SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

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

S6 cong bd: 260001768/PCBB-HN
Ngay cong bo: 05/06/2026

1. Tén co s& cong bé: CONG TY TNHH THIET Bl & VAT TU Y TE LAM
GIANG ,
2. bia chi: LK05-14, Khu B6 Thi An Hung, Phuong Duong Noi, Thanh pho

Ha Noi

3. S6 vin ban ciia co so: 06/VTYTB/LG Ngay: 05/06/2026
4. Thiét bi y té thudc loai B

Tén thiét bi y té: Cong tiém an toan khong kim

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 s dung: San pham dugc sir dung dé dong cong truyén dich, cung
cap thudc dang long khi bo chuyén doi ¢ trang thai dong, va ngan ngura 6
nhiém h¢ thong truyén dich trong qua trinh di€u tri truyén tinh mach.
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: ISO 13485

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu so hiru thiét bi y té:

Tén chu s& hiru: ZARY'S International sp. z 0.0.

Dia chi chu sé hitu: ul. Ziemska 44, 41-803 Zabrze, POLAND

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



8. SO cong bo du dicu ki¢n san xuat doi voi thiet bi y t€ san xuat trong nudc:
9. Thanh phan ho so:

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

tai liéu 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 |
bi y t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.




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

~ z Quy cach A . Coae - (o
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
X en . | NEEDLE FREE VALVE
COP & thm an toan with extension line, ZARYS. ul. Ziemska 44, 41-803
I [khong kim . PB-T/1-27; PB-T/1-40 International POLAND
single Zabrze
sp. z 0.0.
2 . |NEEDLE FREE VALVE
COP & tle{m an toan with extension line, ) ZARYS. ul. Ziemska 44, 41-803
2 | khong kim PB-T/2-27; PB-T/2-40 International POLAND
double Zabrze
sp. z 0.0.
X en . | NEEDLE FREE VALVE
COP g ticm an toan with extension line, ZARYS. ul. Ziemska 44, 41-803
3 [ khong kim . PB-T/3-27; PB-T/3-40 International POLAND
triple Zabrze
sp. z 0.0.
2 . |NEEDLE FREE VALVE
COP & tle{m an toan with extension line, ) ZARYS. ul. Ziemska 44, 41-803
4 | khong kim PB-T/4-27; PB-T/4-40 International POLAND
quadruple Zabrze
sp. z 0.0.
Cong tiém an toan ZARYS .
5 | khong kim NEEDLE FREE VALVE PB-N, PB-T International ul. Ziemska 44, 41-803 POLAND

sp. z 0.0.

Zabrze




