SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

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

S6 cong bd: 260001072/PCBA-HN
Ngay cong bo: 09/06/2026

1. Tén co s& cong bé: CONG TY CO PHAN PAT VIET THANH

2. Dia chi: s6 14/146/143 Nguyén Chinh, Phuong Hoang Mai, Thanh pho Ha
Noi

3. S6 vin ban cua co so: 0906-DVT-ESW-2026-A Ngay: 09/06/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Xe day dung cho dén chiéu vang da cho tré so sinh

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 str dung: Dung dé lap dat, 4o va di chl}yén dén chiéu vang da tré so
sinh, ho trg di€u chinh vi tri va khoang cach chiéu trong qua trinh di€u tri.
Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

5. DB6i voi thiét bi y té chira chat ma tay, tién chat (néu c):

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

Tén chu s¢ hiru: Shantou Easywell Electronic Technologies Co.,Ltd

Dia chi chu sé hiru: 5th Floor and No.1 West Side Of 6th Floor,H5 Industrial
Building,No.16 Lianjiang Road, Longhu District, Shantou, Guangdong
Province, CHINA

7. Thong tin vé co s& bao hanh (néu co):



Tén co sé: CONG TY CO PHAN PAT VIET THANH

Dia chi: SO 14/146/143 Nguyén Chinh, Phudng Hoang Mai, Thanh phd Ha
No1, Viét Nam, Phuong Hoang Mai, Thanh pho Ha Noi

Pién thoai ¢b dinh: 024 35510617 Dién thoai di dong: 0912268584
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ 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 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.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.




BANG KE CHI TIET TRANG THIET BI Y TE

PON VI CHONG LOAI | MAsAN | QU CACH
STT| TEN TRANG THIET Bl Y TE . i % = PONG GOI TEN CO SO SAN XUAT/ HANG, NUGC SAN XUAT TEN CO SO CHU SO HU'U/ HANG, NUGC CHU SO HU'U TEN CO SO BAO HANH PIA CHI CO SO BAO HANH
TINH SAN PHAM PHAM (NEU c (.))
| | Xedaydingchodén _?“]‘é“ vang da cho tré cai BC-1 Shantou Easywell Electronic Technologies Co.,Ltd. China Shantou Easywell Electronic Technologies Co.,Ltd.China Cong ty o6 phén DAt Vigt Thanh  [14/146/143 Nguyén Chinh, Phuong Hoing Mai,
So'sinh Thanh phé Ha Néi, Viét Nam
2 | Xeddyding cho den chicu ving dachotré | BC-2 Shantou Easywell Electronic Technologies Co.,Ltd. China | Shantou Easywell Electronic Technologies Co.,Ltd.China Cong ty cb phin Dt Vigt Thanh | 14/146/143 Neuyén Chinh, Phudng Hodng Mai,

0 sinh

Thanh phé Ha Noi, Viét Nam




