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 cia thiét bj y té thudc loai B

S6 cong bd: 260001826/PCBB-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: 0906DVT-ESW-2026 Ngay: 09/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: 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: Pén chiéu vang da cho tré so sinh dugc sir dung dé ho tro
dleu tri vang da & tré so sinh bang phwong phap chiéu anh sang, gilip giam

ndng do bilirubin trong mau an toan, hiéu qua va han ché bién chung do vang
da kéo dai.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

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

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

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

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

Dbia 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: S0 14/146/143 Nguyén Chinh, Phudng Hoang Mai, Thanh pho Ha
Noi, Viét Nam, Phuong Hoang Mai, Thanh pho Ha Noi

Dién thoai c¢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 xut trong nudc:
9. Thanh phéan ho so:

1 | Van ban cong bé tidu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s¢ hiru 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 k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy chirg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
biy t€ cong bo ap dung

7 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.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

STT| Tén thiét biy té Chiing loai M sin phim %X;Zfs'f Tén co'so Diachico'sgsan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu c0)
5th Floor and No.1 West
Shantou Side Of 6th Floor,H5
Pén chiéu vang da KS-LA-6P Easywell Industrial
1 |cho tré so sinh Electronic Building,No.16 CHINA
Technologies | Lianjiang Road, Longhu
Co.,Ltd District, Shantou,
Guangdong Province
5th Floor and No.1 West
Shantou Side Of 6th Floor,H5
Dén chiéu vang da KS-IP48 Easywell Industrial
2 | cho tré so sinh Electronic Building,No.16 CHINA
Technologies | Lianjiang Road, Longhu
Co.,Ltd District, Shantou,
Guangdong Province
5th Floor and No.1 West
’ Shantou Side Of 6th Floor,H5
Deén chiéu vang da Easywell Industrial
3 | cho tré so sinh KA-IP48 BT Electronic Building,No.16 CHINA
Technologies | Lianjiang Road, Longhu
Co.,Ltd District, Shantou,

Guangdong Province




