SO'Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
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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: 220001392/PCBB-HN
Ngay cong bo: 25/04/2022

1. Tén co s& cong bé: CONG TY TNHH THUONG MAI DICH VU THIET
BIKY THUAT Y TE - EU

2. Pia chi: Sb 16, Ngd 99, Ngach 158, hém 26, T 13, Phuong Pinh Cong,
Quan Hoang Mai, Thanh phé Ha No1

3. S6 vin ban cua co so: 20/04/2022/EU Ngay: 21/04/2022

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y té: External Neurological Drainage System- with Catheter,
External Neurological Drainage System - with Antibiotic Impregnated
Catheter va DEFIT Regular Silicone Shunt with Ventriculoperitoneal Catheter
Kit/Medium Pressure/With Reinforcedbase

Tén thuong mai: External Neurological Drainage System- with Catheter,
External Neurological Drainage System - with Antibiotic Impregnated
Catheter va DEFIT Regular Silicone Shunt with Ventriculoperitoneal Catheter
Kit/Medium Pressure/With Reinforcedbase

M3 Global Medical Device Nomenclature — GMDN (néu c6):

Chung loai: External Neurological Drainage System- with Catheter, External
Neurological Drainage System - with Antibiotic Impregnated Catheter va
DEFIT Regular Silicone Shunt with Ventriculoperitoneal Catheter
Kit/Medium Pressure/With Reinforcedbase

M3 san pham (néu co):

Quy cach déng géi: theo tiéu chuan nha san xuét

Muyc dich str dung: Dan luvu dich ra ngoai

Tén co s6 san xuat: DESU MEDIKAL URUNLER VE TIBBI CIHAZLAR
SANAYI VE TICARET ANONIM SIRKETI"

Dia chi co sé san xuét: Hacettepe Teknokent Safir E Blok Zemin Kat No:
702-03 Beytepe - Cankaya / Ankara

Tiéu chuan chat luong san pham ap dung: EN ISO 13485:2016, CE
93/42/EEC



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

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

Tén chu s¢ hiru: DESU MEDIKAL URUNLER VE TIBBI CIHAZLAR
SANAYI VE TICARET ANONIM SIRKETI"

Dia chi chu s¢ hiru: Hacettepe Teknokent Safir E Blok Zemin Kat No: Z02-03
Beytepe - Cankaya / Ankara

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

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

9. Thanh phan ho so:

1 | Van ban cong bé tiéu chuan ap dung doi véi trang thiét bi y té thuoe |
loai B
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu trang thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tit k¥ thudt trang thiét bi y té bang tiéng Viét X
6 | Ban tiéu chuin ma chi s¢ hitu trang thiét bi y té cong bd ap dung X
7 | Tai liéu khac (néu co) X




