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Ha ocHoBanue ui. 61, an. 2, un. 63, an. 4, S u 11 1 wi. 63B ot 3akoHa 3a 37[paBeToO, Y.
73 OoT AIMHHUCTPATHBHOMPOIECYATHUsT KOJIEKC, U BbB Bpb3ka ¢ Permament (EC) 2021/953
Ha EBpormeiickus mapmament u Ha CpbBeta oT 14 1onm 2021 rogwHa OTHOCHO pamKa 3a
W3JIaBaHETO, TMPOBEpPKaTa M TNPHUEMaHETO Ha OIEPATHBHO CHBMECTHMH cepTU(dUKATH 32
BaKCUHAIMsl Cpelly, HallpaBeHO M3ciieABaHe 3a U npedoseayBane Ha COVID-19 (Ludpos
COVID ceptudukar na EC) ¢ uen yrnecHsBaHe Ha CBOOOAHOTO IBMKEHHME IO BpeMe Ha
naggemusita ot COVID-19, Jlenerupan pernmament (EC) 2021/2288 na Komucusara ot 21
nexemBpu 2021 roanHa 3a U3MEHeHUe Ha npuitoxkeHnero kbM Permament (EC) 2021/953 na
EBponeiickus mnapaameHT W Ha CbBeTa 1O OTHOUIEHHE Ha IepuoJa Ha IpHEMaHe Ha
cepTU(UKATUTE 32 BakCHHaLUs, u3faaeHu BbB ¢popmar Ludppos COVID ceprudukar na EC,
B KOHTO ce mocouBa, Y€ € MPHUKIYEHa OCHOBHATa BaKCHHALIMOHHA cepus, [lenerupan
pernament (EC) 2022/256 na Komucusita ot 22 ¢despyapu 2022 roauHa 3a U3MEHEHUE Ha
Pernament (EC) 2021/953 na EBponelickus mapmameHT u Ha CbBeTa MO OTHOLICHHE Ha
U3JIaBaHETO Ha cepTU(UKATH 3a MpebojelyBaHe Bb3 OCHOBA Ha ObP3U TECTOBE 3a aHTHIEHH,
Pemenne Ne 826 na Munucrepckus cbBer ot 25 HoemBpu 2021 r. 3a yabikaBaHe cpoKa Ha
oOsiBeHata ¢ Pemenune Ne 325 na Munucrepckus cpBerT oT 14 mait 2020 r. u3BbHpeaHa
enuJieMruyHa 00CTaHOBKA, yabibkeHa ¢ Pemenne Ne 378 nHa MuHuctepckus ¢bBetT oT 12 1oHH
2020 r., Pemenne Ne 418 na Munucrepckust cpBeT ot 25 roHu 2020 r., Pemenne Ne 482 Ha
Munncrepckus cbBeT oT 15 tomm 2020 r., Pemenune Ne 525 na Mununcrepckus cbet ot 30
tomu 2020 r., Pemenne Ne 609 Ha Munucrepckus cbBet oT 28 aBryct 2020 r., Pemenne Ne
673 ma Mununcrepckus ceBer ot 25 centemBpu 2020 r., Pemenne Ne 855 Ha Munucrepckus
cbBeT oT 25 HoemBpu 2020 r., Pemenne Ne 72 Ha Munucrepckus cbBet oT 26 ssHyapu 2021
r., Pemenne Ne 395 nma Mununcrepckus cbBer or 28 anpun 2021 r., Pemenne Ne 426 Ha

Mununcrepckus cpBeT oT 26 mait 2021 r., Pemienne Ne 547 ma Munucrepckus cbBeT OT 28



tonmu 2021 r. m Pemenne Ne 629 na Munucrepckus cwpBer or 26 asryct 2021 r. u

npeiokeHue ot ['aBHus AbpKaBeH 3ApaBeH UHCIIEKTOP

HAPE X JITAM:

|. BpBekaM clieTHUTE BPEMEHHU MPOTUBOCTIHICMUYHE MEPKH OTHOCHO BJIM3aHE Ha
JIMIIa, TPUCTHTAIIN OT APYTH IbpPKaBH, HA TepUTOpUsATa Ha PenyOnmka brirapus, cHiuTano ot
10.03.2022 r. no 31.03.2022 r., croOpa3Ho oreHKa Ha pasnpocrpanenuero Ha COVID-19 B
ChOTBETHATA IbpKaBa MO KPUTEPUHM M TOCTABSIHE HAa JIHPKABUTE B I[BETOBH 30HH, KaKTO
clie/iBa:

1. Kpurepun 3a omenka Ha pasnpoctpaneHuero Ha COVID-19 B cwoTBeTHara
IbpKaBa;

1.1. 14-nueBHa 3a0075€MOCT - OOHIMAT OpOMl HAa HOBOPETHMCTPUPAHUTE CIy4yaud Ha
COVID-19 npe3 nocnenuure 14 quu Ha 100 000 HaceneHune B ChOTBETHATA IbPXKABA,

1.2. ceaMuYHA TIOJIOKUTEITHOCT HA MPOBEACHUTE JIAOOPATOPHH W3CICIABAHUS —
OTHOCHUTEIICH JisUT B % Ha TOJOXKUTEIHUTE NTPOOH B JIbpKaBara CHPSIMO BCHUYKH HAIPaBEHU
PCR wu3cnenBanuss u Obp3u aHTUTCHHU TecTtoBe 3a uHGpekmus cbe SARS-CoV-2 mpes
nocieHara cenMuia (MocaeIHUuTe 7 THH);

1.3. HUBO Ha M3CleABaHE B AbprkaBaTa — Opoil HampaBeHU M3CJIeIBaHUS 3a UH(EKIUI
cbc SARS-CoV-2 Ha 100 000 qymu oT HaceIeHUEeTO Tpe3 MmocyeIHaTa ceaMuIa (IoCciaeIHuTe
7 nHK);

1.4. unentudunupane Ha BapuaHT Ha SARS-CoOV-2, onpeneneH KaTto BapHaHT, Oyael]
,,0€3IIOKOMCTBO

1.5. numca Ha pgoctaTpbuHO HHQOpPMALMA, HA TMEPUOTUYHO AaKTyalIM3UpaHe Ha
nH(OpMAIUATA WA HA JIOCTOBEPEH M3TOYHHUK HA MH(OPMAITUS 3a aJICHa JbpKaBa.

2. IIBeTOBH 30HMU:

2.1. 3esena 30Ha:

2.1.1. ako kbM MOMEHTa Ha oreHKa 14-mgHeBHara 3abomsiemoct Ha 100 000 HaceneHue
e nmo-aucka ot 75 Ha 100 000 nHacenenue; unu

2.1.2. ako xbM MOMeHTa Ha oreHka 14-naeBnara 3aboisemoct Ha 100 000 HaceneHue
e Mexay 75 u 200 na 100 000 HaceneHue U CeIMHYHATA TMOJOXKUTEIHOCT Ha MPOBEICHUTE
nabopaTopHU U3CIIEIBAHUS € MO-HUCKa OT 4 %.

2.2. OpaH:ikeBa 30Ha:



2.2.1. ako KbM MOMEHTA Ha oreHka 14-mgHeBHara 3abomsemoct Ha 100 000 HaceneHue
e mexay 75 u 200 na 100 000 HaceneHue U ceIMUYHATa MOJIOKUTEITHOCT Ha IPOBEICHUTE
1abopaTopHU U3CIIEIBAHUS € T0-BUCOKA WU paBHA Ha 4 %; uin

2.2.2. ako KbM MOMEHTA Ha oneHka 14-mHeBHara 3a0omsgeMoct Ha 100 000 HaceneHue
e mexxay 200 u 500 na 100 000 Hacenenue.

2.3. YepBeHa 30Ha:

2.3.1. ako KbM MOMeEHTA Ha oneHka 14-mHeBHaTa 3a0oisgeMoct Ha 100 000 HaceneHue
e Hax 500 ga 100 000 Haceneunue.

2.3.2.mrcBa  J0CTaThuHO  HWH(OpPMALMSA, TEPUOIUYHO  aKTyalM3upaHe  Ha
uHpOpMaLuATa WIK JOCTOBEPEH M3TOUYHUK HA MH(OpMAIHMs 32 CHOTBETHATa AbP)KaBa, WIH
aKo HMBOTO Ha M3cenBaHe ¢ mo-Hucko oT 300 mpoou Ha 100 000 HaceneHue; Uau

2.3.3. ak0 B CHOTBETHAaTa AbpiKaBa ce pasmpocTpaHsBa BapuanT Ha SARS-CoV-2,
Oyzer ,,0€3MOKOMCTBO , B3eMalKH 110/l BHUMAHHE 00EMUTE HAa CEKBEHUPAHE W PABHUIIICTO UM
Ha MpeiaBaHe.

2.4. Tlpu HannmuHa uvH(OpMaIus 3a yCTaHOBEHA 3HAYMTEIHA HEraTMBHA MpPOMsHA B
enuJeMUYHaTa CUTyalllsl B ChOTBETHATa JbpiKaBa OT 3€JIeHa, OpaH)KeBa WJIM YepBEHa 30HA
WIA B OTICIHU HEHHM TEPUTOPWH, NpeAu oduIMaiHaTa MpoMsHA Ha I[BETOBaTa 30HA Ha
Ibp)KaBaTa Mo OTHOIICHHWE Ha MpHCTUTAIINUTE OT Hesl B PermyOnuka bearapus numa morar na
ObJar mpuiaranu crneuuIHA MPOTUBOCTIHIEMUYHH MEePKHU, 00siBeHU B [Ipunoxenue Ne 1.

3. CIMCBKBT Ha AbP)KaBUTE U TEPUTOPHUTE IO I[BETOBH 30HHU U AbP>KaBUTE, 32 KOUTO
€ YCTaHOBEHA 3HAYMTEJIHA HEeTraTWBHA NMPOMSHA B eNHUJEMUYHATa cUTyanmus 1o T. 2.4., ce
cbabpika B [Ipunoxxenue Ne 1.

3.1. CnucekbT mo T. 3 ce onpezaens Ha Oa3zara Ha MHoOpMaLuATa, TyOJMKyBaHA OT
EBporelickus IIeHTBp 3a MpeBeHIUs U KOHTpoi Ha 3abonsBanusta (ECDC) — 3a appxaBure
uaeHkd Ha EBpomeiickus cbio3 1 EBpomneiickoto nkonomuuecko npocrpanctso (EC u EUII),
ot CBeToBHara 37paBHa opraHu3anus U LIeHTspa 3a KOHTpON Ha 3a00JsBaHUATA — ATIIaHTA,
CAIII — 3a Bcuuk# IbprKaBu U Pa3MPOCTPAHCHUETO HA BAPUAHTH Ha ,,0€3MOKOMCTBO .

3.2. Beuuku abpkaBu, u3BbH EBpomnelickus c¢bto3 u EBpomneiickoro MKOHOMHYECKO
npoctpancTBo U Kondenepauus LlBeiinapusi, KOUTO HE MONajzaTr B Y€pBEHA 30HA, CHIVIACHO
nHpopMarusaTa o T. 3.1, ce cuuTar 3a Ibp’KaBU OT OpaHKeBa 30Ha.

3.3. CnuchKbT 1O T. 3 ce mperiek/Ia MePUOJUIHO | ITPH HE0OXOUMOCT ce OOHOBSBA
Ha BCeKH 14 1HM, a MpH BIIOLIABaHE HA EMMJIEMUYHATa CUTYyallUs B CbOTBETHA JbPKaBa MOXeE

Ja Cce OOHOBSIBa M IIO-YECTO.



3.4. UndopmarmsaTa no T. 3 ce HabIONaBa M MOATOTBS OT HanmoHaHUS LEHTBP MO
3apa3Hu ¥ Mapa3suTHU OO0IECTH.

4. BpeMeHHM MPOTUBOCHUAECMUYHM MEPKM 3a MPUCTUTAIM JIMLA, CbhOOpa3HO
LIBETOBUTE 30HU:

4.1. 3enena 30Ha — JUIaTa ce JONYCKAaT Ha TEPUTOPHITa Ha CTpaHaTa MpHU
npencrasgae Ha BanuaeH 1udpos COVID cepruduxkar na EC 3a BakcuHanums, 3a
npeboselyBaHe MM 3a MPOBEIEHO M3CIEABAHE MM Ha PABHOCTOEH WM aHaJOrMyeH
JOKYMEHT, ChIIbprKalll chiuTe nanau kato mudposus COVID ceprudukar va EC.

4.1.1. JIunaTa, KOUTO HE MPEACTABAT JOKYMEHT 110 T. 4.1 ce mocTaBsAT 1o KapaHTHHA
3a 10 1HU B 0Ma WJIM B JPYro MSCTO 32 HACTaHSABaHE, B KOETO JIMLETO € MOCOYMIIO, Y€ IIIe
npebuBaBa, ¢ NpeANUCaHUE, U3AaJeHO OT AMPEKTOpa Ha ChOTBETHATa PErHOHAJIHA 3/IpaBHA
MHCIEKINS WIN OIIPAaBOMOIIEH OT HEr0 3aMECTHUK-IUPEKTOP.

4.1.2. TloctaBeHOTO MO/ KapaHTHHA JiMIe 1o T. 4.1.1. MOXe Ja HampaBu HU3CIeIBaHE
[0 METOoJa Ha MOJMMEpPA3HO BepIKHa peakuus 3a nokasBaHe Ha COVID-19 wnu Obp3
aHTUT'€HEH TecT oT nocoyeHute B [Ipunoxxenue Ne 2 He no-paHo oT 72 yaca OT IPUCTUTAHETO
cM B cCTpaHata. B ciyualli Ha oTpuULaTeleH pe3yiaTaT OT IPOBEIEHOTO H3CIIE/IBAHE,
KapaHTWHATa Ha JIMIETO CE CYMTa 3a NPEyCTaHOBEHA OT JCHS Ha PETUCTPUPAHETO Ha
pesynrata B Hanmonannara nadopMaimonna cuctema 3a 6opoa ¢ COVID-109.

4.2. OpaH:keBa 30Ha — JuIaTa ce JOMYCKaT Ha TEPUTOpUATA Ha CTpaHaTra Ipu
npenacraBgHe Ha BamunaeH uugpoB COVID ceprupuxkar vHa EC 3a BakcuHauus, 3a
npebosieyBaHe WM 32 TPOBEICHO H3CIENBaHE WIM Ha PABHOCTOSH WM aHAJIOTUYCH
JOKYMEHT, ChIbpKalll chluuTe AaHHU Kato 1udpoBus COVID ceprudukar na EC.

4.2.1. JIunata, KOUTO HE MPEJCTABAT JOKYMEHT MO T. 4.2 ce MOCTaBAT MO KapaHTHHA
3a cpok oT 10 AHM B AOMa WM B JAPYro MsCTO 32 HACTaHSBAaHE, B KOETO JIMLETO € MOCOYMIIO,
ye me npebuBaBa, ¢ MpeANUCcaHue, U3JaJleHO OT AMPEKTOpa Ha ChOTBETHATa pPErMOHAIHA
3/IpaBHA MHCIIEKIIUS FITH OIIPABOMOIIIEH OT HETO 3aMECTHUK-THUPEKTOP.

4.2.2. TloctaBeHOTO MO/ KapaHTWHA JuIe 1o T. 4.2.1. Moxe &1a HampaBH H3CIeIBaHE
[0 MEeToJla Ha MOJMMEpa3sHO BeprkHa peakuus 3a jpokazBaHe Ha COVID-19 wmm Obp3
aHTUTEeHEH TecT OT nmocoueHuTe B [Ipunosxkenue Ne 2 He mo-paHo oT 72 yaca OT IPUCTUTAHETO
CH B CcTpaHaTa. B ciyuaii Ha oOTpHIareneH pe3yiaTaT OT TPOBENECHOTO H3CIEIBAHE,
KapaHTWHATa Ha JIMIIETO C€ CYUTAa 3a NPEyCTaHOBEHA OT JIEHS Ha PETUCTPUPAHETO Ha
pesynrara B Hanmonannara nagopmaronsa cucrema 3a 6op6a ¢ COVID-19.

4.3. YepBeHa 30HAa — JMIATa Ce JIONMyCKaT Ha TEPUTOpHITAa Ha CTpaHaTa MOpU

npencraBsae Ha BamuneH nuppoB COVID ceprupukar wa EC 3a BakcuHamms, 3a



npebojelyBaHe WIM 32 IPOBEIEHO M3CIEIBAaHE WIM Ha PABHOCTOEH WM aHAJIOTUYCH
JTOKYMEHT, ChAbpiKalll chinuTe faHau kato mudposust COVID ceprudukar Ha EC.

4.3.1. bbarapckure rpaKiaHu U JUIATa CbC CTATYT HA MOCTOSHHO, IBJITOCPOYHO HIIU
IPOABKUTENHO INpeOuBaBaHe Ha Teputopuara Ha PenyOsinka Bbiarapus u wieHoBe Ha
TEXHUTE CEMEICTBA, KOUTO HE MPECTABAT JOKYMEHT 1O T. 4.3 c€ MOCTABAT M0/ KapaHTHHA 32
cpok oT 10 aHM B 1OMa WM B IPYro MSCTO 3a HACTAHSBAaHE, B KOETO JIMLIETO € [I0COYMIIO, Ye
e npebuBaBa, ¢ IpeNMCaHUE, H3IAZACHO OT JAUPEKTOpa Ha ChOTBETHATa PErMOHAIHA
3JIpaBHA MHCIIEKLUS WU OIPAaBOMOILEH OT HETO 3aMECTHUK-TUPEKTOP.

4.3.2. TloctaBeHOTO MO/ KapaHTWHA JuIe 1o T. 4.3.1. MoXe J1a HampaBH HU3CIEIBaHE
[0 METOJla Ha MOJMMEpa3sHO BeprkHa peakuus 3a nokazBaHe Ha COVID-19 wmm Obp3
aHTUT'€HEH TecT OT nocoueHuTe B [Ipuiosxkenue Ne 2 He mo-paHo oT 72 yaca OT IPUCTUTAHETO
cu B cTpaHaTa. B ciyuail Ha oTpuuareneH pe3yiaTaT OT NPOBEIEHOTO H3CIEBaHE,
KapaHTHMHAaTa Ha JIMLIETO CE€ CYMTA 3a IpPEeyCTaHOBEHa OT JEHS Ha PEruCTPUpPAaHETO Ha
pesynrara B Hanmonannara nadopmManmonna cuctema 3a 6opoa ¢ COVID-109.

4.4. Jlunara, npucTuraiiy oT YKpaifHa, HE3aBUCUMO OT 30HATa, B KOATO JbprKaBaTa
rornaja KbM MOMEHTa Ha MPUCTUTaHETO UM, CE JIOIyCKaT B CTpaHaTa IpH IPEJICTaBsHE Ha
BayaeH mudpo COVID ceprudukar na EC 3a Bakcunanus, 3a npeOoJieyBaHe WM 3a
IIPOBEJICHO M3CJIEABAaHE WM HAa PAaBHOCTOEH WJIM aHAJOTMYEH JOKYMEHT, ChAbpiKalll ChIIUTE
nanau kato mudpoBus COVID ceprudukar va EC. Jlunata, kouTo He MpencTaBAT TaKbB
JOKYMEHT C€ MOCTaBsT MOJ KapaHTHHA 3a CpokK oT 10 IHM B AOMa WIM B JIPYro MACTO 3a
HacTaHsIBaHE, B KOETO JIMIETO € IOCOYMIIo, Ye 1ie MpeduBaBa, ¢ MpeANnucaHue, U3aaieHo OT
JUPEKTOpa Ha ChOTBETHATA pPErMOHAJIHA 3/lpaBHA WHCIEKLMS WJIM ONPABOMOIIEH OT HEro
3aMEeCTHUK-TUPEKTOP.

4.5. TlocTaBeHOTO MOJ KapaHTHHA JIMLE MO T. 4.4. MOXe J]a HallpaBU U3CIIEABAaHE MO
METO/1a Ha MOJIMMepa3Ho BeprukHa peakius 3a foka3BaHe Ha COVID-19 unu Obp3 aHTUTeHEH
TecT oT nocoueHure B Ilpunoxxenne Ne 2 He mo-paHo oT 72 yaca OT NMPUCTUTAHETO CU B
cTpaHata. B ciyyail Ha oTpHIlaTeneH pe3yaTar OT IPOBEACHOTO U3CIeABaHe, KApaHTUHATa Ha
JUIIETO C€ CYMTa 3a NpPEeyCcTaHOBEHa OT [JEeHS Ha pErucTpUpaHeTo Ha pe3ylrara B
Hanmonannara uagopmanmonsa cucrema 3a 6opda ¢ COVID-109.

5. Ha TeputopusaTa Ha cTpaHara ce IOMycKar, 0e3 Ja € HeOOXOAMMO J1a TPEJCTABAT
nokymenTH 3a COVID-19, He3aBUCHMO OT 30HaTa, OT KOATO MPUCTHTAT JIUIA, KOUTO ca:

5.1. Bomaun M CTIOApAM Ha aBTOOYCH, HM3BBPIIBAIIM MEXIYHApPOAEH MpPEeBO3 Ha

II'bTHUIIN,



5.2. BomauM Ha TOBAPHH aBTOMOOWIIM, KOWUTO U3BBPIIBAT WM IPUKIIOYBAT
MEX/1yHapoJIeH NPEBO3 Ha TOBapU M CTOKU IpU BIM3aHE Ha TepuTopusTa Ha PemyOnmka
bobarapus;

5.3. wIEHOBE Ha EKMNAXWUTE Ha IUIABaTeJIHU CBHAOBE M JIMIATA, AHTAKUPAHU C
NOJAPBKKATa Ha IJIAaBaT€IHUTE CbHJOBE, KOUTO IPHU BIM3AHETO CHU HA TEPUTOPUATA HaA
Peny6nuka bearapus u3nbaHABaT CIIy)KEOHUTE CU 3abIKEHHS,

5.4. 4JeHOBE Ha EKUIIAaXKa HA Bb3JyXOIUIABAaTEIHO CPEJICTBO, KOETO U3BBPIIBA MOJIETU
OT M JI0 JIeTHILA 3a OOLIECTBEHO IOJ3BaHE Ha Tepuropusta Ha Pemybmuka bbiarapus u
JULATa, aHTaKUPAHU C TEXHUYECKO OOCITY’)KBaHE Ha Bb31YyXOIIABAaTEIHU CPE/CTBA;

5.5. norpann4Hu pabOTHUIM (JIMIIA, KOUTO XUBEsAT B Peryonuka Beiarapus u mpryBar
BCEKHMIHEBHO WIH Hali-MaJIKO BEIHBXK CEAMUYHO J0 AbpKaBa-uwicHKa Ha EBpornelickus cblo3,
Penyonuka Typrus, Penyonuka Cepbust wnm Penybnuka CeBepna Makenonus, ¢ 1en
yIpaXXHsIBaHE Ha JIEHHOCT Karo HA€TO WJIM KaTO CaMOCTOSITEJIHO 3a€TO JIMIIE, KaKTO U JIMILA,
KOMTO KUBESAT B IOCOYEHUTE JIbP’KaBU M I'bTYBAaT BCEKMJIHEBHO WJIM Hal-MaJIkO BEIHBK
cenmuuHo 10 Penmybnuka bbarapus ¢ men ynpakHsBaHe Ha JIEHHOCT KaTO HAeToO WJIM KaTo
CaMOCTOSITEJIHO 33€TO JIULE);

5.6. ydeHuWIM, CTYIEHTH M JOKTOPAHTH, KOWTO >XHMBeAT B PemyOnmka I'bpums,
Penyomuka Typrus, Pemyonuka CepoOusi, Penyonuka CeBepHa Makenonuss u PymMbHUS H
nbpTyBar 10 PenyOnuka bbarapus c nen oOydyeHue, YHIOCTOBEPEHO C JOKYMEHT OT
CBhOTBETHOTO Y4€OHO 3aBe/IEHUE, KAKTO M YUEHUIH, CTY/IEHTH U JJOKTOPAHTH, KOUTO KHUBEAT B
Penybnuka bwarapus m nberyBar o PemyOnuka ['bpruus, Penybnuka Typuus, PemyOnuxa
CopOusi, Penyonuka CeBepHa Makenonus u PymbHuS ¢ 1ien oOydeHue, YIOCTOBEPEHO C
JOKYMEHT OT ChOTBETHOTO Y4eOHO 3aBE/ICHUE;

5.7. nuIia, KOUTO MPEMUHABAT TPAH3UTHO Ipe3 TepuTopusara Ha PenyOnuka beirapus,
B Cly4yaWTe, KOraTo MOXKE Jia Ce TapaHTHUpa He3a0aBHOTO HaIyCKaHe Ha TEPUTOpHUATA Ha
Peny6nuka bearapus;

5.8. mena 1o HaBbpIBaHE HA 12-roAMITHA BH3PACT.

6. Jluumara, ¢ M3KIIOYEHHE HA Te3W MO T. S, ce JOMYCKAaT Ha TEpUTOpUATa Ha
Peny6nuka bearapus camo mpe3 cielHUTe IPaHUYHU KOHTPOJIHO-TIPOITYCKAaTeIHU yHKTOBE
(UKTIII): T'KIII ,,Aeporapa byprac®; I'KIIII ,,Aeporapa Bapua®; I'KIIII ,,Aeporapa
[Tnoeous®; I'KIIII ,,Aeporapa Codus“ (Tepmunan 1 u Tepmunan 2); I'KIIIIT , ITpucranumie
byprac*; I'KIIII , ITpucranume Bapna®; I'KIII ,,Bunun®; I'KIII ,,Bpbmka gyka; I'KIIIT
wHAypankynak; T'KIIIT Tremeso; I'KIHI ,3marapeso®; I'KII ,Jnuunen; ['KIII
nwKanoruna®; ['KIII ,Kanutan Amnapeeo®; I'KIII ,Kanutan Iletko BoiiBoma‘; TI'KIIII



»Kapgam*; I'KIIII ,,Kynarta*; ['KIIII ,,JIecoo*; I'KIIIT ,,Makaza*; ['KIIII ,,Manko TepHOBO®;
['KIII ,,Ontomanuu®; TKIII ,,Opsxoso®; T'KIII ,,Pyce*; I'KIII ,,Cunuctpa*; TKIIII
,»ComoBuT-Huxonon*; I'KIIII ,,Ctanke JIucuukoo* u I'KIIII ,,Ctpe3aumupoBim®.

7. Arennus ,,IIbTHa HHPpPACTPYKTypa“ onpeness MACcTO, Ha KOETO TPpsOBa Aa MpecTosT
TOBAPHUAT aBTOMOOWJI M BOAAYBT JO OTMAJaHE Ha ChOTBETHATa 3a0paHa B CIy4yauTe, MPHU
KOWTO BOJAUYUTE HA TOBAPHU aBTOMOOWJIM, MPEBO3BAaIM TOBAPH M CTOKH, NMPEIHA3ZHAYCHH 32
JIPYTH AbpKaBH, Mopaau 3a0paHa OT CTpaHa Ha JbprKaBa, rpaHMYHa Ha PeryOnuka bwirapus,
HE MOTar Jia HaIlyCHAaT CTpaHara.

8. Ilpu ycranossiBane Ha mbTHUK ¢ COVID-19 na Gopaa Ha BB3IyXOIUIABATEIHO
CPEICTBO, KOETO € KallHaJl0 Ha TepuTopusita Ha PemyOmmka bbearapus, uieHoBeTe Ha
KaOuHHUS ekunax, oocmyxBan nbTHHKA ¢ COVID-19, He ce mmanupar 3a cieaBail MoOJeT,
KaTo Ce IMOCTaBAT IO/ KapaHTHHA 3a CPOK OT 7 JIHU C MpEANucaHue, U3JaJAeHO OT JUPEKTOpa
Ha ChOTBETHATA PETHOHATHA 3/IpaBHA MHCIICKIIMS WJIM OT ONPABOMOIIEH OT HETO 3aMECTHHUK-
TUPEKTOP.

9. Ilo cmuchiIa HA Ta3H 3aMOBE;

9.1. ,JIwpxkaBata (TepHTOpHATA), OT KOATO JHUIETO IPUCTHUTA € JIbpKaBaTa
(TepuTopusiTa) - HAUATHA TOYKA Ha HETOBOTO OTITETYBAaHE, HE3aBHCUMO OT IIPECTOS, CBBP3aH C
TPaH3UTHOTO MY IIPEMUHABaHE TIPe3 IPYTH IbPKABU M0 BpeMe Ha MPUABIKBAHETO MY.

9.2. ,,Banmunen mudppo COVID ceprudukar Ha EC 3a BakcuHaLUs UM aHAJIOTHYEH
Ha HEro JJOKYMEHT e:

9.2.1. nmoxyMmeHT 3a 3aBBPIICH BakCcUHAIMOHEH Kypc cpenry COVID-19, Bamuaen ot
15-tust nen go 270-THs IeH OT jAaTaTa Ha TOCTaBsHE Ha TOcienHara 103a. JloOKyMEeHTBT
TpsOBa Ja ChAbpKA MMEHATa Ha JIMIETO, M3MUCAaHW Ha JIATUHUIIA, CHIJIACHO JOKYMEHTa 3a
CaMOJIMYHOCT, C KOWTO MbTYBa, JaTa Ha pakJaHe, JaTa Ha KOSITO € MOCTaBeHa IMoclieHaTa
nosiydeHa jo3a Bakcuna cperry COVID-19, nopenen Homep Ha 03aTa, KakTo U o0mmIus Opoii
703U TIpH BaKCHHU, KOUTO C€ TIOCTaBAT JIBYKPAaTHO, THPIOBCKO HAMMEHOBAaHWE Ha
nocraBeHara BakcuHa cpemy COVID-19, HaumeHoBaHuE Ha MPOU3BOAUTENS/IPUTEKATENS Ha
paspeimieHueTo 3a ymorpeba, AbpikaBaTa, B KOSTO € U3JaJeH U HAUMEHOBAHHUETO Ha
W3/laBaliusl KOMIIETEHTEH opraH, a 3a cepTudukara Ha EC — W HEroBust yHHUKalleH
uACHTH(UKATOP. 3a 3aBBPIICH BaKCHHAIIMOHEH KypC Ce IPHEeMa MOCTaBIHETO HA ChOTBETEH
Opoit no3m ot maaena BakcuHa cpenty COVID-19, mocouenn B Ilpumoxenme Ne 3. 3a
3aBBPIICH BAaKCHHAIMOHEH KypC C€ CUMTa U KOMOWHUPAHMSIT MPUEM Ha €llHa J103a BaKCHHA
Vaxzevria/ AZD1222 ¢ enna no3a Bakcuaa Comirnaty/ BNT162b2 (Pfizer-BioNTech Covid-
19 vaccine).



0.2.2. nOKyMEHT 3a IOCTaBeHa IOMbIHUTENHA (OycTepHa) 1032 BaKCHMHA CpPEILy
COVID-19 cnen 3aBbpiieH BakCHHAIIMOHEH Kypc. JJOKyMeHTHT TpsiOBa J1a ChabpKa HMEHATa
Ha JIMIETO, U3MUCAaHN Ha JIATUHUIA, CHIIIACHO JOKYMEHTA 32 CAMOJIUYHOCT, C KOMTO MbTYBA,
JaTa Ha paxKaaHe, JaTa Ha KOSATO € MOoCcTaBeHa OycTtepHara jo3a BakcuHa cpenry COVID-19,
MOpEeICH HOMEP Ha J]03aTa, KaKTO U 00IIus Opoii 103U BAaKCHHU, THPrOBCKO HANMEHOBAHHE Ha
nocraBeHara BakcuHa cperry COVID-19, naumeHoBaHMe Ha TPOU3BOJUTENS/ TIPUTEkKATEIS HA
paspeiieHueTo 3a ymorpeba, AbpikaBaTa, B KOSTO € HU3JaJeH U HAMMEHOBAHHUETO Ha
u3/aBallisl KOMIIETEHTEH opraH, a 3a ceptudukara Ha EC — u HeroBusi yHHKalleH
UACHTU(DUKATOP.

9.3. ,,Bamunen mudpoB COVID ceprudukar na EC 3a npeboneayBane™ e JOKyMEHT,
KOWTO yI0CTOBEpsiBa, e nuieTo e npedoneaysaso COVID-19 u koiiTo e BanuaeH 3a nepuoa
ot 11-tust go 180-Tust neH, cYMTaHO OT JaTaTa Ha IMPOBEIECHOTO M3CIICJIBAHE, BIIMCAHA B
nokymenTa. CepTuuKaThT TpssOBa Jla ChAbPKAa HMEHATA Ha JIMICTO, U3IMCAHU HA JIATUHUIIA,
CBITIACHO JOKYMEHTA 32 CaMOJHMYHOCT, C KOWTO IbTYBA, JlaTa Ha paKIaHE, JaTa Ha MIbPBUS
nonoxkurened pesynrat or NAAT uscnenBaHe Wi Jata Ha MbPBUS MOJIOKUTEICH PE3yNTaT
0T OBbp3 TECT 3a aHTUT'EHH, BKJIIOUEH B of00peHus oT Komurera 3a 31paBHa CUTYPHOCT OOII
cnucbk Ha EC nHa TectoBere 3a anturenn Ha COVID-19 u u3BbpuieH OT MEIUIIMHCKH
CHCIMAIMCTH WM KBATU(UIIUPAH TECTBAIl MEPCOHAT W ToJiokuTeneH pesynrat (Positive),
JAaHHW 3a OpraHa, M3/aBalll JOKYMEHTa, Jbp)KaBa, B KOATO € HANpaBEHO HU3CJIEIBAHETO U
HEroBUsS YHHKAJeH uaeHTHuduKatop. ,lM3cnensane NAAT® o3HauaBa MOJEKYISIPHO
u3clieBaHe 3a amIUM(UKAIMS Ha HYKJICHMHOBH KHUCEIIMHHW, KaTO HAIpHMeEp MOoJIMMepa3Ha
BEpMIKHA peakius ¢ ooparHa TpanckpunTasa (RT-PCR), nukinuno MeauupaHa u30TepMUYHA
ammmudukanys (LAMP) 1 TeXHUKH ¢ TpaHCKPUITIIMOHHO MeauupaHa ammuudukanus (TMA),
W3MOJI3BaHU 332 OTKPUBAHE Ha HAIMYMETO Ha puOOHYKIenHoBa kucennHa Ha SARS-CoV-2
(RNA).

9.3.1. Anaornuen Ha mudpous COVID ceprudukar vHa EC 3a mpebosenyBane
JIOKYMEHT € JIOKYMEHT, KOMTO YJ0CTOBepsiBa, 4e Jmietro € mpedonenyBano COVID-19, u
KOWTO € BalM€eH 3a nepuoaa ot 11-tus no 180-Tus 1eH, cuuTaHo OT Aarara Ha MPOBEACHOTO
u3cle/BaHe, BIUCaHa B JOKyMeHTa. JJOKyMeHTHT TpsOBa /a ChabpKa MMEHATa Ha JUIETO,
CBIJIACHO JOKYMEHTA 33 CAMOJIMYHOCT, ¢ KOWTO MBTYBa, JaTa Ha paxkJaHe, JaTa Ha IMbPBUS
noyioxkuteneH pe3yiarar or PCR wm3cnenBane wim oT Obp3 aHTUTEHEH TECT M TOJOKUTEIICH
pesynratr (Positive), nmaHHuM 3a JIe4eOHOTO 3aBelEHUE, W3BBPIIMIO H3CIEIBAHETO
(HanMeHOBaHUe, aPeC WU JPYTH JaHHU 3a KOHTAKT) WU 32 OpraHa, W3/1aBalll JOKyMEeHTa U

ABbpiKaBaTa, B KOATO € HAIIPABEHO U3CJIICABAHCTO.



9.4. ,,Baimaen mudpoB COVID ceprudukar na EC 3a uscnensane’ win aHajloruyeH
Ha HErO JIOKyMEHT € JIOKyMEHT, MOKa3Balll OTPULIATEeNICH Pe3yaTaT OT MPOBEJCHO /10 72 yaca
IIpey BIM3aHETO B CTpAaHaTa M3CIIEABAHE 10 METO/1a Ha MOJIMMEPa3Ha BEPHXKHA PEAKLIUs WIIH
OTpULIATEeJIEH pe3yiaTaT OT MpoBeleH 10 48 daca mIpeAau BIM3aHETO B cCTpaHara Obp3
AHTUTEHEH TECT, CYMNTAHO OT JaraTa Ha NMpoOoHabUpaHe, BIUCaHA B IOKyMeHTa. JJOKyMEHTHT
TpsaOBa Ja ChIbpXKAa MUMEHATa Ha JIMIETO, U3MUCAHM HA JIATMHUIA, CHIJIACHO JOKyMEHTa 3a
CaMOJINYHOCT, C KOHTO IMbTyBa, JaTa Ha paKJaHe, BMJ Ha H3CIEABAHETO, U3IHUCAH Ha
naruauna meron (PCR wmmu RAT) u orpumarenen pesynrar (Negative), mata u yac Ha
B3eMaHe Ha Ipoba 3a M3CleABaHE, THPrOBCKO HAMMEHOBAHUE M TMPOHM3BOJIUTEN HA TecTa
(3aABIDKUTEITHO 3a OBp3uTe AQHTUTCHHU TECTOBE), HAaMEHOBaHHE Ha
nabopaTopusTa/aeyeOHOTO 3aBEJCHUE, W3BBPIIMWIO H3CIE/BAHETO, Ibp)KaBa, B KOATO €
HalpaBeHO U3CIEeIBAaHETO U OpraH, u3jan ceprudukara/goKkyMenTa, a 3a ceprudukara Ha EC
— M HETOBUS YHUKAJICH UACHTU(DUKATOP.

10. 3a paBuocroitnn Ha uu¢ppoBus COVID ceprudukxar na EC ce mpuemar u
YCTAaHOBEHUTE 3a CEKBUBAJEHTHM OT EBporeiickaTa KOMHCHS C aKT 3a HU3IIbJIHEHUE
ceprudukatu 3a COVID-19, usnanenu ot Tpera 1bpxkKaBa B CbOTBETCTBUE ChC CTaHIAPTH U
TEXHOJIOTUYHU CHUCTEMH, KOWUTO Ca OIEPaTUBHO CHBMECTHMH C paMKara 3a JOBEpHe 3a
Hudposus COVID ceprudpukar Ha EC. CnuchKkbT Ha ABpKaBUTE (TEPUTOPUUTE), YHHTO
cepTU(UKATH 3a BaKCHHaLMA, u3ciensaHe u npedosnenysane Ha COVID-19 ce cuurar 3a
paBHocTOMHY Ha 1udposust COVID ceprudukar Ha EC e nocouen B [lpunoxenue Ne 4.

1. 3amoBex Ne PJ1-01-49 ot 28.01.2022 r., m3menena cbe 3anoen Ne PJ[-01-68 ot
03.02.2022 r., 3anoBex Ne P/1-01-85 ot 15.02.2022 r., 3amoBen Ne P/1-01-109 ot 25.02.2022
r. u 3anoBeg Ne P/[-01-114 ot 1.03.2022 r. ce oTMEHS.

I1l. 3anmoBenTta na ce my0GnMKyBa Ha MHTEPHET CTpaHMIATa HAa MUHHMCTEPCTBOTO Ha
3JIpaBEONa3BaHETO.

3anoBeATa MOJJIEKM Ha OOXaJlBaHE B €JHOMECEYEH CPOK OT MYOJMKYBaHETO Ha
WHTEpHET CTpaHWIata Ha MUWHHCTEPCTBOTO Ha 37paBEOINa3BaHETO, TPEA CHOTBETHHS

AIMUHUCTPATUBCH CHJ 11O p€aa Ha AI[MI/IHI/ICTpaTI/IBHOHpOHecyaJIHI/IH KOICKC.

9.3.2022r.

X Mpod. AceHa CepbesoBa

Signed by: Asena Hristova Serbezova

ITPO®. ACEHA CEPBE30BA, /I®

Munucmvp na 30paseonazéanemo



IIpniaoxenne Ne 1 kpm 1. 1, 3

CnucbK Ha AbpP:KaBUTE U TEPUTOPHHTE MO LIBETOBH 30HHU, M HA Ibp:KaBUTeE, 32

CMaAeMHUYHaTa CUTyaluus

3eJieHa 30HA:

Opan:xeBa 30Ha:

KOUTO € HaJIule ](lH(l)OpMaIII/Iﬂ 3a yYCTaHOBCHA 3HAYMTE/IHA HEraTuBHa IIpoMsiHA B

Bcuukn ABPrKaBU U3BBH 3CJICHA U YCPBCHA 30HA.

YepBeHna 30Ha:
ABcTpanus
ABcTpus
AHzopa
Adranucran
bap6anoc
baxpein
benrus
bepmyna
bpynen
byran
Benukobpuranus
Buernam
I'epmanus
I'uOpanrap
I'py3us
I'sprus
Janus
JomuHMKa
Ecronns
N3spaen
Upnannus

Wcnannus

Hcnanus
Uramus
ﬁopﬂaHHﬂ
KaiimanoBu octpoBu
Kunsp
Kopelickata HapogHO-1€eMOKpaTHYHa
pernyoirka
Kocra Puxa
JlaTBusa

JInTBa
JImxTeHmana
JIrokcemMOypr
Maspununii
Manxnusu
Monako
Hunepnannus
Hosa 3enannusg
Hoga Kanenonus
Hopserus
OctpoB Man
[Tamay

[Topryranus



Peny6nuka Kopes
PymbHus

Pycus

Can MapuHo

Cen I1uep u Mukenon
Cunramnyp

CnoBakus

CnoBeHnus

CppOus

Tanzanus

Tonra

Typuus

VYkpaiina

Ypyrsai

®apbOpCKH OCTPOBHU
Dunnagaus
Opanuus

®pencka [lonunesus
XbpBaTcka

Yexus

Yunu

[IBennapus

Snonusa



Ipuioxenne Ne 2 kpm T. 1, 4.1.2

HaumeHoBaHue Ha TecTa

IIpoussoagure

COVID-VIRO® Rapid antigen test COVID-19

AAZ-LMB

Panbio™ COVID-19 Ag Rapid Test

Abbott Rapid Diagnostics

Cora Gentest-19

ABIOTEQ

Accu-Tell SARS-CoV-2 Ag Cassette

AccuBioTech Co.,Ltd

SARS-CoV-2 Antigen Rapid Test

Acon Biotech (Hangzhou) Co., Ltd

Flowflex SARS-CoV-2 Antigen Rapid Test

ACON Laboratories, Inc.

AESKU.RAPID SARS-CoV-2

AESKU.DIAGNOSTICS GmbH & Co,
KG

TestNOW® - COVID-19 Antigen Test

Affimedix Inc.

AMP Rapid Test SARSCoV-2 Ag

AMEDA Labordiagnostik GmbH

Rapid COVID-19 Antigen-Test (colloidal Gold)

Anbio (Xiamen) Biotechnology Co.,
Ltd

COVID-19 (SARS-CoV-2) Antigen Test Kit (Colloidal
Gold)

Anhui Deep Blue Medical Technology
Co., Ltd

COVID-19 (SARS-CoV-2) Antigen Test Kit (Colloidal
Gold) — Nasal swab

Anhui Deep Blue Medical Technology
Co., Ltd

New Coronavirus (COVID-19) Antigen Rapid Test

Anhui Formaster Biosci Co., Ltd

mariPOC SARS-CoV-2

ArcDia International Ltd

mariPOC Respi+

ArcDia International Oy Ltd

mariPOC Quick Flu+

ArcDia International Oy Ltd

Artron COVID-19 Antigen Test

Artron Laboratories Inc.

Asan Easy Test COVID-19 Ag

Asan Pharmaceutical Co., Ltd

ECOTEST COVID-19 Antigen Rapid Test Device

Assure Tech. (Hangzhou) Co., Ltd.

Ksmart® SARS-COV2 Antigen Rapid Test

Avalun

COVID-19 Antigen Rapid Test

AXIOM Gesellschaft fiir Diagnostica
und

Biochemica mbH

BD Veritor™ System for Rapid Detection of SARS-
CoV-2

Becton Dickinson

BD Kit for Rapid Detection of SARS-CoV-2

Becton Dickinson

Novel Coronavirus 2019nCoV Antigen Test (Colloidal

Beijing Hotgen Biotech Co., Ltd




Gold)

Coronavirus (2019-nCoV)-Antigentest

Beijing Hotgen Biotech Co., Ltd

Novel Coronavirus (SARS-CoV-2) Antigen Rapid Test
Kit

Beijing Jinwofu Bioengineering

Technology Co.,Ltd.

COVID19 Antigen Rapid Test Kit

Beijing Kewei Clinical Diagnostic
Reagent Inc

SARS-CoV-2 Antigen Rapid Test Kit

Beijing Lepu Medical Technology Co.,
Ltd

COVID-19 Antigen Rapid Test

Beijing O&D Biotech Co., Ltd

Wantai SARS-CoV-2 Ag Rapid Test (colloidal gold)

Beijing Wantai Biological Pharmacy
Enterprise Co., Ltd

CoviGnost AG Test Device 1x20

BioGnost Ltd

SARS-CoV-2 Antigen Rapid Test Kit (Fluorescence

Immunochromatography)

BIOHIT HealthCcare (Hefei) Co., Ltd.

SARS-CoV-2 Antigen Rapid Test (Colloidal Gold
Method)

BIOHIT HealthCcare (Hefei) Co., Ltd.

SARS-CoV-2 Ag Rapid Test BioMaxima SA

Biomerica COVID-19 Antigen Rapid Test ] ]
Biomerica Inc.

(nasopharyngeal swab)

NowCheck COVID-19 Ag Test BIONOTE

CORONAVIRUS AG RAPID TEST CASSETTE BIO-RAD

COVID19Speed-Antigen Test BSD_0503

BioSpeedia International

BIOSYNEX COVID-19 Ag BSS

BIOSYNEX S.A.

BIOSYNEX COVID-19 Ag+ BSS

BIOSYNEX SA

SARS-CoV-2 Antigen Test Kit (colloidal gold method)

BIOTEKE CORPORATION (WUXI)
CO., LTD

biotical SARS-CoV-2 Ag Card

Biotical Health S.L.U.BIOTICAL
HEALTH S.L.U

AFIAS COVID-19 Ag

Boditech Med Inc

Rapid Response COVID-19 Antigen Rapid Test

BTNX Inc

CerTest SARS-CoV-2 Card test

CerTest Biotec

CHECK UP SARS-COV-2 NASAL ANTIGEN RAPID
TEST

Cesna Biyoteknoloji Arastirma

Gelistirme Laboratuvar




Sist.Ins.Miih.Dan.San.Tic.Ltd.Sti

CHECK UP SARS-COV-2 NASOPHARYNGEAL
RAPID ANTIGEN TEST

Cesna Biyoteknoloji Aragtirma
Gelistirme Laboratuvar

Sist.Ins.Miih.Dan.San.Tic.Ltd.Sti

CHIL COVID-19 Antigen Rapid Test (Nasopharyngeal /
Oropharyngeal SwabCasette)

Chil Tibbi Malzeme Sanayi ve Ticaret
Limited Sirketi

2019-nCoV Antigen Test Kit

Chongging M&D Biotechnology Co.
Ltd

Coretests COVID-19 Ag Test

Core Technology Co., Ltd

OnSite COVID-19 Ag Rapid Test

CTK Biotech, Inc

Test Rapid Covid-19 Antigen (tampon nazofaringian)

DDS DIAGNOSTIC

COVID-19 Antigen Detection Kit

DNA Diagnostic

Dréger Antigen Test SARS-CoV-2

Driger Safety AG & Co. KGaA

Dynamiker SARS-CoV-2 Ag Rapid Test

Dynamiker Biotechnolgy(Tianjin) Co.,
Ltd.

Edinburgh Genetics ActivXpress+ COVID-19
Antigen Complete Testing Kit

Edinburgh Genetics Limited

EBS SARS-CoV-2 Ag Rapid Test

Eurobio Scientific

ESPLINE SARS-CoV-2

Fujirebio

GA CoV-2 Antigen Rapid Test

GA Generic Assays GmbH

Virusee® SARS-CoV-2 Antigen Rapid Test (Colloidal
Gold)

Genobio Pharmaceutical Co., Ltd.

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

Genrui Biotech Inc

GenSure COVID-19 Antigen Rapid Test Kit

GenSure Biotech Inc

SARS-CoV-2 Antigen (Colloidal Gold)

Getein Biotech, Inc

One Step Test for SARSCoV-2 Antigen (Colloidal Gold)

Getein Biotech, Inc.

Novel Coronavirus (2019- nCoV) Antigen Test Kit

(Colloidal gold immunochromatography)

Glallergen CO., LTD

SARS-CoV-2 Antigen Kit (Colloidal Gold)

Goldsite Diagnostic Inc.

GENEDIA W COVID-19 Ag

Green Cross Medical Science Corp.

2019-nCoV Antigen Test Kit (colloidal gold method)

Guangdong Hecin Scientific, Inc.

COVID-2019-nCoV Ag Rapid TestDetection
Kit (ImmunoChromatography)

Guangdong Longsee Biomedical Co.,
Ltd.




COVID-19 Ag Test Kit

Guangdong Wesail Biotech Co. Ltd

Wondfo 2019-nCoV Antigen Test (Lateral Flow Method)

Guangzhou Wondfo Biotech Co., Ltd

COVID-19 Antigen Rapid Test Device (Colloidal Gold)

Hangzhou Lysun Biotechnology Co.
Ltd

COVID-19 Antigen Rapid Test

Hangzhou AllTest Biotech Co., Ltd

COVID-19 Antigen Rapid Test Cassette(Nasal Swab)

Hangzhou Biotest Biotech Co., Ltd

COVID-19 Antigen Rapid Test Casette

Hangzhou Clongene Biotech Co., Ltd

Covid-19 Antigen Rapid Test Kit

Hangzhou Clongene Biotech Co., Ltd.

COVID-19/Influenza A+B Antigen Combo Rapid Test

Hangzhou Clongene Biotech Co., Ltd.

Immunobio SARS-CoV-2
Antigen ANTERIOR NASAL Rapid Test Kit (minimal

invasive)

Hangzhou Immuno Biotech Co., Ltd

SARS-CoV2 Antigen Rapid Test

Hangzhou Immuno Biotech Co., Ltd

Redtest Professional SarsCoV-2 Antigen Rapid Test
(Covid-19 Ag)

Sigmed Sp. z o.0.

COVID-19 Antigen Test Cassette

Hangzhou DIAN Biotechnology Co.,
Ltd.

LYHER Novel Coronavirus (COVID-19) Antigen Test
Kit (Colloidal Gold)

Hangzhou Laihe Biotech Co.

COVID-19 Antigen Rapid Test Device (Colloidal Gold)

Hangzhou Lysun Biotechnology Co.
Ltd

SARS-CoV-2 Antigen Rapid Test Cassette

Hangzhou Sejoy Electronics &

Instruments Co.Ltd

Covid-19 Antigen Test Cassette

Hangzhou Testsea Biotechnology Co.,
Ltd.

Coronavirus Ag Rapid Test Cassette

Healgen Scientific

CLINITEST Rapid COVID-19 Antigen Test

Siemens Healthineers

Corona Virus (COVID-19) Antigen Rapid Test (Colloidal
Gold)

Hoyotek Biomedical Co.,Ltd.

SARS-CoV-2 Antigen Test Kit

Hubei Jinjian Biology Co., Ltd

Humasis COVID-19 Ag Test

Humasis

Innova SARS-CoV-2 Antigen Rapid Qualitative Test

Innova Medical Group.Inc

Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette

Innovation Biotech(Beijing) Co.Ltd




(Nasal swab)

Rapid SARS-CoV-2 Antigen Test (nasopharyngeal

specimen)

InTec PRODUCTS, INC.

Novel Corona Virus (SARSCoV-2) Ag Rapid Test Kit

Jiangsu Bioperfectus Technologies Co.,
Ltd.

COVID-19 Antigen Rapid Test Cassette (Colloidal Gold)

Jiangsu Diagnostics Biotechnology Co.,
Ltd

SARS-CoV-2 antigen Test Kit (LFIA)

Jiangsu Medomics medical technology
Co.,Ltd.

SARS-CoV-2 Antigen Test Cassette

Jiangsu Mole Bioscience CO., LTD.

COVID-19 Ag Rapid Test Device

Jiangsu Well Biotech Co., Ltd.

COVID-19 Rapid Antigen Test (Colloidal Gold)

Joinstar Biomedical Technology Co.
Ltd

Covid-19 Antigen Schnelltest (Colloidales Gold)

IEDAU INTERNATIONAL GMBH

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

immunochromatography)

JOYSBIO (Tianjin) Biotechnology Co.,
Ltd.

SARS-CoV-2 Antigen Rapid Test Kit

Labnovation Technologies Inc.

COVID-19 Antigen Test Kit (Colloidal Gold)

LINKCARE (NANTONG DIAGNOS
BIO)

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

Lumigenex (Suzhou) Co., Ltd

QuickProfile™ COVID-19 Antigen Test

LumiQuick Diagnostics Inc.

LumiraDx SARS-CoV-2 Ag Test

LumiraDX

MEDsan SARS-CoV-2 Antigen Rapid Test

MEDsan GmbH

SARS-CoV-2 Antigen Rapid Test Cassette

Merlin Biomedical (Xiamen) Co., Ltd.

MEXACARE COVID-19 Antigen Rapid Test MEXACARE GmbH
mo-screen Corona Antigen Test moLab
COVIOS Ag COVID-19 Antigen Rapid Diagnostic Test Mologic Ltd

Rapid SARS-CoV-2 Antigen Test Card

MP Biomedicals

NADAL COVID -19 Ag +Influenza A/B Test

Nal von minden GmbH

NADAL COVID -19 Ag Test

Nal von minden GmbH

StrongStep® SARS-CoV-2 Antigen Rapid Test

Nanjing Liming Bio-Products Co., Ltd.

Novel Coronavirus (2019- nCoV) Antigen Testing Kit
(Colloidal Gold)

Nanjing Norman Biological

Technology Co., Ltd.




SARS-COV-2 Nucleocapsid (N) Antigen Rapid
Detection Kit (Colloidal gold method)

Nanjing Synthgene Medical
Technology Co., Ltd.

FREND COVID-19 Ag

NanoEntek

NanoRepro SARS-CoV-2 Antigen Rapid Test

NanoRepro AG

MARESKIT COVID-19 ANTIGEN RAPID TEST KIT

NESAPOR EUROPA SL

COVID-19 Antigen Detection Kit

New Gene (Hangzhou) Bioengineering
Co., Ltd.

Ninonasal

NG Biotech

SARS-CoV-2 Antigen Rapid Test

Novatech

CAT

Oncosem Onkolojik Sistemler San. ve
Tic. A.S.

GeneFinder COVID-19 Ag Plus Rapid Test

OSANG Healthcare Co., Ltd.

PCL COVID19 Ag Rapid FIA

PCL Inc.

PCL COVID19 Ag Gold

PCL Inc.

SARS-CoV-2 Antigen Detection Kit (Colloidal Gold
Immunochromatographic Assay)

PerGrande Bio Tech Development Co.,
Ltd.

Exdia COVI-19 Ag

Precision Biosensor Inc.

Rapid Test Ag 2019-nCov

Prognosis Biotech

SARS-CoV-2 Antigen Rapid Test

(Immunochromatography)

Qingdao Hightop Biotech Co. Ltd

SARS-CoV-2/Flu A+B/RSV Antigen Rapid Test

Qingdao Hightop Biotech Co. Ltd

Sofia SARS Antigen FIA

Quidel Corporation

LIAISON® Quick Detect Covid Ag Assay

Rapid Pathogen Screening, Inc

SARS-CoV-2 Rapid Antigen Test

Roche (SD BIOSENSOR)

SARS-CoV-2 Rapid Antigen Test Nasal

Roche (SD BIOSENSOR)

COVID-19 Antigen Rapid Test Kit (Swab)

Safecare Biotech (Hangzhou) Co. Ltd

Multi-Respiratory Virus Antigen Test Kit (Swab)
(Influenza A+B/COVID-19)

Safecare Biotech (Hangzhou) Co. Ltd

SARS-CoV-2 Rapid Antigen Test (Colloidal Gold
Method)

Sansure Biotech Inc

ScheBo SARS CoV-2 Quick Antigen

ScheBo Biotech

ScheBo SARS CoV-2 Quick ANTIGEN (Colloidal Gold
Method)

ScheBo Biotech

STANDARD Q COVID-19 Ag Test Nasal

SD Biosensor Inc




STANDARD F COVID-19 Ag FIA

SD BIOSENSOR Inc.

STANDARD Q COVID-19 Ag Test

SD BIOSENSOR Inc.

V-Chek SARS-CoV-2 Ag Rapid Test Kit (Colloidal
Gold)

SGA Medikal

V-Chek SARS-CoV-2 Rapid Ag Test (colloidal gold)

SGA Medikal

SARS-CoV-2 Antigen Test Kit

Shenzen Ultra-Diagnostics Biotec Co.,
Ltd

SARS-CoV-2-Antigen Rapid Detection Kit

Shenzhen CAS Envision Medical
Technology Co., Ltd

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

Shenzhen Dymind Biotechnology Co.,
Ltd

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

Shenzhen Huian Biosci Technology
Co., Ltd

SARS-CoV-2 Antigen Test Kit (GICA)

Shenzhen Kisshealth Biotechnology
Co., Ltd

Green Spring SARS-CoV-2 Antigen-Rapid test-Set

Shenzhen Lvshiyuan Biotechnology
Co., Ltd.

SARS-CoV-2 Antigen Test Kit (Colloidal Gold

Chromatographic Immunoassay)

Shenzhen Microprofit Biotech Co., Ltd

SARS-CoV-2 Spike Protein Test Kit (Colloidal Gold

Chromatographic Immunoassay)

Shenzhen Microprofit Biotech Co., Ltd

SARS-CoV-2 Spike Protein Test Kit (Fluorescence

Immunoassay)

Shenzhen Microprofit Biotech Co., Ltd

SARS-CoV-2 Ag Diagnostic Test Kit (Immuno-

fluorescence)

Shenzhen Reagent Technology Co.,Ltd.

SARS-CoV-2 Ag Diagnostic Test Kit (Colloidal Gold)

Shenzhen Watmind Medical Co., Ltd

SARS-CoV-2 Ag Diagnostic Test Kit

(Immunofluorescence)

Shenzhen Watmind Medical Co., Ltd

GLINE-2019-nCoV Ag

Shenzhen YHLO Biotech Co., Ltd.

Zhenrui ®COVID-19 Antigen Test Cassette

Shenzhen Zhenrui Biotech Co., Ltd

SGTi-flex COVID-19 Ag

Sugentech, Inc.

SARS-CoV-2 Rapid Antigen Test Cassette

SureScreen Diagnostics




COVID-19 Antigen Test Kit

Surge Medical Inc.

TODA CORONADIAG Ag

TODA PHARMA

SARS-CoV-2 Antigen Rapid Test Kit

Triplex International Biosciences Co.,
Ltd

SARS-CoV-2 Antigen Rapid Test Kit

Triplex International Biosciences Co.,
Ltd, China

INFO Covid-19 Ag Test

TURKLAB TIBBI MALZEMELER
SAN. ve TIC. A.S.

Covid-19 Ag Test

TURKLAB TIBBI MALZEMELER
SAN. ve TIC. A.S.

RAPIDAN TESTER Covid-19 Ag Test

TURKLAB TIBBI MALZEMELER
SAN. ve TIC. A.S.

TOYO Covid-19 Ag Tes

TURKLAB TIBBI MALZEMELER
SAN. ve TIC. A.S.

Rapid For SARS-CoV-2 Rapid Ag Test

Vitrosens Biotechnology Co., Ltd

Verino Pro SARS CoV 2 Ag Rapid Test

VivaChek Biotech (Hangzhou) Co.,
Ltd.

COVID-19 (SARS-CoV-2) Antigen-Test Kit

Wuhan EasyDiagnosis Biomedicine
Co., Ltd.

SARS-CoV-2 Antigen Assay Kit
(Immunochromatography)

Wuhan Life Origin Biotech Joint Stock
Co., Ltd.

SARS-CoV-2 Antigen Rapid Test Kit

Wuhan UNscience Biotechnology Co.,
Ltd.

SARS-CoV-2 Antigen Test Kit (Lateral Flow Assay)

Wuxi Biohermes Bio & Medical
Technology Co., Ltd.

COVID-19 Antigen Rapid Test Kit (Colloidal Gold)

Xiamen AmonMed Biotechnology Co.,
Ltd

Rapid SARS-CoV-2 Antigen Test Card

Xiamen Boson Biotech Co. Ltd

SARS-CoV-2 Antigen Rapid Test

Xiamen Wiz Biotech Co., Ltd

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

Xiamen Wiz Biotech Co., Ltd

AndLucky COVID-19 Antigen Rapid Test

Zhejiang Anji Saianfu Biotech Co.., Ltd

reOpenTest COVID-19 Antigen Rapid Test

Zhejiang Anji Saianfu Biotech Co.., Ltd

Pantest Coronavirus Ag (Nasopharyngeal Swab)

Pantest SA

Novel Coronavirus (COVID-19) Antigen Detection Kit

(Swab)

Zhejiang GENE SCIENCE Co., Ltd




Coronavirus Ag Rapid Test Cassette (Swab) Zhejiang Orient Gene Biotech Co., Ltd

Zhuhai Encode Medical Engineering

ENCODE SARS-COV-2 Antigen Rapid Test Device
Co.,Ltd

COVID-19 Antigen Detection Kit (Colloidal Zhuhai Lituo Biotechnology Co., Ltd.
Gold)




Ipunoxenne Ne 3 kpm 1. 1, 9.2.1.

THProBcKko HAaMMEHOBAHUE HA HaumeHoBaHMe Ha 3aBbpiieH
BaKCHHaATa CbIVIACHO HpOI/I3BOIlI/ITe.]'lﬂ/l'[pI/ITE)KaTe.]'IH Ha BAKCHHAIIMOHECH

pa3peuieHneTo 3a ynorpeda B pa3pelieHneTo 3a ynorpeda Kypc¢
EC/cnucbka na C30

Comirnaty/ (/ BNT162b2 Pfizer- | BioNTech Manufacturing GmbH/ Pfizer- 2 xosm

BioNTech Covid-19 vaccine) Biontech

Vaxzevria/ AZD1222 AstraZeneca AB 2 no3u

Spikevax/COVID-19

VACCINE Moderna / mRNA- MODERNA BIOTECH 2 no3u

1273

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

- / Covishield ) )

(ChAJOXL nCoV-19) Serum Institute of India Pvt. Ltd 2 1o3u

-/ SARS-CoV-2 Vaccine (Vero )

Cell), Inactivated (InCoV) Sinopharm / BIBP1 2 ziosm

-/ COVID-19 Vaccine (Vero Sinovac Life Sciences Co., Ltd. 2 no3u

Cell), Inactivated/Coronavac

-/ Sputnik V Russian Direct Investment Fund 2 nosu

Nuvaxovid /NVX-CoV2373 Novavax 2 no3u

- INVX-CoV2373/Covovax

Serum Institute of India Pvt. Ltd

2 1o3u




Ipunoxenue Ne 4 kpm 1. |, 10

Cnucbk Ha Ibp/KaBUTe (TEPUTOPUNTE), YUUTO CepTUGUKATH 32 BAKCHHALUS, U3CJIeBaHe
u npedosenyBane Ha COVID-19 ce cuurar 3a paBHocToiiHU Ha uudposus COVID

ceprudukar na EC

AnbGanus Hosga 3enangus

AHpnopa Hopserus

ApMenus O6enuHeHn ApaOCKH eMHPCTBA
bennn [Tanama

Barukan (camo 10 OTHOIIEHHE Ha

Penyonuka CeBepna Makenonust

U37IaBaHUTE CepTU(DUKATH 32 Can Mapuno
BaKCHHALUA) Cunramnyp
BenukoOpuranus CwpOus
I'py3us TaliBan

En CanBanop Tanmann
Nzpaen Toro
Wcnanaus Tynuc
Hopnanus Typuus
Ka6o Bepae VYkpaiina
JIuBan VYpyrsai
JInxteHmanx PapbOpCKH OCTPOBU
Mapoxo YepHa ropa
Monnosa [IBeinapus

Mounako



