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: 260001836/PCBB-HN
Ngay cong bo: 10/06/2026

1. Tén co s& cong bé: CONG TY CO PHAN Y TE QUANG MINH

2. bia chi: Tang 5, Toa nha Newskyline, Lo CC2 KDT mdi Van Quén - Yén
Phuc, Phuong Ha Pong, Thanh phé Ha Noi

3. S6 vin ban ciia co s0: 31.2026/QM-SYT Ngay: 09/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té& Mdy nén khi ngit quing ngin ngira huyét khoi

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):

Chung loai: SCD600

M3 san pham (néu co):

Quy céch dong goi:

Muc dich str dung: Thiét bj duoc st dung nhﬁr,n h(:),trc,)’ cai thién tudn hoan mau
cho bénh nhan truong thanh, phong ngira huyet khoi tinh mach sau va thuyén
tac phoi va gidm tinh trang phu chi.

Tén co s& san xuat: Shenzhen Comen Medical Instruments Co., Ltd.

Dia chi co s¢ san xuat: 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

Tiéu chuan chét luong san pham 4p dung: 1ISO 13485

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 hitu: 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 s6: CONG TY CO PHAN Y TE QUANG MINH

Dia chi: Tﬁng 5, toa nha Newskyliqe, L6 CC2 KDPT méi Van Quan - Yén
Phtc, Phuong Ha Bong, Thanh pho Ha No6i

Dién thoai ¢ dinh: 02435720361 Dién thoai di dong: 0983485692
8. S6 cong bd du diéu kién san xuat ddi véi thiét bi y té san xuit trong nudc:
9. Thanh phéan ho so:

1 | Van ban cong bd tiéu 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 so 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.




