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: 260000764/PCBA-HCM
Ngay cong bod: 30/05/2026

1. Tén co s& cong bé: CONG TY TNHH LONG VINH MED o

2. Dia chi: 262/4B5 Quoc 19 1A, Phuong Trung My Tay, Thanh pho H6 Chi
Minh

3. S6 vin ban cua co so: 02/2026/LVM-CB Ngay: 10/05/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Ban nghiéng y té

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 céch dong goi:

Muc dich st dung: Ban nghiéng phu hop voi nhi€u ing dung khac nhau trong
danh gia phuc hoi chirc nang va céc quy trinh kham bénh
Tén co so san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuén chat luong san phém ap dung: ISO 13485, CE
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& hitu: Seers Medical Limited

DPia chi chu sé hiru: Kenton Road, Debenham, Suffolk IP14 6LLA, UNITED
KINGDOM

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: Cong ty TNHH Long Vinh Med



Dia chi: 262/4B5 Qudc 16 1A, Phuong Trung M§ Tay, Thanh phé H6 Chi
Minh

Dién thoai ¢ dinh: 028 6676 4268 Pién thoai di dong:
8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi sd hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Giay ching nhén hop chuén hogc ban tiéu chuan ma chu sé hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu huéng dan sir dung cta thiét bi y té X
8 | Mau nhian thiét bi y té X

9 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.




BANG KE CHI TIET TRANG THIET Bl Y TE

QUY CACH

TEN TRANG | PON VI [ CHUNG LOAI | MA SAN , A TEN CO SO SAN XUAT/ TEN CO SO CHU SO HU'U/ A 2 R DPIA CHI CO SO
ST rwrgr BIYTE | TINH | SANPHAM | PHAM ?lgENS &()))I HANG, NUOC SAN XUAT HANG, NUGC CHU SO HUU TR (G0 S A LI BAO HANH

. n 2 . Seers Medical Limited, United |Seers Medical Limited, United Cong ty TNHH 26%/4B5 Quoc k‘i 11?’
1 [Ban nghiéng y té Cai  |ST7641 Kinedom Kinedom Long Vinh Med Phuong Trung My Tay,
s s & Thanh phé Hé Chi Minh

. n 2 . Seers Medical Limited, United |Seers Medical Limited, United Cong ty TNHH 26%/4B5 Quoc k‘i 11?’
2 |Bannghiéng y té Cai  |ST7641DL Kinedom Kinedom Long Vinh Med Phuong Trung My Tay,
s s & Thanh phé Hé Chi Minh

. n 2 . Seers Medical Limited, United |Seers Medical Limited, United Cong ty TNHH 26%/4B5 Quoc k‘i 11?’
3 |Bannghiéng y té Cai  |ST7645 Kinedom Kinedom Long Vinh Med Phuong Trung My Tay,
s s & Thanh phé Hé Chi Minh

R i ; . Seers Medical Limited, United |Seers Medical Limited, United Cong ty TNHH 26%/4B5 Quoe k‘i 11?’
4 |Ban nghiéng y té Cai  |ST7645DL Kinedom Kinedom Long Vinh Med Phuong Trung My Tay,
s s & Thanh phé Hé Chi Minh

. n 2 . Seers Medical Limited, United |Seers Medical Limited, United Cong ty TNHH 26%/4B5 Quoc k‘i 11?’
5 |Bannghiéng y té Cai  |ST7647 Kinedom Kinedom Long Vinh Med Phuong Trung My Tay,
s s & Thanh phé Hé Chi Minh

. n 2 . Seers Medical Limited, United |Seers Medical Limited, United Cong ty TNHH 26%/4B5 Quoc k‘i 11?’
6 |Bannghiéng y té Cai  |ST7647DL Kinedom Kinedom Long Vinh Med Phuong Trung My Tay,
s s & Thanh phé Hé Chi Minh

. n 2 . Seers Medical Limited, United |Seers Medical Limited, United Cong ty TNHH 26%/4B5 Quoc k‘i 11?’
7 |Bannghiéng y té Cai  |ST7649 Kinedom Kinedom Long Vinh Med Phuong Trung My Tay,
s s & Thanh phé Hé Chi Minh

3 |Ban nehiene v té cai  |sT7649DL Seers Medical Limited, United [Seers Medical Limited, United Cong ty TNHH Pifrzb/zB;erocl\}[(i {S’
ghieng y Kingdom Kingdom Long Vinh Med g Tung Vy 14y,

Thanh phé Hb Chi Minh




