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Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000560/PCBA-HN
Ngay cong bod: 03/04/2026

1. Tén co s cong bd: CONG TY CO PHAN Y TE QUANG MINH

2. bia chi: Tang 5, Toa nha Newskyline, L6 CC2 KDT méi Van Quén - Yén
Phuc, Phuong Ha Pong, Thanh phé Ha Noi

3. S6 vin ban cua co s0: 25.2026/QM-SYT Ngay: 02/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: B dung cu lay mau va phét té bao

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: Thu thap mau bénh pham va phét mau 1én lam kinh trong
xét nghiém t€ bao hoc/ moé bénh hoc.

Tén co so 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¢ hiru: Yancheng Huida Medical Instruments Co., Ltd.

bia chi chu sé hiru: 12F South Building, Julong Center, Feng Huang Hui, 266
South Jiefang Road, Yancheng, Jiangsu, 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:



9. Thanh phéan ho so:

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

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 | Tai liéu huéng dan st dung cta thiét bi y té

8 | MAu nhin thiét bj y té

9 Giéy chl’mg nhan l}ru hanh tu do con hi¢u lyc tai thoi diém ndp ho so
doi voi thiét bi y t€ nhap khau.

10 | Tai lidu khéc (néu co)




PHU LUC: BANG KE CHI TIET THIET BI Y TE

TEN QUY CACH . ot : o NUOC
STT| THIET | CHUNG LOAI MA SAN PHAM PONG GO1 | TEN ;g;g SAN bla CH)I(EETSO SAN SAN
BIY TE (NEU CO) XUAT
Chéi lay . . . |No.2, Kuiyuan Road, Xuefu
| |miucdte | Cervicalbrush |HP40491, HP40492 Jiangsu Huida Medical |, 'y District, China
Instruments Co., Ltd .
cung Yancheng, Jiangsu,
7101, 7102, HDASO16-1, 7101A, 7102A, HDASO016-1A, 7105, 7105-1, HDAS016-5, 7105A, 7105-
1A, HDAS016-5A, 7107, 7107-1, HDAS016-7, 7107A, 7107-1A, HDASO016-7A, 7103, 7104, 7103A,
7104A, 7109-W, 7109-0, 7109-G, 7109-P, 7109-B, 7109-Y, 7109A-W, 7109A-0, 7109A-G,
7109AP, 7109A-B, 7109A-Y, HDAS001-W, HDAS001-O, HDAS001-G, HDAS001-P, HDAS001-B,
HDAS001-Y, HDAS001AW, HDAS001A-O, HDAS001A-G, HDAS001A-P, HDAS001AB, West Area of Southeast
HDASO001A-Y, HDAS002-W, HDAS002-O, HDAS002-G, HDAS002-P, HDAS002-B, HDAS002-Y, Jiangsu Huida Medical Industrial Park (Inside .
2 |Lamkinh | Microscope slides |HDAS002AW, HDAS002A-O, HDAS002A-G, HDAS002A-P, HDAS002AB, HDAS002A-Y, Qingfeng Village), Yandong |  China

HDAS003-W, HDAS003-O, HDAS003-G, HDAS003-P, HDAS003-B, HDAS003-Y, HDAS003AW,
HDAS003A-O, HDAS003A-G, HDAS003A-P, HDAS003AB, HDAS003A-Y, HDAS004-W,
HDAS004-O, HDAS004-G, HDAS004-P, HDAS004-B, HDAS004-Y, HDAS004AW, HDAS004A-
O, HDAS004A-G, HDAS004A-P, HDAS004AB, HDAS004A-Y, HDAS005-W, HDAS005-O,
HDASO005-G, HDAS005-P, HDAS005-B, HDAS005-Y, HDAS005AW, HDAS005A-O, HDASO005A-
G, HDAS005A-P, HDAS005AB, HDAS005A-Y, 71018, 7101SA, 7107S, 7107SA

Instruments Co., Ltd

Town, Tinghu District,
Yancheng, Jiangsu,




