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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: 260000848/PCBA-HN
Ngay cong bo: 13/05/2026

1. Tén co s& cong bé: CONG TY TNHH PAU TU' Y TE HAI LONG VIET
NAM , ‘ ’

2. bia chi: S0 nha 12 Ngo 42 Tran Cung, Phuong Nghia D6, Thanh pho Ha
Noi

3. S6 vin ban cua co so: 23042026/HLVN12 Ngay: 12/05/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y t&: M6 vit dung mot 1an cho may soi ¢6 tir cung dién tir Baian
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: San pham nay duoc thiét ké dé str dung v6i may soi co tir
cung dién tir Baian, giup lam 16 khoang am dao phuc vu cho vi¢c kham bénh.
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: theo nha san xuat

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: Zhejiang Baian Medical Technology Co., Ltd

bia chi chu sé hiru: No. 30 Tongjiang Road, Baita Block, Economic
Development Zone, Xianju County, Taizhou City, Zhejiang Province, 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)




BANG KR CHI TIET TRANG THIET BI Y TE

TEN CO SO SAN XUAT/ HANG,

TEN CO SO CHU SO HUU/ HANG, NUOC

STT | TEN TRANG THIET BI Y TE | CHUNG LOAI NUGC SAN XUAT CHU SO HU'U TEN CO SO BAO HANH PIA CHI CO SO BAO HANH

1 Mo vitding cho may soi ¢ tir cung BA-KZJ-01 Zhejiang Baian Medical Technology Co., [Zhejiang Baian Medical Technology Co., Ltd, |Céng ty TNHH Pau Tu Y Té S6 12 ngd 42 phd Tran Cung,
dién tir Baian Ltd, China China Hai Long Viét Nam Phuong Nghia P6, Ha Noi

5 |Movit ding cho méy soi cd tircung | a (3 00 Zhejiang Baian Medical Technology Co., |Zhejiang Baian Medical Technology Co., Ltd, |Céng ty TNHH Pau Tu Y Té Sb 12 ngd 42 phd Tran Cung,
dién tr Baian Ltd, China China Hai Long Viét Nam Phuong Nghia Do, Ha Noi

3 Mo vitding cho miy soi ¢ tir cung BA-KZ)-03 Zhejiang Baian Medical Technology Co., [Zhejiang Baian Medical Technology Co., Ltd, |[Céng ty TNHH Pau Tu' Y Té S6 12 ngd 42 phd Tran Cung,
dién tir Baian Ltd, China China Hai Long Viét Nam Phuong Nghia D6, Ha Néi

4 |MOvitding cho miy soi ¢b tir cung BA-KZQ-1M Zhejiang Baian Medical Technology Co., |Zhejiang Baian Medical Technology Co., Ltd, |Céng ty TNHH Pau Tu Y Té S6 12 ngd 42 phd Tran Cung,
dién tr Baian Ltd, China China Hai Long Viét Nam Phuong Nghia Do, Ha Noi

5 Mo vitding cho miy soi ¢ tir cung BA-KZO-2M Zhejiang Baian Medical Technology Co., - (Zhejiang Baian Medical Technology Co., Ltd,  |Cong ty TNHH Piu Tu Y Té S6 12 ngd 42 phd Tran Cung,
dién tir Baian Ltd, China China Hai Long Viét Nam Phuong Nghia D6, Ha Néi

g Mo vit ding cho miy soi ¢ tir cung BA-KZQ-2S Zhejiang Baian Medical Technology Co., |Zhejiang Baian Medical Technology Co., Ltd, |Céng ty TNHH Pau Tu Y Té S6 12 ngd 42 phd Tran Cung,
dién tr Baian Ltd, China China Hai Long Viét Nam Phuong Nghia Do, Ha Noi

7 Mo vitding cho méy soi ¢ tir cung BA-KZQ-4M Zhejiang Baian Medical Technology Co., - (Zhejiang Baian Medical Technology Co., Ltd,  |Cong ty TNHH Piu Tu Y Té S6 12 ngd 42 phd Tran Cung,
dién tir Baian Ltd, China China Hai Long Viét Nam Phuong Nghia Do, Ha Noi

g | M vitding cho méy soi ¢b tir cung BA-KZQ-4S Zhejiang Baian Medical Technology Co., |Zhejiang Baian Medical Technology Co., Ltd, |Céng ty TNHH Pau Tu Y Té S6 12 ngd 42 phd Tran Cung,

dién tr Baian

Ltd, China

China

Hai Long Viét Nam

Phuong Nghia Do, Ha Noi




