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Vat tw va thiét bj trong
dong goi dung cu tiét khuan

PGS TS KIEU CHi THANH — BENH VIEN QUAN Y 103
HOC VIEN QUAN Y
Mobile 0985.337.667. email: drthanh103@gmail.com



MUC TIEU CHUYEN DBE

- Vai tro, muc tiéu cua déng goi dung cu.

- Nguyén‘tac Iwa chon vat liéu dé dong goi

dat hiéu qua cao nhat
- Biet dwoc kién thire vat liéu dong goi
dung lai va dung 01 lan

Biét cach Iwa chon phwong phap dong goi dat hiéu qua cao nhat




Tam quan trong dong goi

»Pong goi dung cu dong mot vai tro quan trong
trong khtr trung va tiét khuan.

» L3 bwéc bat budc cua qua trinh tiét khuan
Néu viéc dong goi khdong ding ky thuat sé lam
giam hiéu qua cua khtr trung tiét khuan.

= Néu déng géi khong dung ky thuat thi chat diét
khuan k[\éng tiep xuc dwoc véi dung cu, dung
cu c6 thé bi 6 nhiém sau tiét khuan, khi mé dung
cu sw dung...




Nguyén tac dong goi

» Dam bao cac cac chat tiét khuan cd thé tiép xuc dugc vdi tat ca dung cu
bén trong.

= Dam bao cac chat tiét khuan cd thé gidi phdng ra khoi géi sau qua trinh
tiét khuan va cho phép dung cu khd hay thoang khi mot cach thich hap.

= Dupg cu phai chiu dugc cac tinh trang vat ly ctia qua trinh tiét khuan.

= Dung cu khdng bi hu hédng do khdng khi hay d6 @&m & cac mudc dd khac
nhau ctia qua trinh tiét khuan.

Dung cu phai dugc lam kho trudc khi dong goi.

= Cac goi dung cu deu phai co nhan ghi ro so 16, ngay hap va thdi gian su
dung.



TIEU CHUAN DONG GOl

ISO 11607

 EN 848
series

-1 & -2



ISO 11607 standards

EN 868, ISO 11607-1: 2009
Phan 1: Bao bi déng goi cho cdc thiét bj y té tiét tfrung, Yéu cau déi véi
vat liéu, hé théng rao can vo trung & hé théng dong goi
“Packaging for terminally sterilized medical devices - Part 1: Requirements for materials,
arrier systems & packaging systems”

EN/868, ISO 11607-2: 2006 Phan 2: Dong goi cho cdc thiét bj y té tiét trung tan
goc - Yéu ciu bao dam cho qua trinh dong goi, niém phong va an
toan dén khi sir dung.

Packaging for terminally sterilized medical devices - Part 2: Validation requirements for
forming, sealing and assembly processes”



ISO 11607 - Khdi niém dong goéi vo khuan

PONG GOI GOM 2 HE THONG

Sterile Barrier System (SBS) ,
Hé thong dong goi toi thiéu la ngan ngua su’ xam nhap cua vi
sinh vat & bao dam vo khuan san pham tai thoi diem su dung

Prote?{e Packaging

Cau truc cua vat Ileu ducc thlet ké dé ngan ngu’a su hu hai cho hé
thong hang rao vo khuan & noi dung cua no tuwr thai diém dong
goi dén thdi diém s dung

ackaging System
Két hagp hé théng hang rao vd khuan & bao bi bao vé

Microbial Barrier
Hang rao cua SBS dé giam thiéu su tai xam nhap cua vi sinh vat
vao bén trong goi vat tu' y té




ISO 11607 - Khai niém dong goi vo khuan

Packaging System = SBS (Sterile Barrier System) +
Protective Packaging

SBS + Aseptic Opening
Khuyén cdo: SBS dwgc dong gdi 2 lép

Packaging System Bao gsm 116p $BS + 1 I6p Bao vé
2 giai phap kha thi:

+ SBS dong godi 2 Iép; I&p ngoadi cé 2 chirc ndng;
Rao chan & bao vé

+ SBS dong géi 2 lep + lop ngodi chi bao vé, va
thém giai phdp ho fro khi van chuyén (vi du. Khay)

=> Hé théng dong goéi can 3 lép




PONG GOI TIET KHUAN

LU CHON VAT LIEU DONG GOl
- C6 nhiéu loai vat liéu dong géi phu hop v&i nhiéu loai
phwong phap tiét khuan khac nhau.
- Kiéu,ach dong goi phu thudc vao vat liéu bén trong can tiét khuan

dung cu, do vai, vattu y té...
at liéu dong goéi nang cao dwoc hiéu qua phwong phap dong goi va
phwong phap tiét khuan dat hiéu quéa cao nhat



ISO 11607 - Sterile Packaging Definitions

3 loai Sterile Barrier Systems sir dung trong bénh vién theo chuan
EN ISO 11607 :

- Giay cuon c6 2 mit va toi han nhiét co thé <N
boc ra khi sir dung ‘

- Sterilization wraps : Giay, vai khong dét

Hop hap container c6 mang loc trao dsi nhiét

Slide 10




ISO 11607 - Sterile Packaging Definitions

Vi du cua « Packaging Systems »

Lop gidy bén trongu Sterile Barrier Syster Giay bén ngodi« Protective Packaging »

Packaging System
La suw két hop 2 1ép néu trén




ISO 11607 - Sterile Packaging Definitions

Vi du cua « Packaging Systems »

TUi tiét trung TUi !oqo ngodi .
(Sterile Barrier System) + (Protective Packaging)

Packaging System

Slide 12




ISO 11607 - Sterile Packaging Definitions

Vi du cua « Packaging Systems »

.......
.'Il'.-|:I._I.

e i
Giay goi tiét trung C.ontqiner |
(Sterile Barrier System) (Protective Packaging)

Packaging System
combination of Sterile Barrier System and protective packaging

Slide 13




Microbial Barrier - Nguyén ly hang rao vi khuan
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Microbial Barrier Perspective

BFE

It i acterial Filirqﬁon Efficiency




Hiéu qua ngan ngira VSV xam nhap

New Linen Reused linen




Strc chiu dwng va dap trong qua trinh van chuyén




Vat liéu déng goi st dung nhiéu lan

Reusable Sterilization .
Packaging Materials ‘Woven Textiles

#Muslin - Broad
term describing a
wide variety of plain-
weave cotton or
cotton/polyester
fabrics having
approximately 140
threads per square
inch.

Woven Textiles

\

Rigid Sterilization Containers




Po vai dé déng goi

Textile Packaging

- Phai dworc kiém tra
sau mdi lan st dung
xem co bi thang rach
hay khong.

- Néu c6 16 phai bit
kin bang cac bang keo
chiu nhiét

- Péng goi bang Vvai
tdn nhiéu nhan lyc
hon so vo&i vat liéu
dung 1 1an

Cac loai vai khac

Vai dung may quan 4o
Vai dung lam chan ga théng thuwdng
Vai co x& ly (phu nano, Bac...)

Lwu y:

Khéng sty dung cac loai vai théng
thwdrng boc cac thiét bi, dung cu vé
khuan dung cho ddong goi nhw dung cu
phau thuat, dung cu ndi soi...



- Loiich

Bon gian thuén tién, dé sir dung
Khéng ton thé‘m gié,y bao gbéi giam chi phi
Chi phi ban dau thap

Nhuwoc diém:

- Chi phi cho giat 1a khir khuan lai dé vai

- Quy trinh can thém thdi gian cho say kho

- Lop bao vé khéng hiéu qua dé tai nhiém do thing,
rach trong bao quan, van chuyén

- Can thém nhan lwc quan ly do vai

- Théi gian bdo quén dung cu ngan (72h)




Péng goi bang do vai dung lai

» V3t lieu khong tuan tha theo luat tai chdau Au

Goéi vai khong dworc xem la hé thong rao can vé khuan:
Cac quoc gia chau Au khéng cong nhan vai la vat liéu déng goi vo khuan




Theo tiéu chuan huvéng dan cac
bénh vién noi tiéng Pirc vé vé sinh
« bénh vién (1998), viéc sir dung goi
& vai du c6 goi bang hai lép khong
duwoc khuyén cdo béi cac ly do
sau:

> vat liéu khong chéng nuéc

> cO sw phat tan cac hat xo vai
> khé phat hién trong trwéng
hop thing, rdch

> cau tric cua vat lieu khong

iy da ngan VSV




Linen Reprocessing Steps

nspec |onv
&
Helfelallale

Usage:

Visual inspection
Collecting

Pre-sorting

Packing & Labeling
Transport of soiled linen




Linen Reprocessing Steps

— Sor’ring &
Preparing
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e Washing

Sorting & Preparing:

Soil-sorting
Soaking (optional)



Linen Reprocessing Steps

U &
Preparin

L\ ‘sl | :
@ | Washing

Washing:

Receiving, Soaking & Rinsing
Machine Washing
Main wash
Thermal disinfection
Chemical disinfection
Water extraction



Linen Reprocessing Steps

Drying,
Rehydration,
Documentation (Calendering)




Linen Reprocessing Steps

Preporm

a®

nspection
&
allale

Inspection & Patching:

Inspection
Delinting
Folding
Patching




Linen Reprocessing Steps

Packing &
Sterilization ™
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Packing & Sterilization

__ Packing

- Labeling

Steam sterilization/EQ/
Flash/Ozone

Sterile Storage
Transport to OR

= -/‘-' -~




Paéng goi bang vat liéu dung 1 1an

Disposable Sterilization

C4c loai vat liéu dung 1 I4r Packaging Materials

= Giay
» \/3i'khéng dét
» | 0ai két hop

Pouches Nonwoven Wrap




Lwu y khi dong gol

Trwde khi st dung:

Disposable Packaging
Materials

Kiém tra xem vat liéu co bi

ung 16 hodc hw hai co
thé xuat hién trong khi van

chluyén va déng goi

‘Before Use:

" |nspect for tears,
holes, or damage

that may have
occurred during
transport and
handling




Sterile Technology

Where is the hole?

eTiny, almost invisible

pin holes can cause
contamination
. J ’ ; i
» Reprocessing due to i TR,
) : 4 , B ' -~ I.._r ee
tears/puncture in wrap AL ! ® 8 ee® | N
Yo e 08 ; ' 2 af eKhong dé bj am uwot
A PRI A



Loai két hop (Giay va plastic)

- Thwéng dung cho tiét khuan bang
EO-gas va hoi nuéc.

Loai giay cho TK Plasma khéng

a celulose

at Plastic cho phép nhin thay
thanh phan bén trong

M&t gidy cho phép tac nhan tiét
khuan (hoi nwéce, khi EO xam
nhap qua nhwng ngan duwoc VSV
tai xam nhap

Faper/rlastic
Combinations

# Generally used for steam
and ethylene oxide
sterilization

@ The plastic side allows the
contents of the pack to be
seen

®The paper side allows
sterilant penetration




Péng goi bang container

» Cac tiéu chuan anh huvéng dén déng gdéi vo khuan - EN ISO 11607
» Hoép hap vo khuan

> Hop hap vo khuan thuéc nhém hé théng rao can vo khuan va duoc
dinh nghia la “ hé théng rao can vo khuan cirng duoc thiét ké cho
muc dich sir dung nhiéu [an”

Vé chi tiét thiét k&, hop hap vo khuan vira cé chirc nang rao can vo
khuan, vira c6é chirc nang bao vé




Pong goi bang hdp container

Lo ich

Tao dwoc I&p bao vé rat tot sau tiét khuan
Pon gian thuan tién, dé st dung

Khéng ton thém gidy bao géi gidm chi phi
Bao vé dung cu tot hon, tranh hu hai

Nhwoc diém:

- Chi phi ban dau I&n

- Khbi lwong déng goi ndng hon khi van chuyén

- Quy trinh can thém th&i gian cho say kho

- Can thém khdng gian lwu gitr

- Can thém nhan lwc Iam sach gitra cac lan s dung

- Khoa hdp co thé bj hdng va vat tw thay thé (gidy loc) phai
dwoc kiém tra thwdng xuyén.

\\

Rigid Container

Advantages Disadvantages
- “@Ergonomic concerns due to
@ Provide an excellent  , container weight
. @ Additional cycle time may be
barrier " needed for drying
@:Plastic containers may need
> Easy to use ~ even more drying time
e 'Q ‘Additional storage space
‘#® Eliminate torn . required
@:Additional labor may be required
wrappers " to clean containers between

~ uses

@® Protect instruments = @:Latching mechanisms may

become damaged

from damage Filter retention plates may become
dislodged




Pong goi bang hdp container

: . A ﬁ ?
Co6 phu kién sap xép cac dung cu y té& ma LN TR

cac bién phap khac khong thé co dugc S, Ay
I . A R " el = - o o T
u héa dwoc dung cu khi van chuyén, | d\“‘:‘"{#’_ﬁw :
quan, st dung Y




Tom lai : cac phwong phap dong goi

Methods of Package Closure

1 Pong goi bang hdp container
1 Pong gbi bang vai
Pong/tui ty dan
g goi bang tui han nhiét
t hop




PONG BANG KHOA HOP

HUONG PHAP BONG GOI

Self-Seal and Heat-Seal
Closures for Pouches

Containers

\

Packs




Use devices designed to protect instruments
~and hold them in position for sterilization

Pong goi cac dung cu y té

- Trwére khi déng goi, kiém tra do

sach va chirc nangcac dung cu y te.

- Tra dau bdi tron theo HD ctia nha
. san xuat

- Bao vé dung cu khong bi hw hai




Reusable holders can help keep
- ring-handled instruments open




Sterile Technology




Tiéu chuan phong lwu gilr sau tiét khuan

= Chon diéu kién nhiét do 18 -24 d6 C, d6 Am 40-60%
» Gilr cho goi dung cu khéng bi am wot

» Khdng khi sach, tot nhat ap lwc dwong

» B¢
ia ké cach twdng 5 cm, cach san, tran nha 25 cm

mat gia, k& bang vat liéu nhan, dé lau chui, lam sach

Céan clr vao nguodn lwc, trang thiét bi lwa chon cho phu hop

» Khu lwu trly it nguoil qua lai
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Lwu gitr sau dong goi,
tiet khuan

Package Integrity

#®#Clean
#Puncture Free
4Dry
#Undamaged
®Stress-Free
*®Wear-Free

\\

Check ALL Packages
Before Dispensing

#®Check External
Indicators

#Check for Package
Integrity

#Check Expiration
Date, if one is
provided on the
package




Product Rotation

*FIFO - First In-First Out

+Older packages should
be used first.

\\

Cap phat str dung cho cac khoa

Product Handling

#Clean, Dry Hands
#®Handle gently

#®Do not drop,
crush, etc.

#Keep Storage
area clean and
organized
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Két luan

= | vra chon vat liéu dong goi la rat quan trong trong tiét khuan
= Chon phuong phap déng géi tly vao tan suat st dung, loai
dung cuy té
Hop container 1a wu tién trong dong goi dung cu phau thuét vi
lol ich chung mang lai

= Can cl* vao nguodn lwc, trang thiét bi lwa chon cho phu hop
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