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Ha ocHoBanue ui. 61, an. 2, un. 63, an. 4, S u 11 1 wi. 63B ot 3akoHa 3a 3/[paBeTO, Y.
73 0T AIMHUHUCTPATHBHOIIPOLIECYAIHUS KOJIEKC, U BbB Bpb3ka ¢ Pernament (EC) 2021/953 na
EBponeiickus napimamenT 1 Ha CbBeta oT 14 torn 2021 ronuHa OTHOCHO paMKa 3a U3/1aBaHeTo,
IIpOBEpKaTa U MPUEMAHETO Ha ONEPATUBHO ChbBMECTUMU CEPTHU(PUKATH 32 BAKCUHALMS CpelLy,
HampaBeHo u3cieaBane 3a u npedoneayBane Ha COVID-19 (Ludpos COVID ceptudukar Ha
EC) ¢ nen ynecHsiBane Ha CBOOOJHOTO IBMXKEHHE TI0 Bpeme Ha nanaemusta or COVID-19 u
Pemenne Ne 826 na Munucrepckus cbBer ot 25 HoemBpu 2021 r. 3a yabikaBaHe cpoka Ha
obsieeHara ¢ Pemenune No 325 na Munucrepckusi cpBeT oT 14 wmait 2020 r. u3BbHpeaHa
enuaeMuyHa o0cTaHOBKa, yabkeHa ¢ Pemenne Ne 378 Ha Munucrepckusi cbBeT OT 12 1oHU
2020 r., Pemmenne Ne 418 na Munuctepckust cpBeT ot 25 toHu 2020 r., Pemenne Ne 482 Ha
Munuctepckus cbBet ot 15 romu 2020 r., Pemenne Ne 525 na Munucrepckus cbset ot 30 1011
2020 r., Pemienne Ne 609 na Munucrepckus cbBeT oT 28 aBryct 2020 r., Pemenune Ne 673 Ha
Munuctepckus cpBeT ot 25 centeMmBpu 2020 r., Pemenne Ne 855 Ha MuHMCTEpCKUS CBBET OT
25 noemBpu 2020 r., Pemennie Ne 72 Ha Munucrepckus cbBet ot 26 auyapu 2021 r., Pemienue
Ne 395 na Munuctepckust cbBet oT 28 anpuin 2021 r., Pemenune Ne 426 na Munucrepckus
cbBeT oT 26 maii 2021 r., Pemenue Ne 547 ma Munucrepckus cbBet oT 28 1o 2021 r. u
Pemenne Ne 629 na Munucrepckus ceser ot 26 asryct 2021 r. n npeayoxenue ot I'nmaBHus

ABPIKABCH 3APAaBCH HHCIICKTOP

HAPE X JIAM:

I. B 3anosen Ne P/I-01-977 ot 26.11.2021 1., u3menena cbe 3anoBen Ne PJ1-01-1036 ot

17.12.2021 1. ce mpaBsT CAEAHUTE U3MEHEHHUS U IOI'BJIHEHHUS:



1.BT.1

a) B T. 3 ciuen aymure ,,COUCHKBT Ha IbpKaBUTE ce M00aBs ,,d 33aIMOPCKUTE
TEPUTOPUHN .

0) Touka 4.3.2. ce U3MEHS TaKa:

»4.3.2. rpaxnmanu Ha EBpomneiickus cblo3, Ha EBponenckoTo HKOHOMHYECKO
npoctpanctBo U Kondenepanus [seinapus u Ha O6eaquHeHo KpajicTBo BenmnkoOpuranus u
Ceepna Wpnanaus v 4iieHOBETE HA TEXHUTE CEMENCTBA, KOUTO MPUCTUTAT OT IbpKaBa-wICHKA
Ha EBporeiickus cpio3, EBpomeiickoTo MKOHOMHYECKO MpOoCcTpaHcTBO, OoT Kondeneparms
[eitnapus 1 Od6enuaeHoTo kpayictBo BenukoOpurtanus u CeBepHa Upnanaus;*;

B) Touka 4.4 ce U3MeHs Taka:

4.4, Jlunara o T. 4.3. ce I0NyCKaT Ha TEPUTOPHATA HA CTpaHATa MPH MPEJICTABsIHE HA
BaymeH udppoB COVID ceprudukar na EC 3a BakcuHanus uin 3a npedosieyBaHe WiIH Ha
aHAJIOTUYEH Ha TIX JOKYMEHT, €IHOBPEMEHHO C OTPUIATENIEH Pe3yNTaT OT MPOBEIEHO A0 72
yaca mpey BIM3aHE B CTpaHaTa U3Ccje/IBaHe M0 METO/1a Ha MOJIMMEPa3HO BEPH)KHA PEaKIIus 3a
COVID-19, ynocrosepeno upe3 BanuaeH mudpoB COVID ceptudukar va EC nnm anaiornaeH
Ha HETrO JOKYMEHT.;

r) Touka 4.5. ce u3MeHs TaKa:

,»4.5. bparapckute rpaxkJaHu U JIMIaTa ChC CTATyT HA MOCTOSIHHO, ABJITOCPOYHO WIIH
MIPOIBIDKUTEITHO TIpeOMBaBaHe Ha TepuTOpusATa Ha PerryOirka beiarapus u dieHoBe Ha TEXHUTE
CEMENCTBA, KOUTO HE MPEACTaBAT HUTO €IUH OT JOKyMEHTHTEe 1o T. 4.4 ce JIomycKaT Ha
TEPUTOPHUSTA HA CTPAHATA U CE ITOCTABAT M0J1 KapaHTHHA 3a CPOK OT 10 THU B JOMA WM B APYTO
MSICTO 32 HacTaHSBaHE, B KOETO JIMIIETO € MOCOYHIIO, Ye Ie MmpeduBaBa, ¢ MpeANHCcaHue,
W3/1aJICHO OT AMPEKTOpa Ha ChOTBETHATA PETMOHATIHA 3JpaBHA MHCIIEKIMS WJIM OIPaBOMOILEH
OT HEro 3aMECTHUK-IHPEKTOP. ;

n) ch3maBa ce T. 4.5.1:

,»4.5.1. bparapckure rpakaaHu ¥ JIMIIaTa ChC CTAaTYT Ha MOCTOSHHO, ABJITOCPOYHO WIIH
MPOABIKUTEIIHO TpeOnuBaBaHe Ha Teputopusita Ha PemyOnuka bwiarapus u dieHoBeTe Ha
TEXHUTE CEMEWCTBa, KOWTO TMPEJCTABAT IMPU BIMU3AaHETO CH B CTpaHaTa camMO €IWH OT
JOKYMEHTHUTE, IOCOUEHH B T. 4.4. (3a BAKCHHAIIUS WU 3a ITPpe0oJIeyBaHe WK 3a OTPUIIATEIICH
pe3yATaT OT MPOBEAEHO 10 72 yaca Mpeau BIM3aHE B CTpaHaTa M3CIEABaHE MO METOAa Ha
nojiuMepasHo BeprkHa peakiust 33 COVID-19) ce moctaBsT 1Mo kapaHTHHA 3a CpoK OT 10 qHu
B JIOMa UJIU B JPYTO MSCTO 3a HACTaHsABAaHE, B KOETO JIULETO € MMOCOYMIIO, Y€ Ie IpeduBana, ¢
MpeAnucaHue, u31aJIeHO OT JUPEKTOpa Ha ChOTBETHATA PErMOHAIHA 3/IpaBHA MHCIEKLIMS UIU

OIMPaBOMOIICH OT HETO 3aMCCTHUK-IAUPCKTOP. ITocTtaBenoTO MoAg KapaHTUHA JIUIEC MOXKC Ja



HaMpaBy U3CJIeIBaHE M0 METO/Ia Ha MOJMMEPAa3HO BEPUIKHA peakius 3a noka3pane Ha COVID-
19 He mo-paHo OT 72 Yaca OT MPUCTUTAHETO CH B CTpaHaTa. B cirydail Ha oTpuniateneH pe3ynrar
OT MPOBEJCHOTO U3CJIe/IBaHE, KapaHTUHATA Ha JIMIIETO CE€ CUMTA 3a MPEyCTaHOBEHA OT JCHS,
CJIeJIBAIll PErHCTPUPAHETO HA pe3ynrata B HanmonanHara nunopmamnronHa cucreMa 3a 6opoa
¢ COVID-19.«

2. [Tpunoxxenue Ne 1 kpM T. I, 3 ce u3MeHs Taka:

Hlprmoxenue Ne 1 kpm T. |, 3:

CnnchbK HA IbPKABUTE U 32IMOPCKUTE TEPUTOPHUH 0 IBETOBU 30HU, IbP:KABUTE,

3a KOMTO € Hajuie uHpopMamus 32 yCTAHOBEHA 3HAYHMTEHA HeraTHBHA NMPOMSIHA B

CIMACMHUYHATA CUTyallusl H HA AbPKABU C IPEMHUHABAHE HA PCHUIIPOYHA OCHOBA

3eJieHa 30Ha:

HbpxaBata rpan Bartukan, Pery0inka PymbHus.

Opan:xeBa 30Ha:

Benukn ABPrKaBH U3BLBH 3CJICHA U YCPBCHA 30HA.

YepBeHna 30Ha:

Penyonuka lOxna Adpuka, Jlecoto, Penyonuka borcBana, EcBarunu, Pemybnmuka
3umbabBe, Penyonuka Mo3zamOuk, O0Genunena penyonuka Tanzanus, PenyOnuka HamuOus,
Peny6nuka 3amOusi, Typkmenucran, PenyOnuka Tampkukucran, Adranucrtan, Kupruska
penyonuka, Kopelickara HapoaHO-AEMOKpaTHYHa peryonuka, [ py3us, ﬁopnaHHﬂ, PenyOnuka
Ceiimenu, PenyOnuka ApxentuHa, Penmyonuka Ywim, WM3touna penyOnuka VYpyrsaii,
OeneparuBHa pemyonuka bpaswnmms, Pemybnuka [laparsait, MHoroHanmoHan Ha IbpkKaBa
bonusus, PenmyOnuka Cypunam, Penybnuka Ilanama, PenmyOnmuka Kocrta Puka, PemyGnuka
I'Baremana, benus, Penyonuka En Cansagop, Penyonuka Ky6a, /lomunukancka Pemy0mnuka,
®enepauust Ceitnt Kurc u HeiiBuc, Penyonuka Tpununan u ToGaro, bap6anoc, bpurancku
Bupmxuncku octpoBu, octpoBu Apyda, Kiopacao, baxamcku octposu, KaliManoBu ocTpoBy,
Cunt Eycrammyc, Caba, Topke u Kaiikoc, bepmyna, Ka6o Bepne, Chenunenn aMmepukancKku
mary, Kanana, Ascrpanus, O6eauneno kpajictBo BenmukoOpuranus u CeepHa Mpnanaus,
octpoB MaHn, ['mbpantap, Kpancreo lanus, ®apropcku octposu, WUcnannus, Wpnangus,
Penyonuka JlutBa, PemyOmuka JlarBusi, PemyOmukxa Ecrtonus, PenyOnuka ®unnannus,
KpancrBo Hopserus, Kpancrtso IBenuns, Kpanctso Hupepnanmus, Kpancrso benrus,

@enepanna penyonuka I'epmanus, KuspkectBo JIuxrenmaiin, Kondenepanus Ilseiinapus,



Uramusa, Penyonuka Canm Mapuno, KasoxectBo Monako, ®@panmusi, KpancrBo Hcmanwus,

KusoxectBo Annopa, Pemmyonuka [Topryramus, CinoBenusi, XbwpBarus, CioBaiika penyonnka,

Yemka pernyonuka, Pemmyonuka [Tomma, Yepna ropa, Pemyonuka Manta, Pemmyonuka Kunbp,

Peny6nuxka ['bprimst.

3. Ilpunoxenue Ne 2 kM T. 1, 4.1.2 ce u3MeHs Taka:

LHlIpuinoxenne Ne 2 kpm T. 1, 4.1.2

HanmeHoBaHHe Ha TeCTa

IIpoussoaure

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
Gold)

Beijing Hotgen Biotech Co., Ltd

COVID19 Antigen Rapid Test Kit

Beijing Kewei Clinical Diagnostic
Reagent Inc

Novel Coronavirus (SARSCoV-2) Antigen Rapid Test Kit

Beijing Jinwofu Bioengineering

Technology Co.,Ltd.

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
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 Arastirma
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

Driger 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
(Nasal swab)

Innovation Biotech(Beijing) Co.Ltd

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

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




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

Nanjing Norman Biological 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 AG

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




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.

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

ENCODE SARS-COV-2 Antigen Rapid Test Device

Zhuhai Encode Medical Engineering
Co.,Ltd

COVID-19 Antigen Detection Kit (Colloidal
Gold)

Zhuhai Lituo Biotechnology Co., Ltd.




4. Ilpunoxenne Ne 4 kpM T. I, 11 ce uamens raka:
LHlIpunoxenue Ne 4 kpm 1. 1, 11
Cnncbk Ha IbPKABUTE, YUUTO CePTU(PUKATH 32 BAKCMHALNS, U3CJIeBaHe U
npedosienyBane Ha COVID-19 ce cuurar 3a papHocToiinu Ha nugposus COVID
ceprudukar na EC
Penryonuka CeBepna Maxkenonns, Penyomuka Can  Mapuno, Koudeneparus
HIseitmapus, Pemmyonuka Typuusi, Ykpaiina, [IbpikaBara rpag Batukan (camo 1Mo OTHOLICHHE
Ha W3JaBaHUTE cepTU(UKATH 3a BakcuHaius), KusoxkectBo AHmopa, PenmyOnuka AnGanws,
dappopckuTte ocTpoBu, KusokectBo Monako, Penyonuka [Tanama, Kpancrso Mapoxko, M3paen,
Apmenus, O6enuaeno kpanctBo BemukoOputanums u CeBepHa Wpmanams, PenmyOmuka En
CanBanop, Obenunenu ApaOcku emupcTBa, JluBancka pemyoOnuka, Kabo Bepae, M3touna

penyonuka Ypyrsaii, Tynuc, Kpancrso Taiinana, TaiiBan u Yepna ropa.*
1. 3anoBenra Bau3a B cuia ot 07.01.2022 r.

I1l. 3anoBeara na ce myOauMKyBa Ha MHTEPHET CTpaHMLaTa HA MMHHUCTEPCTBOTO Ha

37IpaBEOIa3BaHETO.
3amoBenTa MOUIEKH Ha OOXKaJlBaHE B €IHOMECEYEH CPOK OT MyONMKYyBaHETO W Ha

MHTEpHET CTpaHuIara Ha MMHHUCTEPCTBOTO HA 3ApaBEOIA3BaHETO, IIPE] CHOTBETHUSA

AIMUHUCTPATUBEH CBJ 110 p€aa Ha A,ZLMI/IHI/ICTpaTI/IBHOHpOLIeCyaJ'IHI/ISI KOACKC.

5.1.2022r.

X Mpod. AceHa CepbezoBa, b

Signed by: Asena Hristova Serbezova

IMPO®. ACEHA CEPBE3OBA, J1®
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