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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: 260001221/PCBB-HN
Ngay cong bo: 21/04/2026

1. Tén co s& cong bd: CONG TY CO PHAN DAU TU VA PHAT TRIEN Y
TE AN SINH
2. bia chi: Tang 5, Can L1.7 Hai Ngan, duong Thanh Liét, Phuong Thanh

Liét, Thanh ph6 Ha Noi

3. S6 vin ban cua co so: 16042026/AS-SYT Ngay: 21/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Hoa chat dung cho may xét nghiém sinh hoa

Tén thuong mai (néu c6): Hoa chat dung cho may xét nghiém sinh héa Biorex
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 str dung: Hoa chat dung cho may xét nghiém sinh hoa
Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

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¢ hiru: Rayto Life and Analytical Sciences Co., Ltd

bia chi chu sé hitru: 2F, 5th Building, Software Park, No.2, Gaoxinzhong 3rd
Road, Yuehai Subdistrict, Nanshan 518057 Shenzhen, CHINA

7. Thong tin vé co s& bao hanh (néu co):

8. S0 cong bo du dieu kién san xuat doi vai thi€t bi y t€ sdn xuat trong nudc:



. Thanh phén hd so:

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

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ 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 liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét
biy t€ cong bo ap dung

7 Giéy chuing nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




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

< = Z Quy cach n . c .
STT| Tén thiét biy té Chiing loai Ma oan plrlam d(')l)l]g go0i Tfn o p o D;aochl cg S0 Nudc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
2F, 5th Building,
Software Park,
No.2,
H(:)a cl}ét dﬁpig cho 5'-Nucleotidase Assay Rayto Life and | Gaoxinzhong '
T x&t nghi¢ém Reagent Kit (Enzymatic) Agalytlcal 3rd Roaq,Yuehal CHINA
sinh hoa Sciences Co., Subdistrict,
Ltd. Nanshan,
Shenzhen
518057
2F, 5th Building,
Software Park,
No.2,
Hoa chat ding cho | Adenosine Deaminase Rayto Life and | Gaoxinzhong
) may xét nghiém Assay Reagent Kit Analytical 3rd Road,Yuehai CHINA
sinh hoa (Enzymatic) Sciences Co., | Subdistrict,
Ltd. Nanshan,
Shenzhen
518057
2F, 5th Building,
Software Park,
Hoa chit dung cho | Alanine Aminotransferase Rayto Life and 20'2’. "
may xét nghiém | Assay Reagent Kit (Alanine Analytical aoximzhong
3 dinhhoa Method) ¢ ( Sciences Co,, | 31d Road. Yuehai | CHINA
Subdistrict,

Ltd.

Nanshan,




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

Shenzhen
518057

2F, 5th Building,
Software Park,
No.2,

H(:)a cl}ﬁt dﬁl?ig cho Albumin Assay Reagent Kit Rayto Life and | Gaoxinzhong '
4 |may x€t nghiém (BCG Method) Agalytlcal 3rd Rpac},Yuehm CHINA
sinh hoa Sciences Co., Subdistrict,
Ltd. Nanshan,
Shenzhen
518057
2F, 5th Building,
Software Park,
No.2,
Hoa chat dung cho | Alkaline Phosphatase Assay Rayto Life and | Gaoxinzhong
5 may xét nghiém Reagent Kit (NPP-AMP Analytical 3rd Road,Yuehai CHINA
sinh hoa Buffer Method) Sciences Co., Subdistrict,
Ltd. Nanshan,
Shenzhen
518057
2F, 5th Building,
Software Park,
Anti Streptolysin O Assay . NO'Z’.
Hoéa chat dung cho . Rayto Life and | Gaoxinzhong
o i Reagent Kit (Latex- . .
¢ |may X?t nghiém Enhanced Agalytlcal 3rd Roaq,Yuehal CHINA
sinh hoa Immunoturbidimetric) Sciences Co., Subdistrict,
Ltd. Nanshan,
Shenzhen

518057




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

2F, 5th Building,
Software Park,
No.2,

Hoa chat dung cho | Apolipoprotein A1 Assay Rayto Life and | Gaoxinzhong
7 may xét nghiém Reagent Kit Analytical 3rd Road,Yuehai CHINA
sinh hoa (Immunoturbidimetric) Sciences Co., | Subdistrict,
Ltd. Nanshan,
Shenzhen
518057
2F, 5th Building,
Software Park,
No.2,
Hoa chat dung cho | Apolipoprotein B Assay Rayto Life and | Gaoxinzhong
2 may xét nghiém Reagent Kit Analytical 3rd Road,Yuehai CHINA
sinh hoa (Immunoturbidimetric) Sciences Co., | Subdistrict,
Ltd. Nanshan,
Shenzhen
518057
2F, 5th Building,
Software Park,
No.2,
Hoéa chat dung cho | Aspartate Aminotransferase Rayto Life and | Gaoxinzhong
9 may xét nghiém Assay Reagent Kit Analytical 3rd Road,Yuehai CHINA
sinh hoa (Aspartate Method) Sciences Co., | Subdistrict,
Ltd. Nanshan,
Shenzhen
518057
10 Hoéa chat dung cho | Bicarbonate Assay Reagent Rayto Life and | 2F, 5th Building, CHINA

may xét nghiém

Kit (PEPC Enzymatic)

Analytical




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

sinh hda

Sciences Co.,
Ltd.

Software Park,
No.2,
Gaoxinzhong
3rd Road,Yuehai
Subdistrict,
Nanshan,
Shenzhen
518057

11

Héa chit dung cho
may xét nghiém
sinh hoa

Bile Acids Assay Reagent
Kit (5th Generation
Colorimetric Method)

Rayto Life and
Analytical
Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

CHINA

12

Hoa chat dung cho
may xét nghiém
sinh hoa

Calcium Assay Reagent Kit
(Arsenazo III Method)

Rayto Life and
Analytical
Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

CHINA

13

Hoa chat dung cho
may xét nghiém
sinh hoa

Complement C3 Assay
Reagent Kit
(Immunoturbidimetric)

Rayto Life and
Analytical
Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,

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

Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

14

Hoéa chat dung cho
may xét nghiém
sinh hoa

Complement C4 Assay
Reagent Kit
(Immunoturbidimetric)

Rayto Life and
Analytical

Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

CHINA

15

Hoéa chat dung cho
may xét nghiém
sinh hoa

C-Reactive Protein Assay
Reagent Kit (Latex-
Enhanced
Immunoturbidimetric)

Rayto Life and
Analytical

Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

CHINA

16

Hoa chat dung cho
may xét nghiém
sinh hoa

Creatine Kinase Assay
Reagent Kit (Creatine
Phosphate Method)

Rayto Life and
Analytical
Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd 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

Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

17

Hoéa chat dung cho
may xét nghiém
sinh hoa

Creatinine Assay Reagent
Kit (Enzymatic)

Rayto Life and
Analytical
Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

CHINA

18

Hoéa chat dung cho
may xét nghiém
sinh hoa

Creatinine Assay Reagent
Kit (Jaffe's Method)

Rayto Life and
Analytical
Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

CHINA

19

Hoéa chat dung cho
may xét nghiém
sinh hoa

Cholesterol Assay Reagent
Kit (CHOD-PAP Method)

Rayto Life and
Analytical
Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,

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

Nanshan 518057
Shenzhen

Cholinesterase Assay

2F, 5th
building,
software Park,

Hoéa chat dung cho . Rayto Life and |No.2,
., o Reagent Kit . .
0 |may x?t nghiém (Butyrylthiocholine Agalytlcal Gaoxinzhong CHINA
sinh hoa Method) Sciences Co., 3rd Road,
Ltd Yuehai
Subdistrict,
Nanshan 518057
Shenzhen
2F, 5th
building,
software Park,
Hoa chat dung cho | Direct Bilirubin Assay Rayto Life and |No.2,
71 may xét nghiém Reagent Kit (Oxidation to Analytical Gaoxinzhong CHINA
sinh hoa Biliverdin Method) Sciences Co., 3rd Road,
Ltd Yuehai
Subdistrict,
Nanshan 518057
Shenzhen
2F, 5th
building,
software Park,
Hoa chat dung cho . Rayto Life and | No.2,
may xét nghiém Fructosam%ne Assay Analytical Gaoxinzhong
22 sinh hoa Reagent Kit (NBT Method) Sciences Co., 3rd Road, CHINA
Ltd Yuehai
Subdistrict,
Nanshan 518057

Shenzhen




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

2F, 5th
building,
software Park,

iy xét nghigm | Glucose Assay Reagent Ki Andytical | Gaoninzhone
23 sinh hoa . (Hexokinase Method) Sciences Co., 3rd Road, CHINA
Ltd Yuehai
Subdistrict,
Nanshan 518057
Shenzhen
2F, 5th
building,
software Park,
iy xét nghigm | Glucose Assay Reagent Ki Andytical | Gaoninzhone
24 sinh hoa ¥ (Glucose Oxidase Method) Sciences Co., 3rd Road, CHINA
Ltd Yuehai
Subdistrict,
Nanshan 518057
Shenzhen
2F, 5th
building,
. software Park,
Hoéa chat dung cho Glycohemoglobm Ale Rayto Life and | No.2,
o in Assay Reagent Kit (Latex- . .
may xét nghiém Analytical Gaoxinzhong
25 | . . Enhanced . CHINA
sinh hoa Immunoturbidimetric) Sciences Co., |3rd Road,
unot Ltd Yuehai
Subdistrict,
Nanshan 518057
Shenzhen
26 Hoéa chat dung cho | High Density Lipoprotein Rayto Life and |2F, 5th CHINA
may xét nghiém Cholesterol Assay Reagent Analytical building,




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

sinh hda

Kit (Direct-Select Inhibitory
Method)

Sciences Co.,
Ltd

software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

27

Hoéa chat dung cho
may xét nghiém
sinh hoa

Homocysteine Assay
Reagent Kit (Enzymatic
Cycling Assay)

Rayto Life and
Analytical
Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

CHINA

28

Hoa chat dung cho
may xét nghiém
sinh hoa

Immunoglobulin A(IgA)
Assay Reagent Kit
(Immunoturbidimetric)

Rayto Life and
Analytical
Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

CHINA

29

Hoa chat dung cho
may xét nghiém
sinh hoa

Immunoglobulin G(IgG)
Assay Reagent Kit
(Immunoturbidimetric)

Rayto Life and
Analytical
Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,

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

Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

30

Hoa chat dung cho
may xét nghiém
sinh hoa

Immunoglobulin M(IgM)
Assay Reagent Kit
(Immunoturbidimetric)

Rayto Life and
Analytical

Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

CHINA

31

Hoa chat dung cho
may xét nghiém
sinh hoa

Inorganic Phosphorus
Assay Reagent Kit
(Molybdatephosphate
Method)

Rayto Life and
Analytical

Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

CHINA

32

Hoa chat dung cho
may xét nghiém
sinh hoa

Lactate Dehydrogenase
Assay Reagent Kit (Lactate
Substrate Method)

Rayto Life and
Analytical
Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd 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

Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

33

Hoa chat dung cho
may xét nghiém
sinh hoa

Lipoprotein(a) Assay
Reagent Kit (Latex-
Enhanced
Immunoturbidimetric)

Rayto Life and
Analytical
Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

CHINA

34

Héa chit dung cho
may xét nghiém
sinh hoa

Low Density Lipoprotein
Cholesterol Assay Reagent
Kit (Direct-Surfactant
Clearance Method)

Rayto Life and
Analytical
Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

CHINA

35

Hoa chit dung cho
may xét nghiém
sinh hoa

Magnesium Assay Reagent
Kit (Calmagite Method)

Rayto Life and
Analytical
Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,

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

Nanshan 518057
Shenzhen

2F, 5th
building,
software Park,

Hoa chit dung cho . Rayto Life and [No.2,
méy xét nghiém Pre-albumin Assay Reagent Analytical Gaoxinzhong
36 sinh hoa Kit (Immunoturbidimetric) Sciences Co., 3rd Road, CHINA
Ltd Yuehai
Subdistrict,
Nanshan 518057
Shenzhen
2F, 5th
building,
. software Park,
Hoa chat dung cho Rheumatm'd Factors Assay Rayto Life and |No.2,
o in Reagent Kit (Latex- . .
37 |may X§t nghiém Enhanced Agalytlcal Gaoxinzhong CHINA
sinh hoa Immunoturbidimetric) Sciences Co., 3rd Road,
Ltd Yuehai
Subdistrict,
Nanshan 518057
Shenzhen
2F, 5th
building,
software Park,
Hoa chat dung cho [ Total Bilirubin Assay Rayto Life and | No.2,
33 may xét nghiém Reagent Kit (Oxidation to Analytical Gaoxinzhong CHINA
sinh hoa Biliverdin Method) Sciences Co., 3rd Road,
Ltd Yuehai
Subdistrict,
Nanshan 518057

Shenzhen




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

Hoa chat dung cho
may xét nghiém
sinh hoa

Total Protein Assay
Reagent Kit (Biuret
Method)

Rayto Life and
Analytical

Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

CHINA

40

Hoa chat dung cho
may xét nghiém
sinh hoa

Triglycerides Assay
Reagent Kit (GPO-PAP
Method)

Rayto Life and
Analytical

Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

CHINA

41

Hoa chat dung cho
may xét nghiém
sinh hoa

Urea Assay Reagent Kit
(Urease-GLDH Method)

Rayto Life and
Analytical
Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

CHINA

42

Hoa chat dung cho
may xét nghiém

Uric Acid Assay Reagent
Kit (Uricase Method)

Rayto Life and
Analytical

2F, 5th
building,

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

sinh hda

Sciences Co.,
Ltd

software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

43

Héa chit dung cho
may xét nghiém
sinh hoa

a-Amylase Assay Reagent
Kit (EPS Method)

Rayto Life and
Analytical
Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

CHINA

44

Hoa chat dung cho
may xét nghiém
sinh hoa

a-Hydroxybutyrate
Dehydrogenase Assay
Reagent Kit (a-Oxobutyric
Method)

Rayto Life and
Analytical
Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

CHINA

45

Hoa chat dung cho
may xét nghiém
sinh hoa

B2-microglobulin Assay
Reagent Kit (Latex-
Enhanced
Immunoturbidimetric)

Rayto Life and
Analytical
Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,

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

Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

46

Hoa chat dung cho
may xét nghiém
sinh hoa

v-Glutamyl Transpeptadase

Assay Reagent Kit
(GCANA Method)

Rayto Life and
Analytical

Sciences Co.,
Ltd

2F, 5th
building,
software Park,
No.2,
Gaoxinzhong
3rd Road,
Yuehai
Subdistrict,
Nanshan 518057
Shenzhen

CHINA




