EUA Registration Approval List

SL Local Agent: Brand Name IVD Cla Manufacturer: EUA Price
No. Reagent ss
Name

01. Overseas Marketing Novel COVID-19 C Sansure Biotech Inc., China EUA No. 650/-
Corporation (Pvt.) Ltd. Coronavirus RT-PCR Kit Address: No. 680, Lusong Imp-001
Unique Trate Centre, (2019-nCov) Road, Yuelu District, 410205
Level-15 Nucleic Acid Changsha, Hunan Province,

8 Panthapath, Dhaka-1215 Diagnostic Kits China
(PCR
Fluroescence
Probing)

02. M/s. OMC Healthcare (Pvt) | CareStart COVID-19 C | Manufacturing Site: AccessBio | EUA No. 480/-
Ltd., Unique Trade Centre, | Covid-19 Antigen Inc., Imp-002
Level-15, 8 Panthapath, Antigen Test Kit | Test Kit Address: 65 Clyde Road. Suite
Dhaka A Somerset, NJ 08873, USA

Legal Manufacturer: Intrivo
Diagnostics, Inc,

Address: 2021 Santa Monica
Blvd, # 11 Santa Monica, CA
90404, U.S.A.

03. Healthcare Diagnostic Panbio COVID- | COVID-19 C | Legal Manufacturer: Abbott EUA No.
Solutions Ltd. 19 Antigen Test | Antigen Diagnostics Korea Inc Imp-003
Gulfesha Plaza (3" floor) Device Test Kit Address: 65, Borahagal-ro,
8-No, (nasopharyngeal Gihenung-gu, Yongin-si,
ShaheedShangbadikShalina | ) Gyenoggi-do 17099, Republic
ParvinSharak of Korea
Moghbazar, Dhaka,

Bangladesh. Manufacturing Site: Abbott
Rapid Diagnostics Jena GmbH
Address: Orlaweg 1, 07743
Jena, Germany

04. Hospitech Essentials STANDARD Q | COVID-19 Name of the Legal EUA No. | 363.0
1512/A, O.R., Nizam Road Antigen Manufacturer: M/s. SD Imp-004 0/-
Mehedibag, Chattogram, Test Kit Biosensor, Inc
Bangladesh. Address: 74,

Osongsaengmyeong 4-1o0,
Osong-eup, Heungdeok-gu,
Cheongju-si, Chungcheongbuk-
do, Korea

Manufacturing Site: M/s. MT
Promedt Consulting GmbH
Address: AltenhofstraBe 80,
66386 St. Ingbert, Germany

05. Genesis Trading Co., Ivory | Sienna-Clarity COVID-19 C SalofaOy, orninkatu 15, 24100 EUA No.
Krishnochura, 3/1-E (7% COVID-19 Antigen Salo, Finland Imp-005
Floor), PuranaPaltan, Antigen Rapid Rapid Test
Dhaka-1000 Test Cassette kit

(Nasopharyngea
1 Swab)

06. ZT Tradings and Marins, COVIRAT SARS-CoV- | C | Zephyr Biomedicals(A EUA No.
Bangladesh, Ratanpur DEVICE (Rapid | 2 Antigen Division of Tulip Diagnostics Imp-006
Castle (4™ Floor) House Test detection of | Test Kit Private Limited), Plot Nos. M-

No. 91/B, Road No. 24, SARS-CoV-2 46, 47, Phase 11I-B, Verna
Gulshan 1, Dhaka Antigen in Industrial Estate, Verna, South
Human Goa, Goa, India
Nasopharyngeal
Swab
Specimens)

07. Concord Pharmaceuticals COVID-19 COVID-19 C | Wuhan Easy diagnosis EUA No.
Ltd., Sima Blossom (11t (SARS-CoV-2) | (SARS- Biomedicine Co., Ltd., China Imp-007
Floor), House-3 (New), 390 | Antigen Test Kit | CoV-2)

(O1d), Road-16(New), 27 Antigen
(Old) Dhanmondi, Dhaka- Test Kit

1209.




08. Genesis Trading Co., Ivory | BGI Real-time SARS-CoV- BGI Biotechnology (Wuhan) EUA No.
Krishnochura, 3/1-E (7% fluorescent RT- 2 RT-PCR Co., Ltd., China Imp-008
Floor), PuranaPaltan, PCR kit for kit
Dhaka-1000 detecting
SARS-CoV-2
09. Concord Pharmaceuticals Covid-19 Covid-19 Wuhan Easydiagnosis EUA No.
Ltd., Sima Blossom (11t (SARS-CoV-2) | (SARS- Biomedicine Co., Itd., China Imp-009
Floor), House-3 (New), 390 | Necleic Acid CoV-2)
(O1d), Road-16 (New), 25 Test Kit Necleic
(0O1d) Dhanmondi, Dhaka- Acid Test
1209 Kit
10. Genetic Trading, Level- STAT-NAT SARS- | COVID-19 Sentinel CH. S.p.A., Via Robert EUA No.
6,7/1, Aurangajeb Road, CoV2 RT PCRKIT | RT PCRKIT Koch, 2 Milano (Ml), 20152, Imp-010
Block-A, Mohammadpur, Italy
Dhaka
11. Genome DX Corporation, GeneProof SARS-CoV- GeneProof A.S., Videnska EUA No.
205/1 (1% Floor), Dr. SARS-CoV-2 2 Screening 101/119, DolniHerspice, 61900 Imp-011
Kudrat-E-Khuda Road, Screening PCR PCR Kit Brno, Czech Republic
Dhaka-1205 Kit
12. UniMed Limited, House: Radi Covid-19 Radi Covid- KH Medical Co., Ltd. C- EUA No.
46, Sheikh Kamal Saroni, Detection Kit 19 1402,947, Hanam-daero, Imp-012
Road No. 16, RangsNasim Detection Hanam-Si, Gyeonggi-do,
Square (7% Floor), Kit 12982, Republic of Korea
Dhanmondi, Dhaka-1209
13. UniMed Limited, House: Qiastat-Dx Qiastat-Dx Qiagen GmbH, QiagenStrasse EUA No.
46, Sheikh Kamal Saroni, Respiratory Respiratory 1, 40724, Hilden, Germany Imp-013
Road No. 16, RangsNasim | SARS-Cov-2 SARS-Cov-
Square (7% Floor), Panel 2 Panel
Dhanmondi, Dhaka-1209
14. | G-Tech Solution, StrongStep SARS- Nanjing Liming Bio- EUA No.
Suite#16-B, Plot#45, SARS-CoV-2 | CoV-2 Products Co, Ltd. Huayuan Imp-014
Navana Tower, Gulshan | Antigen Rapid | Antigen Road, Nanjing, Jiangsu,
Circle-1, Dhaka-1212. Test Rapid Test 210042 P.R. China
15. | Transba Medical SARS-CoV-2 | Covid-19 Goldsite Diagnostics Inc., EUA No. | 175/
Services, 33 Meherba Antigen Kit Antigen No. 103C & 504D, Imp-015
Plaza, Suit No: 15HJ, (Colloidal Test Technology Building & No.
Topkhana Road, Dhaka- | Gold) (Colloidal 3A & 4A, Technology
1000 Gold) Building Annex, Zhaoshang
Sub-District, Nansha
District, Shenzhen, China
16. | Transba Medical GenePro SARS- GencurixInc, 402, 908, EUANo. | 121/-
Services, 33 Meherba | SARS-COV- | COV-2 910, Digital-road 242, Imp-016
Plaza, Suit No: 15HJ, | 2 Test Test Guro-gu, Seoul, 08394,
Topkhana Road, Republic of Korea
Dhaka-1000
17. | M.S Trade Agency, 59 lcopy Covid- | SARS- 1 drop Inc, A-203, EUA No.
Dilkusha C/A, Ground 19 gPCR Cov-2 KeumkangPenterium IT Imp-017
Floor, Dhaka-1000 4plex Kit .RT-PCR Tower, 215, Galmachi-ro,
Kit Jungwong-gu, Seongnam-si,
Gyeonggi-do, Korea
18. | Hospitech Essentials STANDARD | STANDA SD Biosensor, Inc. EUA No. | 620/-
1512/A, O.R., Nizam | M nCoV RDM Manufacturing Site: 74, Tmp-018
Road, Mehedibag, Real- Time nCoV Osongsaengmyeong 4-1o,
Chattogram Detection Kit | Real- Osongeup, heungdeok-
Time gu, Cheongju-si,
Detection Chungcheongbuk-do
Kit 28161, Republic of Korea
19. Concord Pharmaceuticals Ltd., | YZZY Test YZZY Test UAB YZZY Biotech, Berzu str. 8, EUA No.
Sima Blossom (11" Floor), Covid-19 Express | Covid-19 LT-36223, Panevezys, Lithuania Imp-019
House-3 (New), 390 (Old), Express Real-
Road-16 (New), 25 (Old) Time PCR
Dhanmondi, Dhaka-1209 reagents kit
20. Concord Pharmaceuticals Ltd., | YZZY Test YZZY Test UAB YZZY Biotech, Berzu str. 8, EUA No.
Sima Blossom (11" Floor), Covid-19 & Covid-19 & LT-36223, Panevezys, Lithuania Imp-020
House-3 (New), 390 (Old), YZZY RNA YZZY RNA




Road-16 (New), 25 (Old) magnet Kit (Full magnet Kit

Dhanmondi, Dhaka-1209 Set) (Full Set)
Real-Time
PCR reagents
kit

21. BioTech Services, ENA ViroQ SARS- ViroQ SARS- BAG Diagnostics GmbH, EUA No.
Tower, 57/3 & 57/4 (9" Floor), | CoV-2 CoV-2RT Amtsgerichtsstrasse 1-5, 35423, Imp-021
Panthapath, Lake Circus, PCR test kit Lich, Germany
Kalabagan, Dhaka-1205

22. HealthKits Ltd., House 4, Clungene COVID-19 Hangzhou Clongene Biotech Co., EUA No.
Road-132, Level-5, Z Tower, COVID-19 Antigen Ltd., No. 1 Yuhang Sub-district, Imp-022
Gulshan-1, Dhaka Antigen Rapid Rapid Test Yuhang District, 311121,

Test Kit Hangzhou, China

23. CRL Diagnostics, House-2 Allplex SARS- Allplex Seegenelnc, Taewon Bldg., 91, EUA No.
(Level-7), Road-7, Green CoV-2 Assay SARS-CoV-2 Ogeum-ro, Songpa-gu, Seoul, Imp-023
Road, Dhanmondi, Dhaka- Assay RT- Korea
1206 PCR test kit

24. Tradesworth Ltd., 78, ‘Wondfo 2019- 2019-nCoV Guangzhou Wondfo Biotech Co., EUA No.
Motijheel Commercial Area, nCoV Antigen Antigen Test Ltd., No-8, Lizhishan Road, Imp-024
1%& 2" Floor, Dhaka-1000 Test (Lateral Flow | (Lateral Flow Science City, Luogang District,

Method) Method) 510663, Guangzhou, P.R. China

25. Overseas Marketing TaqgPath Covid-19 | Covid-19 RT- Thermo Fisher Scientific Inc, EUA No.
Corporation (Pvt.) Ltd., RT-PCR Test Kit PCR Test Kit 5781, Van Allen Way, Carlsbad, Imp-025
Unique Trade Center (UTC), CA 92008 USA
Level-15, 8 Panthapath,

Dhaka-1215

26. G.S. Biotech, East Isdair, MOLgen SARS- Covid-19 RT- Adaltis S.R.L., Via Durini, 27- EUA No.
Chandmari, Upazila Road, CoV-2 Real Time | PCR Test Kit 20122 Milan, Italy Imp-026
Fatullah, Narayanganj RT-PCR Test Kit

27. Almana Bangladesh Limited., SARS-CoV-2 SARS-CoV-2 Jiangsu Medomics Medical EUA No.
Road No-42-43, House-30 Antigen test kit Antigen test Technology Co. Ltd, F3, Imp-027
CWN(A), Gulshan-2, Dhaka- (LFIA) kit (LFIA) Building C, No-3-1 Xinjinhu
1212 road, Jiangbei New Area, China

28. UniMed Limited, House: 46, Artus SARS-CoV- | Covid-19 RT- Qiagen GmbH, QiagenStrasse 1, EUA No.
Sheikh Kamal Saroni, Road 2 Prep & Amp PCR Test Kit 40724, Hilden, Germany Imp-028
No. 16, RangsNasim Square UM Kit
(7th Floor), Dhanmondi,

Dhaka.

29. UniMed Limited, House: 46, mo-screen Corona | Covid-19 Zhejiang Orient Gene Biotech Co. EUA No.
Sheikh Kamal Saroni, Road Antigen Test Antigen Test Ltd, 3787#, East Yangguang Imp-029
No. 16, RangsNasim Square kit Avenue, Dipu Street Anji, 313300,

(7th Floor), Dhanmondi, Zhejiang, China
Dhaka.

30. Event Touch UDX Covid-19 Covid-19 Henan UDX Biotechnology Co., EUA No.
House No-340 (1st floor), Antigen Rapid test | Antigen Ltd, Building-2, No-206, Xisihuan Imp-030
Road-24, New DOHS, Kit Rapid test kit Road High-tech Industrial
Mohakhali, Dhaka-1206 Development zone, Zhengzhou

City, Henan Province, China

31 Bio-Trade International Novel SARS-Cov-2 Jiangsu CoWin Biotech Co., Ltd, EUA No. 145/-
3, SegunBagichaShajan Coronavirus RT PCR kit No-58 G52 Building East of Lujia | Imp-031
Tower-2(2nd Floor), Dhaka- (SARS Cov-2) Road, West Side of Tai Road,

1000 Fast Nucleic Acid China Medical City Avenue,
Detection Kit Taizhou, Jiangsu, China
(PCR-
Fluorescence
probing)

32. Technoworth Associates PerkinElmer 2019-NCov- PerkinElmer Inc., 7050 EUA No.
Ltd New PCR-Aus Burleson Road Austin, Texes Imp-032
78, Motijheel Commercial CoronaVirus PerkinElmer 78744, USA
Area, (1%'& 2" floor) Nucleic Acid New
Dhaka-1000 Detection Kit CoronaViru

s Nucleic
Acid
Detection
Kit

33. Nation Aid SARS-Cov-2 SARS-Cov- Zhejing Orient Gene Biotech EUA No.
House No-02, Road No-02, | Detection Kit 2 Detection Co Ltd., 3787, East Yangguang | Imp-033
Block-Ka, Section No-6, (Direct Kit Avenue, Dipu Street, Anji
Mirpur-06, Dhaka Fluorescence (Fluorescen 313300, Huzhou, Zhejiang,

PCR) ce PCR) China

34, Medica Source Humasis COVID-19 Humasis Co., Ltd EUA No.
21/A, Mahabub Plaza, COVID-19 Ag Ag Test kit Rm. 114, 502, 504, 604, 604-1, | Imp-034
Topkhana Road, Dhaka- Test kit B03-01
1000 B03-02, 88, Jenpa-ro, Dongan-

gu




Anyang-si, Gyeonggi-do,
14042, Republic of Korea

35. Life Tech, Rahbar Tower SARS-CoV-2 SARS-Cov- Shenzhen Lifotronic EUA No. 265/-
77,78 (3rd floor) Flat No.- | Nucleic Acid 2 RT-PCR Technology Co. Ltd., Unit A, Imp-035
4C, Janata Co-operative Detection Kit test kit 4th Floor, Building 15, Yijing
Housing Socity Ltd., Ring (Multiplex PCR Estate, No. 1008 Songbai,

Road, Adabor, Dhaka Fluorescent Road, Nanshan District,
Probe Method) Shenzhen City, Guangdong
Province, China

36. | TMB Corporation Rapid  Real | Covid-19 Shenzhen Uni-Medica | EUA No.
299/2A, Sonargaon Time PCR Kit | RT PCR Technology CO Ltd., Block- | mP-036
Road, Dhanmondi, for Novel | Test Kit 6™, Liuxian Culture Park of
Dhaka-1205 Coronavirus Liuxiandong Village

2019-nCov Nanshan District, Shenzhen,
Guangdong Province, P.R.
China

37. Radiant Business Light Mix Light Mix TIB EUA No.
Consortium Ltd Modular Modular MolbiolSyntheselaborGmbH.Er | Imp-037
22/1, Dhanmondi, Road-2 Sarbecovirus E- | Sarbecoviru esburgstr. 22-23, Berlin,

Dahak-1205 gene EaV s E-gene Germany
Model No: 50- EaV
0776-96, 40-
0776-96

38. Radiant Business Light Mix Light Mix TIB EUA No.
Consortium Ltd Modular SARS Modular MolbiolSyntheselaborGmbH.Er | Imp-038
22/1, Dhanmondi, Road-2 Cov-2 RD RP SARS Cov- esburgstr. 22-23, Berlin,

Dahak-1205 Model No: 53- 2 RDRP Germany
0777-96

39. Overseas Marketing RealStar SARS- | SARS-CoV- Altona Diagnostics GmbH, EUA No.
Corporation (Pvt.) Ltd. CoV-2-RT-PCR | 2-RT-PCR Morkenstr 12, 22767 Hamburg, | Imp-039
Unique Trade Center Kit Kit Germany
(UTC)

Level-15, Panthapath,
Dhaka-1215

40. KNS Canada (BD) InteliSwab Covid-19 OraSure Technologies Inc, 220, | EUA No.
42, West Tejturi Bazar, 4th | Covid-19 Rapid | Rapid Test East First St. Bethlehem, PA Imp-040
Floor Test Pro kit 18015, USA
KaziNazrul Islam Avenue,

Dhaka-1215

41. MM Trade International Genedia Covid- | Covid-19 Green Cross Medical Science EUA No.
House No.10 Road no. 19 Ag Rapid Rapid Test Crop. Imp-041
16/A.Gulshan-1, Dhaka- Test Kit kit 26, Mugeuk-ro 65beon-gil,

1212 Geumwang-eup, Eumseong-
gun, Chungcheongbuk,27632
Republic of Korea

42, Genome DX Corporation, GeneProof SARS-CoV- GeneProof A.S., Videnska EUA No.
205/1 (1st Floor), Dr. SARS-CoV-2 2 Advanced 101/119, DolniHerspice, 61900 | Imp-042
Kudrat-E-Khuda Road, Advanced PCR PCR Kit Brno, Czech Republic
Dhaka-1205 Kit

43, Genevic Health Limited, SARS-COV-2 SARS- HA TECH PTY LTD, 31/11- EUA No.
3/D, Kabbokosh, Karwan RT-PCR COV-2 RT- 13 Brookhollow  Avenue Imp-043
Bazar, Dhaka Multiplex PCR Norwest  Business  Park,

Diagnostic Kit Multiplex Baulkham Hills NSW 2153,
Diagnostic Australia.
Kit

44, Genevic Health Limited, ANDis Fast SARS-Cov- 3D Biomedicine Science & EUA No.
3/D, Kabbokosh, Karwan SARS-Cov-2 2 RT-qPCR Technology Co., Limited, Imp-044
Bazar, Dhaka RT-qPCR Detection Block-A, Building-2, No-158

Detection Kit Kit Xinjunhuan Rd, Shanghai,
201114, China

45. Global Pharma Distributors | SMARTCHEK SARS Cov- Genesystem Co., Ltd, 1st floor, | EUA No.
Ltd., 54, Kawran Bazar, Novel 2 RT PCR 200-9, Techno 2-ro, Yuseong- Imp-045
Dhaka-1215 Coronavirus Test Kit gu, Daegjeon, South Korea




(SARS-CoV-

2)Detection kit

46 Medikit Corporation, SARS-Cov-2 Covid-19 Zybio Inc., Floor 1 to Floor | EUA No.
House no-B/125, Road Nucleic Acid | RT PCR 5, Building 30, No. 6 of Imp-046
no-21, New mohakhali Detection Kit test Kit Taikang Road, Block C of
DOHS, Dhaka (PCR- Jiangiao Industrial Park,

Fluorescent Dadukou District 40082
probe method) Chongqing, China

47 Overseas Marketing SARS-CoV-2 SARS-CoV- SANSURE BIOTECH INC., EUA No.
Corporation (Pvt.) Ltd., Rapid Antigen 2 Antigen No-680, Lusong Road, Hi-Tech | Imp-047
Unique Trade Center Test (Colloidal Test kit Development Zone, Yuelu
(UTC), Level-15, Gold Method) District, Changsha, Hunan,

Panthapath, Dhaka-1215 410205, China

48 Hossan Traders Novel SARS CoV- Shanghai GeneoDX EUA No.
55/B Purana Paltan, Dhaka- | Coronavirus 2 RT PCR Biotechnology Company Imp-048
1000 2019-nCoV Test Kit Limited, 1* floor, building 3

Nucleic Acid No-466, Yindu Road, Xu Hui
Detection Kit District, Shanghai, China.
(Real Time

PCR)

49 GIS Mapping Bangladesh, Mobile Detect | SARS-Cov- Mobile Detect Bio, Inc. EUA No.
Unit-B3, Plot-58, Road-16, | Bio BCC19 | 2 RT PCR 120, Industrial Blvd, Sugar Imp-049
Block-A, Banani, Dhaka (MD-Bio Test kit Land, TX, 77478, USA

BCC19)  Test
Kit.

50 Techmate, GM Mansion LYRA Direct SARS-Cov- Quidel Corporation, 2005 East EUA No.
480, D.I.T Road, Malibagh, | SARS-CoV-2 2 RT PCR State Street Suite-100, Athens, Imp-050
Dhaka-1217 Assay RT PCR | Test kit OH 45701, USA

kit

51 Techmate, GM Mansion QuickVue SARS-CoV- Quidel Corporation, 2005 East | EUA No.
480, D.I.T Road, Malibagh, | SARS Antigen 2 Antigen State Street Suite-100, Athens, Imp-051
Dhaka-1217 Test Test kit OH 45701, USA

52 Overseas Marketing RT-PCR Accula | SARS CoV- Mesa Biotech Inc., 6190, EUA No.
Corporation (Pvt.) Ltd., SARS-CoV-2 2 RT PCR Cornerstone court, suite 220, Imp-052
Unique Trade Center Test Test Kit San Diego, CA 92121, USA
(UTC), Level-15,

Panthapath, Dhaka-1215

53 Hoffen Trade International, | VARI-Q SARS CoV- MicoBioMed Co. Ltd., 116, EUA No.
74/8/1, Green Road, COVID-19 RT- | 2 RT PCR Gondan 1-ro, Anseong-si Imp-053
Tejgaon, Dhaka PCR Test Kits Test Kit Gyeonggi-do, South Korea.

(Model: nCoV-
OM)

54 Radix Laboratory Products, | One Step Test SARS-CoV- Getein Biotech Inc., No-9 Bofu | EUA No.
218/9, Rokeya Sarani, for SARS-CoV- | 2 Antigen Road, Luhe District Nanjing, Imp-054
Mollik Plaza, West Kafrul, | 2 Antigen test kit 211505, China

Dhaka-1207

(Collidal Gold)




