SOY TE TP HO CHi MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260000474/PCBB-HCM
Ngay cong bo: 25/02/2026

1. Tén co s cong bd: CONG TY TNHH Y TE COMEN VIET NAM

2. bia chi: Tang 10, Toa nha Van phong Thuy Loi 4, S6 205A, Nguyén Xi,
Phuong Binh Thanh, Thanh phd HO Chi Minh

3. S6 vin ban cua co so: 02.CBB.COMENG6 Ngay: 12/02/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: May dién tAm dd

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 cach dong goi:

Muc dich sir dung: May dién tam d6 duoc thiét ké dé thu thap, phan tich, hién
thi va ghi lai thong tin dién tdm d6 khi nghi ngoi ctia nguoi 16n, tré em va tré
so sinh bang céach dit cac dién cuc trén bé mat co theé. May di¢n tam do dugc
thiét ké dé su dung boi cac chuyén gia cham soc suc khoe da dugce dao tao.
Maiy dién tam do dugc thiét ké dé sur dung trong cac co s& cham soc strec khoe
chuyén nghiép.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

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 so hiru: Shenzhen Comen Medical Instruments Co., Ltd

Dia chi chu sé hiru: Floor 10, Floor 11 and Section C of Floor 12 of Building



1A & Floor 1 to Floor 5 of Building 2, FIYTA Timepiece Building, Nanhuan
Avenue, Matian Sub-district, Guangming District, Shenzhen, Guangdong,
518106, CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: CONG TY TNHH Y TE COMEN VIET NAM

Dia chi: Tang 10, Toa Vian phong Thuy loi 4, s6 205A, Nguyén Xi, Phuong
Binh Thanh, Thanh ph6é H6 Chi Minh

Pién thoai ¢b dinh: 0971650673  Dién thoai di dong: 0971650673
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xut trong nudc:
9. Thanh phan hd so:

1 | Van ban cong bd tiéu chuin ap dung cua thiét biy té thuoc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hiru thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liu mo ta tom tat k¥ thuat thict bi y t€ bang tiéng Viét, kém theo | x

tai lidu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y t€ ban hanh.

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

7 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i v6i thiét bi y té nhap khau.




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

STT

Tén thiét bi y té

Chung loai

M3 san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

May dién tam do

H300

Shenzhen
Comen Medical
Instruments
Co., Ltd

Floor 10, Floor
11 and Section
C of Floor 12 of
Building 1A &
Floor 1 to Floor
5 of Building 2,
FIYTA
Timepiece
Building,
Nanhuan
Avenue, Matian
Sub-district,
Guangming
District,
Shenzhen,
Guangdong,
518106

CHINA

May dién tam do

H301

Shenzhen
Comen Medical
Instruments
Co., Ltd

Floor 10, Floor
11 and Section
C of Floor 12 of
Building 1A &
Floor 1 to Floor
5 of Building 2,
FIYTA
Timepiece
Building,
Nanhuan
Avenue, Matian
Sub-district,

CHINA




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 s&
san xuat

Nuwdce san xuat

Guangming
District,
Shenzhen,
Guangdong,
518106




