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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: 260000085/PCBB-HP
Ngay cong bo: 02/07/2026

1. Tén co s& cong bé: CONG TY TNHH PHAT TRIEN THUONG MAI HGP
LUC

2. 'Dia chi: S6 HA1.46 Khu d6 thi Vinhomes Marina dudng V& Nguyén Giap,
Phuong An Bién, Thanh phd Hai Phong

3. S6 vin ban cua co so: 20.26/PCB Ngay: 02/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Cum IVD rira dung trong xét nghiém sinh héa: ACID
SOLUTION, ALKALINE SOLUTION, SYSTEM SOLUTION, WASHING
SOLUTION, SD90 DETERGENT

Tén thwong mai (néu c6):

Mi Global Medical Device Nomenclature — GMDN (néu c6):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich sir dung: - ACID SOLUTION: Dung dé 1am sach hé thong ong dan,
kim huat trong may xét nghiém sinh hoa

- ALKALINE SOLUTION: Dung dé 1am sach hé théng 6ng dan, kim hut
trong may xét nghi¢m sinh hoa

- SYSTEM SOLUTION: Dung dé lam sach hé théng cuvette trong may xét
nghiém sinh hoa

- WASHING SOLUTION: Dung dé 1am sach dung cuy, bao tri hang ngay cho
may xét nghiém sinh hoa

- SD90 DETERGENT: Dung dé 1am sach Cuvette, kim hut, kim khuéy trong
may xét nghiém sinh héa

Tén co sé san xuat: Theo phu luc

Dia chi co s& san xuit: Theo phu luc



Tiéu chuan chét luong san pham 4p dung: ISO 13485

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: SPINREACT S.A.U

Dia chi chu sé hiru: Ctra. Santa Coloma, 7, E-17176, Sant Esteve de Bas,
Girona, SPAIN

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

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty 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 te bang tiéng Viét, kém theo X

tai liu k¥ thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy chimg nhan hgp chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 Giéy ching nhan luu hanh ty do con hi€u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.
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Dung dich rira Ctra. Santa Coloma, 7,
1 | ACID SOLUTION ACID SOLUTION SP2209 EIIT\LREACT E-17176, Sant Esteve de | SPAIN
o Bas, Girona, SPAIN
Dung dich rua
: Ctra. Santa Coloma, 7,
2 g‘éﬁ%ﬁgﬁ ALKALINE SOLUTION SP2208 SPAH\[IJREACT E-17176, Sant Esteve de | SPAIN
o Bas, Girona, SPAIN
Dung dich rua . Ctra. Santa Coloma, 7,
3 | System Solution | SYStem Solution 3203-063 gT\IIJREACT E-17176, Sant Esteve de | SPAIN
o Bas, Girona, SPAIN
Dung dich rira
: Ctra. Santa Coloma, 7,
4 :%A]is[jl{ﬁ\(])% WASHING SOLUTION 1009020 EIIT\LREACT E-17176, Sant Esteve de | SPAIN
o Bas, Girona, SPAIN
Dung dich rira Ctra. Santa Coloma, 7,
5 | SD90 Detergent SD90 DETERGENT SP2210 SPAH\[IJREACT E-17176, Sant Esteve de | SPAIN

Bas, Girona, SPAIN




