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THONG TIN

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

S6 cong bd: 260000561/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: 26.2026/QM-SYT Ngay: 02/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Dung cu chira miu ding trong xét nghiém PCR

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 sir dung: Dung dé dung hoa chat trong thi nghiém.
Tén co s& 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 hitu: 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. SO cong bo du diéu kién san xuat di véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:



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

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

3 | Gidy iy quyén cta chu so 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 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 G’iéy chl'rng nhan 1},1’[1 hanh tur do con hiéu lyc tai thoi di€ém ndp ho so
doi véi thiet bi y t€ nhap khau.

10 | Tai liéu khac (néu c6)




PHU LUC: BANG KE CHI TIET THIET BI Y TE

STT

TEN THIET BI Y TE

CHUNG LOAI

MA SAN PHAM

QUY CACH
PONG GOI (NEU
CcO)

TEN CO SO SAN XUAT

PIA CHI CO SO SAN XUAT

NUOC SAN XUAT

Ong PCR

PCR tube

HP4061
HP4062
HP4063
HP4064

Jiangsu Huida Medical
Instruments Co., Ltd.

No.2, Kuiyuan Road, Xuefu Town, Yandu District, Yancheng,
Jiangsu

China

Dai ng PCR

PCR striple

HP4070
HP4071
HP4072
HP4074
HP4080
HP4082
HP40601

Jiangsu Huida Medical
Instruments Co., Ltd.

No.2, Kuiyuan Road, Xuefu Town, Yandu District, Yancheng,
Jiangsu

China

bia PCR

PCR plate

HP405-1
HP405-2
HP405-3
HP405-5
HP405-6
HP405-7
HP405-8
HP405-10
HP405-11
HP406-1
HP406-2
HP406-12
HP406-3
HP406-4
HP407-2

Jiangsu Huida Medical
Instruments Co., Ltd.

No.2, Kuiyuan Road, Xuefu Town, Yandu District, Yancheng,
Jiangsu

China




