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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: 260001254/PCBA-HN
Ngay cong bo: 01/07/2026

1. Tén co s& cong bé: CONG TY TNHH QA-LAB VIET NAM

2. bia chi: S6 nha 23, ngd 335, Pho An Duong Vuong, Phuong Phu Thuong,
Thanh phd Ha Nbi

3. S6 vin ban cua co s0: 03/QALAB-NORDIC Ngay: 01/07/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: IVD phu trg cho xét nghiém dong mau

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: Dung dé hoan nguyén thudc thir, chit hiéu chuan va chat
dbi ching chan doan in vitro dong khé dé sir dung trong chian doan cam mau.
Danh cho chuyén vién phong thi nghiém sir dung.

Dung dé pha loéng mAu va chat hiéu chuan nham cho phep phan tich bang
thudc thir chan doan in vitro dé st dung trong chan doan cam méu. Danh cho
chuyén vién phong thi nghiém st dung.

Dung dé thém ion canxi vao mau huyét twong nguoi citrat hoa trong cac bd
thude thir xét nghiém MRX PT Owren va MRX APTT. Danh cho chuyén vién
phong thi nghiém stir dung mdy phan tich dong mau tu dong.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Theo tiéu chuan clia nha san xuét
5. Doi v6i thiét bi y té chtra chat ma tay, tién chét (néu c6):



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

Tén chu s& hiru: Nordic Biomarker AB

bia chi chu sé hiru: Vildmannavigen 1, 90347 Umed, SWEDEN

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

8. S6 cong bd du diéu kién san xuat di v6i thiét bi y té san xudt trong nudc:
9. Thanh phan ho so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y t€ bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu hudéng dan st dung cia thiét bi y té X
8 | Mau nhan thiét bi y té X

9 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i v6i thiét bi y té nhap khau.




BANG KE CHI TIET TRANG THIET BI Y TE

. i , Y CACH . v ] TE ) CHU SO HU
STT TEN TRANG THIET BI CHUNG LOAI MA SAN PHAM (}z)gNg G((:’)I TEN CO SO SAN XUAT/ Hlji(l\jlg Sl\(I)I.J’((:) CUCSI-?ﬁ SI(Jz;U/
Y TE SAN PHAM , . HANG, NUOC SAN XUAT >
(NEU CO) i HUU
IVD Nuéc ct ding cho L Do
1 . } o MRX Laboratory Water [K5036 10x SmL Nordic Biomarker AB / SWEDEN|Nordic Biomarker AB / SWEDEN
phong xét nghiém
p |LVD Dungdich phaloang  |MRX Sodium Chloride |, 5, 10 x 5 mL Nordic Biomarker AB / SWEDEN|Nordic Biomarker AB / SWEDEN
Sodium Chloride Diluent
IVD Dung dich Calcium . . R L
3 Chloride MRX Calcium Chloride [K5050 10x SmL Nordic Biomarker AB / SWEDEN|Nordic Biomarker AB / SWEDEN
g4 |IVD Dungdich Caleium b+ o cium Chioride |[K5051 10 x 10 mL Nordic Biomarker AB / SWEDEN|Nordic Biomarker AB / SWEDEN

Chloride




