. Kputepuu 3a onienka Ha pasnpoctpanennero Ha COVID-19 B choTBeTHATA TBprKaBa:

1.1. 14-nHeBHA 3a00NsEMOCT - OOMIMAT OpOd HA HOBOPETHCTPUPAHUTE CIydad Ha
COVID-19 npe3 nocnenuute 14 nuu Ha 100 000 HaceneHne B ChOTBETHATA IbPKABA;

1.2. ceaMuyHa TMOJOXKUTETHOCT Ha MPOBEICHUTE JAaOOPATOPHU H3CICABAHUS —
OTHOCHTEJICH 51 B % Ha TIOJIOKUTEITHUTE MTPOOU B IbprKaBara CrpsMo BCUYKH HarpaBeHn PCR
W3CcIeIBaHus U ObP3U aHTHTEeHHU TecToBe 3a mHbpekuus cb¢ SARS-CoV-2 npe3 nmocneanara
ceaMuIia (MoCIeaHUTE 7 THH);

1.3. HUBO Ha W3CJenBaHE B IbpikaBara — Opoi HalpaBEHU M3CIEABAHUS 32 MHOEKIUS
cbc SARS-CoV-2 na 100 000 gy oT HaceneHUEeTo Ipe3 mocjaeaHara ceamMuia (mociaeTHuTe
7 nHn);

1.4. unentudunupane Ha BapuanT Ha SARS-CoV-2, onpeneneH kato BapuaHT, Oyaery
,,0€3IIOKOMCTBO;

1.5. numca Ha pgocrarpbuHO HMH(OpPMALMA, HA TMEPUOJUYHO AaKTyalIM3UpaHe Ha

nH(pOpMaIUATa WK Ha JTOCTOBEPEH M3TOUYHUK Ha MH(POpMAIIUS 3a AaJICHa IbprKaBa.
2. lIBeTOoBM 30HH:
2.1. 3es1eHna 30Ha:

2.1.1. ako KbM MOMEHTA Ha olleHKa 14-gueBHara 3a0oisiemoct Ha 100 000 nacenenue e
no-Hucka ot 75 Ha 100 000 HaceneHue M ceaMHYHATa IOJIOKUTEIHOCT HAa IPOBEACHUTE

J'Ia60paTOpHI/I H3CJICABAHUS € ITIO-BUCOKA WUJIK paBHA Ha 4 %; nin

2.1.2. ako KbM MOMEHTA Ha o1leHKa 14-nueBHara 3adomsemoct Ha 100 000 Hacenenue e
Mexay 75 u 200 ma 100 000 HaceneHne W CeAMHYHATA IMOJOXKHUTEIHOCT HA TMPOBEICHUTE
nabopaTOpHU U3CIIEABAHUSA € TTO-HUCKA OT 4 %.

2.2. OpanikeBa 30Ha:

2.2.1. ako KbM MOMEHTA Ha olleHKa 14-gueBHara 3a0oisiemoct Ha 100 000 nacenenue e
Mexay 75 m 200 ma 100 000 HaceneHHe M CeIMHMYHATA IMOJIOKUTEIHOCT HA MPOBEACHUTE
nabopaTopHU U3CIIEBAHUS € MO-BUCOKA WU paBHA Ha 4 %; win

2.2.2. ako KbM MOMEHTA Ha olleHKa 14-gueBHara 3a0oisiemoct Ha 100 000 Hacenenue e

Mexay 200 n 500 va 100 000 HaceneHue.

2.3. YUepBeHna 30Ha:



2.3.1. ako KbM MOMEHTA Ha o1leHKa 14-nueBHara 3adomsgemoct Ha 100 000 Hacenenue e

no-Bucoka win pasHa Ha 500 na 100 000 Hacenenue; uiu

2.3.2. numca Ha JAOCTarb4HO WHGOpPMALUS, HA TEPHOAMYHO aKTyalM3HpaHEe Ha
nHpOpMaNUATa UM HA JIOCTOBEPEH M3TOUYHHMK Ha MH(OpMALUs 32 ChOTBETHATA IbpKaBa, WIH

aKo HMBOTO Ha m3cienBane € mo-Hucko oT 300 mpoou Ha 100 000 HaceneHue; nau

2.3.3. ako B ChOTBETHATa JbpkaBa ce paszmpocTpaHsBa BapuaHT Ha SARS-CoV-2,
Oyner ,,0€3MOKOMCTBO, B3eMaiiku 110 BHUMaHHE 00EMHUTE HAa CEKBEHHPAHE U PABHUIIETO UM

Ha IpeJaBaHe.

2.4. Ilpu HanuyHa uH@OpPMAlKMA 32 YCTAaHOBEHA 3HAYMTENIHA HEraTMBHA MPOMSHA B
enuJeMUYHaTa CUTyallusi B ChOTBETHAaTa Jbp)KaBa OT 3€J€HA WIM OpaH)XeBa 30HA WM B
OTJICJTHU HEWHH TEPUTOPHH, Npeau opuilMagIHaTa MpoMsiHa Ha I[BETOBaTa 30HA Ha JIbp)KaBara
[0 OTHOIICHHE Ha MpUCTUTAIIHUTE OT Hes B PemyOnmka bbarapust numa morar aa Obaar

MpUJIaray crenuUIHU MPOTUBOCIHIEMUYHN MepKU, 00siBeHu B [Ipunoxenne No 1.

3. COuchKbT Ha IBPXKABUTE MO I[BETOBU 30HH, AbPKABUTE, 32 KOUTO € YCTaHOBEHA
3HAYMTETTHA HETaTWBHA MPOMSHA B €MHUIEMUYHATA CUTYalHsl 110 T. 2.4., KAKTO U IbPIKABUTE, C
kouto PemyOnuka bbarapus e moctursaia cropasyMeHue 3a CBOOOJHO IPEMMHABAHE Ha

peLunpoyHa OCHOBa ce chabpxka B [Ipunoxenne Ne 1.

3.1. CrnucekbT no T. 3 ce onpezens Ha Oazara Ha uHopMaLusATa, TyOJIUKyBaHA OT
EBpomneiickus HeHTHp 3a NpeBeHIMs U KoHTpoil Ha 3abonsBanusta (ECDC) — 3a appxaBute
yneHKu Ha EBporneiickus cpto3 1 EBponeiickoro nkoHomuuecko npoctpanctso (EC u EUII),
ot CBeroBHara 3/1paBHa opranusauus U LleHThpa 3a KOHTpoOJ Ha 3a00isBaHMsTa — ATIaHTa,

CAIl] — 3a BcHuKHU Abp>KaBH U pa3lpOCTPaHEHUETO HAa BapHaHTH Ha ,,0€3MI0KOMCTBO.

3.2. Benukn nbpkaBu, U3BbH EBponeiickus c¢bro3 U EBpONENCKOTO MKOHOMHYECKO
npoctpancTBo U Kondenepauus LlBeiiniapus, KOUTO HE MoONajar B YepBEHA 30HA, CHIVIACHO

nHpopmanusaTa o T. 3.1., ce cuuTar 3a Jbp’KaBu OT OPAHIKEBA 30HA.

3.3. ChnucekbT MO T. 3 ce TpeniexkJa Hal-MalKO BEIHBX CEAMHUYHO U TIPU
HE0OXOUMOCT ce OOHOBSIBA, a MPH BIIOIIABAHE HA CMHIEMUYHATA CHUTYyallls B CHhOTBETHA

ABbpPiKaBa MOKE a CC O0OHOBSIBa M TMI0-YECTO.

3.4. Uudopmarusta o 1. 3 ce HaOMOAaBa U MOATOTBA OT HarmoHamHusS HEHTHP 1O

3apa3Hu ¥ Mapa3uTHU OOIECTH.

4. BpeMeHHHU NPOTUBOETIUIEMUYHN MEPKHU 3a MPUCTUTAIIH JIULIA, ChOOPa3HO I[BETOBUTE

30HHU:



4.1. 3esieHa 30HA — JIOMyCKaT Cc€ HAa TEPUTOPUATA HA CTPAaHATA NPU NPEACTaBSIHE Ha
BauaeH 1udpo COVID cepruduxar na EC 3a BakcuHauus, 3a mpebosiegyBaHe HIM 3a
MPOBEICHO M3CIE/IBAaHE WJIM HA AHAJOTHYEH JOKYMEHT, ChAbPIKAaIl CBHIIUTE JAHHU KaTo

nudposust COVID ceprudukar va EC, karo:

4.1.1. npu munca Ha BanuaeH uugppos COVID cepruduxar na EC nnu Ha aHanorndexn
JTOKYMEHT, Chabpkall cbiute qanau kato nudposus COVID ceprudukar na EC, nunero ce
MOCTaBs 10JT KapaHTUHa 3a 10 JHM B JOMa MJIM B JPYro MsCTO 3a HAcCTaHSABaHE, B KOETO €
MMOCOYMIIO, Y€ IIe MpeduBaBa, ¢ MPEANUCAaHWE, W3IAJCHO OT AMPEKTOpa Ha CHOTBETHATA

peruoHaiHa 3apaBHa HHCICKI WA UJIW OIPAaBOMOIICH OT HECI'0 3aMCCTHUK-IUPCKTOP,

4.1.2. TUPEKTOPBHT Ha ChOTBETHATA PETHOHAIHA 3/[PaBHA MHCIICKIIMS MOYXE Ja OTMEHHU
W3JIaJICHOTO MPEANMCAHNE 33 MTOCTABSHE O] KapaHTHWHA TIPH MPEIOCTaBSHE O €IEKTPOHHA
T0IIIa Ha JOKYMEHT, TTOKAa3BaIl OTPUIIATEIICH PE3Y/ITAT OT MPOBEACHO 110 24 yaca OT BIIM3aHETO
Ha TEPUTOPHUATA HA CTPAaHATa M3CJICIBAHE 0 METOJa Ha MOJMMEPAa3HO BEPIIKHA PEaKIIMs 3a
nokazBane Ha COVID-19 wim ot Obp3 aHTUTEHEH TecT OT nocoueHuTe B [Ipumokerue Ne 2.
[IpennucanueTo ce OTMEHS B CPOK J0 24 4aca OT MpeACTaBsSHE Ha JIOKyMEHTA, MOKa3Balll
OTpHUIATEIICH PE3y/ITaT OT MPOBEICHOTO U3CJIC/IBAHE.

4.2. OpanxxkeBa 30Ha — JOINYyCKaT Ce Ha TEPUTOpUATA HA CTpaHATa caMoO MpHU
npeacraBsine Ha BamuaeH 1wmdpoB COVID cepruduxkar ma EC 3a BakcuHamus, 3a
npe0oJieTyBaHe WM 3a MPOBEICHO M3CIICJBAHE WJIM HA aHAJOTHUYCH IOKYMEHT, ChIbpKaIll

cbiuTe AanHu karo uudposus COVID ceptudukar Ha EC.

4.2.1. IIpu HEe TO-MaJKO OT 5 Ha CTO OT BIU3AIUTE JIMIIA OT JbPKaBU OT OPAHKEBU 30HH
ce mpoBexna m3cneaane 3a COVID-19 ¢ 6bp3 aHTHTEHEH TeCcT OT OpraHUTe HA TPAHUYHHUS

3ApaBCH KOHTPOJI.

4.2.2. bparapckure rpaxaaHu U JIMIATa ChC CTATYT HA MOCTOSHHO, IBJITOCPOYHO MU
MPOABIDKUTENIHO ITpeOuBaBaHe Ha TepuTopusita Ha PenyOnuka Bbirapus u uieHoBeTe Ha
TEXHUTE CEMEICTBA, KOUTO HE MPEJCTABAT JOKYMEHT 10 T. 4.2 ce TIOCTaBST MO/l KapaHTHHA 32
cpok ot 10 aHM B 1OMa WM B IPYro MSCTO 3a HACTaHSABAHE, B KOETO JIMIETO € MOCOUYUIIO, Ye
11e npebuBaBa, ¢ MpeanIcanne, U3/1aIeHO OT AUPEKTOpa Ha ChOTBETHATA PErHOHANIHA 3/IpaBHA

HUHCIICKOWA WX OITPaBOMOIICH OT HEI'0 3aMCCTHUK-TUPEKTOP.

4.2.3. I[I/IpeKTOp’BT Ha CbOTBCTHATA PCTUOHAIIHA 3JpaBHAa UHCIICKIIUA MOKE 1a OTMCHU
HU3JaACHOTO MPCANHNCAHHUEC 3a IIOCTaBAHC I10J KapaHTWHa Ha JiMara Io T. 422, npu
MIpeaAOCTaBAHE II0 CJICKTPOHHA II0Ia Ha AOKYMCHT, ITOKa3Balll OTPHLATCICH peE3yjTaTrT OT

IMPOBEACHO 10 24 gaca OT BIM3aHETO B CTpaHaTa MU3CJICABAHC IO MCTOAA4 Ha IOJUMEPA3HO



BeprkHa peaknus 3a gokazpaHe Ha COVID-19 unu ot 0bp3 aHTUTEHEH TECT OT MTOCOYCHUTE B
IIpunoxenne Ne 2. Ilpeanucanuero ce oTMEHS B CpOK A0 24 4yaca OT NpEACTaBsSHE Ha

JOKYMEHTA, [I0Ka3Balll OTPULATEICH PE3YNITAT OT IPOBEJCHOTO U3CIIECIBAHE.
4.3. YepBeHa 30Ha — Ha TEPUTOPUSATA HAa CTPaHATa Ce JOIYCKAT CaMo JIUIA, KOUTO ca:

4.3.1. ObJrapcKu rpaxJaHW M JIUIA CbC CTaryT Ha IMOCTOSIHHO, JUBJITOCPOYHO WIIH
IPONBIDKUTENHO IpeOuBaBaHe Ha TepuTopuara Ha PenyOnuka bbiarapus um wieHoBe Ha
TEXHUTE CEMEHUCTRBA;

4.3.2. MEIUUUHCKU CHEUHUATUCTH, MEIULMHCKA HAydHH pabOTHULM, COLHAJIHU
paOOTHUIIM M TEXHUTE PBKOBOJUTENIM, KOIraTo LelTa Ha IbTYBaHETO € CBbp3aHa C
ylpakHsBaHaTa oT TAX npodecus;

4.3.3. pa®OTHUIM, KOUTO Y4acTBaT B JIOCTABKUTE Ha JIEKAPCTBEHH IIPOAYKTH,
MEIUIUHCKHY U3ACTHs ¥ JIMYHH TPEANa3Hu CPEeCTBa, MEAUIIMHCKA anaparypa, BKIIOUUTEITHO
IIPU UHCTAJIMPAHETO U NOAIPBAKKATA M

4.3.4. oduuumanHu JUTBXKHOCTHM JMUA (ABpKaBHU pPBKOBOIUTENH, 4YJICHOBE Ha
MIPABUTEJICTBA U JP.) U WICHOBETE HA TEXHUTE JAEJETalllH, KaKTO ¥ JUIUIOMATH, YWICHOBE Ha
aJIMUHUCTPATUBHO-TEXHUYECKUS MEPCOHANI HA 33arPaHUYHH TPEICTABUTEIICTBA, CIY)KUTEIN
Ha MEXYHApOJAHU OpraHU3aLMH, BOGHHOCIYXKEIHU, CIY)KUTEJIN Ha CIY)KOUTE 32 CUTYPHOCT U
o0IIeCTBEHHs pell U XyMaHUTapHU paOOTHULM NPHU U3II'BJIIHEHHE HA TEXHUTE 3a]IbJIKEHUS,
KaKTO U YJICHOBETE Ha TEXHUTE CEMEICTBA;

4.3.5. nuna, meTyBAaIM MO XyMaHWTApHU MPUYMHMU TO cMHChia Ha § 1, T. 16 ot
JOM'BJIHUTEITHUTE paznope0n Ha 3akoHa 3a uyxaeHuuTe B PemyOnuka brnrapus;

4.3.6. ce30HHM 3eMe/IeICKH pabOTHUIM U PaOOTHHUIIM B 00J1aCTTa Ha TypHU3Ma;

4.3.7. uyxau TpaXkJIaHW, 3a TMOJy4aBaHEe Ha yKa3 IO 3akoHa 3a OBITapCKOTO
TPaXIAaHCTBO 3a MNPHUIOOMTO OBJITAPCKO TPaKAAHCTBO, YIOCTOBEPEHO C THCMO Ha
MUHHCTEPCTBO Ha MPABOCHANETO;

4.3.8. nuua, noay4yuau ofoOpeHHe OT MHHHUCThpPAa Ha 3ApaBeoNa3BaHETO WU
ONPABOMOIIIEH OT HEro 3aMEeCTHUK-MUHHUCTBpP, HANpaBEHO Bb3 OCHOBA Ha MOTHBHPAHO
MMUCMEHO TPEIOKEHNE Ha MUHUCTHP, KOraTo TOBa CE Hajlara OT 0COOEHO BaKHU KOHKPETHH
MPUYUHH.

4.4. Jlunara no T. 4.3. ce JoIycKaT Ha TEPUTOPUATA HA CTpaHATA MPH MpEACTaBsIHE HA
OTpHILIATENICH pe3yATaT OT NMPOBEIACHO H3CJeBaHE MO METOJa Ha IOJIMMEPa3HO BEPHIKHA
peaknus 3a COVID-19, ynoctoBepen upe3 BanuaeH 1muppoB COVID ceprudukar na EC 3a
M3clie/IBaHe WM Ha aHaJIOTHYEH IOKYMEHT, ChAbpaKalll ChIIUTE TaHHU KaTo 1udpoBus COVID

ceptuduxar Ha EC.



4.5. bparapckure rpaxIaHu M JUIATa CbC CTaTyT HA MOCTOSHHO, JBITOCPOYHO WU
MPONBIDKUTEIHO NpeOrBaBaHe Ha TepuTopusara Ha PemyOnuka beiarapus u uieHoBere Ha
TEXHUTE CEMEICTBA, KOUTO HE MPEACTABIT JOKYMEHT 1O T. 4.4 ce IOCTaBsT M0/ KapaHTHHA 32
cpok oT 10 1HU B 10Ma UM B JPYro MACTO 3a HACTaHSABaHE, B KOETO JIUIIETO € IOCOYMIIO, ue
11e npebuBaBa, ¢ IpeANnucaHue, U31aJeHO OT AUPEKTOpa Ha ChbOTBETHATA PerMOHAaHA 3paBHA
MHCIEKLUS WIK OIPAaBOMOILIEH OT HETO 3aMECTHUK-IUPEKTOP.

4.6. lupexTopbT Ha CHOTBETHATA PETMOHATHA 3/[paBHA MHCIIEKLIMS MOXE Jla OTMEHHU
W3aJICHOTO TNpEeAlMCaHMe 3a IIOCTaBsSHE II0J KapaHTMHa Ha juuara no T. 4.5, mpu
IIPEJOCTaBsHE 110 €JIEKTPOHHA IIOIIA Ha JOKYMEHT, MOKa3Balll OTPULATENEH pe3yaTar OT
IIPOBEJIEHO /10 24 yaca OT BIM3aHETO B CTpaHara M3CJEBaHE 10 METOJa Ha IOJIMMEPA3HO
BeprKHA peaknus 3a nokazBane Ha COVID-19. [Ipeanucanuero ce 0OTMeHs B CpoOK A0 24 yaca
OT IMpeACTaBiHE Ha JIOKYMEHTa, IIOKa3Ball] OTPULATENIeH pe3ylTar OT IPOBEIECHOTO
u3CieBaHe.

5. Ha Teputopusta Ha cTpaHara ce JOIycKar, 0e3 Aa € HeoOXOAMMO Ja MPEACTaBAT
nokyments 3a COVID-19, nuua, kouto ca:

5.1. Bomauum M cTOApIM Ha aBTOOYCH, H3BBPUIBALIM MEXAYHApOAECH IPEBO3 Ha
I'BTHULY;

5.2. Bomauum Ha TOBapHU aBTOMOOWIM, KOWTO W3BBPILIBAT WM IPUKIIOYBAT
MEX/yHapoJIeH NpPEeBO3 Ha TOBapM M CTOKM IpU BIIM3aHE Ha TepuTopusita Ha PemnyOnuka
bbarapus;

5.3. ujneHOoBe Ha EKUINAXHUTE Ha IUIABATEIHW CBIOBE M JIMLATA, AHTAXHPAHU C
NOJAPBKKATa Ha IJIaBaT€IHUTE CHAOBE, KOMTO IpPH BIM3aHETO CH HA TEPUTOpUSTA Ha
PenyOnuka bparapust u3nbIHSBAT CIIY:KEOHUTE CH 33 IbJKEHHUS;

5.4. wieHOBE Ha €KUIaka Ha Bb3yXOIUIABATEIIHO CPENCTBO, KOETO M3BHPILBA NOJIETH
OT M JI0 JIETHIIA 3a 00IIeCTBEHO MOI3BaHe Ha TepuTopusTa Ha Penmybnuka benrapus u nuuara,
aHT@XKUPAHU C TEXHUUYECKO OOCITy’KBaHE Ha Bb3/1yXOIJIaBaTEJIHU CPECTBA;

5.5. norpannyHu paOOTHULIM (JIMIIa, KOUTO KUBEAT B PenyOnuka bearapus u mprysar
BCEKHM/IHEBHO WJIH Hali-MaJIKO BEIHBK CEAMUYHO J0 AbpKaBa-uwlcHKa Ha EBpornelickus cblo3,
Peny6nuka Typuus, PemyOmuka CwpOusi wim PenmyOnuka CeepHa MakenoHus, ¢ 1eln
yIpaXHsIBaHE Ha JIEWHOCT Karo HAeTO WJIM KAaTO CaMOCTOSATEIHO 3a€TO JIUIE, KaKTO U JIMIIA,
KOWTO KUBESAT B MOCOYEHUTE JIbP’KaBU M I'bTYBal BCEKUIHEBHO WJIM Hall-MalIkO BEIHBK
cenMuuHO 10 Peny6nuka bearapus ¢ men ynpaxHsBaHEe Ha JIEHHOCT KaTO HAeTO WJIM KaTo
CaMOCTOSITEITHO 33€TO JIULIE);

5.6. yyeHMIIM U CTYyNEHTH, KOUTO *uBesAT B Penyonuka ['bprus, PenyOnuka Typius,

Peny6nuka CopOust, Penyonuka CeBepna Makenonust 1 PyMbHUS U TBTYBAaT BCEKUAHEBHO UITU



Hal-MaJiko BEeAHBX ceAMHYHO A0 PemyOnuka briarapus c uen o0ydeHue, KakTo U yYSHUIH U
CTYIEHTH, KOWTO XUBEAT B PemyOnuka bbirapus u mbTyBaT BCEKUTHEBHO WM Hal-MaJKO
BeIHBX ceaMuyHO 10 Penyomuka I'vprus, PenmyOnmuka Typums, Penyonmka Covpous,
Penrybnuka CeBepna Makenonust 1 PymbHUS ¢ 11e71 00y4ueHue;

5.7. nuua, kouTO MpeMUHABAT TPAH3UTHO Mpe3 TepuTopusita Ha Penyonuka bearapus,
B CIly4auWTe, KOraTo MOXKE Jla C€ TapaHTHpa He3a0aBHOTO HAIMyCKaHE Ha TEPUTOPUATA HA
Peny6nuka bearapus;

5.8. nena no HaBbpiIBaHEe HA 12-ropMiHa Bb3PACT, MPUCTUTAIIMA OT 3€JI€HA U OT
OpaH)XeBa 30Ha;

5.9. nuua, mpucTUranmM OT AbPKaBH, ¢ KouTOo Pemybnuka bbirapus e mocTturHaia
JIOTOBOPEHOCT 32 CBOOOJHO MpEeMHHABaHE Ha PEIMIPOYHA OCHOBA, ChINIacHO [IpuiiokeHue
Neo 1.

6. JIunara, ¢ M3KIJIIOYEHHE HA TE3H IO T. 5, Ce JOMYyCKaT Ha TepuTopusta Ha Pemybnmka
bovarapust camo mpe3 cieIHUTE TPaHUYHU KOHTpOIHO-mpomyckareaHu myHkroBe (I'KIIIT):
I'KIIIT ,,Aeporapa byprac*; I'KIIII ,,Aeporapa Bapna“; I'KIIII ,,Aeporapa ITnosaus*; I'KIIIT
,Aeporapa Codusa“ (Tepmunan 1 u Tepmunan 2); I'KIIII , Ilpucranume Byprac*; T'KIIIT
nIIpuctanume Bapna®; ['KIII ,,Buaun‘; I'KIII ,,Bpemka uyka®; I'KIIII ,,J{ypankynak®;
['KIIIT ,,Iroemeso®; I'KIIII ,,3narapeso®; I'KIII ,Ununaen; I'KIIII ,,Kanoruna®; TKIIIT
,Karmuran Auapeeso’; IKIIII ,,Kanuran [1erko BoiiBona“; I'KIIII ,,Kynara®; ['KIIII,,JlecoBo*;
I'KIIIT ,,Maxkaza*; I'KIIII ,,Manko TwpuoBo*; I'KIIII ,,Ontomanuu‘; I'KIII ,,OpsxoBo;
I'’KIII ,,Pyce*; ,,I'KIII ,,Cranke Jlucuukoo®; I'KIII ,,ComoButr-Huxonmon“ m I'KIIII
,»Ctpesumuponiu (B uacoBust uatepsai 08,00 o 20,00 gaca).

7. Arennus ,,II1pTHA HHGpacTpyKTypa“ onpeaesns MiICcTo, Ha KOETO TPsiOBa Ja MPECTOSAT
TOBapHUAT aBTOMOOWII M BOAAYHT JI0 OTIAJIaHE HA ChOTBETHATA 3a0paHa B CIy4yauTe, Py KOUTO
BOJIAUMTE HA TOBAPHU aBTOMOOWIIH, MPEBO3BAIM TOBAPH M CTOKH, MPEIHA3HAYECHU 3a APYTU
IbpKaBH, Topaau 3abpaHa OT CTpaHa Ha JbpKaBa, rpaHnyHa Ha PemyOmuka bwarapus, ne
MOTar Jia HalyCHAaT CTpaHara.

8. Ilpn ycranossiBane Ha mbTHUK ¢ COVID-19 Ha Oopaa Ha Bb3IyXOIUIaBATEIHO
CPEICTBO, KOETO € KaI[HAJIO Ha TepuTopHsTa Ha PenmyOnuka bearapus, uneHoBeTe Ha KaOMHHUS
exumax, oociyxsas meTHUKa ¢ COVID-19, He ce mmanmpar 3a cieaBail IOJIET, KaTo ce
MOCTAaBAT MO KapaHTHHA 3a cpok oT 10 mHM ¢ mpeamucaHue, W3JaJACHO OT AUPEKTOpa Ha
ChOTBETHATa PETrHOHAIHA 3/IpaBHA MHCHEKLMS WIM OT OMPABOMOLIEH OT HEr0 3aMECTHHK-
JTUPEKTOP.

9. I1o cMucHIIa HA Ta3W 3aII0BEN;



9.1. ,JwpxkaBara (TepuTOpHATa), OT KOATO JHUIETO TMPHUCTHUTA € IhpKaBaTa
(TepuTopusiTa) - HAUATHA TOYKA Ha HETOBOTO OTIFTYBAaHE, HE3aBUCUMO OT MIPECTOSI, CBbP3aH C
TPaH3UTHOTO MY ITPEMUHABAHE TIP3 IPYTU AbPKABU 10 BPEME Ha MPUJIBIIKBAHETO MY.

9.2. ,,Bamuaen uudpo COVID ceprudukar na EC 3a BakcuHaIUs WM aHAJIOTHYEH Ha
HEro JOKYMEHT® € JOKYMEHT 3a 3aBbpIIeH BakKCHMHAIMOHeH Kypc cpenry COVID-109.
JIOKyMEeHTBT TpsiOBa Ja ChIbpKa MMEHAaTa Ha JIMLETO, U3MUCAHM Ha JIATUHHIA, CHIVIACHO
JOKYMEHTA 3a CaMOJINYHOCT, C KONTO I'bTYBA, JaTa Ha paX</JaHe, /1aTa Ha KOSTO € IOCTaBeHa
rocjeaHara nojaydeHna jo3a BakcuHa cpenry COVID-19, nopenen Homep Ha J103aTa, KakTo U
oOuiust Opoii 103U NMPU BAaKCUHU, KOUTO C€ MOCTABST JBYKPATHO, THhPrOBCKO HAMMEHOBAaHUE HA
nocraBeHara BakcuHa cperry COVID-19, naumeHoBaHMe Ha TPOU3BOJUTEIS/ TIPUTEkKATEIS HA
pa3pelIeHneTo 3a ynoTpeda, IbpxKanara, B KOSTO € U31aIeH 1 HAUMEHOBAHHETO Ha U3/aBAIUS
KOMIIETEHTEH OpraH, a 3a cepruduxarta Ha EC — 1 HeroBus yHuKajieH uAeHTUPHUKATOP.

9.2.1. 3a 3aBbplIICH BAaKCHHAIMOHEH KYpC C€ MpUeMa MOCTaBIHETO Ha ChOTBETEH Opoi
no3u ot naaena BakcuHa cpenry COVID-19, mocouenu B [Ipunoxenne Ne 3 1 U3THYaHETO Ha
14-nHeBeH mepuoj, CUMTAHO OT JaTaTa Ha IOCTAaBSHE Ha IOCJIEIHaTa J03a. 3a 3aBbpIICH
BaKCHHAIIMOHEH KypC Ce CUuuTa M KOMOMHUPAHUAT MPHEM Ha eIHa /103a BakcMHa Vaxzevria/
AZD1222 ¢ enna no3a Bakcuna Comirnaty/ BNT162b2 (Pfizer-BioNTech Covid-19 vaccine).

9.3. ,,.Bamunen mudpoB COVID ceprudurar na EC 3a npebonenyBane” € JOKYMEHT,
KOWTO yIOCTOBEpsiBa, ue auieto ¢ npedoneayBaio COVID-19 u koiito e BasueH 3a mepruoa
ot 11-tust no 180-Tus neH, cuMTaHO OT JAarara Ha MPOBEACHOTO HM3CJE/BaHE, BIHMCAaHA B
nokymenTa. CepTuduKkaTsbT TpsAOBa Ja ChIbpKa MMEHATa Ha JIMIETO, U3MHCAHN HA TAaTHHHUIIA,
CBIJIACHO JJOKYMEHTA 3a CaMOJIMYHOCT, C KOWTO MbTYBA, JaTa Ha paxJaHe, Jara Ha IIbPBUS
nonoxutesneH pesyarat oT NAAT uzcnenBane u nosjoxureneH pesynrar (Positive), nanau 3a
opraHa, u3JaBall JOKyMEHTa, ObpXKaBa, B KOSTO € HAMPABEHO W3CJIEIBAHETO M HETOBHS
yHUKaleH uaeHtuduxatop. ,,M3cneasane NAAT o3HauaBa MONEKYISIPHO H3CIEIBaHE 3a
aMIUTU(UKaIUS HAa HYKJICMHOBU KUCEJIMHU, KaTO HAlpUMeEp MOoJMMepa3Ha BEpUKHA PEaKIIUsI C
obpatna Ttpanckpunrtaza (RT-PCR), muknuuno MemuupaHa HM30TE€pMUYHA aMIUTH(PUKALINS
(LAMP) 1 TeXHMKH C TPaHCKPUIIIMOHHO MeauupaHa amunpukanus (TMA), usnoiasBanu 3a
OTKpUBAHE HAa HATMYKMETO Ha pHOOHYKIIenHOBa krcenrHa Ha SARS-CoV-2 (RNA).

9.3.1. Anaornuen Ha mudpous COVID ceprudukar vHa EC 3a mpebonemyBane
JIOKYMEHT € IOKYMEHT, KOMTO YJI0CTOBEpsIBa, e JuIeTo € mpedonemaysano COVID-19, u koiito
€ BaiMjaeH 3a nepuoaa oT 1l-tus no 180-Tust neH, cuMTaHoO OT JAarara Ha IPOBEIECHOTO
W3clieIBaHe, BIUCaHa B JOKyMeHTa. JJOKyMEHTHT TpsOBa Jla ChIAbpKa MMEHATa Ha JUIETO,
M3MHCAaHU Ha JIATUHUIA, CHIVIACHO JOKYMEHTa 3a CaMOJUYHOCT, C KOMTO IbTYyBa, JaTa Ha

pakJiaHe, 1aTa Ha MBPBHS MOJIOKHUTEICH pe3yaTar oT PCR u3cneaBane niau ot Obp3 aHTUTCHEH



TecT W mojoxureneH pesynarar (Positive), maHHm 3a Je4eOHOTO 3aBEACHHE, W3BBPIIUIIO
u3cleIBaHeToO (HAMMEHOBaHUE, aIpeC WM JPYTH IaHHU 32 KOHTAKT) WJIH 32 OpTraHa, W3/1aBalil
JOKYMEHTA M IbPKaBaTa, B KOSITO € HAIPABEHO U3CIICBAHETO.

9.4. ,Bamuaen COVID ceptudukar Ha EC 3a u3cnenpane Wi aHajJorduyeH Ha HETO
JOKYMEHT € JIOKYMEHT, MOKa3Balll OTpHUIaTeNIeH pe3yaTaT OoT MPOBEACHO 10 72 yaca mpeau
BIIM3aHETO B CTpaHATa H3CIICBAHE MO METOJa Ha MOJIMMEpa3Ha BEPIKHA peaKlus WIH
OTpUIIATEINICH PE3YJITaT OT MPOBEJIEH /10 48 yaca Mpean BIU3aHETO B CTpaHaTa Obp3 aHTUTCHEH
TECT, CYMTAHO OT JaTaTra Ha MpoOoHaOupaHe, BOUCAHA B IOKyMeHTa. JJOKyMeHTHT TpsAOBa 11a
ChIIbPKa UMEHATa Ha JINIIETO, U3MHCAHU Ha JIATUHUIIA, ChIVIACHO IOKYMEHTA 32 CAMOJIMYHOCT,
C KOUTO IIbTYBA, JlaTa Ha pakJAaHe, BUJI Ha U3CIEABaHETO, M3NKcaH Ha jdatuHuna Meton (PCR
wm RAT) u orpunarenen pesynrar (Negative), nara u yac Ha B3eMaHe Ha mpoba 3a
u3clneBaHe, ThPrOBCKO HAMMEHOBAHUE U MPOU3BOAUTEN Ha TecTa (3abJKUTENHO 32 Obp3uTe
AHTUTEHHU TECTOBE), HAUMEHOBAHHUE Ha JTaOOpaTOPHATA/IeYeOHOTO 3aBelleHUE, U3BBPIINIO
W3CIICABAHETO, JbpXKaBa, B KOSITO € HANPaBEHO W3CJICIBAHETO W OpraH, U3l
ceprudukara/IOKyMeHTa, a 3a ceprudukara Ha EC — 1 HeroBus yHUKaJIeH WACHTU(DHUKATOD.

I1. 3amoBeg Ne PJI-01-547 ot 30.06.2021 r., u3aMeHeHa U JOIBbJIHEHA ¢he 3amoBen Ne
PJI-01-553 ot 05.07.2021 r. ce oTMeHS.

I11. 3ammoBenra Bim3a B cuina ot 19.07.2021 r., ¢ m3ximrodenue Ha T. |, 6 1o oTHOIIEHNE
Ha ['KIII ,,Ctpe3umupoBiu, KoATO BiM3a B cujia OT MYyOJIMKYBAaHETO Ha 3aloOBEATa Ha
HMHTEPHET CTpaHuIaTa Ha MUHUCTEPCTBOTO Ha 3/]paBe0Na3BaHETo.

IV. 3anoBeara ga ce myOnMKyBa Ha MHTEPHET CTpaHHIATa HAa MUHHCTEPCTBOTO Ha

3ApaBCOIa3BaHCTO.

38.HOBCI[T8. MNOJJIC)KH Ha o0OkaJliBaHE B CAHOMCECCUCH CpOK OT HY6J'II/IKYB8.HCTO Ha
HHTCPHET CTpaHUIaTa Ha MI/IHI/ICTepCTBOTO Ha 3ApaBCOIla3BaAHCTO, IIpCJ CBHOTBCTHUA

AAMUHUCTPATUBCH CBJ 110 p€aa Ha AI[MI/IHI/ICTpaTI/IBHOHpOIICC}/aJ'IHI/IH KOACKC.

16.7.2021 r.

X Crtonuo Kauapos

Signed by: Stoicho Todorov Katsarov

JI-P CTOHYO KAI[APOB

Munucmwvp Ha 30paseonassanemo
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Cnucbk Ha ABPKABUTE 110 HBCTOBU 30HU, IbPKABUTE, 32 KOUTO € HAJINLE I/IH(l)()pMaIIHH
34 YCTAHOBCHA 3HAYUTEC/THA HEraTUBHA MPOMSHA B €MUAEMUYIHATA CUTyallud U HA

ABPKABH ¢ IPEMUHABAHE HA PENIMIIPOYHA OCHOBA

3esieHAa 30HA:

Penyonuka Asctpusi, Penepanna penyonuka Iepmanus, Penybnuka Ecronus,
Ucnannus, Penyonuka JIutea, Penyonuka Manra, Pemmyonuka [Tomma, Pemyonuka CrioBakus,
VYurapus, Penyonuka ®dunnannus, Penybmuka XwpBartus, Kpancrso [lanus, Mranmmancka
penybonuka, Penyonuka Crnoenusi, @pencka penyonuka, Kpanctso Hopeerus, Penyonuka Can
Mapuno, Kus:xecrBo Monako, JbpkaBara rpan Barukan, Kondenepanus Illseitnapus u

Yexus.

OpanikeBa 30Ha:

Bcuuku ABbpPKaBHU U3BBH 3CJICHA U YCPBCHA 30HA.

YepseHa 30Ha:

Peny6nuka Wunus, Haponna penyOnuka banrmanem, denepanna neMokpaTHuHA
penyonuka Henan, Muanmap, Kpancrso byran, Jlemokpatidna coruaiucTHYecKa permyoinKa
[pu Jlanka, Penybnmuka Mannusu, PenyOnumka Oxna Adpuka, Penybnuka botcyana,
Ob6enunena penyonuka Tanzanus, Peny6nuka Celimenu, Penmyonuka HamuOus, Peny6nuka
3am6us, PenyOnuka Tynue, Cynranar Owman, Manaiizus, Typkmenucran, PenyOnuka
Tamxukucran, Kupruska penyonuka, Monromnus, Penyonuka KonymOusi, Penmybnuka Ynin,
N3rouna penybnuka Ypyrsaii, Penyonuka Apxxentuna, @enepatuBHa penyOianka bpasmnns,
Peny6nuka Ilaparsaii, MHOronanmonanHa aspxxaBa bonusus, Peny6nuka Ilepy, Pemy6nuka
CypunaMm, Pemy6nuka Ilanama, PenyOmmka Kocra Puxa, Pemybnuka I'Batemana, benus,
Penry6onuka En CanBanop, Penyonuka Ky6a u Jlomuankancka PenyOnuka, Pemyonmka Kumbp,
O6eauneno kpasictBo BenmukoOpurtanus u Cesepna Upnanaus, Kpancreo Ucmanns, Oumku u

Emupcreo Kysenr.



Abp:xkaBu, ¢ kouro PenyOiuka bbiarapusi e mocTuriHaja crnopasymMeHue 3a
CcB00OIHO MPEeMUHABAHE HA PELMIIPOYHA OCHOBA:

PymbHuA.

JAbp:kaBu, 3a KOMTO € Hajguune HHQopMamusi 3a YCTAHOBEHa 3HAYUTEIHA
HEraTUBHA NPOMSHA B eNWJAeMHYHATA CUTyalldsi ¥ MNpWIaraHe Ha cHenuQpUYIHH

NMPOTUBOCIIUACMUYHHA MEPKHU 3a IPUCTUTAIUTE OT THAX JIMIA:

Pycka ¢enepanuss u PenybOmuka Ilopryramusi — npucTurammre ce AOMyckar Ha
TEpUTOpHUATA Ha CTpaHaTa npu npeactaBsHe Ha BanuaeH udpoB COVID cepruduxar na EC
3a M3CIEIBAHE WM aHAJIOIMYEH Ha HEro JOKYMEHT, ITOKa3Ballld OTPULIATENIEH PE3YNTar OT
IIPOBEJICHO 10 72 Yaca Mpeay BIM3aHETO B CTpaHaTa M3CJIE€BAaHE 110 METOJa Ha OJUMEpa3Ha
BeprkHa peakius (PCR) 3a COVID-19, cuurano ot marara Ha mpoOoHaOupaHe, BIIMCaHA B
JTOKyMeHTa. 3a ObJITrapcKUTe rpaskJaHu U JIMIaTa ChC CTATYT Ha MMOCTOSHHO, ABJITOCPOUHO UITU
MPOIBJDKUTENTHO TIpeOrBaBaHe Ha Tepuropusta Ha PenyOnuka bbiarapus u uineHoBeTe Ha

TEXHUTE ceMeiicTBa ce mpuiarar T. 4.2.2. u 4.2.3.%



Ipunoxenue Ne 2 kpM T. |, 4.1.2

HaumenoBanue Ha recra

IIpousBoauTe

COVID-VIRO® Rapid antigen test COVID-
19

AAZ-LMB

Panbio™ COVID-19 Ag Rapid Test

Abbott Rapid Diagnostics

Flowflex SARS-CoV-2
Antigen Rapid Test

ACON Laboratories, Inc

AESKU.RAPID SARS-CoV-2

AESKU.DIAGNOSTI CS GmbH &
Co, KG A

AMP Rapid Test SARS-CoV-2 Ag

AMEDA Labordiagnostik GmbH

Novel Coronavirus 2019- nCoV Antigen Test
(Colloidal Gold)

Beijing Hotgen Biotech Co., Ltd.

COVID-19 Antigen Rapid Test

Hangzhou AllTest Biotech Co., Ltd

SARS-CoV-2 Antigen Rapid Test Kit
(Colloidal Gold immunochromatography)

Beijing Lepu Medical Technology

BIOSYNEX COVID-19 Ag BSS

BIOSYNEX SA

CerTest SARS-CoV-2 CARD TEST

CerTest Biotect S.L.

Coretests COVID-19 Ag Test

Core Technology Co., Itd

DIAQUICK COVID -19 Ag
Cassette

DIALAB GmbH

GENEDIA W COVID-19 Ag

Green Cross Medical Science Corp

Wondfo 2019-nCoV Antigen Test (Lateral
Flow Method)

Guangzhou Wondfo Biotech Co.,
Ltd

COVID-19 Antigen Rapid Test Kit

Hangzhou Clongene Biotech Co.,
Ltd.

Coronavirus Ag Rapid Test Cassette (Swab)

Healgen Scientific Limited

HUMASIS COVID-19 Ag test

Humasis Co. Ltd

COVID-19 Antigen Rapid
Test (Colloidal Gold)

Joinstar Biomedical Technology
Co. Lid

QuickProfile™ COVID-19
ANTIGEN Test

LumiQuick Diagnostics Inc.

LumiraDx SARS-CoV-2 Ag Test

LumiraDX

MEDsan® SARS-CoV-2 Antigen Rapid Test

MEDsan GmbH

Rapid SARS-CoV-2 Antigen
Test Card

MP Biomedicals

NADAL COVID -19 Ag Test

nal von minden GmbH,

PCL COVID19 Ag Rapid FIA PCL Inc
Sofia 2 SARS Antigen FIA Quidel Corporation
BIOCREDIT COVID-19 Ag - SARS-CoV 2 | Rapigen Inc

Antigen test

SARS-CoV-2 Antigen Rapid

Roche (SD BIOSENSOR)

Test
COVID-19 Antigen Rapid Safecare Biotech
Test Kit (Swab) Hangzhou Co

STANDARD F COVID-19 Ag FIA

SD BIOSENSOR, Inc.

STANDARD Q COVID-19 Ag Test

SD BIOSENSOR, Inc.




SARS-COV-2 Antigen test Kit (colloidal Shenzen UltraDiagnostics Biotec

gold) Co.

SARS-CoV-2 Ag Diagnostic Shenzhen Watmind Medical Co.,

Test Kit (Colloidal Gold) Ltd

CLINITEST Rapid COVID-19 Antigen Test | Siemens Healthineers

TODA CORONADIAG Ag TODA PHARMA

Rapid SARS-CoV-2 Antigen Test card Xiamen Boson Biotech Co

Coronavirus Ag Rapid Test Cassette (Swab) | Zhejiang Orient Gene Biotech Co.
Ltd
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THProBcKko HAUMEHOBAHHME HA
BAKCHHATA CbIJIACHO
pa3pellleHHETO 3a yoTpeda B
EC/cnucbka na C30

HaunMmeHoBaHHe Ha

l'[pOI/I3BOIlI/ITe.Tlﬂ/ NMpUuTekKATEIA HA

pa3penieHneTo 3a ynorpeda

3aBbplIeH
BAKCHHALMOHEH Kypc

Comirnaty/ (/ BNT162b2 Pfizer-

BioNTech Manufacturing GmbH/

BioNTech Covid-19 vaccine) Pfizer-Biontech 2 Rosn
Vaxzevrial AZD1222 AstraZeneca AB 2 no3u
-/ AZD1222 SK Bioscience Co Ltd 2 1o3u
Spikevax/COVID-19

VACCINE Moderna / mRNA- MODERNA BIOTECH 2 no3u
1273

Janssen / Ad26.COV2.S Janssen-Cilag International NV 1 no3a
- / Covishield . .

(ChAdOX1_nCoV-19) Serum Institute of India 2 mo3u
-/ SARS-CoV-2 Vaccine (Vero .

Cell), Inactivated (InCoV) Sinopharm / BIBP1 2 posu
-/ COVID-19 Vaccine (Vero Sinovac 2 no3u
Cell), Inactivated/Coronavac

- / Sputnik V(Gam-COVID- The Gamaleya National Center of 2 no3u

VacComponent I Gam-COVID-
Vac Component 1)

Epidemiology and Microbiology




