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BOYTE CONG HOA xA HOI CHU NGHiA VI~T NAM
DQclip - T., do - H~nh pluic

S6: fjfi IBYT-TB-CT
V/v Thuc hien dang ky hru hanh trang thiet
bi y !~thuoc loai B, C, D thee Nghi dinh

so 36/2016/ND-CP cua Chinh phu

Ha N9i, ngayjj thimg5 ndm 2017

KHAN

Kinh giri: Van phong dai dien cac hang, cac cong ty nhap khau,
kinh doanh trang thiet bi y tS (sau day goi tit'la dan vi)

Can cu Nghi dinh s6 36/2016/ND-CP ngay 15/5/2016 cua Chinh phu vS quan ly
trang thiet bi y tS (sau day so! tat la Nghi dinh s6 3612016IND-CP) co hieu hrc thi
hanh ill ngay 01/7/2016. LQ trinh thirc hien dBi .voi 05 thu tuc cong b6, dang ky
tr\l~ tuySn,tir ngay 01/7/2017 tlnrc hien tai BQ Y tS, trong do s6 hru hanh trang
thiet bi y tS thuoc loai B, C, D co hieu hrc tir ngay 01/01/2018.

BS bao dam tiSn dQ, kS hoach thuc hien Nghi dinh s6 36/2016/NB-CP tir
nay dSn ngay 01/0112018 va kip thai h6 trQ' cac doanh nghi~p trong qua trinh
th\lc hi~n, tranh ach tic trong ho~t dQng kinh doanh, nh~p khau cua dan vi trong
thai gian chuySn tiSp, BQ Y tS dS nghi cac dan vi ph6i hQ'p th\lc hi~n cac nQi
dung sau:

1. Khan truang va chu dQng th\lc hi~n vi~c phan lo:;titrang thiSt bi y tS thea
dung cac quy dinh t~i Nghi dinh s6 36/2016/NB-CP va cac Thong tu huang d~n:
Thong tu s6 39/20 16/TT-BYT ngay 28/10/2016 cua BQ Y tS quy dinh vi~c phan
lo~i trang thiSt bi y ts va Thong tu s6 42/20 16/TT-BYT ngay 15/11/2016 cua BQ
Y tS quy dinh vi~c thira nh~n kSt qua phan lo~i trang thiSt bi y tS.

2. NghiSn cuu va th\lC hi~n thea cac nQi dung huang d~n su d\lng h~ th6ng
dich V\l cong tr\lc tuYSn va khan truang th\lc hi~n 05 thiI t\lC cong bB, dang ky
tf\lC tuySn tir ngay 01/7/2017 th\lc hi~n t~i BQ Y tS thong qua H~ thBng dich V\l
cong tr\lc tuySn rnuc dQ 4 vS quan ly trang thiSt bi y tS tren dia chi:
http://dmec.moh.gov.vn/.

3. Khan truang t6ng hQ'Pdanh rn\lc trang thiSt bi y ts rna dan vi d\l kiSn se
th\lc hi~n vi~c dang ky 1uu himh d6i v6i trang thiSt bi y tS thuQc lo:;t.iB, C, D thea
rnQt ho~c rnQt nhorn chung lo~i trang thiSt bi y tS (thea MJu s6 1 ban hanh kern
thea C6ng van nay) va gui vS BQY t8 (V\l Trang thiSt bi va Cong trinh y tS) thea
dia chi sB 138AGiang Vo, Ba Dinh, Ha NQi dS t6ng hQ'P,xern xet va h6 trQ'trong
qua trinh th\lC hi~n.
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4. D6i voi gi§.y uy quyen cua chu sa huu trang thiet bi y tS cho co sa tlnrc
hien viec dang ky hru hanh: dS nghi co sa thuc hien viec dang ky hru hanh thuc
hien thea mdu quy dinh tai Phu luc VI ban hanh kern thea Nghi dinh s6
36/2016/ND-CP va thong nh§.t nQi dung ngon ngft b~ng tieng Anh tren mdu gi§.y
uy qUYSn(theo Mdu s6 2 ban hanh kem theo Cong van nay).

5. Thirc hien dung, dfry du cac quy dinh va yeu cfru vS h6 sa, thu tuc d§:
duoc quy djnh tai Nghi dinh s6 36/2016/ND-CP va cac nQi dung huang ddn su
dung h~ thong dich vu cong tnrc tuyen de tranh nhtrng tnrong hop phai sua dBi,
bB sung h6 sa do 16i chua nghien ciru, nfun ra cac quy dinh, huang ddn d§:dugc
huang ddn thvc hi~n, gay kho khan trong xu ly h6 sa, keo dai thai gian va hi~u
qua su d\lng phdn mSm. D6ng thai chiu tnich nhi~m truac phap lu~t vS tinh chinh
xac, trung thvc, khong co sv gia m~o va hgp phap vS nQi dung, tai li~u trong h6
sa dS nghi dang ky s6 lUll hanh trang thiSt bi y tS thea quy dinh tC;liNghi dinh s6
36/2016/ND-CP va co trach nhi~m lUll gift h6 sa co lien quan dSn vi~c dang ky
lUll hanh, xu§.t trinh cho cac ca quan chuc nang co lien quan thea quy dinh cua
phap lu~t.

DS nghi cac dan vi khftn truang trien khai thvc hi~n cac nQi dung tren, dam
bao tiSn dQ thvc hi~n Nghi dinh s6 36/2016/ND-CP cua Chinh phu. Trong qua
trinh thvc hi~n nSu co kho khan, vuang mitc dS nghi lien h~ vS BQ Y tS (V\l Trang
thiSt bi va Cong trinh y tS) thea s6 di~n thoC;li: 04.62732272, email:
vuttbctyt@gmail.com de dugc kip thai xem xet, giai quySt.

Nui nh{in:
- Nhutren;
- BQtru6ng BQY t8 (dS bao cao);
- Thu tru6ng Trucmg Qu6c CUOng (dS bao cao);
- Luu: VT, TB-CT.
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TONG H<}P DANH MVC TRANG THIET BJ Y TE LO~I B, C, D
THlfC HI~N DANG KY LUU HANH

Da dUQ'ccip NQp h8 sa dang ky ThOi hanBan phan lo,i trang thi~t b] y t~ giiy phep theo Ngh] dinh sa d~ ngh]Ten trang nh~p khAu 36/2016/ND-CP ~
thi~t hi Phan Phan

theo Thong cap
Ghi chiifT loai nh6m Thira Dan vi tv CoosO'du DanQP Chua sa dang~y t~ .nh~n k~t phfin loai di~u ki~n nr so " ky30/20151TT - nQp

qua phan loai hru hanhBYT

1 Neu ten Neu rii Quy Neu ten DJ nghi neu Neu gian Neu thai Du' kiin Cdc nQi.....
nutrc va tlic dp dung co So' ilu s6gi6y phep, thai nQP gian dif thai gian dung luu y
gi6y ta tai Thong tu iliJu kien thai gian hit h6 sa kiin nQP il~ ng~i vJ tien ilQ
ch{mg so ph/in loai han cua gi6y (tinh tir h6 sa cap so tronghoat
minh 39/2016/TT- thuc hien phep ngayila dang kY ilQngkinh
Vd: BYTngay viec phdn Vd: 86 co xac

Vd: Ngay doanh, nhdp
Canada, 28/10/2016 logi 12341BYT- nh4nphi) 1510112017 khdu cua
Giay cuaBQ Yti TB-CT, hit Vd: Ngay ilan vi va uu
ch{mg hgn ngay 2018/2017 lien cdps6
nh4nxuat 31112/2017 ilang kY ...
khdu
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MAU GIA.y UY QUYEN
(Kem theo Nght dinh s6 36/2016/ND-CP

ngay 15 thdng 5 nam 2016 cua Chinh phu)

LETTER OFAUTHORIZATION FORM
(Issued with the Decree No. 36/20J6/ND-CP
dated May 15,2016 of the Government)

Tieu d8 cua chu sa htru trang thiSt bi y tS (ten, dia chi)
Ngay thang nam 20 .

The Product Owner (name and address)
Day month. year 20 .

GIA Y UY QUYEN
LETTER OFAUTHORIZATION

Kinh giri: .
To: ..

Chung toi, (Ten va dia chi chu sa hiru), voi tu each la chu sa hfru trang thiet
bi y tS bang van ban nay uy quyen cho (Ten va dia chi cua co sa dirng ten cong bB
tieu chuan ap dung hoac dang ky luu hanh) diroc luu hanh tai thi tnrong Vi~t Nam
cac trang thiet bi y tS 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:

.......... (Liet ke danh muc cac trang thiSt bi y tS) .

.......... (List of the medical device) .
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Chung toi cam ket cung cftp, hB tro cac yeu cdu lien quan dSn thong tin, chftt
hrong va bao dam cac diSu ki~n vS bao hanh, bao tri, bao duong va cung cftp v~t
tir, phu kien thay thS trang thiSt bi y tS neu tren,

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 uy quyen nay hieu 19c dSn thai diem: (ngay/thang/nam)
This Letter of Authorization is valid until: date (dd/mm/yy)

Nglf(rid,i di~n h9'Pphap etia Chu SO' hihl
Legitimate representative of legal manufacturer

(product owner)
Ky ten (Ghi ho ten day au, chuc danh)
Xac nhdn b&ngdJu hodc chii kY sci

Signature (Full name and title to be specified)
Confirmed by seal or digital signature


