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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: 260001281/PCBB-HCM
Ngay cong bo: 07/05/2026

1. Tén co s cong bd: CONG TY TNHH GRZAN VIET NAM

2. bia chi: 288 K1, buong Nam Ky Khdi Nghia, Phuong Xuan Hoa, Thanh
phd H6 Chi Minh

3. S6 vin ban cua co so: 03FCY/GRZAN-VBDN Ngay: 29/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Khay thtr xét nghiém ma tay da chi tiéu

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 str dung: Khay thir xét nghiém ma tily trong nudc tiéu Multi-Drug 1a
xét nghiém sang loc nhanh, dinh tinh, dugc thiét ké dé phat hién nhiéu loai
chat ma tiy va cac chat chuyén hoa ctia chung trong nudc tiéu ngudi. Khay
thur xet nghiém co cac cau hinh linh hoat tir 2 dén 16 chat phan tich, cho phép
tiy chinh dé dap tng cac yéu cau sang loc khac nhau trong lam sang, noi lam
viéc va thyc thi phap luat. Khhay thir xét nghiém c6 thé bao gdm cac chit ma
ty va hop chét lién quan sau: Amphetamine (AMP), Amphetamine
(AMP500), Barbiturates (BAR), Barbiturates (BAR200 / BAR300),
Benzodiazepines (BZO), Benzodiazepines (BZO100 / BZ0O300), Cocaine
(COC), chat chuyén hoa ciia cocaine 1a Benzoylecgonine (COC150),
Marijuana (THC), Marijuana (THC25), Methadone (MTD),
Methamphetamine (MET), Methamphet- amine (MET500),
Methylenedioxymethamphetamine (MDMA), Morphine (MOP), Opiates (OPI
2000), Phencyclidine (PCP), Tricyclic Antidepressants (TCA), Buprenorphine
(BUP), Oxycodone (OXY), Ketamine (KET), Propoxyphene (PPX), EDDP



(chat chuyén héa cia Methadone), Tramadol (TRA), Synthetic Cannabi- noids
(K2), Cotinine (COT), Ethyl Glucuronide (EtG), Fentanyl (FTY), Norfentanyl,
Lysergic Acid Diethylamide (LSD) va Etomidate (ETO). X¢ét nghiém nay chi
danh cho str dung chuyén mén va cung cap két qua sang loc so bd. Khuyén
cao thuc hién xét nghiém khang dinh bang cac phuong phéap phan tich dac
hiéu hon (nhu GC/MS) d6i voi cac két qua duong tinh.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Tiéu chuan Nha san xuat

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s& hiru: Feng Chun Yuan Medical Equipment (ShenZhen) Co., Ltd

bia chi chu sé hiru: Room 1304&1306.No.48, Xinyu Road, Xiangshan
Community, Xinqiao Street, Baoan District, Shenzhen, CHINA

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bd du diéu kién san xuat ddi vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

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

tai liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét b y té
do chui s hitu thiét bi y té ban hanh.

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

7 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i véi thiét bi y té nhap khau.




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

< = Z Quy cach n . c .
STT| Tén thiet biy te Chiing loai Ma san plrlam dong goi Tfn co 2o D;aochl co 5o Nudc san xuat
(Néu co) (Néu c6) san xuat san xuat
Room
1304&1306, No.
48, Xinyu Road,
Khay thir xét f(eur;i ?\/}Ilgcrllical Xiangshan
1 ngplim ma tiy da | Multi-Panel Drug Test MDT-03 Equipment Cgmmunlty, CHINA
chi tiéu Xingiao Street,
(ShenZhen) .
Co.. Ltd Baoan District,
v Shenzhen City,
Guangdong
Province
Room
1304&1306, No.
48, Xinyu Road,
Khay thtr xét geurﬁ (1:\/111:(111ica1 Xiangshan
nghiém ma tiy da | Multi-Panel Drug Test . Community,
2 A MDT-05 Equipment o CHINA
chi tiéu Xingiao Street,
(ShenZhen) o
Co.. Lid Baoan District,
" ' Shenzhen City,
Guangdong
Province
Room
1304&1306, No.
Khay thir xét Feng Chun 48, Xinyu Road,
A , . Yuan Medical | Xjangshan
3 ng}n.cAm ma tiy da | Multi-Panel Drug Test MDT-06 Eauipment 5 CHINA
chi tidu quip Community,
(ShenZhen) Xinqgiao Street,
Co., Ltd.

Baoan District,
Shenzhen City,




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) (Néu c6) san xuat san xuat
Guangdong
Province
Room
1304&1306, No.
48, Xinyu Road,
Khay thir xét E{ir;i (I:\/I[l;lcrllical Xiangshan
nghiém ma tiy da | Multi-Panel Drug Test . Community,
4 S MDT-08 Equipment o CHINA
chi tiéu Xingiao Street,
(ShenZhen) o
Co.. Ltd Baoan District,
" ' Shenzhen City,
Guangdong
Province
Room
1304&1306, No.
48, Xinyu Road,
Khay thir xét f{?;;i (li\fllg(glical Xiangshan
5 ng}n.cAm ma tiy da | Multi-Panel Drug Test MDT-12 Equipment Cgmmunlty, CHINA
chi tiéu Xingiao Street,
(ShenZhen) o
Co.. Ltd Baoan District,
" ' Shenzhen City,
Guangdong
Province
Room
1304&1306, No.
48, Xinyu Road,
Khay thir xét f(eur;i ?\/}Ilgcrllical Xiangshan
6 ngplim ma tiy da | Multi-Panel Drug Test MDT-15 Equipment Cgmmunlty, CHINA
chi tiéu Xinqiao Street,
(ShenZhen) .
Co.. Ltd Baoan District,
" ' Shenzhen City,
Guangdong

Province




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)
Room
1304&1306, No.
. Feng Chun 48.’ Xinyu Road,
Khay thir xét . Xiangshan
nghi¢m ma ty da | Multi-Panel Drug Test Yuan Medical Communit
7 |NEME Y & MDT-18 Equipment ommumty. 1 cHINA
chi tiéu Xingiao Street,
(ShenZhen) o
Co.. Ltd Baoan District,
v Shenzhen City,
Guangdong

Province




