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THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260000025/PCBB-NA
Ngay cong bo: 18/05/2026

1. Tén co s& cong bd: CONG TY TNHH THIET BI CONG NGHE -VAT TU
Y TE DUY CUONG

2. Pia chi: Khdi Xuan Trang, Phudng Vinh Pha, Tinh Nghé An
3. S6 vin ban cua co so: 07/2026/VBCB-DC Ngay: 15/05/2026
4. Thiét bi y té thudc loai B

Tén thiét b y té&: Khay thir xét nghiém

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature —- GMDN (néu co):
Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc dich su dung: X¢ét nghiém phat hién dinh tinh khang nguyén/khang thé
trong mau toan phan huyét thanh huyét tuong, phan hodc nudc tiéu

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):
6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu s¢ hitu: Acro Biotech Inc

bia chi chu s hitu: 4650 Arrow Highway, Suite D-6 Montclair, CA 91763,
U.S.A., UNITED STATES

7. Thong tin vé co s& bao hanh (néu co):
8. SO cong bo du diéu kién san xuat di véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:



1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B.

2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485

3 | Gidy iy quyén cta chu so hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo
tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

6 | Giay ching nhén hop chuén hodc ban tiéu chuén ma chu s6 hiru thiét
bi y té cong bd ap dung

7 G}ay chirng nhan l}ru hanh tur do con hiéu luc tai thoi diém nop ho so
do6i voi thiét bi y té nhap khau.

8 | Tai liéu khac (néu co)




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

STT

Tén thiét bi y té

Chung loai

M3 san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

Khay thir xét
nghiém dinh tinh
hCG

hCG Pregnancy Rapid Test

Cassette

FHC-102

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R. CHINA

CHINA

Khay thur xét
nghiém dinh tinh
khang thé Toxo
IgG/IgM

Toxo IgG/IgM Rapid Test

Cassette

ITGM-402

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R. CHINA

CHINA

Khay thir xét
nghiém dinh tinh
khang thé Rubella
IgG/IgM

Rubella IgG/IgM Rapid

Test Cassette

IRGM-402

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

ZHEJIANG,
P.R. CHINA

Khay thir xét
nghi¢ém dinh tinh
Strep B

Strep B Rapid Test Cassette

ISB-502

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

Khay thir xét
nghi¢m dinh tinh
Adenovirus

Adenovirus Rapid Test
Cassette

IAD-602

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

Khay thir xét
nghiém dinh tinh
Rotavirus

Rotavirus Rapid Test
Cassette

IRO-602

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JTIAXING,
ZHEJIANG,
P.R.CHINA

CHINA




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut san xult Nudc san xuat
(Néu cd)
BUILDING 1,
#24
Khay thi sé SHUANGLIAN
nghiém dinh tinh | Rotavirus and Adenovirus Bi-trumed HAI CH’ ANG
7 | Rotavirus and Combo Rapid Test Cassette | IRAC-625 Biotech Co., STREET CHINA
Adenovirus Ltd HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA
BUILDING 1,
#24
Khay thir xét f{%‘iADNGUAN
nghiém djnh tinh | H. pylori Antibody Rapid Bi-trumed HAI CH’ ANG
8 | khang thé H. Test Cassette IHP-402 Biotech Co., CHINA
lori Ltd STREET,
pylort HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA
BUILDING 1,
#24
Khay thur xét IS{%IAJ‘%NGLIAN
nghiém dinh tinh | H. pylori Antigen Rapid Bi-trumed HAI CH’ ANG
9 [khang nguyén H. Test Cassette IHP-602 Biotech Co., STREET CHINA
pylori Ltd HAINING.,
JIAXING,
ZHEJIANG,
P.R.CHINA
Khay thtr xét Dengue Rapid Test Cassette Bi-trumed BUILDING 1,
10| hghism dinh tinh IDEN-402 Biotech Co.,  |#24 CHINA




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) ((ilgglgl f((’)))l san xut san xult Nudc san xuat
SHUANGLIAN
ROAD,
khang thé Dengue I;,ﬁiggf? NG
IgG and IgM Ltd HAINING.,
JIAXING,
ZHEJIANG,
P.R.CHINA
BUILDING 1,
#24
Khay thir xét SHUANGLIAN
nghi¢m dinh tinh [ Dengue NS1 Rapid Test Bi-trumed E%IAC?{, ANG
11 | khéng nguyén Cassette IDES-402 Biotech Co., STREET CHINA
Dengue NS1 Ltd HAINING.,
JIAXING,
ZHEJIANG,
P.R.CHINA
BUILDING 1,
#24
Khay thur xét
nghiém dinh tinh lsgi‘gNGLIAN
khang nguyén Dengue Combo Rapid Test Bi-trumed HAI CH, ANG
12 | Dengue NSI va Cassette IDEC-425 Biotech Co., STREET CHINA
khang thé Dengue Ltd HAININ &}
IgG and IgM )
JIAXING,
ZHEJIANG,
P.R.CHINA
gﬁ%ﬁgéﬁt tinh Malaria P.f/P.v/Pan Rapid Bi-trumed #leiILDING L
13 Mala'ria : Test Cassette IMPVF-402 ggtech Co., SHUANGLIAN CHINA
P.f/P.v/Pan ROAD,




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

14

Khay thir xét
nghi¢m dinh tinh
Malaria P.f/P.v

Malaria P.f/P.v. Rapid Test
Cassette

IMPV-402

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

15

Khay thtr xét
nghiém dinh tinh
khéng nguyén
HbsAg

HbsAg Rapid Test Cassette

IHBSG-402

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

16

Khay thtr xét
nghiém dinh tinh
khang thé,
khéng nguyén
HbsAb

HbsAb Rapid Test Cassette

IHBSB-402

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

17

Khay thir xét
nghiém dinh tinh
khéng nguyén
HbeAg

HbeAg Rapid Test Cassette

IHBEG-302

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

18

Khay thur xét
nghiém djnh tinh
khang th¢ HCV

HCYV Rapid Test Cassette

[HC-402

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

19

Khay thur xét
nghiém djnh tinh
khang thé HIV

HIV 1.2 Rapid Test
Cassette

[HI-402

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

ZHEJIANG,
P.R.CHINA

20

Khay thir xét
nghi¢m djnh tinh
khang thé Syphilis

Syphilis
Cassette

Rapid Test

ISY-402

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

21

Khay thir xét
nghiém dinh tinh
khang nguyén
Influenza A+B

Influenza A+B Rapid Test

Cassette

[IN-502

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

22

Khay thtr xét
nghiém dinh tinh
khéng nguyén
Influenza A

Influenza A Rapid Test

Cassette

IFLA-502

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

23

Khay thir xét
nghiém dinh tinh
khang nguyén
RSV

RSV Rapid Test Cassette

IRS-502

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

24

Khay thtr xét
nghiém dinh tinh
khang thé
Tuberculosis

Tuberculosis Rapid Test
Cassette

ITB-402

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

25

Khay thtr xét
nghiém dinh tinh
Morphine (MOP)

Morphine (MOP) Rapid
Test Cassette

DMO-102

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

26

Khay thir xét
nghiém dinh tinh

Ketamine (KET) Rapid Test
Cassette

DKE-102

Bi-trumed
Biotech Co.,

BUILDING 1,
#24

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

Ketamine (KET)

Ltd

SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

27

Khay thur xét
nghiém dinh tinh
Ecstasy (MDMA)

Ecstasy (MDMA) Rapid
Test Cassette

DMD-102

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

28

Khay thir xét
nghiém dinh tinh
Methamphetamine
(MET)

Methamphetamine (MET)
Rapid Test Cassette

DME-102

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

29

Khay thir xét
nghiém dinh tinh
Marijuana (THC)

Marijuana (THC) Rapid
Test Cassette

DTH-102

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

30

Khay thir xét
nghiém dinh tinh
khang thé EV71
IeM

EV71 IgM Rapid Test
Cassette

IEVM-ACO402

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

31

Khay thtr xét
nghiém dinh tinh
khang thé HAV
IgG/IgM

HAYV IgG/IgM Combo
Rapid Test Cassette

IHAGM-425

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

32

Khay thir xét
nghiém dinh tinh
khang nguyén
Strep A

Strep A Rapid Test Cassette

ISTB-502

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

33

Khay thir xét
nghiém dinh tinh
khang thé HEV
IgG/IgM

HEV IgG/IgM Rapid Test

Cassette

IHE-302

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

34

Khay thir xét
nghi¢m dinh tinh
khéng nguyén
Salmonella

Salmonella Typhi Antigen
Rapid Test Cassette

ISTY-602

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

35

Khay thir xét
nghiém dinh tinh
khéng nguyén
COVID-19

COVID-19 Antigen Rapid
Test Cassette

INCP-ACO502

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

ZHEJIANG,
P.R.CHINA

36

Khay thir xét
nghi¢ém dinh tinh
AFP

AFP Rapid Test Cassette

TAF — 402

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

37

Khay thir xét
nghi¢m dinh tinh
CEA

CEA Rapid Test Cassette

TCE-402

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

38

Khay thir xét
nghiém dinh tinh
PSA

PSA Rapid Test Cassette

TPS-402

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

39

Khay thir xét
nghi¢m dinh tinh
FOB

FOB Rapid Test Cassette

TFO-602

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

40

Khay thtr xét
nghiém dinh tinh
khéng nguyén
Chlamydia

Chlamydia Rapid Test
Cassette

ICH-502

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

41

Khay thtr xét
nghiém dinh tinh 4
chan

Multi — Drug 4 Drugs Rapid
Test Panel

DOA-144

Bi-trumed
Biotech Co.,
Ltd

BUILDING 1,
#24
SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA

CHINA

42

Khay thir xét
nghi¢m dinh tinh 5

Multi — Drug 5 Drugs Rapid
Test Panel

DOA-154

Bi-trumed
Biotech Co.,

BUILDING 1,
#24

CHINA




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé

san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

chan

Ltd

SHUANGLIAN
ROAD,
HAICHANG
STREET,
HAINING,
JIAXING,
ZHEJIANG,
P.R.CHINA




