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BO YTE Ha Noi, ngay (date): L3 / 72018
S6 (No) 34 /2018/BYT-TB-CT

) . GIAY CHUNG NHAN L )
PANG KY LUU HANH SAN PHAM TRANG THIET Bl Y TE SAN XUAT
TAI VIET NAM

CERTIFICATE

REGISTRATION FOR CIRCULATION OF
MEDICAL DEVICES MANUFACTURING IN VIETNAM

- Can ctr Nghi dinh sé 75/2017/ND-CP ngay 20 thang 6 ndm 2017 ciia Chinh
pht quy dinh chitc niang, nhiém vy, a&&: han va co ciu td chiic cia BO Y té;

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

- Cn cir Luat Chét luong san phim, hang ho4 ngay 21 thang 11 ndm 2007,
Pursuant toLaw on Quality of products and goods dated November 214,
2007;-

- Can cir Nghi dinh s6 36/2016/ND-CP ngay 15 thang 5 nam 2016 cua
Chinh phii quy dinh vé quan ly trang thiét b y té;

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

- Ciin clr Thong tu s6 07/2002/TT-BYT ngay 30 thang 5 nim 2002 cia B Y
té vé& hudng din dang ky luu hanh san phdm trang thiét bj 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 hd so va don dé nghi cép sé ding ky lwu hanh san phim cta 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 sin xuét (Manufacturer): CONG TY TNHH Omc<m2 GIAO

CONG NGHE & DICH VU Y TE (MTTS CO., LTD)

Dia chi (Address): Nha ,mm 26 ngd 41 duong An Duong Vuong, phudng
Phu Thuong, quan Tay Ho6, Ha No1

PUGC PHEP LUU HANH TAI VIET NAM SAN PHAM

HAS A PERMISSION TO CIRCULATE THE FOLLOWING
MEDICAL DEVICES IN VIETNAM

Tén séan phim www. r_a.M“_ Tiéu chuén cong b
Name of Products ZW del Declared standard

1. May trg thd CPAP

e ik o Dolphin TCCS 02:2016/MTTS

$6 diing ky lwu hanh dwgc cip: 34 /2018/BYT-TB-CT
(Registered number)




