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S4: 180001097/PCBA-HCM Tp H6 Chi Minh, ngay 06 thang 06 nam 2018

PHIEU TIEP NHAN

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

1. Tén co sé cong bd: CONG TY TNHH NIDP BIOTECH DENTAL VIETNAM
2. Pia chi: Lau 3, tda nha COPAC, S 12 Tén Pan, Phuong 13, Quan 4, Thanh phé H6 Chi Minh

3. S6 van ban d& nghi cua co so: 28052018 Ngay: 29/05/2018
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: May quét Codor dung trong nha khoa
Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chudn 4p dung: ISO 13485:2012+AC:2012

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

Tén chu sé hiru: BIOTECH DENTAL

Dia chi chu s& hitu: 305 Allees de Craponne 13300 Salon de Provence France
6. Thong tin vé co s& bao hanh:

(1) Tén co s¢: Cong ty TNHH NIDP BIOTECH DENTAL VIETNAM
Dia chi: LAU 3A TOA NHA COPAC, SO 12 TON DAN , Phudng 13, Quan 4, Thanh phd
Hb Chi Minh
Dién thoai ¢ dinh: 02838266633 bién thoai di dong:

7. Thanh phan hd so:

1 | Vin ban cong b tiéu chuan ap dung cta trang thiét bi y té thudc loai A

Gidy chung nhan dat tiéu chuan quan 1y chat luong

Phu luc chi tiét trang thiét bi y té

Ban phan loai trang thiét bi y té

Nl ] W] N

Phiéu tiép nhan ho so cong bd du diéu kién san xuat trang thiét bi y té hoic Gidy chung
nhan dat tiéu chuan quan 1y chat luong con hiéu lyc tai thoi diém ndp ho so cong bo doi
voi trang thiét bi y t€ nhap khau.

6 | Gidy iy quyén cuia chu s hitu trang thiét bi y té

7 | Gidy x4c nhan du diéu kién bao hanh




8 | Tai liéu mo ta tom tat k§ thuat TTBYT

9 Gjéy chtng nhan hgp chuan hoic Ban tiéu chuan ma chi s¢ hitu trang thiét bi y té cong
bo 4p dung

10 | Tai liéu huéng dan sir dung cia trang thiét bj y té

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

NGUOI TIEP NHAN HO SO
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Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

. - > QUY CACH TEN CO§6 TE,N co S~6 . 2 5 3
STT TEN TRANG THIET | PON VI CHUNG LOAI DONG GOI SAN XUAT/ |CHU SO HUU/| TEN COSO (PIACHICOSO
BIYTE TINH SAN PHAM (NﬁU co) HANG, NUOC |HANG, NUOC| BAO HANH BAO HANH
SAN XUAT |CHU SO HUU
Lau 3A, Toa Nha
Céng Ty TNHH  |Copac, SO 12 Tén
1 Q1805000004 NIDP BIOTECH |DPan, Phuong 13,
M4y quét Codor dung Biotech Dental  |Biotech Dental |DENTAL Viét Quan 4, TP HO Chi
trong nha khoa SAS, Phap SAS, Phap Nam Minh.
Lau 3A, Toa Nha
Cong Ty TNHH  |Copac, S6 12 Tén
2 22032018 NIDP BIOTECH |D&n, Phutong 13,
May quét Codor diing Biotech Dental ~ |Biotech Dental [DENTAL Viét Quén 4, TP HO Chi
trong nha khoa SAS, Phap SAS, Phap Nam Minh.
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