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HANGZHOU TONGZHOU BIOTECH CO., LTD. is a leading provider of in-vitro
diagnostics (IVD) that integrates a complete business operation, from R&D,
manufacturing to marketing.

Tongzhou biotech has specialized R&D center and facility, standardized labora-
tory and top-notch production equipment as well as the implementation of
ISO13485 quality system, which provides reliable guarantee for product devel-
opment and production quality. From navigating the regulatory environment to
regular communication from the time of order to delivery, we are known for
excellence in quality and service.

We are an innovators in diagnostic area. Have launched a series of POCT rapid
products, including antigen & antibody biological materials, women's health
inspection, detection of infectious diseases, drug of abuse test series, tumor
markers and cardiac markers detection.

Our mission is to improving the health of human beings, hoping to provide more
convenient, efficient and complete solutions for the field of Rapid Test as well as
POCT. Make best efforts to provide better products and services to the world-
wide.



O " Rapid Tests for
Infectious Disease

" 0 Rapid Tests for
Women's Health

" 3 Rapid Tests for
Drug of Abuse

28 Rapid Tests for

Tumor Markers

29 Rapid Tests for
Cardiac Markers

30 Other Rapid Tests



Product name

Strep A Rapid Test
(Control Line in Red)

Strep A Rapid Test
(Control Line in Blue)

Streptococcus pneumoniae
Antigen Rapid Test

Mycoplasma pneumoniae
Antigen Rapid Test

Mycoplasma Pneumoniae
IgG/IgM Combo Rapid Test

MONO Rapid Test

Cryptococcus Antigen
Rapid Test

H1N1 Antigen Rapid Test

Influenza A/B+H1N1
Combo Rapid Test

SARS-CoV-2 IgG Rapid Test

SARS-CoV-2 S-RBD IgG
Antibody Rapid Test

2019-nCoV IgG/IgM
Rapid Test

SARS-CoV-2 Neutralization
Antibody Rapid Test

SARS-CoV-2 and Influenza
A+B Antigen Combo
Rapid Test

SARS-CoV-2 and RSV
Antigen Combo Rapid Test

SARS-CoV-2/Influenza
A+B/RSV Antigen Combo
Rapid Test
SARS-CoV-2/Influenza
A+B/RSV/Adenovirus
Antigen Combo Rapid Test
SARS-CoV-2/Influenza A+B/

RSV/Adenovirus/M.pneumoniae
Antigen Combo Rapid Test

SARS-CoV-2 and
M.pneumoniae IgG Combo
Rapid Test

SARS-CoV-2 and
M.pneumoniae 1gG/IgM
Combo Rapid Test
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Rapid Tests for Infectious Disease

limit of . ] CE
detection Specimen format  Format Category Tests per kit status
Dipstick 1045-5001 25T CE
Throat Swab
Cassette 1045-5002 20T CE
Dipstick 1046-5001 25T CE
Throat Swab
Cassette 1046-5002 20T CE
Urine Cassette 1047-1002 10T CE
Throat Swab Cassette 1048-5002 20T CE
Whole Blood/ Cassette 1048-4025 25T CE
Serum/Plasma
Whole Blood/ Cassette 1049-4002 25T CE
Serum/Plasma
Whole Blood/Serum/Plasma
1080-4002 10/25T E
/Cerebral Spinal Fluid (CSF) Cassette 080-400 0/25 ¢
Dipstick 1081-5001 25T CE
Swab
Cassette 1081-5002 10/20/25 T CE
Swab Cassette 1084-5025 10/20/25T CE
See Insert
Whole Blood/
Serum/Plasma Cassette 1068-4002 25T CE
Whole Blood/
ole Blood Cassette 1069-4002 25T CE
Serum/Plasma
Whole Blood/
Cassette 1123-4002 25T CE
Serum/Plasma
Whole Blood/ Cassette 1124-4002 25T CE
Serum/Plasma
Nasopharyngeal Cassette 1063-5025 207 CE
Swab
Swab Cassette 1148-5025 10T CE
Swab Cassette 1064-5035 20T CE
Nasopharyngeal Cassette 1065-5045 20T CE
Swab
Nasopharyngeal Cassette 1070-5055 20T CE
Swab
Whole Blood/ Cassette 1066-4025 10/20/25 T CE
Serum/Plasma
Whole Blood/ Cassette 1067-4025 10/20/25 T CE

Serum/Plasma

* Storage temperature: 2 - 30 °C  Shelf life: 24 Months



Rapid Tests for Infectious Disease

limit of : ; CE
Product name detection SPecimen format  Format Category Tests per kit =+ o
SARS-CoV-2 Antigen Test Nas°psk\‘l‘v’;>k’) ngeal Cassette COV-N0O1 25T CE
SARS-CoV-2 Antigen Test Nasal Swab Cassette COV-N002 25T CE
Coronavirus (SARS-CoV-2) Nasal Swab Cassette COV-NH002 Uiy CE1434
Ag Self Test 15/20/25T
?eAsFSS_aCI?\)gz AU Saliva Cassette COV-S001 20T CE
ﬁgggz\grgz F;))ige_trjen;fnlae Swab Cassette 1050-5002 20T CE
: Swab/ Dipstick 1051-5001 25T CE
Influenza A+B Rapid Test Nasal Aspirate
Cassette 1051-5002 20T CE
nf A Ranid Test Swab/ Dipstick 1052-5001 25T CE
nfluenza A Rapid Tes i
P Nasal Aspirate Cassette 1052-5002 20T CE
N h |
RSV Rapid Test Swaakff,\fas:y:f;fate Cassette 1053-5002 20T CE
ESV%I_T_ﬂutenza A+B Combo Swab/Nasal Aspirate Cassette 1054-5025 107 CE
apid Tes
égg%o}’é;‘ch&RSV Combo Nas°pshvj;|yongea' Cassette 1055-5025 10T CE
. See Insert
Adenovirus, RSV and Nasonh |
Influenza A+B Combo asophanngea Cassette 1056-5035 107 CE
Swab
Rapid Test we
Legionella pneumophila ) 10/12/
Rapid Test Urine Cassette 1073-1002 25/40 T CE
Mycoplasma Pneumoniae Whole Blood/ 3/4/20/
IgM Rapid Test Serum/Plasma Cassette 1074-4002 30T CE
. Whole Blood/
EBV VCA IgG Rapid Test Serum/Plasma Cassette 1075-4002 10/25T CE
EBNA IgG Rapid Test Whole Blood/ Cassette 1076-4002 10/25 T CE
Serum/Plasma
EBV VCA and EBNA IgG Whole Blood/
; - 10/25T
Combo Rapid Test Serum/Plasma Cassette \077-4025 CE
S.pneumoniae and
L.pneumoohila Combo Urine Cassette 1078-1025 10/25T CE
Rapid Test
HMPV Rapid Test Nasopharyngeal Swab Cassette 1149-5002 20T CE
Adenovirus/RSV/HMPV/
HPIV/Influenza A+B Combo Nasopharyngeal Swab Cassette 1151-5065 20T CE
Rapid Test
HPIV Rapid Test Nasopharyngeal Swab Cassette 1152-5002 20T CE
Multiplex Respiratory Vir
Ul RSl Leln) us Swab Cassette 1161-5075 20T CE

Antigen Rapid Test

* Storage temperature: 2 = 30 °C  Shelf life: 24 Months
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Rapid Tests for Infectious Disease

limit of . ; CE
Product name detection  SPecimen format  Format Category Tests per kit status
Chagas Rapid Test
(Serum/Plasma) Serum/Plasma Cassette 1025-3002 25T CE
(thﬁ(%issﬁ,i F;'g;ﬁg /Plasma) Whole Blood/Serum/Plasma  Cassette 1025-4002 25T CE
Chikungunya IgG/IgM Rapid
Test (Seru m/p|asma) Serum/Plasma Cassette 1026-3002 25T CE
Chikungunya IgG/IgM Rapid Test Whole Blood/ -
(Whole Blood/Serum/Plasma) Serum/Plasma Stz 1026-4002 I CE
Whole Blood/
Dengue |gG/|gM Rap|d Test Serum/Plasma Cassette 1027-4002 10T CE
. Whole Blood/
Dengue NS1 Rapid Test B 0od Cassette 1028-4002 10T CE
erum/Plasma
Dengue IgG/IgM And NS1 Whole Blood/
. Cassette 1029-4025 25T CE
Combo Rapid Test 2t it Serum/Plasma
) X Whole Blood/ -
Zika NS1 Rap|d Test Serum/Plasma Cassette 1030-4002 10T CE
. X Whole Blood/
yA'E) |gG/|gM Rap|d Test Serum/Plasma Cassette 1031-4002 10T CE
Zika IgG/IgM and NS1 Whole Blood/ Cassette 1032-4025 10T CE
Combo Rapid Test Serum/Plasma
Dengue/Zika/Chikungunya Whole Blood/ Cassette 1163-4045 25T CE
Combo Rapid Test Serum/Plasma
?ilari?SSis lgcj|/3l|gM Ra)pid Serum/Plasma Cassette 1033-3002 25T CE
est (Serum/Plasma
Filariasis IgG/IgM Rapid
Test (Whole Blood/Serum ;’Vh°'e/5|'°°d’ Cassette 1034-4002 25T CE
/Plasma) erum/Flasma
-(r%/phOiC}Fl)?G/lgr;l Rapid Test Serum/Plasma Cassette 1035-3002 25T CE
erum/Plasma
Ppth?\}\?hl QIG/é?M glas pid Whole Blood/ Dipstick 1035-4001 50T CE
€s ole Bloo erum Serum/Plasma
/Plasma) Cassette 1035-4002 25T CE

* Storage temperature: 2 - 30 °C  Shelf life: 24 Months
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Rapid Tests for Infectious Disease

limit of : ; CE
Product name detection  SPecimen format  Format Category Tests per kit status
gglgi’é’fT’Zgg typhi Antigen Feces Cassette 1036-6002 25T CE
gz‘gi‘g?ggs paratyphi Antige Feces Cassette 1086-6002 10/20/25T CE
Salmonella typhi and
paratyphi Antigen Combo Feces Cassette 1088-6025 10T CE
Rapid Test
Salmonella typhi and
paratyphi B Antigen Combo Feces Cassette 1146-6025 10T CE
Rapid Test
Leishmania IgG/IgM Whole Blood/

. See Insert Cassette 1037-4002 25T CE
Rapid Test Serum/Plasma

Leptospira IgG/IgM
Ragid 1%5;( 9519 ;Ae’ rf:/s';’s"n‘i; Cassette 1038-4002 25T CE
: : Dipstick 1039-4001 50T CE
Malaria Pf. Rapid Test Whole Blood P
Cassette 1039-4002 25T CE
Malaria Pf./ Pan Rapid Test Whole Blood Cassette 1040-4002 25T CE
Malaria Pf./Pv. Rapid Test Whole Blood Cassette 1041-4002 25T CE
Malaria Pf./Pv. /Pan
Rapid Test Whole Blood Cassette 1042-4002 25T CE

* Storage temperature: 2 - 30 °C  Shelf life: 24 Months
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Rapid Tests for Infectious Disease

limit of : ; CE

Product name detection SPecimen format  Format Category Tests per kit =¢ o
Adenovirus Rapid Test Feces Cassette 1005-6002 25T CE
Rotavirus Rapid Test Feces Cassette 1006-6002 25T CE
Norovirus Rapid Test Feces Cassette 1007-6002 10T CE
Rotavinusiandiadenovinis Feces Cassette 1008-6025 25T CE
Combo Rapid Test
Rotavirus and Adenovirus

; F € 1008-6027 17/10T CE
Combo Rapid Test eces =
Norovirus, Rotavirus and
Adenovirus Combo Feces Cassette 1009-6035 10T CE
Rapid Test
Astrovirus Rapid Test Feces Cassette 1010-6002 10T CE

Norovirus, Rotavirus,
Adenovirus and Astrovirus Feces Cup 1011-6047 17107 CE
Combo Rapid Test

Norovirus, Rotavirus,
Adenovirus and Astrovirus Feces Cassette 1011-6045 10T CE
Combo Rapid Test

Entamoeba histolytica Feces Cassette 1012-6002 10T CE
Rapid Test

Giardia Lamblia Rapid Test Feces Cassette 1013-6002 10T CE

Cryptosporidium Rapid Test IEEEUEEE Feces Cassette 1014-6002 10T CE

Cryptosporidiumand Giardia . oot I o ~
Lamblia Combo Rapid Test eces assette

Entamoeba/Giardia/Crypto

. h F 1016-6002 10T CE
Rapid Test (1 Window eces Cassette
Entamoeba/Giardia/Crypto
Combo Rapid Test Feces Cassette 1016-6035 10T CE
(3 Windows)
Campylobacter Rapid Test Feces Cassette 1017-6002 10T CE
Clostridium difficile GDH Feces Cassette 1018-6002 10T CE
Rapid Test
Clostridium difficile Toxin A .

. X Cassett 1019-6025B 10T CE
+Toxin B Combo Rapid Test eees assere
Clostridium difficile GDH+
Toxin A +Toxin B Combo Feces Cassette 1020-6035B 10T CE
Rapid Test
H pyloriAntibody Rapid Serum/Plasma Cassette 1021-3002 25T CE
Test (Serum/Plasma)
H. pylori Antibody Rapid Test Whole Blood/ Bl 1021-4001 50T CE
(Whole Blood/Serum/Plasma) Serum/Plasma P, 1021-4002 25T CE

Dipstick 1021-6001 25T CE
H. pylori Antigen Rapid Test Feces
Cassette 1021-6002 25T CE

H. pylori Antigen Rapid Test Feces Cup 1021-6007 1T/10T CE

* Storage temperature: 2 - 30 °C  Shelf life: 24 Months
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Rapid Tests for Infectious Disease

Product name dli:TeEggn Specimen format  Format Category Tests per kit st(a:\ItEu s
Kgbgi'g %Qgtlerae 01(vCO1) Feces Cassette 1022-6002 107 CE

2(5%”.8 1ng)le£ggi8]rgzt Feces Cassette 1023-6002 10T CE

See Insert

gfgggg%’gfg?r;l/ 0139 Feces Cassette 1024-6025 10T CE

ﬁfawipgigll_?elszlexneri Antigen Feces Cassette 1144-6002 10T CE

ggggl I.?eifnnei Antigen Feces Cassette 1145-6002 10T CE

* Storage temperature: 2 - 30 °C  Shelf life: 24 Months

Product name dljeT(eiE:’cci)Zn Specimen format  Format Category Tests per kit stca:\ltzu s
HBsAg Rapid Test Serum/Plasma Dipstick 1091-3001 50T NON-CE
HBsAg Rapid Test Serum/Plasma Cassette 1091-3002 25T NON-CE
HBsAg Rapid Test arhole Blooc/ Dipstick 1091-4001 50T NON-CE
HBsAg Rapid Test g\e/ :?::/E:gsn‘i; Cassette 1091-4002 25T NON-CE
HBsAb Rapid Test Q'Z:‘Lj’r'ne/s';’;:; Dipstick 1092-4001 50T NON-CE
HBsAb Rapid Test ;Ae’ :‘5:/;';’;:’; Cassette 1092-4002 25T NON-CE
HBsAb Rapid Test See Insert Serum/Plasma Dipstick 1092-3001 50T NON-CE
HBsAb Rapid Test Serum/Plasma Cassette 1092-3002 25T NON-CE
HBcAb Rapid Test Serum/Plasma Cassette 1093-3002 25T NON-CE
HBeAb Rapid Test Serum/Plasma Cassette 1094-3002 25T NON-CE
HBeAg Rapid Test Serum/Plasma Cassette 1095-3002 25T NON-CE
HBV Combo Ra pid Test Serum/Plasma Cassette 1096-3055 25T NON-CE
HCV Rapid Test Serum/Plasma Dipstick 1097-3001 50T NON-CE
HCV Rapid Test Serum/Plasma Cassette 1097-3002 25T NON-CE

* Storage temperature: 2 = 30 °C  Shelf life: 24 Months
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Rapid Tests for Infectious Disease

limit of : ; CE
Product name detection SPecimen format  Format Category Tests per kit =+ o
X Whole Blood/ N
HCV Rapid Test Serum/Plasma Dipstick 1097-4001 50T NON-CE
HCV Rapid Test Whole Blood/ Cassette 1097-4002 25T NON-CE
Serum/Plasma
HEV IgG/IgM Rapid Test Serum/Plasma Cassette 1043-3002 40T CE
HIV 1.2 Rapid Test Urine Cassette 1099-1002 25T NON-CE
HIV 1.2 Home Rapid Test Urine Cassette 1099-1002H 17 NON-CE
HIV 1.2 Rapid Test Oral Fluid Cassette 1099-8002 20T NON-CE
HIV 1.2 Rapid Test Serum/Plasma Cassette 1099-3002 25T NON-CE
. Whole Blood/ L
HIV 1.2 Rapid Test Serum/Plasma Dipstick 1099-4001 50T NON-CE
See Insert
HIV 1.2 Rapid Test Whole Blood/ Cassette 1099-4002 25T NON-CE
Serum/Plasma
HIV 1.2 Rapid Test
Single Use Kit Whole Blood Cassette 1099-4002S 1T NON-CE
HIV 1.2.0 Rapid Test g’vh°'e”§|'°°d’ Dipstick 1100-4001 50T NON-CE
erum. asma
HIV 1.2.0 Rapid Test g’:?ﬂf/;';’;’n‘jg Cassette 1100-4002 25T NON-CE
g'ilr:/g?ézUC;eRzlic’)cld Test Whole Blood Cassette 1100-4002S 17 NON-CE
HIV p24 Antigen Rapid Test ;’::‘jrf/s'::ﬁ; Cassette 1101-4002 25T NON-CE
HIV 1.2 and HIV p24 Whole Blood/
. - 257 NON-CE
Combo Rapid Test Serum/Plasma Cassette 1102-4025 5 ON-C
HIV 1.2 and HIV p24 Whole Blood/ Cassette 1102-4002 e NON-CE
Combo Rapid Test Serum/Plasma
HIV 1.2.0 and HIV p24 Whole Blood/
Combo Rapid Test Serum/Plasma Cassette 1147-T4002 25T NON-CE

* Storage temperature: 2 - 30 °C  Shelf life: 24 Months

HIV p24 HCV HIV12
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Rapid Tests for Infectious Disease

limit of . ; CE

Product name detection Specimen format  Format Category Tests per kit status
Syphilis Rapid Test (S/P) Serum/Plasma Dipstick 1044-3001 50T CE
Syphilis Rapid Test (S/P) Serum/Plasma Cassette 1044-3002 20/25T CE

. . Whole Blood/
Syphilis Rapid Test Serum/Plasma Dipstick 1044-4001 50T CE

- . Whole Blood/
Syphilis Rapid Test Serum/Plasma Cassette 1044-4002 25T CE
EaB;ignggtd HCV Combo Serum/Plasma Cassette 1103-3025 25T NON-CE
HBsAg and HCV Combo Whole Blood/
Rapid Test Serum/Plasma Cassette 1103-4025 25T NON-CE
%E?gl“% ?t|V1 2 Combo Serum/Plasma Cassette 1104-3025 25T NON-CE
g)ép?clf I.Is.é?tl\” 2.0 Combo Serum/Plasma Cassette 1105-3025 25T NON-CE

P See Insert

Syphilis/HIV1.2.0 Combo Whole Blood/ . 1105-4025 25T NON-CE
Rapid Test Serum/Plasma
HIV1.2 and Syphilis
(in one dipstick) Combo ;Nh"'e/sk"’d/ Cassette 1106-4002 25T NON-CE
Rapid Test erumTasma
E'aBS;gg'l{;,%V/HIV Combo Serum/Plasma Cassette 1107-3035 25T NON-CE
EaBSGgT/;EW HIV 1.2 Combo QZ:‘J’:/E";’;:; Cassette 1107-4035 25T NON-CE
EE;%%/EE;QH-:-Zéfyphms Serum/Plasma Cassette 1108-3045 25T NON-CE
HBsAg/HCV/HIV/Syphilis Whole Blood/
Combo Rapid Test Serum/Plasma Cassette 1108-4045 25T NON-CE
HAV IgM Rapid Test Serum/Plasma Cassette 1082-3002 10/20/25 T Non-CE
HAV IgM Rapid Test ;Ae/ ::’rf/;';fn‘j; Cassette 1082-4002 10/20/25T CE
HAV I9G/IgM Combo Whole Blood/ Cassette 1083-4025 10/20/25T CE
Rapid Test Serum/Plasma

* Storage temperature: 2 - 30 °C ~ Shelf life: 24 Months
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Rapid Tests for Infectious Disease

limit of : ; CE
Product name detection Specimen format  Format Category Tests per kit status
Brucella Abortus Antigen Whole Blood/
Rapid Test Serum/Plasma Cassette 1057-4002 25T CE
. Whole Blood/
Lyme IgG/IgM Rapid Test Serum/Plasma Cassette 1058-4002 10T CE
Tetanus Rapid Test ;’Z rf:/;f:s; Cassette 1059-4002 25T CE
See Insert
Dipstick 1060-4001 50T CE
. . Whole Blood/ P
Tuberculosis (TB) Rapid Test S © e/P|°°d
erum/rlasma Cassette 1060-4002 25T CE
rub Typhus IgG/IgM
ggr:g ngt us lgG/lg gzrjrf/;';’;’rig Cassette 1079-4002 10/25T CE
Monkeypox Antibody Whole Blood/ 10/20/
Rapid Test Serum/Plasma Cassette 1089-4002 25/40T CE
Monkeypox Antigen Whole Blood/ 10720/
Rapid Jest Serum/Plasma Cassette 1090-4002 25/40 T CE

* Storage temperature: 2 = 30 °C  Shelf life: 24 Months

Brucella
Lyme Tuberculo sis
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