SO Y TE HA NOI CONG HOA XA HQI CHU NGHIiA VIET NAM
Doc 1ap - Tu do - Hanh phuc

S4: 190001224/PCBA-HN Thanh phé Ha Néi, ngay 06 thang 09 nim 2019

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin 4p dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bd: CONG TY CO PHAN QUANTUM HEALTHCARE VIET NAM

2. bia chi: Tang 27 Thap C, Toa nha Central Point, 219 Trung Kinh , Phuong Yén Hoa, Quan Cau
Gidy, Thanh ph6 Ha Noi

3. S6 van ban dé nghi cua co so: CB02/QHV-2019 Ngay: 29/08/2019

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: Vat liéu ldy ddu nha khoa

Chung loai/ma san pham: I-Sil Heavy Body Cartridge; I-Sil Heavy Body Jumbo; I-Sil Regular
Body; I-Sil Regular Body Jumbo; I-Sil Light Body
Tén co so san xuat: SPIDENT Co., Ltd

Dia chi co s¢ san xuat: 203&312, KOREA INDUSTRIAL COMPLEX,7, 22,GOJAN-DONG,
NAMDONG-GU, INCHEON, KOREA
Tié€u chuan ap dung: ISO 13485:2016

5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chua so hiru: SPIDENT Co., Ltd

Dia chi chu s¢ hitu: 203&312, KOREA INDUSTRIAL COMPLEX,7, 22,GOJAN-DONG,
NAMDONG-GU, INCHEON, KOREA
6. Thong tin vé€ co s& bao hanh:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giay chuing nhan dat tiéu chuan quan 1y chat luong con hiéu luc tai thoi diém ndp ho so.

4 | Gidy uy quyén cua chi sé hitu trang thiét b y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liu mo ta tom tat ky thuat TTBYT theo mau s6 1 Phu lyc 8

7 | Gidy ching nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét b y té cong
bo 4p dung

8 | Tai liéu hudng dan st dung cua trang thiét bi y té




Mau nhén sé& st dung khi lvu hanh tai Viét Nam cia trang thiét bi y té

10

Giay chung nhan luu hanh ty do con hiéu luc tai thoi diém ndp ho so doi voi trang thiét
bi y té nhap khau hodc Phiéu ti€p nhén ho so cong bo du diéu kién san xuat trang thiét
biy té do1 voi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chéanh Van phong
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