SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

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

S6 cong bd: 260000997/PCBA-HCM
Ngay cong bo: 10/06/2026

1. Tén co s& cong bé: CONG TY TNHH ZTEC

2. Pia chi: 89 Phan Pinh Phung, Phuong Pht Nhuan, Thanh phé Ho Chi Minh
3. S6 vin ban cuia co so: 05062026 CBA/ZTEC Ngay: 08/06/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Vat tu thiét bi y t& giai phdu bénh

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):

Chung loai: Theo phu luc

Ma san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich str dung: Phuc vu thao tac k¥ thuat trong phong xét nghiém
Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san phdm 4p dung: Tiéu chuin nha san xuét

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

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

Tén chu s¢ htru: Jiangsu Huida Medical Instruments Co., Ltd.

Dia chi chu s hitu: West Area of Southeast Industrial Park (Inside Qingfeng
Village), Yandong Town, Tinghu District, Yancheng, Jiangsu, CHINA

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



Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A.

2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485

3 | Giay uy quyén ctia chu s6 hitu thiét b 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 liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

¢ | Gidy chimg nhan hop chuan hogc ban tiéu chuan ma chu s¢ hiru thiét
bi y t€ cong bo ap dung

7 | Tai liéu hudéng dan st dung cua thiét bi y té

8 | MAu nhin thiét bj y té

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

dbi voi thiét bi y té nhap khau.




BANG KE CHI TIET THIET BI Y TE

STT

TEN THIET BI Y TE

DPON VI TINH

CHUNG LOAI
SAN PHAM

MA SAN PHAM

QUY CACH
PONG GOI
(NEU CO)

TEN CO SO SAN XUAT/
HANG, NUOC SAN XUAT

DIA CHI CO SO SAN
XUAT

TEN CO SO CHU SO HU'U/
HANG, NUOC CHU SO
HUU

PIA CHi CHU SO HU'U

Lam kinh hién vi

Microscope Slides

7105,
7107,

7109, 7109-W, 7109-B, 7109-P, 7109-Y, 7109-G, 7109-0, 7109-A, 7109-L, 7109-T,7109-
PA,

7109T, 7109T-W, 7109T-B, 7109T-P, 7109T-Y, 7109T-G, 7109T-O, 7109T-A, 7109T-L,
7109T-T,7109T-PA,

HDAS001A, HDAS001A-W, HDAS001A-B, HDAS001A-P, HDAS001A-Y, HDAS001A-G,
HDAS001A-0, HDAS001A-A, HDAS001A-L, HDAS001A-T, HDAS001A-PA,
HDAS001AT, HDAS001AT-W, HDAS001AT-B, HDAS001AT-P, HDAS001AT-Y,
HDAS001AT-G, HDAS001AT-O, HDAS001AT-A, HDAS001AT-L, HDAS001AT-T,
HDAS001AT-PA,

HDAS002A, HDAS002A-W, HDAS002A-B, HDAS002A-P, HDAS002A-Y, HDAS002A-G,
HDAS002A-0, HDAS002A-A, HDAS002A-L, HDAS002A-T, HDAS002A-PA,
HDAS002AT, HDAS002AT-W, HDAS002AT-B, HDAS002AT-P, HDAS002AT-Y,
HDAS002AT-G, HDAS002AT-0, HDAS002AT-A, HDAS002AT-L, HDAS002AT-T,
HDAS002AT-PA,

HDAS003A, HDAS003A-W, HDAS003A-B, HDAS003A-P, HDAS003A-Y, HDAS003A-G,
HDAS003A-0, HDAS003A-A, HDAS003A-L, HDAS003A-T, HDAS003A-PA ,
HDAS003AT, HDAS003AT-W, HDAS003AT-B, HDAS003AT-P, HDAS003AT-Y,
HDAS003AT-G, HDAS003AT-O, HDAS003AT-A, HDAS003AT-L, HDAS003AT-T,
HDAS003AT-PA,

HDAS004A, HDAS004A-W, HDAS004A-B, HDAS004A-P, HDAS004A-Y, HDAS004A-G,
HDAS004A-0, HDAS004A-A, HDAS004A-L, HDAS004A-T, HDAS004A-PA,
HDAS004AT, HDAS004AT-W, HDAS004AT-B, HDAS004AT-P, HDAS004AT-Y,
HDAS004AT-G, HDAS004AT-0, HDAS004AT-A, HDAS004AT-L, HDAS004AT-T,
HDAS004AT-PA,

HDAS005A, HDAS005A-W, HDAS005A-B, HDAS005A-P, HDAS005A-Y, HDAS005A-G,
HDAS005A-0, HDAS005A-A, HDAS005A-L, HDAS005A-T, HDAS005A-PA,
HDAS005AT, HDAS00SAT-W, HDAS005AT-B, HDAS005AT-P, HDAS005AT-Y,
HDAS005AT-G, HDAS005AT-O, HDASO0SAT-A, HDASO0SAT-L, HDAS005AT-T,
HDAS005AT-PA

Jiangsu Huida Medical
Instruments Co., Ltd. /CHINA

West Area of Southeast
Industrial Park (Inside
Qingfeng Village), Yandong
Town, Tinghu District,
Yancheng, Jiangsu, China

Jiangsu Huida Medical
Instruments Co., Ltd. /CHINA

West Area of Southeast
Industrial Park (Inside
Qingfeng Village), Yandong
Town, Tinghu District,
Yancheng, Jiangsu, China

Phién kinh thay tinh
(Lamen)

Microscope Cover
Glass

7201-IP, 7201-IP1818-0, 7201-1P2020-0, 7201-IP2222-0, 7201-IP2424-0, 7201-IP2432-0,
7201-1P2440-0, 7201-IP2450-0, 7102-1P2460-0,

7201-IP1818-1, 7201-IP2020-1, 7201-1P2222-1, 7201-IP2424-1, 7201-IP2432-1, 7201-
1P2440-1,7201-IP2450-1,7102-1P2460-1,

7201-IP1818-1.5, 7201-IP2020-1.5,7201-IP2222-1.5, 7201-IP2424-1.5, 7201-IP2432-1.5,
7201-1P2440-1.5,7201-1P2450-1.5,7102-IP2460-1.5,

7201-IP1818-2, 7201-IP2020-2,7201-1P2222-2, 7201-IP2424-2, 7201-1P2432-2, 7201-
1P2440-2,7201-1P2450-2,7102-1P2460-2,

7201-CC, 7201-CC8-0, 7201-CC9-0,7201-CC10-0, 7201-CC11-0, 7201-CC12-0,7201-
CC14-0, 7201-CC16-0, 7201-CC18-0,7201-CC20-0,7201-CC22-0,

7201-CC8-1, 7201-CC9-1,7201-CC10-1, 7201-CC11-1, 7201-CC12-1,7201-CC14-1, 7201-
CC16-1,7201-CC18-1,7201-CC20-1,7201-CC22-1,

7201-CC8-1.5, 7201-CC9-1.5,7201-CC10-1.5, 7201-CC11-1.5, 7201-CC12-1.5,7201-CC14
1.5,7201-CC16-1.5, 7201-CC18-1.5,7201-CC20-1.5,7201-CC22-1.5,

7201-CC8-2, 7201-CC9-2,7201-CC10-2, 7201-CC11-2, 7201-CC12-2,7201-CC14-2, 7201-
CC16-2, 7201-CC18-2,7201-CC20-2,7201-CC22-2

Jiangsu Huida Medical
Instruments Co., Ltd. /CHINA

West Area of Southeast
Industrial Park (Inside
Qingfeng Village), Yandong
Town, Tinghu District,
Yancheng, Jiangsu, China

Jiangsu Huida Medical
Instruments Co., Ltd. /CHINA

West Area of Southeast
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Town, Tinghu District,
Yancheng, Jiangsu, China
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TEN THIET BI Y TE

DPON VI TINH

CHUNG LOAI
SAN PHAM

MA SAN PHAM
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TEN CO SO SAN XUAT/
HANG, NUOC SAN XUAT

DIA CHI CO SO SAN
XUAT
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Hop ddc mau

Embedding
Cassettes

HP20281, HP20281-W, HP20281-B, HP20281-P, HP20281-Y, HP20281-G, HP20281-0,
HP20281-A, HP20281-L, HP20281-T, HP20281-PA,

HP20282, HP20282-W, HP20282-B, HP20282-P, HP20282-Y, HP20282-G, HP20282-0,
HP20282-A, HP20282-L, HP20282-T, HP20282-PA,

HP20283, HP20283-W, HP20283-B, HP20283-P, HP20283-Y, HP20283-G, HP20283-0,
HP20283-A, HP20283-L, HP20283-T, HP20283-PA,

HP20284, HP20284-W, HP20284-B, HP20284-P, HP20284-Y, HP20284-G, HP20284-0,
HP20284-A, HP20284-L, HP20284-T, HP20284-PA,

HP20285, HP20285-W, HP20285-B, HP20285-P, HP20285-Y, HP20285-G, HP20285-0,
HP20285-A, HP20285-L, HP20285-T, HP20285-PA,

HP20286, HP20286-W, HP20286-B, HP20286-P, HP20286-Y, HP20286-G, HP20286-0,
HP20286-A, HP20286-L, HP20286-T, HP20286-PA,

HP20287, HP20287-W, HP20287-B, HP20287-P, HP20287-Y, HP20287-G, HP20287-0,
HP20287-A, HP20287-L, HP20287-T, HP20287-PA,

HP20288, HP20288-W, HP20288-B, HP20288-P, HP20288-Y, HP20288-G, HP20288-0,
HP20288-A, HP20288-L, HP20288-T, HP20288-PA,

HP20289, HP20289-W, HP20289-B, HP20289-P, HP20289-Y, HP20289-G, HP20289-0,
HP20289-A, HP20289-L, HP20289-T, HP20289-PA,

HP20290, HP20290-W, HP20290-B, HP20290-P, HP20290-Y, HP20290-G, HP20290-0,
HP20290-A, HP20290-L, HP20290-T, HP20290-PA,

HP20291, HP20291-W, HP20291-B, HP20291-P, HP20291-Y, HP20291-G, HP20291-0,
HP20291-A, HP20291-L, HP20291-T, HP20291-PA,

HP20292, HP20292-W, HP20292-B, HP20292-P, HP20292-Y, HP20292-G, HP20292-0,
HP20292-A, HP20292-L, HP20292-T, HP20292-PA,

HP20293, HP20293-W, HP20293-B, HP20293-P, HP20293-Y, HP20293-G, HP20293-0,
HP20293-A, HP20293-L, HP20293-T, HP20293-PA,

HP20294, HP20294-W, HP20294-B, HP20294-P, HP20294-Y, HP20294-G, HP20294-0,
HP20294-A, HP20294-L, HP20294-T, HP20294-PA,

HP20295, HP20295-W, HP20295-B, HP20295-P, HP20295-Y, HP20295-G, HP20295-0,
HP20295-A, HP20295-L, HP20295-T, HP20295-PA,

HP2027, HP2027-W, HP2027-B, HP2027-P, HP2027-Y, HP2027-G, HP2027-0, HP2027-
A, HP2027-L, HP2027-T, HP2027-PA,

HP2028, HP2028-W, HP2028-B, HP2028-P, HP2028-Y, HP2028-G, HP2028-0, HP2028-
A, HP2028-L, HP2028-T, HP2028-PA,

HP2029, HP2029-W, HP2029-B, HP2029-P, HP2029-Y, HP2029-G, HP2029-0, HP2029-
A, HP2029-L, HP2029-T, HP2029-PA,

HP2030, HP2030-W, HP2030-B, HP2030-P, HP2030-Y, HP2030-G, HP2030-0, HP2030-
A, HP2030-L, HP2030-T, HP2030-PA,

HP2031, HP2031-W, HP2031-B, HP2031-P, HP2031-Y, HP2031-G, HP2031-0, HP2031-
A, HP2031-L, HP2031-T, HP2031-PA,

HP2032, HP2032-W, HP2032-B, HP2032-P, HP2032-Y, HP2032-G, HP2032-0, HP2032-
A, HP2032-L, HP2032-T, HP2032-PA,

HPBF-01

Yancheng Huida Medical
Instruments Co., Ltd. /
CHINA

No.2 Kulyuan Road, Xuefu
Town, Yandu District,
Yancheng City, Jiangsu,
China

Jiangsu Huida Medical
Instruments Co., Ltd. /CHINA

West Area of Southeast
Industrial Park (Inside
Qingfeng Village), Yandong
Town, Tinghu District,
Yancheng, Jiangsu, China

Sép Paraffin

Paraffin Wax

PW5254, PW5456, PW5658, PW5860, PW6062

Yancheng Huida Medical
Instruments Co., Ltd. /
CHINA

No.2 Kulyuan Road, Xuefu
Town, Yandu District,
Yancheng City, Jiangsu,
China

Jiangsu Huida Medical
Instruments Co., Ltd. /CHINA

West Area of Southeast
Industrial Park (Inside
Qingfeng Village), Yandong
Town, Tinghu District,
Yancheng, Jiangsu, China




