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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: 260001873/PCBB-HN
Ngay cong bo: 11/06/2026

1. Tén co s& cong bé: CONG TY TNHH PHAT TRIEN VA CHUYEN GIAO
CONG NGHE THINH PHAT ‘ ’

2. bia chi: S6 9, ngd 14, pho Thach Cau, Phuong Long Bién, Thanh pho Ha
Noi

3. S6 vin ban cua co so: 0806262/CBB-TP Ngay: 11/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Thudc thir chan doan In vitro sir dung cho may phan tich khi
mau ty dong

Tén thuong mai (néu co):

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

Chung loai: Automatic Blood Gas Analyzer Solution Pack

M3 san pham (néu co):

Quy céch dong goi:

Muc dich str dung: Thudc thir chan doan Invitro str dung cho may phan tich
khi mau ty dong duoc st dung cliing vdi May phan tich khi mau tu dong (S6
hiéu may: Ucare-6000) dé do dinh luong pH (pH), 4p suét riéng phan carbon
dioxide (pCO2), 4p suét riéng phan oxy (p0O2), ion natri (Na+), ion clorua (Cl-
), ion kali (K+), ion canxi (Ca++), hematocrit (Het), glucose (Glu) va noéng do
axit lactic (Lac) trong mau mau toan phan dong mach ctia bénh nhén.

Chi st dung cho muc dich chan don in vitro. Chi danh cho muc dich sir dung
chuyén nghiép.

Tén co so san xuat: Guangzhou Wondfo Biotech Co., Ltd

Dia chi co sé san xuét: No. 268 Shenzhou Road, Huangpu District,
Guangzhou, Guangdong, 510663, CHINA

Tiéu chuan chat lugng san pham ap dung: Theo ti€u chuan nha san xuat



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 s& hiru: Guangzhou Wondfo Biotech Co., Ltd

bia chi chu sé¢ hitu: No.8 Lizhishan Road, Science City, Huangpu District,
Guangzhou, 510663, CHINA

7. Thong tin vé co s& bao hanh (néu co):
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 | Vian ban cong bd tiéu chuan ap dung cta thiét bi y té thudc 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 chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
b1y 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.




