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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000320/PCBA-HCM
Ngay cong bo: 02/03/2026

1. Tén co sd cong bé: CONG TY TNHH THUONG MAI - DICH VU KY
THUAT HOANG LOC

2. Pia chi: 48 Long Hung, Phuong Tan Son Nhét, Thanh phé H6 Chi Minh
3. S6 vin ban cua co so: 01/26 - HL - CBA Ngay: 25/02/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: B do nudce tiéu céc loai, cac ¢

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 str dung: Dung dé thu thap, do luong va lay mau nudce ti€u theo gio
cua bénh nhan

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: 1SO13485

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):
6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu s& hitu: Observe Medical AB

bia chi chu s& hitu: Krokslétts Parkgata 4, 431 68 Molndal, Thuy Dién,
SWEDEN

7. Thong tin vé co s& bao hanh (néu co):
8. SO cong bo du diéu kién san xuat di véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:



Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A.

2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485

3 | Giay uy quyén ctia chu s6 hitu thiét b 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 liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

¢ | Gidy chimg nhan hop chuan hogc ban tiéu chuan ma chu s¢ hiru thiét
bi y t€ cong bo ap dung

7 | Tai liéu hudéng dan st dung cua thiét bi y té

8 | MAu nhin thiét bj y té

9 Giéy chuing nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




PHU LUC: BANG K& CHI TIET TRANG THIET Bl Y TE

QUY CACH

TEN TRANG . 5 2% ; . : TEN CO SO SAN N— : NUOC SAN
STT THIET BI Y TE CHUNG LOAI MA SAN PHAM BOI\LG C:Ol XUAT PIA CHI CO SO SAN XUAT XUAT
§ (Néu co)
B4 do nuéc tidu | UnoMeter™ 5001183: 25012183: Jiangsu Hongxin Medical |East Side of Jinhua Road Economic Development Trung Qubc/

cac loal, céc cd

UnoMeter™ 500

2
2

5039742; 25104742,

Technology Co., Ltd/
Observe Medical AB

Zone 223600 Shuyang People's Republic, Trung Qudc/
Krokslatts Parkgata 4, 431 68 MdlIndal, Thuy Dién

Thuy Dién

B6 do nudc tieu
céc loai, cac c&

UnoMeter™ Safeti Plus

1
1
1

710085; 1710086;
710087; 1710088;
710089; 1710050

Jiangsu Hongxin Medical
Technology Co., Ltd/
Observe Medical AB

East Side of Jinhua Road Economic Development
Zone 223600 Shuyang People's Republic, Trung Québc/
Krokslatts Parkgata 4, 431 68 Molndal, Thuy Dién

Trung Québc/
Thuy Bién

(O3]

Tui thay thé

UnoMeter™ 3500 Exchange
Bag

8

4077181; 84077182

Jiangsu Hongxin Medical
Technology Co., Ltd/
Observe Medical AB

East Side of Jinhua Road Economic Development
Zone 223600 Shuyang People's Republic, Trung Quéc/
Kroksltts Parkgata 4, 431 68 Mdlndal, Thuy Dién

Trung Quée/
Thuy Dién




