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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: 260000248/PCBA-HCM
Ngay cong bod: 24/02/2026

1. Tén co s& cong bé: CONG TY TNHH JOHNSON & JOHNSON (VIET
NAM) ‘ ,

2. bia chi: Tang 12, Toa nha Vietcombank, S6 5 Cong Trudong Mé Linh,
Phuong Sai Gon, Thanh phd HO Chi Minh

3. S6 vin ban cua co so: VN-LTR-RAMT-39-2026 Ngay: 10/02/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Day cap két ndi catheter cat dot véi may dbt dién sinh 1y tim
Tén thuong mai (néu c6): Khong ap dung

Mi Global Medical Device Nomenclature — GMDN (néu c¢6): Khong ap dung
Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi: Khong ap dung

Muyc dich str dung: Két ndi catheter diéu tri voi may d5t SMARTABLATE
Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

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

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 so hiru: Biosense Webster, Inc.

bia chi chu s hitu: 31 Technology Drive, Suite 200, Irvine, CA, 92618,,
UNITED STATES

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

Tén co sd: Cong ty TNHH Johnson & Johnson (Viét Nam)



Dia chi: Tang 12, toa nha Vietcombank, s6 5 Cong Truong Mé Linh, Phuong
Sai Gon, Thanh ph6 H6 Chi Minh
Dién thoai cb dinh: +84 28 3914 8100  Pién thoai di dong:

8. SO cong bod du diéu ki¢n san xuat doi voi thiét bi y t€ san xuat trong nudc:
Khong &p dung

9. Thanh phan hd so:

1 | Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi sd 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 chirc nang, thong s6 k¥ thuat cta thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hop chuan hoic ban tiéu chuan ma chu s hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu huéng dan sir dung cta thiét bi y té X
8 | Mau nhian thiét bi y té X

9 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.

10 | Tai liéu khac (néu co) X




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

< Qi QUY CACH o i < TEN CO SO CHU SO oo : sz
. . . PON VI o A R MA SAN A | TEN CO SO SAN XUAT/ = - - | TEN COSGBAO| PIA CHI CO SO BAO
STT TEN TRANG THIET BI Y TE TINH CHUNG LOAI SAN PHAM PHAM {:SENS CGOO)I HANG, NUGC SAN XUAT HU‘([:I;-I I[{”JASN@GIZI%IOC HANH HANH
1 [Day cap k{:t n(‘éi catheter c:’}t d(‘ét vGi may d(?t dién sinh 1y tim SMARTABLATE System Interface Cable D130302 Bios@se Webster, Inc., Cong ty TNHH T?ing 12, tda nha Vietcombank,
2 |Day cap kett n(?i catheter cztit d(?t vGi may dott dién sinh 1y tim Cai SMARTABLATE System Interface Cable D130303 Mexico Biosense Webster, Inc., Johnson & Johnson s0 5 Cong Truong Mé Link}, .
3 |Day cap k{:t n(‘?i catheter c:’}t d(‘?t vOi may d(?t dién sinh Iy tim SMARTABLATE System Interface Cable D130302 Foxconn Baja California S.A. My (Viét Nam) phuong Sai Gon, thanh pho HO6
4 | Day cap ket noi catheter cat dot vdi may dot dién sinh Iy tim SMARTABLATE System Interface Cable D130303 De C.V., Mexico i Chi Minh




