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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: 260001065/PCBB-HCM
Ngay cong bo: 14/04/2026

1. Tén co s6 cong bd: CONG TY TNHH Y TE MINDRAY VIET NAM

2. bia chi: Phong 2, Tang 4, Toa nha Broadway B, 102 Nguyén Luong Bang,
Phuong Tan M§, Thanh phd HO Chi Minh

3. S6 vin ban cua co so: 11/2026/CBB-MR Ngay: 10/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Cym IVD enzymes: ADA, G6PD, 5'-Nucleotidase

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 st dung: Adenosine Deaminase Kit (Enzymatic Colorimetric
Method): Xét nghiém in vitro dinh lugng hoat 4o Adenosine Deaminase
(ADA) trong huyét thanh ngudi trén may xét nghiém sinh hoa Mindray BS
series. X¢ét nghi¢m duogc stir dung dé hd trg chan doan bénh gan-mat. ADA
Calibrator: ADA Calibrator dugc sir dung dé hiéu chuan xét nghi¢m dinh
lugng Adenosine Deaminase (ADA) trén mdy xét nghiém sinh héa Mindray
BS series. ADA Control: ADA Control dugc stir dung dé kiém soat chat luong
x¢t nghiém dinh luong Adenosine Deaminase bé“mg cach theo do1 do chinh xac
va do chum cta may xét nghiém sinh héa Mindray BS series va kha ndng xét
nghiém cta phong xét nghiém lam sang. Glucose-6-Phosphate Dehydrogenase
Kit (UV Enzymatic Method): Xét nghiém in vitro dinh lugng hoat do
Glucose-6-Phosphate Dehydrogenase (G6PD) trong méau toan phan nguoi trén
may xét nghiém sinh héa Mindray BS series. Xét nghiém duoc sir dung dé
chan doan phén biét thiéu mau tan mau; ngoai ra ciing c6 thé duoc st dung dé
chan doan tinh trang thiéu hut enzyme glucose-6-phosphate dehydrogenase



ctia hong cau. G6PD Control: G6PD Control duge sir dung dé kiém so4t chit
lugng xét nghiém dinh luong Glucose-6-Phosphate Dehydrogenase (G6PD)
bang cach theo doi do chinh xac va d§ chum cia may xét nghi€ém sinh hoa
Mindray BS series va kha nang xét nghiém cia phong xét nghiém 1am sang.
5’-Nucleotidase Kit (Enzymatic Colorimetric Method): Xét nghiém in vitro
dinh luong hoat d6 5’-Nucleotidase (5’- NT) trong huy€t thanh nguoi trén may
xé‘g nghiém sinh hoa Mindray BS series. Xét nghi¢m duoc sir dung dé ho tro q
chén doan bénh gan-mét. 5'-NT Calibrator: 5°-NT Calibrator duoc sur dung dé
hi¢éu chuan xét nghiém dinh luong 5°-Nucleotidase (5°-NT) trén may xét
nghiém sinh hoéa Mindray BS series. 5-NT Control: 5'- NT Control dugc sur
dung dé kiém soat chat lugng xét nghiém dinh lugng (5'-NT) bang cach theo
doi do chinh xac va d§ chum cua may xét nghiém sinh héa Mindray BS series
va kha nang xét nghiém cua phong xét nghiém lam sang.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

6. Thong tin vé cha so hitu thiét bi y té:

Tén chu s& hiru: Shenzhen Mindray Bio-Medical Electronics Co., Ltd

Dia chi chu s¢ hitu: Mindray Building, Keji 12th Road South, High-tech
Industrial Park, Nanshan, Shenzhen 518057, CHINA

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

8. S6 cong bd du diéu kién san xuat ddi v6i thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cta thiét b y té
do chu s& hitu thiét bi y té ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.




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

< = Z Quy cach R . . v .
STT| Tén thiét biy té Chiing loai Ma oan plrlam dong goi Tfn o p o D;aochl cg S0 Nudc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
Thudc thir xét Adenosine Deaminase Kit Shenzhen ) 1203 Nanhuan
nghiém dinh luong | (Enzymatic Colorimetric R1: 1x20 mL + Manray Bio- Avenue,‘
1 ADA . Method) 105-003177-00 R2: 1x10 mL Medical Guangming CHINA
’ Electronics Co., | District, 518106
Ltd Shenzhen
Thudc thir xét Adenosine Deaminase Kit Shenzhen ) 1203 Nanhuan
nghiém dinh luong | (Enzymatic Colorimetric R1:2x32 mL + Manray Bio- Avenue,.
2 ADA i Method) 105-003120-00 RZ: 2%18 mL Medical Guangming CHINA
’ Electronics Co., | District, 518106
Ltd Shenzhen
Thudc thir xét Adenosine Deaminase Kit Shenzhen . 1203 Nanhuan
nghiém dinh lugng | (Enzymatic Colorimetric R1:2x36 mL + Mmdray Bio- Avenue,.
3 ADA i Method) 105-003125-00 RZ: %18 mL Medical Guangming CHINA
’ Electronics Co., | District, 518106
Ltd Shenzhen
Thpéc thur, 7 Adenosine Deaminase Kit Shenzhen 1203 Nanhuan
chat hiéu chuan xét (Enzymatic Colorimetric R1: 1x20 mL + | Mindray Bio- | Avenue,
4 | nghiém dinh lugng Me th}:) d) 105-026284-00 R2: 1x10 mL + | Medical Guangming CHINA
ADA Cal: 1x1 mL Electronics Co., | District, 518106
Ltd Shenzhen
Th}léc thur, i Adenosine Deaminase Kit Shenzhen 1203 Nanhuan
chat hiéu chuan xét (Enzymatic Colorimetric R1:2x32 mL + [Mindray Bio- | Avenue,
5 [nghi€ém dinh lugng Me th}; d) 105-026285-00 R2:2x18 mL + | Medical Guangming CHINA
ADA Cal: 1x1 mL Electronics Co., | District, 518106
Ltd Shenzhen
Thuoc thu, Adenosine Deaminase Kit R1:2x36 mL + | Shenzhen 1203 Nanhuan
6 | chét hiéu chuédn xét | (Enzymatic Colorimetric 105-026286-00 R2:2x18 mL + [Mindray Bio- | Avenue, CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
nghiém dinh luong Method) Medical Guangming
ADA Cal: 1x1 mL Electronics Co., | District, 518106
Ltd Shenzhen
Chét hiéu chuan Shenzhen . 1203 Nanhuan
xét nghiém dinh ADA Calibrator Mindray Bio- | Avenue,
7 luong ADA 105-003687-00 Hop 1 x 1 mL | Medical Guangming CHINA
ng Electronics Co., | District, 518106
Ltd Shenzhen
Vit ligu kidm sodt ;Efézrg;n&o_ fv(li ianh“an
8 i‘lférll’g{z%ﬁdmh ADA Control 105-020473-00 gxf ELmL H | Medical Guangming CHINA
g Electronics Co., | District, 518106
Ltd Shenzhen
Thubc thir xét Glucose-6-Phosphate i/iliirclizrgganio Li(;?:llianhuan
9 ?%j%m dinh luong gglzlyira"f:rﬁjhfg) OV 1105-009264-00 N }ig(in“L‘L Medical Guangming | CHINA
y ’ Electronics Co., | District, 518106
Ltd Shenzhen
Thubc thir xét Glucose-6-Phosphate E/Eilzlzrg;nBio- Li(l?;llllanhuan
10 r(‘}%;%m dinh luong gglzlyira"f:ﬁjhfg) UV 1105-002254-00 gf }:‘l‘g EE © | Medical Guangming CHINA
y ’ Electronics Co., | District, 518106
Ltd Shenzhen
Thubc thir xét Glucose-6-Phosphate E/iliirclizrz;nBio- L{/(l?;llllanhuan
1 ‘é%};%m dinh luong EDghyi“’ferﬁs‘:th) UV 1105-002255-00 oM | Medical Guangming | CHINA
zymatic VIetho ’ Electronics Co., | District, 518106
Ltd Shenzhen
Vat liéu kiém soat G6PD Control Shenzhen 1203 Nanhuan
12| xét nghiém dinh 105-002308-00 Hop2x1mL  |Mindray Bio- |Avenue, CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
Medical Guangming
luong G6PD Electronics Co., | District, 518106
Ltd Shenzhen
Thudc tht xét 5’-Nucleotidase Kit Shenzhen ) 1203 Nanhuan
nghiém dinh luong | (Enzymatic Colorimetric R1: 1x20 mL + Manray Bio- Avenue,‘
13 5> Nucleotidase Method) 105-003176-00 R2: 1x10 mL Medical Guangming CHINA
’ Electronics Co., | District, 518106
Ltd Shenzhen
Thudc thir xét 5’-Nucleotidase Kit Shpnzhen ) 1203 Nanhuan
nghiém dinh luong | (Enzymatic Colorimetric R1:2x32 mL + Mindray Bio- | Avenue,
14 S,gN- e tidase & v thy i 105-003119-00 R2. 2x1gmL|Medical Guangming CHINA
-hucleotidase cthod) : m Electronics Co., | District, 518106
Ltd Shenzhen
Thudc thir xét 5’-Nucleotidase Kit Shenzhen ) 1203 Nanhuan
nghiém dinh lugng | (Enzymatic Colorimetric R1:2x36 mL + Mmdray Bio- Avenue,.
15 5> Nucleotidase Method) 105-003124-00 RZ: %18 mL Medical Guangming CHINA
’ Electronics Co., | District, 518106
Ltd Shenzhen
Thpéc thur, 7 5° Nucleotidase Kit Shenzhen 1203 Nanhuan
chat hiéu chuan xét (Enzymatic Colorimetric R1: 1x20 mL + | Mindray Bio- | Avenue,
16 |nghiém dinh luong Me th}:) d) 105-026281-00 R2: 1x10 mL + | Medical Guangming CHINA
5’-Nucleotidase Cal: 1x1 mL Electronics Co., | District, 518106
Ltd Shenzhen
Th}léc the, 5° Nucleotidase Kit Shenzhen 1203 Nanhuan
chat hi€u chuan xét (Enzymatic Colorimetric R1:2x32 mL + [Mindray Bio- | Avenue,
17 [nghiém dinh lugng Me th}; d) 105-026282-00 R2:2x18 mL + | Medical Guangming CHINA
5’-Nucleotidase Cal: 1x1 mL Electronics Co., | District, 518106
Ltd Shenzhen
Thude thur, 5’-Nucleotidase Kit R1:2x36 mL + | Shenzhen 1203 Nanhuan
18 | chét hiéu chuén xét [ (Enzymatic Colorimetric 105-026283-00 R2:2x18 mL + [Mindray Bio- | Avenue, CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) (Néu c6) san xuat san xuat
nghiém dinh luong Method) Medical Guangming
5’-Nucleotidase Cal: 1x1 mL Electronics Co., | District, 518106
Ltd Shenzhen
Chét hiéu chuén Shenzhen 1203 Nanhuan
x¢ét nghiém dinh , . Mindray Bio- | Avenue,
19 |luong 5°- >-NT Calibrator 105-003688-00 Hop 1 x I mL |Medical Guangming CHINA
Nucleotidase Electronics Co., | District, 518106
Ltd Shenzhen
Vit ligu kiém soat Shenzhen 1203 Nanhuan
x¢ét nghiém dinh , Mindray Bio- | Avenue,
20 |lwong 5'- >-NT Control 105-020475-00 Hop3x1mL | Medical Guangming CHINA
Nucleotidase Electronics Co., | District, 518106
Ltd Shenzhen




