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theo quy dinh tsi Myc 28 E-CDNT:
- 4T gid e yéo 1 duoe quy v mdt it bing, bao gém
* Chi ph i vay (uéo c3);
+ Chit vomg dich vu:
| it b ving (abu ci):___[Truimg hop p dung i chindy,
Chi dhu i, 16 chuyén gia cén leomg hoa thimh tién mét don vi chénh léch cila théng
55, chi 36 vé mi rasme, x& hi..o vGi mite e cdu 16 thidu. Truom hop i in
dichvu o chimg nhin nhiin sinh théi v teomg deomg thi cén quy dinh cu 1],

+ Thongtin vé két qué thye i hop ddng ca b thiutheo quy dint
tai Diéu 19 v Diéu 20 cia Nghi Giah 33 214/ 2025 ND-CP:

+ G yhu t kiic (aéu ).

Buse 3. Xép hang abi thdu: E-HSDT  gid s gi thip ik doge xép hang
i ki

Mye 5. Phirong in k§ thut thay thé trong E-HSDT (néu 6)

Trutmg hop cho phép i thiu G suét phong dn | thudt thay thé theo quy
it My 12 E-CDNT, £-HSDT s duoe dih gid b saw____ [ghi de téu
k. i hudn Qi g1 1 61 pheomg i k5 s thay the].

Muc 6. Trutmg hep goi thiu chia thinh nhiéu phin dge Iip (néu c6)

Truomg hop g thiu G chi thinh ahibu phn dde lip th tong E-HSMT
i néu 13 téw chvda vi phong phip Giuh id 061 i timg phin hode ahiéu phin
G cic uh thiv tinh todn phwong dn chio th teo kb ndng cia mish. Vide dinh
gid E-HSDT va xét duyét trong thiu sé duoc thue hién trén co s6 bio dém téng gid
& nghi triug thiv cia g thiu 13 thip it (3 vSi 01t dp duag phvong phip
‘gid thip nht); ting gid dénh gid ciia g6i thiu 13 thip nhit (36 voi goi thiu ép dung.
phsong phip gid G gid) va i O nghi trmg thi cia i g5i thiv khong ot gié
g6 thin duc duyét m kg so sl vSi e inh chi phi coa timg phin
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Mye 3. Tiéu chudn dinh gid vé I thugt

Si dun tiéw chi davkhéng dat hode phuong phip chim diéun 08 xiy dymg
tiéu chvin diah gid vé & thuit.

iy dumg tiéw chuda Ginh gid v 5 thuit dya trén yéu ol vé cic sin

phém G 72 e néw tai Chzong V, thong tin vé két qu thye higa hop dong cia
it thi theo quy dinh ti Diéu 19 v4 Diéw 20 cia Nehi Gk 38 21412025 ND-CP
v cic yéu céu Kiic aéu tong E-HSMT. Can i véo timg g6 thiu cy t, kb lip
E-HSMT, Ch diu t phii o thé héa céc tiéw chi i co 55 Ganh id v kF thust
bao gom:

~ Tial i qué cta viée cung cip dich vu;
- M 05 i it v tiah chit v e ich cong viéc

i hop 1 va ki thi cba ké hoach, o gid phip L thut,biéa phip 5
chi cung cip dich v3;

- Mo dip mg hé théng dim bio cht luyag va phong php thys hiée:
- Mk 3 dip mg cic &

e vé tiéw choda thye hién dich vu:
- Tiéin 86 thye hin g6i thk dép tmg yéu chu cia E-HSMT;
- Bio dim dibu kiéa vé sinh mi trubmg v céc diéu kiéa khie v phong
chy, chva chdy, an todn Iso Gong (uéu cO)
- M 85 dép e cic yéo chu vé bio hiab, bio ti (aéo c);
~Tito chi déu thn bén vimg (abo c6):céc yéu t thn thién mi tsome (ad
5) . vike i duag cic v t, vt idus bién phip 5 che thi cong; ddy chyda,
o nghé thi cong va cic yéutd khie (néo cO);
~ Thing tin vé kit qud thye hiéa hop déug cba ala thku theo quy dinh tsi
Biéu 19 v Diéu 20 cia Nehi diah 33 214/2025ND-CP:
- Tewong hop cin yé chu vé xudt i vit t, vt iy, ngayén i phuc vo cho
g6t dich vu phi o van thi Ch Gbu t quy dinh xudt x5 coa Vit 1, vit i,
Ve it theo shém mude, ving linh thd quy dinh ti Khoén 2 Didu 44 cia Ludt
i chio vit v, vi i, nguyén it theo Ging yéu chu v xuat
Nen, b cé trong v hop xuat i theo nhém e, vig
Tt thd ma Cls i fr yéw cau khong 8 Viét Nam: s thi chio vit t, vt i,
nguyén lidu khing o5 xudt i theo yéu chu cia E-HSMT hoje khong phii xult xi
Viét Naum thi 2 b oai. Trodmg hop Chi déu t yéu céu nlha thiu chio vit t, vit
tiéo, nguyén liéw xuit i Viét Nam theo quy di tai diém e khodn 3 Diso 10 cia
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Luit Déu th thi s thl chi vt t, vit léo, nguyén idu Khdng ph 1 saft xi
Viét Nan 52 b losi;

- i yénté chn this khic

3.1 Dinh gi theo phuong phip chim diéay’

i i quy me, tinh chik ci g thlv, Chis Ghu t quy dinh e Gidm 51
i v mir diém 51 G 051 v time i chi g quit. C3 the quy dink e dibm
téi thidu 61 v tié chi chi tiét co ban trong tiéu chi téng quat; khéng duoc quy
i e iém 151 thidu 051 v cic téu chi chi tidt Ehong co béa. Mo diem yéu
ciu té thisu vk thudt quy dinh khong thip hon 0% tong 53 diémn
thuit. Gi v5i g0t thi con xem xét rén co 55 chis trong 161 cic
i Gdu 5 t quy dinh e Giém yév céu ti thid v& i thvit khing
80% tong 36 diém t6i da vé k¥ thuat. E-HSDT co téng 53 diém (cing nfw 56 diém
ca mst 54 tidu chudn t3ng quat) bing hod vot mie didm yéu chu 131 thidu s& duac
i gi 1 datyeo ciu ve kf thuit v duge tiep e xem xé vt i

i k thuit cba tim i chuda ting quit dc tish theo Gidm i thudt s
e tidu chuinchi té theo cong thie sav:

5=,

Trong 6é
50 =i 1 gt s i chokn ki tié i wong tiéw chudn thag quit ",

¥ trong tiéu chudn téng quit 7"

W=t tromg i tiduchufinchi it

=5 huomg tiéu chin chi tét rong tiza chuin thng quit 7, v2

Téng diém & thudt duo tiah theo cong thikc sau:

25,

Trong 85:
5 = diém i thugt coa tiéu chuin téng quit ",

W, =15 trong cia tieu chuia téng quit 7,

N =6 tuomg tiw chudn téng quit, va

Trovas ke 3p dung phoong P sy 562 Kboda 32 Bish g tho phns pip 0, g 3t
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had

32 Dinh gid theo phirong phip da¢khong dae:

Cin ci quy m, tinh chit cia g6i thiu ma xic dinh mic 86 yéu chu ddi v
timg 061 dung. D41 i cac titu chi dinh gid tong quit,chi si dung teu chi dat,
knng dat. DG v cic idu chi chi tidt co bin trong titu chi ting quat, chi s dyag
ieu chi dat, khéng dat: 451 vS1 cac téu chi chi tidt khong co bin trong tin chi tng
quit, agoa tiéu chi dat, khong dat. duge &p dung thém tizu chi chip ghin duoc
almg Katng duroe vrgt qua 30% téng 56 cac tiau chi chi it rong tiéu chi téng quit
.

it chi thng quit Guge diah g 1 dat ki te o cic tidu chi chi tié co bin
e di gid 1 dat v céc i chi i it khng ca béa duge dih gi 1 dat hodc
Chip i e

E-HSDT duge dinh gi 1s ip ime yéu chu vé k thuit ki c6 tht ci céc tido
chi téng quét o duge i gi I dat.

ST
Noi dung dinh gia
- i g o w3 Gong SO S o i g
(N8 ome) i Coong v i £ ST
cong e Rhing Gap Gug O rong i 5 Gung cBng G
tinco pham vicong cip i Chizon V e E HSMT
o as O Byt g hip cong e cos F g
M 18 o vty 1 i (PACS) 0 e | Dot
L [Hen ] B chvon et £ HSMT
% Rig oy s g i cong g o B o
0 96| thing i v tuyén i b i, (PACS) di |
e ing v tai chuong V cia E-HSMT
e 53] Co he cuag chp et b G5p g thong 33 U
Gip tmg ve | theo yeu cho e choons  coa £ HSMT,
s 5161 phin mém st c5 giao dien i hioa | Dat
o timg ch ning twong ome qay G i Mo 3
Clirong V cia EHSMT

Trosag k3 dung phuong pip iy i 504 Kbsin 31 Dish g o phcn phip i B
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FEE

‘Khong c6 ¥hi ning cung cap thiet bf 82p g thong
56 ciu hinh theo yéu ciu tai chwong V cia E-

ST, Knong
Ni thn K 6 gao dién miah hoa cho timg | dat
e nin twong:mg quy G s Moc 3 Chong
Vata ERSNT
5 G a8 hoaeh o e oy B, PR BOp VT
6 noge | PSR 0 ci, Trong o he it a5, k| Bt
KE s oo ik L 0t ko i 30 sy
Kioag oG 8 wult i hoachfoye Biea. Ten 6, 5 | KGng
ogch i khai p G hieu hom 0 agay. | aat
o a5 Tyt i o 58 ik phap e g
2| cing vice dip g yéu ciu tai Chivong V cia £ | Bat
mih bt T
PRl O g oyt i w8 i phdp v B | o
IR <082 timg cong vige dép tmg yéu ciu tai Chuomg V cla | e &
EHSMT
oo o] N i e i il A
Tt 90 oy e s i phip b g ph b He
0 | (nng o 1 4 royéa G i s (PACS),Gap | Dot
Bl DD G ta cuoomg V et E-HSMT ki cho
piin mEm| go by yeu chu
B v g
1 59 2 chimg it e i g gy 2 g i .
97 ) 1 g v 8 e i i (PACS), |
Gip e 20 chu ti chuong V' cia E-HST ki
@ACS) chu dau t yéu cau
 Néw i ko 1 Gom 1 s w0 vt ron
mwbe: phii c6 giy chimg nhdn bin quyén tic gid
Nii | (08 Coe b uyen bk G < tong ong
i <& taing PACS
& i 3 Gom i thuong s va phn o
chi | bin| sin phim trong mue thi phii co gy vy quyéa | Dat
quytn, | vacam kék b8t cia g cung ap.
chimg nhén | N aia thiu 12 dom vi sin xut hoe phén p
prsivy

sin phim cha nude agodi: phii c6 ching ahin
FDA hoje CE cho sin phim PACS.
- He théng PACS 3 dunoc tmg dung tai Viét Nam





image5.png
o SRl vien Ga Fhoa o5 quy 0 1 300 giwong
‘béah tr5 1én thude danh sich dwoe BS Y 16 cong
b3 13 co 53 khim béal, chis bénh thye hida viéc
i s 1 o b dn it thay cho v tr b
30 béu n iy (hode) o 5 v truyi i b
du  thay cho vide i phim tén Cng théng tin
diént B9 Y 1 (htps:/moh gov.vu).

- Hé théng PACS-RIS cb pidy chimg ahin IS0
13485, 9001, 27001 hode twong duong

~Kibug 3 Giky ching ahin bin quyba e gid
(céa Cuc bin quyéa hoic don vi twong duong
cép) hode chimg v FDA hode chimg shia CE
v b théng PACS o

- Kibug o5 gidy by quyéa va cam kit b3 tro cin
hing cung cip

- Hé théng PACS chua duge img duag tai Vit
Nem cho béu vién da kioa G5 quy 6 ti 300
givomg béch 5 len thusc daah sich due B3 Y
& céing bé I co s khim béa, chiva béah thye
hién vidc v tri b o béa i i € thay cho
o 1 b3 50 béuh dn gidy: (hodo) Tow 1 v&
oyt b daby é thay cho v in phim rén
Cing trong tn Gien t B3 Y
(aipsmoh v

- Hé théng PACS-RIS kiing o gidy ching abin
150 13485, 5001, 27001 hode twomg, duomg

Khéng
aat

Bio hinh
biotr

~Nha G i by Gy, 06 cac phomg an X3 T
khic phu khi c8 s c6 va thay thé kb o8 phin
cimg fs héug hay 15 phkn mé, < ks hosch
e hign bio i big dudng 4 théagin v co
cam kit 5 b phin b g 24 7, 6 kha nfng khic
phuc trong vong 12 gio 361 vGi 1 aid, rong
Vo 72 gis 851 i cac 6i mang tinh bé thing

Dat

"~ Nb théo triah bay Ehoag ddy 8 cdo phyong &a
i 1, kb phye kA 08 57 c3 v thay thé
phin cimg b hing hay 16 phin mé, Khdn o6
k& hoach thye hien b tri bl dudng 4 thinglin

Khéng
aat
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2 Tt o5 cam K o6 56 pa B8 9 207,

o ning ke phue trong vong 12 £i6
461 v61 13 b, trong v 72 g 61 v i 16
man tinh bt théng

C6 cam K3t viec ¥hong o3 hop dong aao Fhong

Uy tinh ca | hoan thinh vé vige cung cip phin mém Pat

® |ahathiu | Riong o6 cam két vie Fibag cb hop ddug o | Kadag
khéng hon thinh vé vi phinmém | da
“Tit c téu chi déu duge xic djoh I ds¢ DAT
KETLUSN (GG ic ahi 01 tiu chi duge xic dinh I khong | KHONG
ax AT

Muc 4. Tiéu chudn dinh gié vé ti chinh
(it cht, quy m cia tim g6i thku e thé m fya chon mt roug cic
Phong phip duci day cho p
4.1, Phuong phip gid thip nhie
(il xc diah gid thip i theo e b sau diy:
Bue 1. Xie dinh gid i thdv, i di gid i gidm i (uo G5
Bue 2 Xic dink o G (ué ) theo quy i s Mye 26 E-CDNT

_ Budc 3. Xép hang nh thiu: E-HSDT b gid dy thin,
(abu c8), sau v 83 (néu o) thip nhit duge xép hang thi kit

42 Phuong phip gid dinh s
Cich xc iah gid Génh gid theo cic bue sau Gy

Bue 1. Xie dinh gid i thdu, i di gid i gidm i (uo G5

Bue 2. Xie dinh gid it g

Vi xic inh i dinh gid doe thy hida theo cong thi sau diy:
Goe=G+Ac+Aun

Trong 6é

- G 1 i it s ki g gk i ot

- A I i phi cug thém di v5i 061 tomg g duge g wa dii

i g gid trf gidm gid

Truvas ko3 dung phooeg P iy 562 Kboda 42 Phung phip i ik £l
“Traon bop i dung o phip a2 4 K 41 Pvongphip £ i e




