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: 260001071/PCBA-HCM
Ngay cong bo: 17/06/2026

1. Tén co s¢ cong bd: CONG TY CO PHAN THUGNG MAI - DICH VU -
XUAT NHAP KHAU VIEN PHAT

2. Pia chi: 63B Calmette, Phuong Bén Thanh, Thanh phé Ho Chi Minh

3. S6 vin ban cua co so: 20260610/VBCB-VPC Ngay: 12/06/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Que chdm soc ring miéng dau xdp

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 cu v¢€ sinh rang va khoang miéng cho bénh nhan
trong cac don vi y te.

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: 1SO13485

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¢ hiru: Osaki Medical Corporation

bia chi chu sé hiru: 203 Tamaike-cho Nishi-ku Nagoya-city Aichi 452-0812,
JAPAN

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

8. SO cong bo du di€u kién san xuat doi voi thiét bi y t€ san xuat trong nudc:



. Thanh phén hd so:

1 | Van ban cong bé 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 chtirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




CONG TY CO PHAN THUONG MAI - DICH VU - CONG HOA XA HOI CHU NGHIA VIET NAM
XUAT NHAP KHAU VIEN PHAT Péc lap - Tw do - Hanh phiic

$6: 260610/KQPL-VPC Tp. HG Chi Minh, ngay 10 thdng 06 nim 2026

BAN KET QUA PHAN LOAI THIET BI Y TE
MEDICAL DEVICE CLASSIFICATION RESULT

Can cir Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 nam 2021 cta Chinh phii vé& quan 1y thiét bi y t&;
Pursuant to Decree No. 98/2021/ND-CP dated November 8, 2021 of the Government on the management of medical devices,
Cén ct Thong tu s6 05 /2022/TT-BYT ngay 01 thang 8 nim 2022 cia B truong B4 Y té quy dinh chi tiét thi hanh mét sb diéu ciia Nghi dinh sé
98/2021/ND-CP ngay 08 thang 11 nam 2021 cta Chinh phi vé quén 1y thiét bi y té;
Pursuant to Circular No. 05/2022/TT-BYT dated August 1, 2022 of the Minister of Health detailing the implementation of certain articles of Decree
No. 98/2021/ND-CP dated November 8, 2021 of the Government on the management of medical devices;
Ching t6i phan loai thiét bi y té nhu sau:
We hereby classify the medical device as follows:
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KET QUA PHAN LOAI TRANG THIET BI Y TE
(Pinh kém Ban phan loai s§ 260610/KQPL-VPC ngay 10 thing 06 nim 2026)

Tén trang thiét bi y té
Product name

Chiing loai
Model

Ma sin phim
Product code

Hang,
M

nuée san xult
anufacturer,
country of

manufacture

nudéc chii s&

hiku

Legal manufacturer
(product owner)

Hing,

Muc dich sir dung theo chi
dinh ciia chi sé hiru
Intended use

Cin cir dé phan
loai mike d§ riii ro
Basis for risk
classification

Que chim séc ring
miéng dau xop

Oral care swab sponge

Mouth Sponge

N2201001, N2201002, N2201003, N2201004, N2201005,
N2201006, N2201007, N2201008, N2201009, N2201010,
N2201011, N2201012, N2201013, N2201014, N2201015,
N2201016, N2201017, N2201018, N2201019, N2201020,
N2201021, N2201022, N2201023, N2201024, N2201025,
N2201026, N2201027, N2201028, N2201629, N2201030,
N2201031, N2201032, N2201033, N2201034, N2201035,
N2201036, N2201037, N2201038, N2201039, N2201040,
N2201041, N2201042, N2201043, N2201044, N2201045,
N2201046, N2201047, N2201048, N2201049, N2201050,
N2201051, N2201052, N2201053, N2201054, N2201055,
N2201056, N2201057, N2201058, N2201059, N2201060,
N2201061, N2201062, N2201063, N2201064, N2201065,
N2201066, N2201067, N2201068, N2201069, N2201070,
N2201071, N2201072, N2201073, N2201074, N2201075,
N2201076, N2201077, N2201078, N2201079, N2201080,
N2201081, N2201082, N2201083, N2201084, N2201085,
N2201086, N2201087, N2201088, N2201089, N2201090,
N2201091, N2201092, N2201093, N2201094, N2201095,
N2201096, N2201097, N2201098, N2201099, N2201100

- Osaki Medical
Corporation, Nhat

Bin

- Osaki Medical
Corporation, Nhit
Ban

Dung cu vé sinh ring va
khoang miéng cho bénh
nhén trong céc don viy té.

A device intended for oral
and dental hygiene care for
patients in healthcare

| facilities.

Quy téc 4, Phan II,
phu luc I Théng tu
05/2022/TT-BYT




