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CAN CU PHAPLY PE XAY DUNG PHAN MEM

1-/ Hiép dinh ASEAN vé trang thiét bi y té, ngay 21
thang 11 nam 2014

2-/ Nghi Quyét So: 17/NQ-CP ngay 26 thang 02 nam 2016,
vé viéc phé duyét hiép dinh ASEAN vé trang thiét b1 y té€;
3-/ Nghi dinh 36/2016/ND-CP vé vi¢c quén ly trang thiet
biy te;

4-/ Dw thao thong tu;

5-/ Mt s6 viin ban lién quan khac...
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KET QUA PHAN LOAI
L Viin ban x4¢ nhan thiét bi
NGU’Q | PHAN LOAI da phan loai theo muc A,
Doi chiéu, so sanh, ap dung B,C,D
quy tac phan loai..

DU LIEU PAU VAO
PHUC VU PHAN LOALI
1-/ Van ban phap quy lién

quan dén phan loai;
2-/ Vian ban gidy to lién quan
dén thiét bi can phan loai.




Thong tin vé thiét
bi can phan loaqi

BOYTE
VIEN TRANG THIET BI VA CONG TRINH Y TE

NGUOI PHAN LOAI
Lua chon theo cac budc hd
tro tu phan mém

CONG HOA XA HOI CHU NGHIA VIET NAM
Dic lap - Twr do - Hanh phuc

BANPHAN LOAI TRANG THIET BI ¥ TE

Regit Prsccon cioous oy ooy s

Cén ciz Nghi dinh 50 36/2016/ND-CP ngay 15 thang 5 nim 2016 ciz Chinh
phi vé quin Iy trang thiét bi y té;

Nguyén tac dwoc 3 dung d& phan 102 ...l

Ching t6i phin loai trang thiét bi v té nhr sau:

Newoi dai dién b ip ca co s¢
5 (Ch A e B
T i Bng citu Aotk che iy 26
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CAC CHUC NANG CHINH CUA PHAN MEM

GIOI THIEU PHAN LOAI TBYT

DANH SACH TBYT TRA CUU TBYT

CAP NHAT PHAN PE XUAT PHAN
LOAI TBYT LOAI TBYT

THOAT KHOI
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Gidi thiéu tong quan vé phan mém, pham vi ap
dung, hwong dan su dung

GIOI THIEU
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Dung dé hién thi cac thiét bi y té da dwoc phan
loai theo murc do rui ro.

DANH SACH TBYT
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Dung dé cdp nhdt Cac thiét bi y té da dicoc phan
loai theo murc do rui ro.

CAP NHAT PHAN
LOAI TBYT
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Dung d@é phén loai va nhdp cdc thiét bi y té theo
mutc do rui ro da dwoc dinh nghia va cu thé hoa
theo cac tieu chuan phan loai

PHAN LOAI TBYT
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- Theomic A, B, C,D /
- Theo thoi gian
) - Theo ngwoi phan loai
TRA CUU TBYT - Theo loai thiét bi

- Theo nhém thiét bi
- Theo thong tin mo ta
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Cho phép nguwoi sir dung(cd nhdn/to chirc)tw danh gid phén
loqi thiét bi y té (theo co ché hoc va cham diém), phan mém
sé luu vao phd‘n dir lieu dem cho hoi déng tham dinh phan
loai sau do sé cap nhdt vao co so dir lieu hé théng

PE XUAT PHAN LOAI
TBYT
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THOAT KHOI
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CHAO

MUNG

NGAY
THUONG

BINH
LIET
%
27/07
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NATIONAL INSTITUTE OF MEDICAL DEVICE AND CONSTRUCTION

HOm nay - Thir Ba, 12/7/2016

Gidi thiéu

Tin tifc - Sur’ kién

Nghién aru khoa hoc

Pao tao boi dudng

Cac dich vu aia Vién

Thong tin ndi bo

Cac don vi Lién két

San ph3m fng dung B3o cdo Khoa hoc
Quy trinh ky thuat ki€m tra chat lvgng
dén mé ( theo TCVN 7182:2002)

Trong budi sinh hoat khoa hoc thudng ky
tudn vifa qua vao ngay 16 thang 06 nam
2016, Trung t3m chat lugng trang
thigt bi y t&; Khoa Céng nghé& Thiét bi y t& d3
t8 chirc budi sinh hoat khoa...

Chi tigt >

VAN BAN PHAP QUY V3En ban cia V

V3n ban cia BS Y t&

£ £ q & A2 .
TIENGVIET 4 @ TIENGANH =& :

8 chic hoc t3p, quan triét Nghi
quyét Bai hdi XVI TP Ha.
HGi nghi Khoa hoc Tudi tré Vién [an
thir' 1
Chuc ming ngay thay thudc Viét
Nam 27-2
T6 chifc gdp mat nhan dip dau n3m
mdi Binh than 2016
G3p mat, chic Tét can bé huu tri
nhén dip Xuan méi

HGi_nghi Céng chiic chut,
ngudi lao déng

Cong bé Quyét dinh nadng cdp t8 2 =
chifc co sd Poan CONG NGHE‘
G3p mdt cic cuu quan nhdn ngay THIET B! Y TE
22/12

THU VIEN ANH HOAT BPONG
Quy,

thuat ienr
chat lugng...

Xquang di

7
:
.

Théng tu : 44/2011/TT-BYT === Théng tu: 37/2010/TT-BYT

N
Ngay 06 thang 12 n3m 2011, BS Y t€ ban hanh Thé o
44/2011/TT-BYT v& viéc Ban hanh Danh muc san ph3m, hang héa cé
mat an toan thudc pham vi dugc phan céng quan Iy Quyet Bi
Chi tigt

Quyét dinh 50/2006/QD-TTG

Théng tu : 24/2011/TT-BYT Hudng din viéc
nhap khiu trang thiét bi y t&

nh b3 nhiém can bs

n Ludt sira 48, b8 sung

Tang cudng céng tac kham chira bénh trong

Chi tigt > dip tét 4t mui 2015

Ket luan
dinh cia

Thanh tra viéc thuc hién cic quy
phap luat ve...

THUONG
BINH
LIET

SY
27/07
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HE THONG QUAN LY PHAN LOAI

DANG NHAP ]
Chua ¢o account? Bang ky




((“> BQY TE
ﬂ VIEN TRANG THIET B] VA CONG TRINH Y TE

= PHAN LOAI THIET B YT & o

PHAN LOAI TRANG THIET Bl Y TE

Phén loai thit bi

l Bat dau Phan loai I
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e Thiét bi IVD
- Khéng phai thiét bi IvD
. T ng thigt bi y té n xudt du kign dé kié naL i&m |3y ra tir cothér
Phan loai thiét bi Thiat bi VD : . o
! E ] igng do, thigt bj 13 ( cac dung

cu hodc vat pham lién quan.
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Lua chon Thiét bi y té& chu déng

Thiét bi khéng xdm nhap @ THIET Bl Y TE CHU DONG(ACTIVE DEVICE):
La bat ky thiét bi y t& chi dng ndo ma hoat déng cda thiét bj g6 phu thudc vao ngudn nang luong

Phan loai thist bi o ) dién hodc bt clr ngudn ning lugng nao khac khéng phai nguén nang luong duoc tao ra truc tiép tir

Thiét bi xam nhap cd thé con ngudi hodc trong luc va hoat déng bang cach chuyén ddi ngudn ning lugng nay. CAc thist
bi t€ ding @& truyén nang luong, cac chat hodc nhimg nhan té khac gicra mét thiét biy t&€ hoat
déng va bé&nh nhan, khéng cd bat ky sur thay di dang k& nao, déu khdng duoc coi 13 thidt bjy té
hoat ddng.
Cha : Phan mém déc |3p (trong pham vi dinh nghia cia mat thidt bi y t&) dugc coi la mat thiét bi
Cic thiét bi khac cha dgng.

Thiét bj y t& chi déng

THIET BI BIEU TRI CHU PONG:

La bat ki thiét bi y t& nao, cho di dugc sir dung déic |13p hodc két hop vai nhimg thiét bi y t& khac, dé
hé trg, sira dai, thay thé hoac phuc hii cic chic ndng hoc cdu tric sinh hoc véi muc dich digu tri
hodc giam nhe bénh tat, chan thuong hodc tan tat.

THIET Bl CHU PONG DUNG CHO VIEC CHAN BOAN:

La bat ki thiét bi y t& chd ddng nao, cho di duge sir dung doc [p hay két hop vdi cac thit biy té
khac, d& cung cdp thang tin cho vigc phat hién, chan doan, theo di hodc d& hd trg trong didu tri
sinh Iy, tinh trang sirc khde, bénh tat hodc di tat bam sinh.
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ra chon Nham muc dich quan ly hoéc trao déi nang lugng

Nham muc dich quan ly hodc trao ddi néng G ® loaiA:

lug'n B
Phén loai thist bi ne L oai B:

[[] Tat ca cac thiét bj con lai ma khéng thudec nham C (Vi du: may kich thich co (muscle stimulators),
Muc dich kiém soét viéc thuc hién cha thiét may trof thinh, thiét bi tri liéu bang anh sang cho tré so sinh (neonatal phototherapy equipment),
thiét bi siéu 3m cho vat Iy tri liéu (ultrasound equipment for physiotherapy))

bi y t& cha dong (Quy tac 9(i)f Non-IvD/ AMDD)

Dung dé& chin doan
W Dadtinh cda ching la cd thé cung cdp hodc trao ddi nang lugng tdi hodc tir co thé con ngudi theo
scf 23y nguy oo bao gbm birc xa ion hoa, oo tinh d&n tinh chat, mat dd va vi tri ap dung cla
Phat ra birc xa ion, chdn doan va/hodc can £ Iuong. (Vi du: may thé (lung ventilator), 18ng 3p tré so sinh (baby incubator), dao mé dién
cao tan (electrosurgical generator), may tao nhip va khir rung bén ngoai (external pacemakers
and defibrillators), thiét bi laze phau thuat (surgical lasers), thiét bi X- ray tri liéu, may tan sé
dung sdng xung kich )

thiép bang X-quang

Cung cdp va‘hodc loai bé thuéc, dich co thé (Quy tac 9(1)/ Non-IVD/ AMDD)

ho3c cac chit khic dén tir co thé Loai D:

Thiét bj chid chd déng khac
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Két qud phén loai

Dao md dién cao tan

Lich sir qud trinh phén loai
Phén loai thigt bi . D

(‘ Khong phai thiét bi vD

(‘ Thiét biy t& chii dong

NN

Nham muc dich quan ly hodc trac ddi ndng lugng

LOAI C.

« Dac tinh clia ching 13 co thé cung cap hodc trao ddi nang luong tdi hodc tir co thé con ngudi theo cach gdy nguy co bao g6m birc xa ion héa, cd tinh dén
tinh chat, mat do va vi tri 4p dung cha nang lugng. (Vi du: may thd (lung ventilator), [6ng 8p tré so sinh (baby incubator), dao mé dién cao tan
(electrosurgical generator), may tao nhip va khir rung bén ngoai (external pacemakers and defibrillators), thiét bi laze phau thuat (surgical lasers), thiét bi X-
ray tri liéu, may tan soi dung song xung kich )
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Cdc thiét bi khdc phan logi twong tw
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Xin tran trong cam on
Sw chu y lang nghe ciia quy vi
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