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Muc tiéu & 3 thong diép

Muc tiéu chinh

Lam rd vai trd quan trong cla viéc chuadn héa yéu cau ky thuat (YCKT) trong kiém soat nhiém khuan va dam bao
chat lugng bénh vién. Nhan manh tdm quan trong clia GMDN, tiéu chuan chat lugng va tiéu chuan ky thuat trong

viéc xay dung hé théng chuan héa bén viing.

Thong diép 1

Thiét bjy té la méat xich chién Iugc trong hé théng chat Iugng bénh vién

Thong diép 2

Yéu cau k¥ thuat [a clta ngd quyét dinh chat lugng dau vao

Thong diép 3

GMDN & tiéu chuan 1a nén tdng chuan héa bén viing
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HICS: = | (&)
CET | & Hospital Infection Control Statistics

Vi sao Cﬁ'p thié’t: génh néng HAI — Irrsel Infection rave Infection

1/31 -

Ty 1& nhiém khuan

z

M&i ngay c6 1trong 31 bénh nhan néi trd tai My mac it nhat mét nhiém khuan
bénh vién

Thuc trang nay doi hoi phai cai thién ngay lap tdc cac thuc hanh an toan trong
bé&nh vién. Kiém soat nhiém khuan hiéu qua phu thudc hoan toan vao viéc dua ra
quyét dinh chinh xac vé thiét bi, vat tu y t&, quy trinh lam viéc va dac biét la viéc
chudn héa yéu cau ky thuat tu giai doan dau.

« 8 88884 H8Y

® Ngudn: CDC, Current HAI Progress Report & HAIC-EIP (2024)CDC HAI
x Progress Report

o212 2007 2005 2003 2007 2

‘pital Infection rave * Vectial Catitics

3
HICS: = | (&)
ocCie y "
[ s ] v
[ u n’e 1/
Tam giac “phoi hop”: TBYT «» QLCL <> KSNK
Quan ly chat lugng (QLCL)
v
Thiét biy t& (TBYT) q:" H? théng quy trinh, cac chi s6 danh gia, cai
tién lién tuc theo chu trinh PDCA
Hoach dinh - dau thau — tham dinh - lap
dat/hiéu chuan (IQ/OQ/PQ) - bado tri - hau
kiém (PMS)
@ Co sé phap ly Viét Nam: Vai tro KSNK
dudc quy dinh ré trong Théng tu 16/2018/TT-BYT £ Kiém soat nhidm khuan/CSSD
Khd khuan - tiét khuan — giam sat chi thi -
o ¢ dao tao nhan vién — dam bao tuan thu quy
trinh
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HICS: 2 | (&)

Vai tro phap ly KSNK trong quan tri dau vao (VN)

Théng tu 16/2018/TT-BYT quy dinh rd trach nhiém xay dung dinh muc, tiéu chuan ky thuat va dé xuat mua sam trang thiét bi, vat tu, héa
chat cho kiém soat nhiém khuan.

Piéu nay khang dinh tdm quan trong cla viéc phdi hop lién nganh gitta KSNK-TBYT-QLCL trong toan bd quy trinh t& mua sam dén giam sat
st dung thiét bi. Su ph&i hop chat ché nay dam bao rang moi thiét bi, vat tu dudc dua vao st dung déu dap Ung dung yéu cau ky thuat va
chat lugng can thiét.

Piém nhan: Vai trd chu déng clia bdé phan KSNK trong viéc dua ra yéu cau ky thuat cu thé, khéng chithu déng nhan va st dung thiét bi.

Nguén: B Y té, TT 16/2018/TT-BYTLink van ban géc

HICS:

Hai 16p chuan: 'Khung' & 'Thuéc'

Tiéu chuan chat lugng
"Cai khung" - Khung hé thdng quan ly chat lugng téng thé

1SO 13485 (Hé théng quan ly chat lugng thiét bi y té)
ISO 14971 (Quan Iy rui ro thiét bi y t&)

Tiéu chuan ky thuat
"Cai thudc" - Cac yéu cau ky thuat cu thé, do lusng dugc

IEC 60601-1 (An toan thiét bj dién y té)

Tiéu chuan san pham/quy trinh chuyén biét

Viéc st dung déng thai ca hai I8p tiéu chuan nay tao ra mot hé théng kiém soat rui ro toan dién

cho kiém soat nhiém khuan, dam bao vita cé khung quan ly téng thé vifa co6 cac tiéu chi danh gia

cythé.

- . Tham chiéu: WHO Global Atlas of Medical Devices (2017)WHO Technical Specifications
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o

Tiét khuan hgi

1SO 17665 - Quy trinh tiét khuan hoi udt, tham chiéu chu trinh theo hudng dan CDC dé dam bao hiéu
qua tiét khuan téi da

1

May rira khirkhuan

1SO 15883 series - B tiéu chuan toan dién cho thiét bi rifa va khi khuan dung cu y té
Q
Chi thi sinh hoc & héa hoc

1SO 1M38 (BI) va ISO 11140 (Cl) - Bam bao giam sat chinh xac qua trinh tiét khuan

&

Bao g6i vo khuan

ISO 11607 - Tiéu chuan vé vat liéu bao géi va hé théng déng géi vé khuan

Nguén: WHO (2016) Decontamination and Reprocessing manual; CDC Sterilization guidance

HICS: | &)

STEAM STERILIZATION CYCLE
o nr . - ; TEMPERATURE TIME CHART
Tham chiéu CDC - Chu trinh hap uét
/

Gravity displacement

121°C / 30 phat

Ap dung cho dé vat cé boc, pht hdp véi cac dung cu théng thudng trong CSSD 250

Pre-vacuum
150

132°C / 4 phut .

1

Danh cho dé vat cé boc, hiéu qua cao hon vai thai gian ngan han !

o0f------ S R | ——
Viéc lua chon chu trinh pht hgp phu thuéc vao loai tai, vat liéu : Coiting Phas_e
! cau tao va phudng thic bao géi. Pay la nhiing tham sé can - - s >
¢y . thiét phai quy dinh ré trong yéu cau ky thuat khi mua sam TIME

thiét bi tiét khuan.

Nguén: CDC, Table 7 - Steam sterilization cycle

E times (2023/2024)CDC Steam Sterilization

Guidelines
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YCKT la ‘clra ngd' chat lugng dau vao

01 02 03

Chuyén héa chuan thanh chi tiéu Han ché tinh chi quan Nguyén tac "sai tir dau, khé cuu sau”

Yéu cau ky thuat bién cac tiéu chuan trlu Loi trong yéu cau k¥ thuat rat khé khac phuc
tugng thanh nhing chi tiéu cu thé, do lusng

dugc

Giam thiéu su phan doan chu quan khi danh
gia va lua chon thiét bi, dua trén dU liéu bang van hanh, can thiét lap diéu khoan hau

khach quan kiém nghiém ngat

Piém mau chét: IQ/OQ/PQ (Installation/Operational/Performance Qualification) va PMS (Post-Market Surveillance) khéng phai la tly chon

ma la yéu cau bat budc.

Tham chiéu: WHO Medical Device Technical Series

- Procurement process resource guide

Danh phap thiét bi: buc tranh toan cau

B Co6 héthéng

= W e w4y - L N~
50 B Khong c6
@ Can & 30 Eraumm b = - o s e S
40k 1> @ St s 8 g b
@ T W BT - - - T -
0k
B G S Do = 2 >
20 Shing it 20 - . NPp—
10 Trong nhém c6 danh phap (52%)
10% dung GMDN duy nhat
o

EMR EUR SEAR WPR 12% ding UMDNS duy nhat

26% tu phat trién hé théng riéng
3% sU dung nhiéu hé théng

Nguén: WHO Global Atlas of Medical Devices 2017, muc 3.5.2 (N=175 quéc gia)
Thuc trang nay cho thay su thiéu théng nhat toan cau trong viéc quan ly

danh phap thiét bjy t& gay khé khdn cho viéc trao déi théng tin va chuan
hoa quéc té.

10
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HICS:

Danh phap: muc dich st dung theo khu vuc

Phan tich tU WHO Atlas cho thay su khac biét rd rét trong cach cac khu vuc st dung hé théng danh phap thiét biy té:

G

Chau Phi

Chu yéu st dung cho mua sdm do han
ché vé nang luc quan ly phap ly. Tap
trung vao viéc dam bao cé du thiét bi

L3

Nudc thu nhap cao

SU dung réng rai cho quan ly phap ly
(regulatory management), kiém soat
chat lugng va an toan san pham.

o

Pa khu vuc

Ung dung cho dau thau va quan ly phap
ly, tao su minh bach trong quy trinh mua
sam cong.

can thiét.

o Nguén: WHO Global Atlas of Medical Devices 2017, Fig. 3.5-8/10

HICS:

Khoang trong YCKT qudc gia
trong mua sam

54%

(o)
P Healthcare (o)

i @ regulations

arpipe
regulations | - . i . n N 5

L //'/ Thiéu YCKT quéc gia Khdng cong khai
A 2
/\\\\b l:;f//./// :"me'(‘iz':"“ 91/169 quéc gia khéng cé yéu cau ky Trong 78 quéc gia c6 YCKT, gan 1/4

ol >
\;—’/% thuat qudc gia dugc khuyén nghi cho khoéng coéng khai théong tin nay

/. [N mua sam/vién trg
=
'/ _1 ) N mg: Khoang tréng nay tao ra nhling thach thic nghiém trong:
OmlLoa - Thiéu tinh nhat quan trong mua sam thiét biy té
lstion Kho khan trong viéc danh gia chat lugng va so sanh gia ca
! - RUi ro cao trong viéc lua chon thiét bi khéng phu hgp

Gay lang phi ngudn Iuc va anh hudng dén chat lugng cham séc

Nguén: WHO Global Atlas of Medical Devices 2017, muc 3.4.12

12



10/2/2025

GMDN - danh phap thong nhat cho TBYT

“GMDN dugc quan ly béi GMDN Agency
va dudc WHO khuyén nghj st dung lam chuén quéc té.

Nguén: WHO Global Atlas of Medical Devices 2017, muc 3.5.1"

Chuan hoéa theo IS0 15225

GMDN (Global Medical Device Nomenclature) chuan hoa ba yéu té

¢ ban:
= Tén goi théng nhat
Pam bao moi thiét bi cung loai cé tén goi nhat quan trén toan L(?i ich trong quén |y
thé gisi s -
= M6 ta chi tiat GMDN tao tién dé viing chac cho:
Binh nghia ré rang vé cau tao, tinh nang va dac diém ky thuat - Quan ly danh muc - Phan loai va té chic hé théng

= Muc dich sirdung

; — Mua sam hiéu qua - So sdnh va danh gia chinh xac
Xac dinh chinh xac Ung dung lam sang va pham vi s dung

Kiém ké tai san - Theo d&i va quan ly vong dsi

L . Bao tri du phong - Lap k& hoach va quan ly rui ro

HICS:

GMDN trong hé sinh thai UDI quoc té

Y s

IMDRF UDI Guidance FDA GUDID

Trudng d liéu cot 16i bao gom GMDN preferred code va term nhu Loai bd FDA PT codes, chuyén sang st dung GMDN mién phi va
Mot phan bat budc yéu cau duy tri GMDN trong hé sa DI

Su tich hgp nay tao ra moét hé sinh thai toan cau théng nhat:

Lgi ich cho nha san xuat Lgiich cho bénh vién
Giam chi phituan thu quy dinh - Dédang so sanh thiét bi t& nhiéu nha cung cap
Ban gian hoéa quy trinh dang ky - Truy xuat nguén géc va théng tin an toan
o~ ? Tiép can thi trudng quéc té dé dang hon - Quan ly danh muc hiéu qua han

Nguén: IMDRF UDI Guidance (2013);
FDA GUDID (2024) & GUDID User Manual (12/2024)

14



10/2/2025

HICS:

S6 héa quan tri TBYT dua trén GMDN

Master Catalog - Trung tam dir liéu thdng nhat

GMDN PT UDI-DI Phan 16p rai ro

Ma va tén thiét bi theo chuan quéc té Ma dinh danh thiét bi duy nhat A, B, C, D hodc Class|, lla, llb, lll hodc tusng dudng theo quy dinh
Chuan ky thuat ap dung Chung nhan chét lugng

Danh sach tiéu chuan ky thuat lién quan CE, FDA, TGA va cac chiing nhan khac

Ung dung xuyén suét quy trinh

Dé xuat 1

Quy trinh chitng nhan 1SO 13485 & CE MDR

St dung GMDN dé xac dinh chinh xac nhu cau thiét bi

Mo 1 Ay g QMY 1t I Phrte B E¥mhe o 401 Mo+ Mbfme
il trangichi
g et i g 41 b 20 2 Mua sim
o e b e o ot
e Yéu cau nha thau cung cap théng tin
i o | , theo chuan GMDN
Nhap kho 3
P INrgrhe 16 shiceioieg Puiv @ Cllp changchil, ons om0 Gé&n ma GMDN va UDI-DI cho tiing thiét bi
e R ’
srvssincvsm e et 4 Nohigm thu
o T PRIV S Kiém tra tinh phu hop véi
e théng s da dang ky
‘ Béo tri & PMS 5

Theo d&i hiéu nang va canh bdo su cé

Tham chiéu: WHO - National lists & selection
WHO Medical Device Technical Series

15

HICS

Quy trinh 5 buéc chuan héa YCKT

=, Budc 1: Xac dinh muc tiéulam sang
i

Dinh ré muc tiéu Iam sang can dat dugc va danh gia toan dién cac rui ro tiém an cé thé anh hudng dén an toan bénh nhan

7= Budc2: Anh xahailép chuén

Lap ban dé tuong Ung gilta tiéu chudn chat lugng (Quality) va tiéu chuan ky thuat (Technical) phu hgp véi ting loai thiét bi

i Budc 3: Viét YCKT do luéng dugc

Xay dung cac yéu cau ky thuat cé thé do ludng, kiém dinh dugc va dinh nghia ré khai niém "tusgng dusng" vé mat ky thuat

M Budc 4: Cham theo LCC & SLA
Danh gia theo gia tri vong dsi (Life Cycle Cost) va thiét |ap thoa thuan muc dé dich vu (Service Level Agreement)
Budc 5: Hau kiém & cai tién

Trién khai giam sat hau thi trudng (Post-Market Surveillance — PMS) va cai tién lién tuc dua trén di liéu thuc té van hanh

Quy trinh nay dam bdo tinh khoa hoc va thuc tién trong viéc xdy dung yéu cdu ky thudt, tif khau Idp k& hoach dén vén hanh va cdi tién.
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HICS: 5 | (&)

Phan tich theo IS0 14971

Xac dinh yéu cau lam sang
Loai dung cu
Phan loai theo muc dich st dung: dung cu phau thuat, thiét bi
chan doan, vat tu tiéu hao
Muc d6 ban

Panh gida muc dd 6 nhiém: sach, ban nhe, ban nang, cé protein

Yéu cau xi ly
Xac dinh phuong thuc: tiét khuan, khd khuan muc cao, khit
e khuan muc trung binh

Buéc 1- Muc tiéulam sang & ruiro

Lap ban dé rairo

Quy trinh nay giup:
Nhan dién cac diém rui ro trong quy trinh KSNK
Danh gid muc dé nghiém trong cua ting rdi ro
Xac dinh xac suat xay ra cia maoi rui ro
Pua ra cac bién phap kiém soat phu hap

K&t qua sé& dugc chuyén thanh chi tiéu bat budc trong yéu cau ky
thuat.

»WHO Atlas 2017 nhan manh vai trd quan trong cua ISO 14971
=

trong khung tiéu chudn quéc té cho thiét biy té

Lép Chat lugng (Khung)

1ISO 13485 - Hé thong quan ly chat lugng cho thiét biy té

Yéu cau bang chiing cong nhan ti cac té chic chitng nhan dudc thua
nhan nhu BSI, TUV, SGS, Intertek

WHO Atlas 2017 - Technical specification template khuy&én nghi st dung
déng thai I1ISO 13485, ISO 14971, IEC 60601

Budc 2 - Anh xa hai I6p chuan
vao TCCL va TCKT

Nguyén tic vang: Khong cé I8p chat lugng thi khéng thé
dam bao tinh 8n dinh cla I8p ky thuat. Khéng cé 18p ky
thuat thi khéng thé danh gia dudc hiéu qua thuc té.

Lép Ky thuat (Thuéc do)

Cac tiéu chuan ISO/IEC/EN chuyén biét cho KSNK:

1SO 17665 - Tiét khuan hai ust

ISO 15883 - May riia khit khuan

1SO 1M138/11140 - Chi thi sinh hoc/hda hoc
1SO 11607 - Bao go6i vé khuan

IEC 60601 - An toan thiét bj diény té
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HICS:

Budc 3 - Viét YCKT do luéng dugc

Cau tric YCKT chuan

01 02 03

Pham vi & muc dich Chi tiéu 'Must' (Bat budc - QC) Chi tiéu 'Should' (Khuyén khich - TCVN)
Binh nghia rdé rang thiét bi can mua, Ung Kém theo tiéu chuan tham chiéu va phusng  Cac tinh ndng vé két ndi, truy xuat dif liéu,
dung 1am sang cu thé va pham vi st dung phap thd nghiém cu thé, c6 thé do ludng va tich hgp hé théng HIS/LIS

trong bénh vién Xxac minh dugc

04 05

Dinh nghia 'tuong ducng' Diéu khoan kiém dinh

Dua trén céng ndng va hiéu nang = tiéu chuadn dat ra, khong chidua  FAT/SAT (Factory/Site Acceptance Test), IQ/OQ/PQ
vao thudng hiéu (Installation/Operational/Performance Qualification)

& Luu y quan trong: Tranh viét YCKT qua cu thé chi phu hgp v8i mét nha cung cdp, nhung cliing khéng duge qua chung chung khién
mat tinh khach quan trong danh gia. Mot cong thic tiéu biéu YCKT/ TCKT = TCCL + TCKT + TSKT ...

HICS:

Testing — Certification — Accreditation

Certification
Cép chimg nhéan (ISO, CE, FDA...)
Testing Xéc nhan sy tudn thu tiéu chudn cua san

pham, hé théng
Phong thir nghiém (ISO/IEC 17025)

Accreditation
Thuc hién céc thr nghi¢ém danh gia san .
2 A 2 Cong nhan nang lyc t6 chuc chung nhan
pham theo ti€u chuan

Pam bao t6 chirc ching nhan ¢ du ning

luc cép chung chi

10
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HICS::
VD: Céu tric yéu cau ky thuat TBYT

R

Thiét bi moi Nguén dién

Méi 100%, san xuét tir nim 2025 tré' vé sau. 220V (£<10%), 50Hz.

Tiéu chuin nha san xuét Chiing nhén thiét bi

Dat chuin ISO 13485, ISO 9001 hoic tuong duong. C6 chirng nhan FDA 510(k)/PMA hoac CE Marking.
# Xuit xir Moi truong hoat dong
4 R rang (theo quy dinh phép luét hién hanh). Nhiét d t6i da >25°C; d6 4m tdi da > 75%.

21

VD: Cau tric yéu cau ky thuat VITH

Muc dich sir dung Chit liéu & Kich thuée
+  Gang tay dung trong phiu thuat » Vatliéu: Nitrile, Latex, Polypropylene
+  Bom tiém dung dé iy miu » Kich thudc: size S/M/L

* Dung tich: 2ml — 50ml

Cong nghé Cong cu hd trg
* Vo trung: ETO, Plasma *  Kim tiém
+  Tinh ning: chdng rach, chéng ro ri, phu silicon «  Déundi

«  Loc di kém (néu co)

Tiéu chuén ap dung Tinh ning thwong mai

« ISO 13485 *  Tén san phdm

* ISO 10993 *  Quy cach dong goi

* CE Marking +  Tiéu chuén chét lrgng

« FDAS510(k) «  Chimg nhan ddy du

22
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HICS:: | (@)
Budc 4 - Danh gia theo gia tri vong dai (LCC)

_— Ty trong ky thuat cao cho thiét bi KSNK
Cac yéu to chi phivong doi ytrong ky : :
'-':" Chi phi mua sam ban dau
Gia thiét bj, van chuyén, lap dat .
Yéu cau théa thuan murc dd dich vu (SLA - Service Level Agreement) bao tri
o Vat tu tiéu hao . Thdi gian dap Ung: < 4 gid cho thiét bi quan trong
May thay thé: Cung cap thiét bj tam trong thai gian stfa chta

BI/Cl, hda chat, filter, gasket
Pao tao dinh ky: Cap nhat ky nang cho nhan vién van hanh

=i . Bao cdo hiéu nang: Cung cap dl liéu dé phan tich xu hudng
|# Nanglugng

- ; b O D6i véi thiét bi KSNK, chi phi ngling hoat déng cé thé gdp 5-10 1an chi phi stta chlta

Bién, nudc, hai, khi nén -
do anh hudng dén toan bd quy trinh phau thuat.
[ 1 )= |
5~ Bao triduphong
PM dinh ky, thay thé linh kién

< Chiphingunghoat dong

Anh hudng dén quy trinh 1am sang

Nguén: WHO Procurement Process Resource Guide (2011)

23

Budc 5 - Hau kiém (PMS) & cai tién

KPI van hanh

P ~ A o n . Su €6/1000 chu ky: Danh gia dé tin cay thiét bi

Hé thang KPI toan dién h ¥ 24nbgldidd tinicavth
LCC/ca phéau thuat: Hiéu qua kinh té trén bénh nhan
HAI lién quan dung cu: Theo di an toan bénh nhan

Thai gian downtime: Giam sat tinh trang ngiing hoat dong

L
<0.1%
Ty Ié Bl duong
Chis6 quan trong nhat danh gia hiéu qua tiét khuan <60' L
Audit quy trinh oY
T
r Tai hiéu chudn
o, TAT trung binh
<2% . Ut
Thasi gian x Iy tif ban dén sach
Cai tién mua sém Phan héi difliéu
Mé bi loai (e
w!

Ty 1é mé tiet khuan khong dat yéu cau

Quy trinh cai tiénlién tuc

Khung PMS theo WHO/IMDRF;
€DC nhan manh tam quan trong cla viéc tuan thi va giam sat lién tuc quy trinh tiét khuan

24
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HICS: ]
Case 1- May rua khi khuan (WD)

Yéu cau theo ISO 15883 series

. Yéu cau tham dinh hiéu nang
Kiém soat nhiét dé . B&o cdo IQ: Ching minh lap dat dung theo thiét ké

Duy tri chinh xac nhiét dé khit khudn theo ting loai tai Béo cdo 0Q:X4c nhanvan hanb Behg BHEMIIENONG 'S0
Bao cao PQ: Tham dinh hiéu qua vdi tai thuc té

Chi thi héa hoc: Phu hop véi ting chu trinh rifa/khd khuan

s Tiéu chi danh gia muc khirkhuan
Théi gian tiép xuc
CEENSS——— 90%
Dam bao thdai gian ti€p xUc day du cho ting muc khi khuan
Nhiét uét
Hiéu qua kht khuan bang nhiét va nudc & 90-93°C
; 5 [ 9
Kiém tra do sach g
Hoa nhiét

Hé théng tu déng danh gia hiéu qua lam sach

K&t hgp hda chat va nhiét & 65-85°C

Nguén: WHO Decontamination Manual; ISO 15883 standards series

25

HICS:: o
Case 2 - Hoa chat khir khuan/bé mat

Bang ching hiéu luc vi sinh bat buéc

& e £

Vi khuan - EN 13727 Virus - EN 14476 Nam - EN 13624
Phai c6 bao cdo thi nghiém chidng minh hiéu Bang ching hiéu qua chdng virus bao géom ca B4i v6i khu vuc cé nguy cd cao, can cd hiéu
luc diét vi khuan theo tiéu chudn EN 13727 virus c6 vo boc va khéng cé vo boc theo EN luc chéng Ndm men va ndm mac
hoac tusng dusng ASTM/AOAC 14476
Tai liéu an toan bat buéc Tiéu chi hiéu qua téi thiéu

SDS (Safety Data Sheet): Thong tin day du vé tinh chat héa hoc I 4'
Huéng dan st dung: Néng db, thdi gian tiép xUc, cach pha ché 5 og og

Tuong thich vat liéu: Danh sach vat liéu/dung cu cé thé tiép xuc

Biéu kién bao quan: Nhiét do, dé am, thai han st dung Giam vi khuan Giam virus
¥ X : . A .
. Giam it nhat 5 log CFU cho vi khuén Giam it nhat 4 log TCID50 cho cac
gram duadng va gram am loai virus thd nghiém

Can ci: WHO/CDC guidelines vé 1am sach — khit khuan;
Tiéu chudn EN chuyén nganh chau Au

26

13



10/2/2025

Ban d6 anh xa thiét bj - tiéu chuan

Steam Sterilizer

GMDN: 61818Chuan: 1ISO 17665
Ung dung: Tiét khuén dung cu phau
thuat

Chemical Indicator

- Ung dung: Kiém tra q

27

GMDN: 61070Chuan: ISO 11140

GMDN — anh xa chuan ky thuat theo nhém

o —

%

Washer-Disinfector Biological Indicator

GMDN: 62024Chuén: 1SO 15883
Ung dung: RUa va khii khuan dung cu

GMDN: 61069Chuan: SO 11138
Ung dung: Giam sat tiét khuan

Packaging Materials
GMDN: 47719Chuan: 1SO 11607

uy trinh Ung dung: Bao gdi vo khuan

Lgi ich cta viéc anh xa: Giam thiéu su ma hé trong tén goi thiét bi va hd trg so sanh 'tusng dudng' dua trén hiéu nang thuc té thay vi chi dua vao thuong hiéu.

Nguon: WHO Atlas 2017 (nomenclature systems);
CDC/WHO (process standards)

HICS:

Yéu cau bat budc trong hé so

H6 s6 méi thau (HSMT)

Bat budc ghi rd GMDN Preferred Term va UDI-DI
cho tiing san pham dé xuat

i1 Lgiichsdhoa
Tang tinh minh bach trong mua sédm
Giam thgi gian danh gia hé so

Nang cao chat lugng ra quyét dinh

Ham bao tuan thu quy dinh quéc té

”

s6 héa véi GMDN/UDI

Nghiém thu thiét bj

Xac minh théng tin GMDN va UDI-DI trén thiét bi
thuc té khdp véi ho so da cam két

Hé thong PMS

Tich hgp GMDN/UDI vao phan mém quan ly thiét bi
dé theo dbi hiéu nang va canh bao

T

Két ndi co sé dirliéu quoc té

Két néi GUDID (FDA)

Truy cap théng tin chi tiét vé thiét bi da dugdc FDA phé duyét, bao gom thong s6 ky thuat va
canh bao an toan

_ Lién két EUDAMED (EU)
=
D&i chiéu théng tin v8i co s& d(f liéu chau Au dé ddm bao tinh chinh xac va cap nhat
Canh bao tudong
B

Nhan théng bao ngay khi cé cap nhat théng tin an toan hodc thu hoéi san pham

14
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HICS:

Hé théng KPI tich hgp TBYT-KSNK-QLCL

TBYT

Uptime, MTBF, chi phi bao tri/thiét bj

An toan

Incident reports, near misses, safety alerts

Canh bao tu dong

Léch chuan ky thuat

Khi thiét bi hoat dong ngoai théng sé cho phép

Vudt ngudng chi phi

Chi phi van hanh/bao tri cao hon du kién 20%

% . Sucd an toan

Bat ky incident nao lién quan dén thiét bi

KPI & bang diéu khién lién nganh

KSNK
Ty |é Bl am, TAT, mé tiét khuan thanh céng
QLCL
i
Patient satisfaction, HAI rate, compliance score
=

Chi phi

LCC/bénh nhan, ROI thiét bi, tiét kiém ti PMS

Bao cao dinh ky
Hang thang: KPI dashboard cho trudng khoa
Hang quy: Bo céo téng hop cho BGD

Hang nam: Dé xuat diéu chinh danh muc/chuan YCKT

~. DU liéu ti PMS sé dugdc dua vao chu trinh cai ti€n mua sam nam tiép theo

30

héng diép 1

Quan tri thiét bi y té la mat xich chién lugc
cta hé théng chat lugng bénh vién & kiém
soat nhiém khuan

Khéng phai chi 1a viec mua sam va bao tri don thuan, quan tri TBYT déng vai tro
then chét trong viéc dam bao an toan bénh nhan va chat lugng cham séc.

Cd s3 khoa hoc: WHO/CDC da chiing minh mai lién két chat ché gitia ha tang
thiét bi, quy trinh chuadn hoéa va ty & nhiém khuan bénh vién (HAI)

15
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HICS:

Planning and
r? assessmaent
e Py
Decommissioning E Budgeting and
i and disposal fimancing
: N
- - —)
DIGITAL TWIN ckchiad
Maintenance assessment and
\ A A A c ~ and 4 sedec
“Hanh dong hom nay quyét dinh dir e o
lieu ngay mai — va tw do, quyét
. . A LA . . , Operation and Procurement
dinh ca chat luong diéu tri, chi phi safety and logrstcs
y té va uy tin nganh.” o
Training and sioll Instaliation and
development = commissoning
Medical: Training and

skl deveiopment
Non-Medical:

HICS:5 | &

Théng diép 2

Chuan héa yéu cau ky thuat la ctra ngd
quyét dinh chat lugng dau vao

MEDICAL PROCEURTION GATEWAY

Sai lam tU giai doan xay dung yéu cau ky thuat sé kho cé thé khac phuc dudc &
céc khau sau, du cé van hanh tét dén dau.

Nguyén tac vang

"Pang tl dau sé tiét kiém hang triéu déng va dam bao an

toan bénh nhan trong sudt vong ddgi thiét bi"

16
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Tiéu chuin
co s& k¥ thuat

Quy chuén
khung phap 1y bét budc

Chirng nhan

minh chtng dap Gng tiéu chuan

Cong nhan

dam bao t6 chirc chimg nhén co uy tin,

két qua duoc cong nhan qudc té

RELATIONSHIP BIDDING

STANDARDS REGULATIONS

=
B =
OlLIVE ACCEEDIATION
' &
MOSS  ACCEEDIATION T

Case study : Danh gia tinh hop I1é

17
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(8]

Ho O
e tiaw

HICS

oclety |

1. Ra soat YCKT hién t

Thong diép 3

2

Ba viéc can lam ngay

Danh gia va cap nhat toan bo yéu cau ky thuat
theo khung 2 I18p chuan Quality + Technical

2. S6 héa danh muc

Chuyén déi hé théng quan ly thiét bi sang su
dung GMDN va UDI lam chuan dinh danh

GMDN & bé tiéu chuan (Quality + Technical) Ia nén tang chuan héa bén viing

3. Van hanh PMS & KPI lién nganh

Trién khai hé théng gidam sat hau thi trudng va
KPI tich hdp gitla TBYT-KSNK-QLCL

Cam két: Hudng tdi hé théng quan tri thiét bjy té hién dai, minh bach va hiéu qua, dap Ung chuan

qudc té va phuc vu tét nhat cho su an toan clia bénh nhan
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Nhoém hang ho
GRS L Muyc dich sit dung

Thanh phén céu tao /

Cong nghé / Cong

Tiéu chuin ap dung

Tinh niang thwong mai hoan chinh

10/2/2025

Twong dwong (dinh lwgng & khoa hoc)

Ma BHYT

Chit ligu / Kich thuéc

M0 sinh hoc bo/heo

cu di kém

Xu ly khang canxi

Van tim sinh hoc — size 23mm — mo sinh

Chép nhan van sinh hoc tir mé dong vat khac

N06.01.000 — Van Thay thé van tim  khir t& bao; khung . . hoc + hop kim cobalt-chrom — xtr Iy khang  (heo/bo/ngyra) v6i d bén > 10 nam, kha ning
1 35284 hoa; tiét truing EO; bd  ISO 5840; ISO 10993 & B
tim sinh hoc bj hep/ho cobalt-chrom; size 21— d‘,’:’ R 05 B : canxi hoa— tiét tring EO — 1SO 5840 —  chéng véi héa chimg minh bing thir nghiém
25mm S CE/FDA in-vitro va in-vivo theo ISO 5840.
Hop kim cobalt-chrom ___ . . 5 2 an . C6 thé thay bzlmg stent phu thubc khéc
Hé thy 1 hu th h vanh — It-
N06.02.000 — Stent Tai thong mach phu sirolimus; size ¢ thong delivery 1SO 25539-2; ISO SIS t u<')c dong mach vnh - cobal (everolimus, zotarolimus) nhung phai dat cung|
2 . = 35318 balloon catheter; chrom + sirolimus — 3.0x20mm — ISO N L an e .
phu thuée (DES) vanh hep 2.5x18mm — idewir 14630 255392 — CE/FDA tiéu chi: d¢ day strut < 100pm; ti 1é tai hep <
3.0x20mm E 5% trong 12 thang (RCT).
Bom ly tam; . ; ; B ECMO khéc chap nhan néu co: luu |
X S s Mang trao déi oxy; Bo ECMO diy di — Adult — gdm bomly 2 KA Chap 1AM 12U €0: ud uong
N07.01.212 - Bo Ho trg tuan hoan — oxygénateur; canuyn; K . R . i . bom > 5 lit/phut, thoi gian ho trg mang > 7
K] ECMO 35497 hé i chp ot tubing 3/8 inch: sensor monitor; hé ISO 7199; ISO 8637  tam, oxygénateur, canuyn, tubing, reservoir ngiy, hi¢u sudt trao déi Oz > 90% (theo 1SO
e B2 : théng déng bb _ISO 7199/8637 — CE/FDA (S5 Ik 2=20%
reservoir; filter 7199).
Cho phép mang kha lyethersulfc
N07.02.000 - Qua Dituileny thin Mang Polysulfone; High-flux; KUF > Qua loc méau high-flux — mang polysulfone l;) f’ ept:mngt o ;l ;lfﬂz yehﬂeirzu " ;2; >
4 DTN 7105 DI TS B using nhua y t6; dién 45mUh/mmHg; 1SO 8637-1; ISO 13485 — dién tich 1.8m? — KUF > 45ml/h/mmHg — - ¢ | raceiate) miung phat aa =
loc mau high-flux bang loc mau tich 1.8m? dapter két ndi ISO 8637-1 — CE/FDA 45ml/h/mmHg; dién tich mang trong khoang
e .om adapter ket nou . 1.5-2.0m URR > 65% (chuin KDOQI).
Acryli Gc; UV Aspheri ign; X 'hép nhan IOL tir chét lié li ¢
N06.03.000 — Thity ., Acnlicky e spheric design: Thiy tinh thé nhén tao don titu—acrylic  CooF Aien 10L bixchat ligu acrylic ua mde
. O Thay thé thé thuy filter; optic 6mm; cartridge + injector . ., . hodc silicone néu: optic 5.5-6.5mm; overall
=3 tinh thé nhan tao 35494 A . ISO 11979 series ky nudc — optic 6mm — power 21D — ISO A A
(oL tinh duc overall 13mm; power cay IOL; vo trung 11979 — CE/FDA 12.5-13.5mm; sai s6 cong suat < +0.5D;
21D EO truyén tia UV < 10%.
NO04.04.000 — Kim Dt truvdn dich, E‘:lyl’l:ﬂlxzr:nem e Ell:h:akllm ‘"thct::én Kim ludn an toan — PU — size 20G — c6 Chagﬂiﬁﬂcihg t;;n:lg(a; ;123 ::::gn ;::;éio
Y 1] N V4 M Y z X . N
(M uon antoan IV 34800 0, royen dieh P khong g5 1108 S U0, CIONE 155 10555, ISO 13485 budng quan sét — co ché kim ty khoa —1S0 2 o &= SY BSOS ¢y LS
theter safety) thudc, lay mau 18G-24G; c6 buong gap, chong ro; co 10555 — CE/FDA uon > 5 lan gap 90°; c¢6 hé thong kim an toan
catheter safety quan sat cénh cb dinh tu khoa dat ISO 10555.
37
Bao céo tong quan é\f
Tinh hinh hoat dong tai Bénh vién
~
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Pa dang Chi tiéu
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HICS:
adction Cortrod
oclet

XIN CAM ON QUY PAI BIEU
PA LANG NGHE

KS. Dwong Phan Trung Tam

PHONE: 0919923377
~ L EMAIL: tamdpt@nhidong.org.vn

“Hom nay chung ta da lam gi dé tot hon cho khdch hang”
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