BOYTE CQNG HOA XA HQI CHU NGHIA VIET NAM
Pic lap - Ty do - Hanh phiic

Sé: 4278 /BYT-TB-CT Ha Ngi, ngay/4 thang¥ nim 2017
V/v Thye hién ding ky luu hanh trang thiét
bi y té thugc loai B, C, D theo Nghj dinh
s6 36/2016/ND-CP cua Chinh phu

Kinh giri:  Vin phong dai dién céac hﬁng, cic cong ty nhap khéu,

I

kinh doanh trang thiét bj y té (sau ddy goi tit 1a don vi)

Cin cir Nghj dinh sb 36/2016/ND-CP ngay 15/5/2016 ctia Chinh phti vé& quan 1y
trang thiét bi y té (sau ddy goi tit la Nghi dinh s6 36/2016/NP-CP) c6 hiéu lyc thi
hanh tir ngay 01/7/2016. L$ trinh thyc hién d6i véi 05 thu tuc cong bd, ding ky
truc tuyén tir ngdy 01/7/2017 thuc hién tai B Y té, trong d6 sb luu hanh trang
thiét bj y té thudc loai B, C, D c6 hiéu luc tir ngay 01/01/2018.

Pé bao dam tién dd, ké hoach thyuc hién Nghj dinh s6 36/2016/ND-CP tir
nay dén ngay 01/01/2018 va kip thdi hé trg cic doanh nghiép trong qua trinh
thuc hién, tranh 4ch tic trong hoat dong kinh doanh, nhép khéu ctia don vj trong
thoi gian chuyén tiép, B Y té d& nghi cc don vi phdi hop thyc hién céc néi
dung sau:

1. Khin truong va chi dong thyuc hién viéc phan loai trang thiét bj y té theo
diing céc quy dinh tai Nghi dinh sé 36/2016/ND-CP va cac Théng tu huéng dan:
Théng tu s 39/2016/TT-BYT ngay 28/10/2016 ciia B Y té quy dinh vigc phén
loai trang thiét bj y t& va Théng tu s 42/2016/TT-BYT ngdy 15/11/2016 cua B)
Y té quy dinh viéc thira nhédn két qua phan loai trang thiét bj y té.

2. Nghién ciru va thuc hién theo céc ndi dung huéng din sir dung hé thong
dich vu cong tryc tuyén va khén truong thyc hién 05 thu tuc cong bd, dang ky
truc tuyén tir ngay 01/7/2017 thuc hién tai B Y té théng qua Hé théng dich vu
cong truc tuyén mic 4o 4 vé quan ly trang thiét bi y té trén dia chi:
http://dmec.moh.gov.vn/.

3. Khin truong tdng hop danh muyc trang thiét b y té ma don vi dy kién s&
thuc hién viéc dang k¥ luu hanh déi v6i trang thiét bj y t€ thuge loai B, C, D theo
mot hodc mdt nhém chiing loai trang thiét bj y té (theo Méu s6 1 ban hanh kém
theo Céng vin ndy) va giti v& B3 Y té (Vu Trang thiét bj va Céng trinh y té) theo
dia chi sé 138AGiang V3, Ba Dinh, Ha Noi dé tong hop, xem xét va hd trg trong
qué trinh thyc hién.
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4. B6i voi gidy iy quyén cia chu s& hiru trang thiét b y té cho co s& thuc
hién viéc ding ky lwu hanh: dé nghi co s¢ thuc hién viéc ding ky luu hanh thyc
hién theo miu quy dinh tai Phu lyc VI ban hanh kém theo Nghj dinh s
36/2016/ND-CP va théng nhét ndi dung ngén ngit bing tiéng Anh trén miu gidy
Uy quyén (theo Mdu sé 2 ban hanh kém theo Cong vin nay).

5. Thuc hién dung, ddy du cac quy dinh va yéu cau vé hd so, tha tuc da
dugc quy dinh tai Nghj dinh s6 36/2016/ND-CP va céc ndi dung huéng din sir
dung hé théng djch vy céng tryc tuyén dé tranh nhimg trudng hop phai sira dbi,
bd sung hd so do 15i chua nghién ciru, ndm 18 cdc quy dinh, huéng din da dugc
huéng din thyc hién, giy khé khin trong xir ly hd so, kéo dai thoi gian va hiéu
qua sir dung phdn mém. Pdng thdi chju trach nhiém trude phép luat vé tinh chinh
xéc, trung thyc, khdng c6 sy gia mao va hgp phép vé ndi dung, tai liu trong hd
so dé nghij ding ky sé luu hanh trang thiét bj y té theo quy dinh tai Nghj dinh s6
36/2016/ND-CP va c6 trach nhiém luu giir hd so c6 lién quan dén viéc ding ky
Iwu hanh, xuét trinh cho céc co quan chitc ning c6 lién quan theo quy dinh cua
phap luat.

Pé nghi cac don vi khin truong trién khai thyc hién céc ndi dung trén, dam
béo tién dé thuc hién Nghi dinh sé 36/2016/ND-CP cua Chinh phu. Trong qua
trinh thyc hién néu c6 khé khin, vuéng méc d& nghj lién hé v& B9 Y té (Vu Trang
thiét bj va Cong trinh y té) theo sb dién thoai: 04.62732272, email:
vuttbctyt@gmail.com dé dugc kip thoi xem xét, giai quyét.
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MAU GIAY UY QUYEN
(Kém theo Nghi dinh sé 36/2016/ND-CP
ngay 15 thdng 5 ndm 2016 cia Chinh phu)

LETTER OF AUTHORIZATION FORM
(Issued with the Decree No. 36/2016/ND-CP
dated May 15, 2016 of the Government)

Tiéu d& cua chu s hitu trang thiét bj y té (tén, dja chi)
Ngay...... thang...... ndm 20...

GIAY UY QUYEN
LETTER OF AUTHORIZATION

Kinh gui: .. T
TOF covimmns snavsvmwiniass

Chung t6i, (Tén va dia chi chu s& hiru), v6i tu cach 1a chu s hiru trang thlet
biyté bﬁng vin ban ndy ty quyén cho (Tén va dia chi cia co s& dimg tén cong bd
tiéu chuin ap dung hoic dang ky luu hanh) dugc luu hanh tai thj trudng Viét Nam

céc trang thiét bj y té sau:

We, (name and address of the Product Owner), as the owner of the medical
devices listed hereunder, hereby authorize (name and address of the organization
authorized to announce applicable standards in its name or register for circulation)

to place the following medical devices to the market of Vietnam:



Chiing t6i cam két cung cap, hé trg cac yéu cau lién quan dén thdng tin, chét
lugng va béo dam cac diéu kién vé bao hanh, bao tri, bdo dudng va cung cﬁp vat
tu, phu kién thay thé trang thiét bi y té néu trén.

. We hereby commit to provide and support any inquiry related to the
information and quality of the medical devices, guarantee all warranty,
maintenance and service conditions and supply replacement materials and

accessories for the medical devices.

Thu ity quyén nay hiéu luc dén thoi diém: ..... (ngay/thdng/nim)
This Letter of Authorization is valid until: ..... date (dd/mm/yy)

Nguwdi dai dién hgp phdp citia Chil s& hiru
Legitimate representative of legal manufacturer
(product owner)

Ky tén (Ghi ho tén ddy di, chirc danh)

Xéc nhdn béng ddu hodc chit ky s6
Signature (Full name and title to be specified)
Confirmed by seal or digital signature



