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: 260002409/PCBB-HN
Ngay cong bo: 22/07/2026

1. Tén co s& cong bé: CONG TY TNHH PARAGON CARE VIET NAM
2. bia chi: Tang 4 toa nha Technosoft, khu CNTTTT Cau Giay, 15/8 Duy
Tan, Phuong Cau Gidy, Thanh ph Ha Noi

3. S6 vin ban cuia co s0: 260715-01/PCV Ngay: 22/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Pau kim dung cho may diéu tri da bing séng cao tan
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 cho may diéu tri da bang song cao tan

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. 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& hitru: VIOL Medical Co., Ltd

bia chi chu s hiru: C-209-1, 608, 609, 808, 809, Bundang Technopark, 744
Pangyo-ro Bundang-gu, Seonganm-si, Gyeonggi-do, KOREA, REPUBLIC
OF

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

8. SO cong bo du dieu kién san xuat déi vai thi€t bi y t€ san xuat trong nudc:



. Thanh phén hd so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B.

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 Giéy chuing nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




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

< = Z Quy cach n . c - .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
C-209-1, 608, 609, 808,
X 809, Bundang
Bau kim dung cho . VIOL Medical | Technopark, 744 KOREA,
1 | may diéu trj da Consumable tip FX REPUBLI
Co., Ltd Pangyo-ro Bundang-gu,
bang séng cao tan . . | C OF
Seonganm-si, Gyeonggi-
do
C-209-1, 608, 609, 808,
X 809, Bundang
bau kim dung cho . ’ KOREA,
2 | may diéu trj da J25BM 35520 VIOL Medical | Technopark, 744 REPUBLI
Co., Ltd Pangyo-ro Bundang-gu,
bang séng cao tan . . | C OF
Seonganm-si, Gyeonggi-
do
C-209-1, 608, 609, 808,
X 809, Bundang
bau kim dung cho . ’ KOREA,
3 |miydidutrida  |J25BS J5515 VIOL Medical | Technopark, 744 REPUBLI
Co., Ltd Pangyo-ro Bundang-gu,
bang séng cao tan . . | C OF
Seonganm-si, Gyeonggi-
do
C-209-1, 608, 609, 808,
X 809, Bundang
bau kim dung cho . ’ KOREA,
4 |miydidutrida  |JI8BS 13615 VIOL Medical | Technopark, 744 REPUBLI
Co., Ltd Pangyo-ro Bundang-gu,
bang séng cao tan . . | C OF
Seonganm-si, Gyeonggi-
do
Pau kim dung cho VIOL Medical C-209-1, 608, 609, 808, KOREA,
5 |may diéu tri da J49BS I7715 Co.. Lid 809, Bundang REPUBLI
bang soéng cao tan ” Technopark, 744 COF




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co sé san
xuat

Nudce san
xuat

Pangyo-ro Bundang-gu,
Seonganm-si, Gyeonggi-
do




