SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

HAI PHONG Doc 1ap - Tu do - Hanh phuc

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260000084/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 phé Hai Phong

3. S6 vin ban cua co so: 22.26/PCB Ngay: 02/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Cum IVD thudc thtr dién gidi: Calcium, Chloride, Potassium,
Sodium, Phosphorus, Magnesium, Ammonia

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: - Calcium: Dung dé dinh lugng Calcium trong huyét thanh,
huyét twong hodc nudc tiéu nguoi. Phuc vu chan doan y hoc.

- Chloride: Dung dé dinh lugng Chloride trong huyét thanh, huyét trong hodc
nudce tiéu nguoi. Phuc vu chan doan y hoc.

- Potassium: Dung dé dinh luong Potassium (Kali) trong huyét thanh nguoi.
Phuc vu chan doan y hoc.

- Sodium: Dung dé dinh luong Sodium (Natri) trong huyét thanh nguoi. Phuc
vu chan doan y hoc.

- Phosphorus: Dung dé dinh luong Phospho trong huyét thanh, huyét tuong
hodc nudc tiéu nguoi. Phuc vy chan doan y hoc.

- Magnesium: Dung dé dinh luong Magie trong huyét thanh, huyét tuong,
nude tiéu nguoi. Phuc vu chan doan y hoc.

- Ammonia: Dung dé dinh luong Amoniac trong huyét trong ngudi. Phuc vu



chan doén y hoc. o , ?

- Ammonia Control: Dung d¢ kiém soat chat luong trong viéc kiém tra do
ding yél dd chum cua cac xét nghiém dinh lugng Ammonia va Alcohol. Phuc
vu chan doan y hoc.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

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

5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu cd):

6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu sé 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. S6 cong bd du diéu kién san xuat di v6i thiét bi y té san xuit trong nudc:
9. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén 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 | Tailiéu mo ta tom tat k¥ thuat thiét bi y € 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 chimg nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

7 | Giay chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi vai thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

- . 2 Quy cach n . . , o .
STT| Tén thiet biy te Chiing loai Ma san plrlam dong goi Tfn co 2o Dia chi ¢ so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
Thuoc thir xét TK1001065/ MI1001065/ Ctra. Santa Coloma, 7
] régllnfnr’ndmh lwong | CALCIUM -A III MD1001065/ SP1001065/ ET\S{EACT E-17176, Sant Esteve de | SPAIN
aleiu MX 1001065/ 1001065 e Bas, Girona, SPAIN
Thubc thir xét
nghiém dinh lugng | Calcium -oC v/v 1001061/ 1001062/ SPINREACT |t Santa Coloma, 7,
2 Calci SP1001061 SAU E-17176, Sant Esteve de | SPAIN
alcium i Bas, Girona, SPAIN
Thudc thtr xét
e 1001360/ TK1001360/ Ctra. Santa Coloma, 7,
3 ré%‘i‘;& dinh hrgng | CHLORIDE MI1001360/ MD1001360/ ET\S{EACT E-17176, Sant Esteve de | SPAIN
onde SP1001360/ MX1001360 A Bas, Girona, SPAIN
Thubc thir xét
on . Ctra. Santa Coloma, 7,
4 | pghiem dinh luong | Potassium LQ 1001397 gT\IIJREACT E-17176, Sant Esteve de | SPAIN
otassium i Bas, Girona, SPAIN
Thudc thtr xét
e ) Ctra. Santa Coloma, 7,
5 gggl.‘?m dinh lrgng | Sodium LQ 1001387 ET\S{EACT E-17176, Sant Esteve de | SPAIN
odium o Bas, Girona, SPAIN
Thubc thir xét
oc thu MD1001155/ MI1001155/ Ctra. Santa Coloma, 7,
6 ;ﬁhl@rﬁ dinh lurgng | PHOSPHORUS UV MX1001155/ SP1001155/ gT\IIJREACT E-17176, Sant Esteve de | SPAIN
OSpROTUS TK1001155/ 1001155 s Bas, Girona, SPAIN
Thudc thir xét MAGNESIUM XYLIDYL [MDI1001285/MI1001285/ SPINREACT | Ctra. Santa Coloma, 7,
7" | nghiém dinh luong MX 1001285/ SP1001285/ SAU E-17176, Sant Esteve de | SPAIN




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chi coso'san | Nwge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Magnesium TK1001285/ 1001285/ .
1001236 Bas, Girona, SPAIN
Thudc thir xét
cn . Ctra. Santa Coloma, 7,
g [nghicm dinh luomg | Ammonia 1001410 o AT B 17176, Sant Esteve de | SPAIN
o Bas, Girona, SPAIN
Xveitri“’il“l é‘gg’iiﬁm AMONIA ETHANOL SPINREACT | Ctra. Santa Coloma, 7,
9 ghie . CONTROL 1002240 E-17176, Sant Esteve de | SPAIN
luong Ammonia S.A.U

Bas, Girona, SPAIN




