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S4: 190001568/PCBA-HCM Tp H6 Chi Minh, ngay 23 thang 12 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 bdé: CONG TY TNHH THIET Bl Y TE MEDENT
2. bia chi: 37 Bau Cat 3, P.14, Q. Tan Binh, Tp.HCM, Phuong 14, Quan Tan Binh, Thanh phd HoO
Chi Minh
3. S6 van ban dé nghi cua co so: 191218/Nb Ngay: 18/12/2019
4. Trang thiét bi y té thudc loai A
Tén trang thiét bi y té: Dung cu nha khoa
Chung loai/ma san pham: Theo phu luc
Tén co s& san xuat: Theo phu luc
Dia chi co sé san xuit: Theo phu luc
Tiéu chuédn ap dung: ISO 13485
5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu sé hitu: Nobel Biocare AB
Dia chi chu s¢ hitu: PO Box 5190, SE- 402 26, Vastra Hamngatan 1, Goteborg, 411 17, Sweden
6. Thong tin vé co sé bao hanh:
(1) Tén co sé: Cong Ty TNHH TB Y TE MEDENT
Di‘a chi: 37 Bau Cat 3, P.14, Q.Tan Binh, TPHCM, Phuong 14, Quan Tan Binh, Thanh pho
Ho Chi Minh
Dién thoai ¢ dinh: 0854341708 bién thoai di dong: 01212156043; 0909002640
7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhén dat ti€u chuan quan ly chat lugng con hiu luc tai thoi diém ndp ho so.

4 | Gidy tiy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liéu md ta tom tat k¥ thuat TTBYT theo mau s6 1 Phu luc 8




7 | Gidy chung nhan hop chuan hodc Ban ti€u chuan ma chu so hitu trang thiét bi y t€ cong
bo ap dung

8 | Tailidu hudng din sir dung cua trang thiét bj y té

9 | Mau nhan s& str dung khi luu hanh tai Viét Nam cua trang thiét bi y té

10 | Gidy ching nhan luu hanh tu do con hi€u luc tai thoi diém ndp hd so doi voi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan ho so cong bd du diéu kién san xuét trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO

\ f//u ube

Pham Thi Thanh Huyén




Danh muc dung cu nha khoa

T Tén trang Chiang loai Masan Hang/nuéc san | Hang/ nuéc
thiet bi y té pham xuat chi sé hiru
1 Bé~dung cu |NobelActive Guided PureSet 301162 | 1. Nobel Biocare Nobel
phau thuat AB, Sweden. Biocare AB,
2 |cay 9hep  NobelParallel Guided PureSet 301163 . Sweden
chan rang 2. Nobel Biocare
i USA LLC, USA.
3 NobelReplace CC Guided PureSet 301164
3. Aesculap AG,
4 Prosthetic PureSet Basic Kit 301233 Germany
5 |Khay dung |NobAct/NobPrl CC PureSet Tray PURO0200 | 1 Nobel Biocare
dung cu phau AB, Sweden.
thuat cay
6 ; NobelReplace CC PureSet Tra PURO0300
ghép chan P Y 2. Aesculap AG,
ring : i Germany
7 NobelActive Guided PureSet Tray | PUR0600
8 NobelParallel Guided PureSet Tray | PURQ700
9 NobelReplace CC Guided PureSet | PUR0800
Tray
10 Prosthetic PureSet Tray PURO0500
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