Trong qué trinh luu hanh san phdm don vi ¢6 trach nhiém:
In the product’s circulation and business activities, it is required to strictly
obey the following obligations:

1. Chip hanh ddy i cac quy dinh vé quén 1y trang thiét bi y t& ctia Viét Nam.
Comply with the Vietnam regulations on management of medical devices.

2. Chju trach nhiém vé chét lugng san phim d3 dang ky va va hoat dong san
xuét kinh doanh trén thi truong theo quy dinh ciia phap luat Viét Nam.

Have full responsibility on quality of the product registeredand Company’s
operations on the market in accordance with the Vietnam laws.

3. Thong bao cho B§ Y té trude 30 ngay trong cac trudng hop sau:

Inform to the Ministry of Health in advance (30 days) in the following cases:
- Thay d6i tén, dia chi (change in the name or address of the Company)
-Moi sy thay déi lién quan dén san phdm (Any change of the registered
product)

- Tach, sap nhép, dbi tén hodc chdm dirt hoat dong san xuét kinh doanh
(Separation, merger or termination of the Company’s operations)

4. Gidy chimg nhéan nay c6 gia tri 03 (ba) nim ké tir ngay ky. Trudc khi hét
han 30 (ba muoi) ngdy, don vi phai lam thu tuc xin gia han ding ky néu van
tiép tuc Iuu hanh san phdm trén.

This certification is valid for three (03) years from the date of signing. Before
its expiration date of thirty (30) days, it is required to renew the validity of
certification if the product is continuing circulation in Vietnam.
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Ha Noi, ngay (date):Zb /9 /2018
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GIAY CHUNG NHAN
PANG KY LUU HANH SAN PHAM TRANG THIET B Y TE SAN
XUAT TAI VIET NAM

CERTIFICATE

REGISTRATION FOR CIRCULATION OF
MEDICAL DEVICES MANUFACTURING IN VIETNAM

- Can cix Nghi dinh s6 75/2017/ND-CP ngay 20 Em.sm 6 :Es 2017 cua QEE
phu quy dinh chitc ndng, nhiém vy, quyén han va co chu td chuc ctia Bo Y té;

Pursuant to Decree No. 75/2017/NP-CP dated June 20, 2017 issued by
Government stipulating the functions, tasks, authority and organizational
structure of the Ministry of Health;

- Can ct Luat Chét lugng san phim, hang hoa ngay 21 thang 11 nam 2007;
Pursuant toLaw on Quality of products and goods dated November 21*,
2007;

- Omn clt Nghi dinh $6 36/2016/ND-CP ngay 15 thang 5 ndm 2016 cua Chinh
phti quy dinh vé quan ly trang thiét bi y té;

Pursuant to Decree No. 36/2016/NDP-CP dated May 15, 2016 issued by
Government on the management of medical devices;

- Om: ctr Théng tu s6 07/2002/TT-BYT ngay 30 Emam 5 :mB 2002 ctaBoY
té v& huéng dan dang ky huru hanh san pham trang thiét bi y té.

Pursuant to Circular No. 07/2002/TT-BYT dated May 30, 2002 of the
Ministry of Health on guiding for circulation registration of medical devices.

- Xét hé so va don dé nghi cip sé dang ky Iuu hanh san phim ciia don vi.
Having examination of documentation and application letter for circulation
of medical device submitted by the applicant.

BQ Y TE CHUNG NHAN
MINISTRY OF HEALTH CERTIFIES THAT

Nha san xudt (Manufacturer) CONG TY TNHH CHUYEN GIAO
CONG NGHE & DICH VU Y TE (MTTS CO., LTD)

Dia chi (Address): Nha s6 26 ngd 41 duong An Duong Vuong, phuong
Phi Thuong, ac.wb Tay H6, Ha Noi

Dia chi sin xuit (Address of Manufacturing w:& Nha s6 26 ngd 41
m:oso An Duong Vuong, phuong Phu Thuong, quéan Tay HO, Ha Noi

PUGQC PHEP LUU HANH TAI VIET NAM SAN PHAM

HAS A PERMISSION TO CIRCULATE THE FOLLOWING
MEDICAL DEVICES IN VIETNAM

Tén san phim uwﬂ.s ___“M”_ Tiéu chuin cong b
Name of Products p Declared standard
Model

1. Giudng sudi dm tré | WALLABY .
sl WARMER TCCS 03:2018/MTTS

S5 diing k¥ lwru hanh dwgc cip: 40 /2018/BYT-TB-CT
(Registered number)




