BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

S6: 2200356 DKLH/BYT-TB-CT Ha Ngi, ngay 30 thang 12 nam2022

GIAY CHUNG NHAN PANG KY LUU HANH
TRANG THIET BI Y TE THUQC LOAI C, D

Can ctr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 nim 2021 cta Chinh
phu vé quan 1y trang thiét bi y té.

B0 Y té cap ching nhan dang ky luu hanh cho trang thiét bi y té (mdi 100%)
nhu sau:

1. Tén trang thiét bi y té: Try lanh thuong

2. Tén thwong mai:

3. Ma Global Medical Device Nomenclature - GMDN (néu co):

4. Ching loai: Theo phu luc

5. M san phim (néu cé): Theo phu luc

6. Quy cach dong goi (néu cd):

7. Loai trang thiét bi y té: TTBYT Loai C

8. Muc dich sir dung: Tru lanh thvong dugc st dung trude khi cdy ghép

phuc hinh lan cudi dé bao ton, 6n dinh va dinh hinh mé mém trong giai doan

lanh thuong.

9. Tén, dia chi ctia co s& san xuét: Theo phu luc

10. Tén, dia chi cia chi sé hiru trang thiét bj y té: Medentika GmbH,

Hammweg 8-10,76549 Hiigelsheim, GERMANY

11. Tén, dia chi ciia chi s& hitu s6 lwu hanh: CONG TY TNHH

STRAUMANN INDOCHINA, Phong 2315 Register 05, tang 23, Leadvisors

Tower, 643 Pham Vin Pong, Phuong C6 Nhué 1, Quan Bic Tur Liém,

Thanh phd Ha Noi

12. Tén, dia chi co sé bao hanh (néu cé):

Noi nhin: KT. BO TRUONG
- CONG TY TNHH STRAUMANN ==X HU TRUONG
INDOCHINA;

- B0 trudng (dé blc);
- Hai quan ctra khau;
- Luu: VT, TB-CT.

=




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

Tru lanh thuong

Temporary Abutment

D 3500; D 3510; E 3500;
E 3510; E 3520; E 3700;
E 3710; E 3720; F 3500;
F 3510; F 3520; F 3700;
F 3710; H3500; H
3510; H3700; H 3710;
H 3720; 13500; 13510;
K 3500; K 3510; L 3500;
L 3510; L 3700; L 3710;
N 3510; N 3520; N
3530; N 3710; N 3720;
N 3730; R 3500; R 3510;
R 3700; R 3710; R 3720;
S 3500; S 3520; S 3530;
S 3700; S 3720; T 3500;
T 3505; T 3510;

MEDENTIKA GmbH

Hammweg 8-10,76549
Hiigelsheim

GERMANY
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