SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

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

S6 cong bd: 260002276/PCBB-HN
Ngay cong bo: 14/07/2026

1. Tén co sd cong bé: CONG TY CO PHAN A CHAU

2. Pia chi: S6 17, Lo 12A, khu d6 thi Trung Yén, Phuong Yén Hoa, Thanh
phd Ha Noi

3. S6 vin ban cuia co s0: 26009 AC/VBCBB Ngay: 14/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y‘té: Par}el thir xét nghi¢ém dinh tinh Amphetamine, Morphine,
Marijuana, Can sa tong hop, Codeine, 6-Monoacetylmorphine (Panel thir phat
hién AMP/MOP/THC/K2/COD/6-MAM)

Tén thuong mai (néu c6): Flowflex™ Multi-Drug Rapid Test Panel (Urine)
(AMP500/MOP200/THCS50/K2-50/COD250/6-MAM10)

Mi Global Medical Device Nomenclature — GMDN (néu c6):

Chung loai: Multi-Drug Rapid Test Panel (Urine) (Tén trén nhan: Multi-Drug
Rapid Test Panel (Urine) (AMP500/MOP200/THC50/K2-50/COD250/6-
MAMI10))

M3 san pham (néu co):

L031-64065-205

Quy céch dong goi: 25 xét nghiém/hop

Muc dich s dung: X¢ét nghiém dinh tinh phat hién Amphetamine (AMP),
Morphine (MOP), Marijuana (THC), Can sa tong hop (K2), Codeine (COD),
6-Monoacetylmorphine (6-MAM) va cac chat chuyén héa cua chiing trong
nudc tiéu.

Tén co so san xuat: Acon Biotech (Hangzhou) Co., Ltd

Dia chi co s& san xuat: No.210 Zhenzhong Road, West Lake District,
Hangzhou, 310030, CHINA

Tiéu chuan chét luong san pham ap dung: Tiéu chuan co s (TCCS)
5. Doi v6i 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& hitru: ACON Biotech (Hangzhou) Co., Ltd

bia chi chu s hitu: No.210 Zhenzhong Road, West Lake District, Hangzhou,
310030, 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 iy quyén cta chi s¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu ky thuat bang tiéng Viét kém theo tai licu vé nguyén vat liéu, |

vé an toan cua san pham, quy trinh san Xuét, cac bao cao nghién ctru
lam sang va tién 1am sang bao gom bao cao d6 6n dinh d6i véi thude
thir, chat hi¢u chuan, vat lidu kiém soat in vitro

6 | Giay ching nhén hop chuén hogc ban tiéu chuan ma chu s¢ hitu thiét |
bi y té cong b ap dung

7 G}ay chufng nhan l}ru hanh tu do con hi¢u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.

8 | Tai liéu khac (néu co) X




