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B/BRAUN

SHARING EXPERTISE

CSSD trong bénh vién hién dai

CSSD dong vai tro trung tam trong
bbi cAnh bénh vién hién dai

Téat ca cac cong viéc lién quan dén
xtr Iy d&u dwoc tién hanh hoan toan )‘

\
tai CSSD. )
\

Viéc x ly hogc tai x& Iy dung cu ban ’\
nhiém, vi du; & chau Au hoan toan o
dwoc there hién b(’g’i CSSD chtr khéng )
phai bé&i phong mo.. A

Viéc nay gilp tao diéu kién cho
phong md tap trung vao chuyén mén
chinh 1& phau thuét.

Clinics
'/ Out Patient Dept.. .\ \

Tt B 1 \\ ), \




Theo doi bdé dung cu trong quy

trinh xt |y dung cu B/ BRAUN

SHARING EXPERTISE

Tiéu chuan vang la theo doi sw di
chuyéen cua dung cu & cap dé bd
dung cu do nguyén nhan hiéu qua

Theo dbi bd c6 thé dwoc mé rong
& cac giai doan khac nhau trong
qua trinh xt ly

Céc loi ich c6 thé bao gbm céc
diém sau:

« Chuyén dbi CSSD tw trung tam
chi phi sang trung tam loi
nhuan

« Phan tich lubng di cta cac khay
bd dung cu

« Bang chirng luat phap vé quy
trinh x& ly dang trong tredng
hop nhiém khuan vét mé

» Giam ty |é sai soét
- Tiét kiém chi phi

* Theo ddi gia tri tai san




Luat va cac tiéu chuan

Luat va Cac tiéu chuan quéc gia
« Durc: MPSV

Céac hwong dan

= Chinh thre (RKI, Institut Pasteur, HTM)
= Hiép héi (AAMI, DGSYV, ...)

= Red Brochure

CA4c tiéu chuan

= |SO 13485 (QM for Medical Devices)
= |SO 15883 (Machine Cleaning)

= |SO 868, EN285 (Sterilization)

= |SO 11607 (Packaging)

Hwéng dan clia nha san xuét
Luat bao vé ngudi lao déng
Kiém toan

= T chirc hop phap

= Chinh phut/ Bao hiém
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Ouy trinh xtv Iy sau phau thuat

———

Dung cu ban nhiém nén duwoc
lam sach va khir khuan cang
s&m cang tot (AAMI)

Tranh dé qua lau, qua dém hodac
qua cudi tuan, mau, dich co thé
bam trén bé mat cé thé dan toi
an mon (AAMI, AKI)

Viéc x& ly can dwoc tién hanh
trong vong 6 gio (AKI)

Dung cu ban nhiém can dwoc
van chuyén trong hép kin (RKI)

Xt Iy dung cu ban nhiém trong
phong mo: Khdng dée cap trong
luat

Thang may sach va ban (AAMI)




Dung cu ban trong tinh
trang wot(AAMI)

Téat ca bé mét va long 6ng
phai dwgc ngam ngép trong
dung dich

Xa dung cu dwdi voi nuoc
chay trwwdc khi tien hanh riva
va khir khuan bang may

Dung dich con sot lai trén
dung cu c6 thé lam gidm
hiéu qua quy trinh khir
khuan va cé thé tao bot

Lam é[n dung cu bang khan
am hoac dung dich xit

Thuan lgi: Tang hiéu qua
lam sach

Bét loi: Nguy co nhiém
khuan
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Kh& nhiém — Cac bwéc lién quan:

Phan loai
Lam sach so
Lam sach
Khtr khuan
Xa

Lam kho

fR eSO Dol

Trang thiét bj bdo vé ca nhan (AAMI)

AAMI quy dinh:

* Nhiét do

* Trao doi khi

« Ap lwc Am va dwong

Tiéu chun British HBN 14
« Phong ban (-): 2.5 -5 Pa
 Phong sach (++): 10 Pa
 Khu vé khuan (+): 2.5 -5 Pa




Khir nhiém — Quy trinh

« Lam sach bang tay va kht» khuan
bang hoa chat bang tay

« Lam sach bang tay két hop diing
bon danh séng siéu am va khir
khuan bang héa chét

« Lam sach bang may va khir khuan
bang nhiét (May rtra khir khuén)

Theo tiéu chuan-hién dai, viéc khi
nhiém nén dwoc tien hanh bang may

Lam sach so bang tay :

« AAMI / ASEAN: Tang hiéu qua

- DGSV /EUROPE: Tranh toi da viéc
nhan vién tiép xuc v&i dung cu ban




Hwéng dan — Red Brochure

s Sw gung dung dich lam sach/ khtr
khuan phu hop

»  Tuén tha Hwéng dan st dung khi
thao lap dung cu phau thuat

 Ngam ngap dung cu trong dung dich
phd hop — tuan theo khuyén céo cua
nha san xuat vé néng do, nhiét do,
th&i gian va twong thich vé vat liéu

« Hoa tan hoan toan cac héa chat
dang bot

 Tat ca cac bé matva long 6ng, khe
ké phai- dwoc ngadm ngap trong dung
dich




Xtr Iy bang may — May rira khir khuin

Céc tiéu chuan lién quan : ISO 15883

2 cam bién nhiét doc lap
Cam bién chinh xac

Lwong bom theo ligu va luu
lwong ké

Khdr khuan

Hiéu suat

Tham dinh

Hé thdng: 1Q, OQ, PQ
Phwong phap kiém dinh
Kiém tra can

Duc : DGSV Guideline
Kiém dinh quy trinh




Xtr Iy bang may — May rira khir khuin

Kiém tra hiéu qua lam sach

erman Validation
= Recovery Guideline

T Recovery
i Rate

Quy trinh ‘%
lam sach
/) Elution SDS 1%




Xtr Iy bang may — May rira khir khuin

Chwong trinh dung cu tiéu biéu

= An toan
= |t phan &rng hoa hoc
» Gija tri A°
» Thoi gian/ Nhiét
do

Abb. 1:  RKI- oder Seuchenprogramm

= Pre-wash (not necessarily)
Rera/ Khir khuan hoa hoc

Trung hoa O
X3 Lam sach va kht khuan két hop

Lan xa cudi
Lam kho




Lam sach

« Kiém, nhiét do cao :
Nhat Ban

» Chat tay riva bat hoat
Prion (Kiém): Phap

« Dung dich kiém nhe
(pH ~10): Birc, Ao

e Trung tinh, Enzym :
MY, chau A

Ebene-3-(von-unten-gemchnet]-"--"---'------ ...................

""-'"""Beladen,'Tﬁxﬂ



Chat lwong nwéc— EN
285 va cac tiéu chuan
EE

« EN285:15uS;Si 1
mg/l; Cl 2 mgll,
Endotoxin not
regulated

British / Australian: 30
uS; Si 0.2 mg/l; Cl 10

mg/l, 0.25 EU
Endotoxin

« AAMITIR 34 2007: 10
uS, Cl 1 mg/l;
Endotoxin not
regulated

Contamination in the supply water to an assigned steam generator

Substance/property Feed water
Evaporation residue < 10 mg/I
Silicates (Si0,) <1 mg/l
Iron = 0.2 mg/I
Cadmium < 0.005 mg/l
Lead < 0.05 mg/I
Heavy metal residues, except for iron, cadmium, lead < 0.1 mg/I
Chlorides (Cl-) = 0.5 mg/I
Phosphates (P,0s) = 0.5 mg/l
Conductivity (at 20 °C)* < 5puS/cm
pH value (degree of acidity) 5to7.5

Appearance

colorless, clear, no
deposits

Hardness (% of alkaline earth metal ions)

= 0.02 mmol/I




Temp Ao Wert | Ao Wert | Ao Wert | Ao Wert Haltezeit
(Sekunden)

°C 60 300 600 3000 /
95 1.90 9.49 19.00 94,87 Sek
Kho khuin 94 2,40 11.94 23,90 119.43 Sek
- 93 3,00 15.04 30,10 150,36 Sek
A . 92 3,80 18.93 37.90 189.29 Sek
Triét ly chau Au: Bao 91 4,80 23.83 47.70 238.30 Sek
vé nhan vién trong khu 90 6.00 30.00 60,00 300,00 Sek
vuc dong goi 89 7.60 37.77 75,50 377.48 Sek

= A0 3000 -
Céac chat phu gia

» AKI: khéng co6

S dung nudc khir
khoang dé tranh doi
Mmau va an mon tren « Lam kho tét hon (chi st dung véi kim loai, cé thé gay nirt
dung cu gdy vat liéu nhya)

» cai thién chat lwvong nudéc

Céac chat hé tro qua trinh xa

Sira bg‘)i tron

* loai dau (AKI)

=> Tra dau theo diém
ot
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Cac tiéu chuan trong déng goi

ISO 11607-1 Vat liéu déng goi,
Yéu cau va phwong phap kiem
nghiém

Céac yéu cau va phweng phap
kiém nghiém cho vat liéu, hé thdng
rao can vd khuan dwoc tao san, hé

thdng rao can vo khuan va hé

thdng dong géi cé muc dich duy
tri tinh vé khuan cuda thiét b y té
da tiét khuan tai thoi diém st
dung.




CAc tiéu chuan tronqg déng
goi

EN 868 Tiét khuan thiét bi y
té

Part 1: Cac yéu cau chung
va phuog phap thi nghiém
dbi voi vat liéu va hé théng
bao goi dbi v&i cac thiét biy

té da tiét khuan.

Part 2: Cac yéu ciu dbi voi
phuong phap thir nghiém
cho géi tiét khuan.

Part 3 — 5: Cac yéu cau doi
v&i dong goi bang giay vd.
peel pouches.




CAc tiéu chuan tronqg déng
goi

EN 868 Tiét khuan thiét bi y
té

Part 6: C4c yéu cau va
phuwong phap kiém tra doi
v&i gidy goi trong quy trinh
tiét khun nhiét do thap

Part 7: Giay trang phu cho
quy trinh tiét khuan nhiét Jofe
thap.

Part 8: Hop héap tiét khuan
tai str dung theo tiéu chuan
EN 285

Part 9 (10): Vat lieu khéng
dét / chat két dinh khéng dét
cua polyolefines.




Pénqg 06i mém

Céach goi dung

Pc: Viéc thdm dinh dwoc
thwe hién nham tranh nhirng
rui ro hoac thiét hai trong
qua trinh van chuyén va xd
.

Hwéng dan st dung clia nha
san xuat: Khong kéo va
khéng xép chdng - nguy co

pu—_— ':!@w thdng
)

N
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Tiét khuan

EN 285: May tiét khuan hoi nwéc 16n
« CA4c thiét bi, ngudn cung cap hoi
nWeC, V.V.
«  Quy trinh kiém nghiém thiét bi

ISO 17665: Tiét khuan hoi nwéc cho
cac san pham cham séc strc khoe
1. Binh nghia vé tham dinh va kiém
soat quy trinh
2. Ung dung
Cac ho
4. Nhirng thay thé tir EN 554

2

ISO 11138: Chi dinh sinh hoc, hiéu
suat, chat lvong,...
« EN 866: Str dung céac chi dinh
sinh hoc
ISO 11140: Céac chi dinh héa hoc va
cac lép




Tham dinh — EN 554, ISO 17665 and EN
285

1Q: Tiéu chuan cai dat (khi set up)

OQ: Tiéu chuan van hanh (Cam bién,
niém phong etc.): thuwdng véi bao tri

PQ: Tiéu chuan hiéu nang

Test Loads
» Sy khéc biét toi da trong buong
2°C, tai 1 diem 1°C
» 134°-137°C hoi nwdc bao hoa
« Thoéng thwong 12 - 20 cég nhiét
dién hoac logger voi cac lan chay &
lap lai.

AAMI ST79: Tham dinh s dung chi thi

* Ntra chu trinh st dung chi dinh vi
sinh



Tiét khudn hoi nwérc— Chi dinh héa hoc

Phéan loai theo ISO 11140 and AAMI VERIFY ® Integrating Indicator
ST60 = STERIS
e Class 1: Chi d|nh quy trinh Steam Sterilization Integrator ‘
« Class 2: Céac chi dinh dac biét (BD

etc ) STEAMPI/us STERILIZATION INTEGRATOR
e CIaSS 3: Ch-l, dinh 1 tléu Chl’ All parameters met when dark bar enters the blue SAFE area

CLASS 5/ISO 11140-1:2005 EXP. X

« Class 4: Chi dinh nhiéu tiéu chi

« Class 5 (Tich hgp): Nhiét d6, hoi
nwdc va thoi gian, co tham Chiéu dén STEAMPIus STERILIZATION INTEGRATOR
chi dinh sinh hoc

« Class 6 : giébng class 5 nhwng khong CoTThTE
c6 chi dinh sinh hoc

Class 5 & 6 thwdng dwoc sir dung trong

goi



http://www.spsmedical.com/tabletop/tabletopcis.php
http://www.spsmedical.com/tabletop/tabletopcis.php
http://www.google.ch/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwi4_7yXvL_KAhUCSxoKHQmKCKUQjRwIBw&url=http://solutions.3m.com/wps/portal/!ut/p/a0/04_Sj9CPykssy0xPLMnMz0vMAfGjzOKDvDwsQ02NjA0M_J2cDTxdPY1DgsxMjP39zPSDU_PiQ4P1C7IdFQEBKx-C/?PC_Z7_U00M8B1A089P60I797FCCR02U7000000_nid=GSYR2JRCT9beZ8P4D6VLPJgl&bvm=bv.112454388,d.d2s&psig=AFQjCNHKmxcKK_3VvAUku6QLFDgl_XH3bg&ust=1453622433498124
http://www.google.ch/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwi4_7yXvL_KAhUCSxoKHQmKCKUQjRwIBw&url=http://solutions.3m.com/wps/portal/!ut/p/a0/04_Sj9CPykssy0xPLMnMz0vMAfGjzOKDvDwsQ02NjA0M_J2cDTxdPY1DgsxMjP39zPSDU_PiQ4P1C7IdFQEBKx-C/?PC_Z7_U00M8B1A089P60I797FCCR02U7000000_nid=GSYR2JRCT9beZ8P4D6VLPJgl&bvm=bv.112454388,d.d2s&psig=AFQjCNHKmxcKK_3VvAUku6QLFDgl_XH3bg&ust=1453622433498124

Tiét khuan hoi nwéc— Nquoén cung cip hoi
nwoc

(EN 285)

Muc tiéu: Hoi nwéc bao hoa tinh khiét,
khong deé lai can

Nguodn cung cap hoi nwéc sach tir :

« Truwc tiép tor may tiét khuan

« Nguén cung cap hoi nwdc trung tam

« Lam ndng bang dién hoadc hoi nwdc

« Ong thép khdng gi

» Loai bo nwéc ngwng thwdng xuyén
Hoi nwée bao hoa: Tang trong lwong (tai
wot) O,?% clla mot hép hap & vj tri xau nhét
cua budng trong budng chira day tai la chap
nhan duoc
Céac hwéng dan va tiéu chuan lién quan
khac:
EN 285 & AKI
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Piéu kién cat triv

Trong ta kin
Phong kho va khéng c6 bui

D6 Am va nhiét dd duoc
kim soat (AAMI)

Phong khéng c6 sau bo, con
trung

Thoi gian cat triv

Han st dung lién quan dén
sw kién(AAMI)

Kiém nghiém (Anh)

DIN 58953
* 4 tuan cho goi giay
* 6 thang cho cac vat
liéu déng gobi khac

),
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