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THONG TIN

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

S6 cong bd: 260001093/PCBB-HCM
Ngay cong bo: 17/04/2026

1. Tén co s& cong bé: CONG TY TNHH THUONG MAI DICH VU KY
THUAT EMECC

2. bia chi: 89/1/30 duong Lang Tang Phu,, Phuong Tang Nhon Phu, Thanh
phd H6 Chi Minh

3. S6 vin ban cua co so: 014426/EMECC-CB Ngay: 14/04/2026

4. Thiét bi y té thudc loai B

Tén thiét b y té: Ngd ra khi y té

Tén thuong mai (néu co):

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

Chung loai: GHMS-BS-02, GHMS-BS-N20, GHMS-BS-MA4, GHMS-BS-
MA7, GHMS-BS-VAC, GHMS-BS-CO2, GHMS-BS-AGSS, GHMS-DIN-
02, GHMS-DIN-N20, GHMS-DIN-AIR, GHMS-DIN-VAC, GHMS-DIN-
CO2, GHMS-DIN-AIR 7, GHMS-DIN-AGSS, GHMS-AF-0O2, GHMS-AF-
N20, GHMS-AF-AIR, GHMS-AF-VAC, GHMS-AF-C0O2, GHMS-OH-02,
GHMS-OH-N20, GHMS-OH-AIR, GHMS-OH-VAC, GHMS-PU-02,
GHMS-PU-N20, GHMS-PU-AIR, GHMS-PU-VAC, GHMS-PU-CO2,
GHMS-PU-EVA, GHMS-PB-02, GHMS-PB-N20, GHMS-PB-AIR, GHMS-
PB-VAC, GHMS-PB-CO2, GHMS-PB-EVA, GHMS-PW-02, GHMS-PW-
N20, GHMS-PW-AIR, GHMS-PW-VAC, GHMS-PW-CO2,GHMS-PW-EVA

Mai san pham (néu co):

Quy céch dong goi:

Muc dich str gh,n}g: San phérp dl,l'Q’C dung trong géc bénh vién, phong kham,
trung tam y t€ dé sir dung két no1 ngo ra khi y té

Tén co sé san xuat: GH Medical Solution Co., Ltd.

Dia chi co sé san xuit: 830Ho, Goldtechnovally, 294-1, Baegot-dong,
Siheung-Si, Gyeonggi-do, KOREA, REPUBLIC OF



Tiéu chuan chét luong san pham ap dung: ISO 13485, ISO 9001, EC
5. Doi véi thiét bi y té chta chat ma tay, tién chét (néu c6):

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

Tén chu so hiru: GH Medical Solution Co., Ltd.

bia chi chu sé hiru: 830Ho, Goldtechnovally, 294-1, Baegot-dong, Siheung-
Si, Gyeonggi-do, KOREA, REPUBLIC OF

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

Tén co s&: CONG TY TNHH THUONG MAI DICH VU KY THUAT
EMECC

Dia chi: 139/23C Pang Vian Bi, Phuong Tha Ptic, Thanh phé H6 Chi Minh
Pién thoai ¢b dinh: 0916001882  Dién thoai di dong:

8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu 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 liu ky 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 chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.




