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THONG TIN

Ho so cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

S6 cong bd: 220001753/PCBB-HCM
Ngay cong bo: 27/05/2022

1. Tén co 86 cong bd: CONG TY CO PHAN TRANG THIET BI Y TE
TRONG TIN N ’ o

2. bia chi: 188 Nguyén Oanh, Phuong 17, Quan Go Vap, Thanh phd H6 Chi
Minh

3. S6 vin ban cua co so: 0059-PCBB-TT Ngay: 23/05/2022

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y té&: Ong thong da day 2 nong

Tén thuong mai:

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

Chung loai: Theo phu luc

M3 san pham (néu c6): Theo phu luc

Quy cach dong goi:

Muc dich str dung: Ong thong da day dung dé dua chat dinh dudng, thudc vao
da day hodc rut dich da day

Tén co so san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

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

5. D6i v6i trang thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s¢ hitru: Symphon Medical Technology Co., Ltd

bia chi chu s hitu: No 118, Sec.5, Tamjing Road, Tamsui, New Taipei City,
Taiwan (Pai Loan)

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

8. S6 cong bd du diéu kién san xuat ddi v6i trang thiét bi y té san xut trong
nudc:



9. Thanh phéan ho so:

1

Vin ban cong bo tiéu chuan 4p dung ddi véi trang thiét bi y té thudc
loai B

Gidy chung nhan dat tiéu chuan quan 1y chat lugng ISO 13485

Gidy uy quyén cta chu so hiru trang thiét bi y té

Giay xac nhan du diéu kién bao hanh

Ban tiéu chuan ma chu s hitu trang thiét bi y té cong b ap dung

N | B W]

Gidy chtng nhan luu hanh tu do d6i voi trang thiét bi y té nhap khau




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

STT

TEN TRANG THIET BI Y TE

CHUNG LOAI

MA SA,N PHAM
(Néu co)

QUY CAQH
DPONG GOI
(Néu c6)

TEN CO SO SAN XUAT

PIA CHI CO SO SAN XUAT

NUGC
SAN XUAT

ONG THONG DA DAY 2 NONG

Gastric Sump Tube

BGST12;
BGST14;
BGST16 ;
BGSTI18;
BGSTI12S;
BGST148S;
BGSTI16S;
BGSTI8S;
BGSTI12NS;
BGST14NS;
BGSTI16NS;
BGSTI8NS

Symphon Medical
Technology Co., Ltd

No 118, Sec.5, Tamjing Road,
Tamsui, New Taipei City, Taiwan
(bai Loan)
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