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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: 260002532/PCBB-HN
Ngay cong bo: 28/07/2026

1. Tén co sd cong bé: CONG TY CO PHAN NOVAMED VIET NAM

2. Dia chi: O van phong s6 10, tang 5, Toa nha D2 Giang VO, Phuong Giang
V&, Thanh phd Ha Noi

3. S6 vin ban cua co so: 06/2026 Ngay: 28/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Budng oxy cao ap

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 sir dung: Vé mit 1am sang, thiét bi dugc sir dung dé diéu tri cac tinh
trang thiéu mau va thiéu oxy, chang han nhu chan thuong so néo va huyét
khéi nio.

Bao gdm: ngd ddc carbon monoxide cap tinh va bénh ndo nhiém doc, tac
mach khi cip tinh, bénh giam ap cap tinh, ngd doc bai cac loai khi doc hai
(nhu hydrogen sulfide, khi dau mo hoa long, xang, v.v.), nhiém khuéan ky khi
(nhu hoai thu do khi va ubn van), sdc, tic mach dong mach vong mac, roi loan
chirc nang nao cap tinh sau héi strc tim phdi (bao gdm chén thuong dién, dubi
nude, thit cd, ngat tho, tai nan giy mg, v.v.), phu ndo, phu phoi, chan thuong
nghién nat va hoi chimg nghién nat, rdi loan tuan hoan ngoai vi cap tinh, chan
thuong tiy séng cip tinh, va quan 1y hau phiu sau khi cay ghép lai chi bi dit
ro1 (ngoén tay hoac ngon chan), v.v.

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc



Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

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 s& hiru: Shanghai 701 Institute Yangyuan Hyperbaric Oxygen
Chamber Co., Ltd.

bia chi chu sé hitru: 1st Floor, Building 18, 276 Nanfeng Road, Fengxian
District, Shanghai, CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: CONG TY CO PHAN NOVAMED VIET NAM

bia chi: O van phong s6 10, ting 5, Toa nha D2 Giang V3, Phuong Giang V9,
Thanh pho Ha Noi

Pién thoai ¢b dinh: 02466866674 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 té bang tiéng Viét, kém theo |

tai liéu 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 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.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE
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Shanghai 701
Institute
A , Yangyuan 276 Nanfeng Highway,
1 Budng oxy cao ép | SHC900GD Hyperbaric Fengxian District, CHINA
Oxygen Shanghai
Chamber Co.,
Ltd.
Shanghai 701
Institute
A . Yangyuan 276 Nanfeng Highway,
2 Buong oxy caodp | SHCO00TD Hyperbaric Fengxian District, CHINA
Oxygen Shanghai
Chamber Co.,

Ltd.




