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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: 260000681/PCBA-HN
Ngay cong bo: 17/04/2026

1. Tén co s cong bé: CONG TY TNHH KHOA HQC KY THUAT HUONG
DUONG

2. Pia chi: S6 197A ngd 13 Linh Nam, Phudng Vinh Tuy, Thanh phd Ha Noi
3. S6 vin ban cua co so: 38/CBA/2026 Ngay: 17/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bj y té: IVD dung dich nap dién cuc dung cho méy phan tich dién
giai

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: BPuoc dung dé cung cap dién thé tham chiéu cho di¢n cuc
bén trong cua Na+, K+, CI-, Ca2+ va pH.

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: Tiéu chuan ctia NSX, ISO 13485
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 sé hiru: Dutch Diagnostics BV

bia chi chu s¢ hiru: Hekkehorst 3, 7207 BS Zutphen, NETHERLANDS

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 xuit trong nudc:
9. Thanh phan hd so:



1 | Vian ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A.

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

3 | Gidy iy quyén cta chu so hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tailiéu ky thuét bang tiéng Viét kém theo tai lidu vé nguyén vat liéu,
vé an toan cua san pham, quy trinh san Xuét, cac bao cao nghién ctru
lam sang va tién 1am sang bao gom bao cao d6 6n dinh ddi vé6i thude
thir, chat hiéu chuan, vat liéu kiém soat in vitro

6 | Giay ching nhén hop chuén hodc ban tiéu chuan ma chu so hitu thiét
bi y té cong bd ap dung

7 | Tai liéu huéng dan st dung cta thiét bi y té

8 | MAu nhin thiét bj y té

9 Giéy chirng nhan luu hanh ty do con hi¢u luc tai thoi diém ndp ho so

d6i v6i thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET THIET BI Y TE

- . . 8 - o X £ PIA CHI CO SO SAN TEN CO SO | PIA CHI CO SO
STT TEN THIET BI Y TE CHUNG LOAI TEN CO SO SAN XUAT XUAT BAO HANH BAO HANH
1 \IVD dung d1chAnap’ d1¢r}Achc. B Cafill solution MTI Diagnostics GmbH leburg(?r Str. 45, 65510| Hang dung 1 lwan k‘hong cO ché do
dung cho may phan tich dién giai Idstein, Germany bao hanh
IVD dung dich nap dién cuc . . : . Limburger Str. 45, 65510| Hang dung 1 1an khong co6 ché do
2| diing cho may phan tich dién giai| ~ C 1 solution — IMTI Diagnostics GmbH | ™ 1 ody “Germany bo hanh
IVD dung dich nap dién cuc : . : . Limburger Str. 45, 65510| Hang dung 1 1an khong c6 ché do
3| ding cho may phan tich dién giai| '« T solution —{MTI Diagnostics GmbH| ™ i " ermany bao hanh
IVD dung dich nap dién cuc - . . . Limburger Str. 45, 65510| Hang dung 1 1an khong c6 ché do
%l ding cho may phan tich dign giai| a1l solution —{MTI Diagnostics GmbH| =, i " armany bao hanh
5.|  IVD dung dich nap dien cwc |\ o1 fill solution [MTI Diagnostics GmbH | LiMPurger Str. 45, 65510 Hang ding 1 1an khong c6 che do
dung cho may phén tich dién giai Idstein, Germany bao hanh
6. ‘IVD dung’ d1chAnap' dler?Acuc. B Na/K/CI/Ca_/pH refill MTI Diagnostics GmbH leburg(_er Str. 45, 65510| Hang dung 1 {an k‘hong c6 ché do
dung cho may phan tich dién giai solution Idstein, Germany bao hanh
7 IVD dung dich nap dién cuc pH fill solution MTI Diagnostics GmbH Limburger Str. 45, 65510 Hang dung 1 l1an khong c6 ché do

"|dung cho may phan tich dién giai

Idstein, Germany

bao hanh




