SOY TE TP HO CHi MINH CONG HOA XA HQI CHU NGHIA VIET NAM
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: 250000151/PCBB-HCM
Ngay cong bod: 16/01/2025

1. Tén co s cong bd: CONG TY TNHH ROCHE VIET NAM

2. bia chi: Tang 27, Toa nha Pearl Plaza, 561 A Dié¢n Bién Phu, Phuong 25,
Quan Binh Thanh, Thanh phd H6 Chi Minh

3. S6 vin ban cua co so: 3363/25/RV Ngay: 14/01/2025

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Kim liy mau

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: ACCU-CHEK® Fastclix

M3 san pham (néu co):

05981310001

Quy cach dong goi: Hop 24 kim

Muc dich sir dung: Mot tru chtra kim 1ay mau c6 chira sau kim 1dy mau
Accu-Chek FastClix. Tru chira kim 1dy mau duoc thiét ké dé st dung ciing
v6i thiét bi 14y mau Accu-Chek FastClix. Try chira kim 14y mau 1a bd phén
dung mot lan. Mbi kim léy mau chi dugc st dung mot lan. Tru chaa kim léy
mau Accu-Chek FastClix chira 6 kim ldy méau va dugc thiét ké dé st dung
cung thiét bi 1ay mau Accu-Chek FastClix giup 1dy mau mao mach dé dang va
hau nhu khong dau. Try chtra kim 1ay mau 1a vat phdm dung mét 1an c6 chira
6 kim léy mau va moi kim léy mau chi dugc sir dung mot 1an. Mdi kim léy
mau c6 mot nép bao vé nham dam bao diéu kién vo trung cho dén khi duogc
st dung. Kim ldy mau duogc khtr tring bing bt xa. Tru chtra kim 14y mau da
dung duoc bao vé dé khong cho tai sit dung.

Tén co s¢ san xuat: Theo phu luc
bia chi co s¢ san xuat: Theo phu luc



Tiéu chuan chét luong san pham 4p dung: Tiéu chudn nha san xuét

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: Roche Diabetes Care GmbH

Dia chi chu sé hiru: Sandhofer Strasse 116, 68305 Mannheim, GERMANY
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 xut trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cta thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hiru thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu moé ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo | x

tai liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét b y té
do chu s hitu thiét bi y té 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 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i v6i thiét bi y té nhap khau.




PHU LUC: DANH SACH CO SO SAN XUAT

STT TEN CO SO SAN XUAT PIA CHI CO SO SAN XUAT NUOC SAN XUAT
1 | Weidmann Medical Technology AG Industriestrasse 96, 7310 Bad Ragaz SWITZERLAND
2 | Weidmann Medical Technology AG Neue Jonastrasse 60, 8640 Rapperswill SWITZERLAND




