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L&i néi dau
TCVN 7394-1 : 2008 va TCVN 7394-2 : 2008 thay thé TCVN 7394 : 2004 .
TCVN 7394-1 : 2008 hoan toan twong dwong voi ISO 11607-1 : 2006.

TCVN 7394-1 : 2008 do Tiéu ban ky thuat tiéeu chudn quéc gia
TCVN/TC210/SC2 Trang thiét bj y té bién soan, Téng cuc Tiéu chuan

Po lwdng Chéat lwong dé nghi, B6 Khoa hoc va Céng nghé céng bé.

Bo tiéu chudn TCVN 7394 (ISO 11607) Bao géi trang thiét bj y té da tiét
khuéan, gdbm céc tiéu chuan sau:
— TCVN 7394-1 : 2008 (ISO 11607-1 : 2006) Phan 1: Y&u ciu dbi voi
vat lieu, hé théng bao vé vo khuan va hé théng bao géi;

— TCVN 7394-2 : 2008 (ISO 11607-2 : 2006) Phan 2: Yéu cAu danh gia

xac nhan dbi v&i qua trinh tao hinh, niém kin va 1ap rap.
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L&i gi®i thicu
Qua trinh thiét ké va xay dung hé thdng bao géi cho trang thiét bi y t& da tiét khuan Ia mot nd luc
phtrc tap va quan trong. Cac bd phan cua thiét bi va hé théng bao goéi nén dwoc két hop dé tao

nén mdt sdn phadm hoat ddng c6 hiéu qua, an toan va nguwdi st dung thwe sw kiém soat dwoc.

Tiéu chuén nay quy dinh cac thudc tinh co ban yéu cau vé vat liéu va hé thdng trwdc khi tao hinh
dung trong hé théng bao géi trang thiét bi y té da tiét khuan, khi xét dén pham vi rong vé vat liéu
tiém tang, trang thiét bj y té, thiét ké hé théng bao goi va cac phwong phap tiét khuan.
TCVN 7394-2 (ISO 11607-2) md t& cac yéu ciu danh gia xac nhan dbi véi qua trinh tao hinh,
niém kin va 13p rap. Tiéu chuén nay hai hoa v&i EN 868-1 va quy dinh cac yéu ciu chung dbi véi
t4t ca vat liéu bao gdi, con cac tieu chuan EN 686-2 dén EN 868-10 quy dinh cac yéu cau cu thé
dbi véi moét pham vi vat liéu dwoc si dung théng thwong. Ca hai phan cia TCVN 7394

(1ISO 11607) dy kién dwa ra Cac yéu cau thiét yéu ctia Hwdng dan Trang thiét bj y t& Chau Au.

Tiéu chuan Chau Au EN 868 cung cip cac yéu cau dbi vai vat liéu cu thé va hé théng bao vé vo
khuan tao trwéc. Tiéu chudn nay duwoc xay dwng nhdm dap ng véi Cac yéu cau thiét yéu lién
quan dén Hwéng dan Chau Au vé trang thiét bj y t&. Tuan tha Phan 2 dén 10 cGa EN 868 cé thé

dwoc dung d& minh chirng sw phii hop véi modt hodc nhiéu yéu ciu cda tiéu chuan nay.

Muc dich clGa hé théng bao géi trang thiét bj y té da tiét khudn nham tiét khuan, bao vé, duy tri vo
khuan cho dén khi st dung. Ban chét cta trang thiét bj y té, cac phwong phap tiét khuan da dw
dinh, cach s dung, han s dung, van chuyé&n va bao quan da dwoc dw dinh, tAt cd déu tac dong

dén cach thiét ké hé théng bao géi va viéc lwa chon vat liéu.

Thuat nglr 1a mét rao can quan trong cho sw hai hoa. Cac thuat nglr “bao géi” (packge), “bao goi
cudi cung” (final package), “géi cubi cung” (final pack), “goi so cdp” (primary pack) va “bao géi so
cap” (primary package), tdt cd c6 nghia khac nhau trén toan cau, va viéc chon mét trong cac
thuat ngtr d6 dé& lam co sé& hai hoa cho tiéu chudn nay dwoc coi nhw mot tré ngai d& hoan tat tai
liéu nay. Thuat ng “hé théng bao vé vo khuén” (sterile barrier system) dwoc dung d& mé ta bao
goi tbi thiéu dwoc yéu cau dé thwc hién nhiém vu duy nhat dwoc yéu clu véi bao goi y té: cho
phép tiét khudn, ngdn can vi sinh vat va cho phép ddm bao vé khuan. “Bao goéi bdo vé”
(Protective packaging) bao vé hé théng bdo vé vd khuén va cling véi ching tao thanh hé théng
bao goi. “Hé thédng bao vé vo khuén tao trwdc” (Preformed sterile barrier systems) sé& bao géom
bat ky hé thédng bdo vé vé khuan nao két hop véi mot phan, chidng han nhw tudi, tdi cé dau dan

hodc &ng bao goi bénh vién. Téng quan vé& hé thdng bao vé vo khuan néu trong Phu luc A.

Hé thédng bdo vé vo khuén la thiét yéu dé& dam bao an toan cho trang thiét bj y té da tiét khuan.
Co quan cé thdm quyén danh gia xac nhan trang thai tw nhién cha yéu cta hé thédng bao vé vo
khuan béng cach coi ching nhw mot phu kién hodc mét bd phan cla trang thiét bi y té. Hé théng
bdo vé vo khuén tao truéc dwoc ban dé st dung tiét khuan bén trong cho phwong tién cham séc

strc khoé dwoc coi nhw 14 trang thiét bj y t& & nhiéu noi trén thé gidi.
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Xuat ban lan 1

Bao goi trang thiét bj y té da tiét khuan -
Phan 1: Yéu cau déi v&i vat liéu, hé théng bao vé vé khuan
va hé thong bao goi

Packaging for terminally sterilized medical devices —
Part 1: Requirements for materials, sterile barrier systems
and packaging systems

1 Pham vi ap dung

Tiéu chuan nay quy dinh cac yéu ciu va phwong phap thtr dbi véi vat liéu, hé théng bao vé vo
khuan tao trwéc, hé théng bao vé vo khuin va hé théng bao géi dwoc dung dé bao quan vo
khuan cho trang thiét bj y té da tiét khuan dén khi st dung.

Tiéu chudn nay ap dung cho hé thdng bao vé vd khuén va tiét khuan cho nganh céng nghiép,
cho cac phwong tién cham séc sirc khoé va bat c&r noi nao dat trang thiét bj y té.

Tiéu chuan nay khéng dé cap dén tat ca cac yéu vé véi hé théng bao vé vd khuan va hé thdng
bao géi dbi v&i trang thiét bi y té dwoc sén xuat vo khuan. Yéu cau bd sung ciing c6 thé can thiét
dbéi voi su két hop gitra thudc/trang thiét bi.

Tiéu chuan nay khong mé ta hé théng ddm bao chét lwong trong kiém soat toan bd céng doan

san xuat.

2 Tailiéu vién dan

Céac tai liéu vién dan sau day |a can thiét khi ap dung tiéu chuén nay. Dbi v&i cac tai liéu vién dan
ghi ndm c6ng bé thi ap dung ban dwoc néu. Déi véi cac tai liéu vién dan khdng ghi ndm céng bd

thi 4p dung ban mé&i nhat, bao gdm ca ban stra ddi (néu co).

ISO 5636-5:2003 Paper and board — Determination of air permeance (medium range) — Part 5:
Gurley method (Gidy va cac tong — Xac dinh dd thau khi (khodng trung binh) — Phan 5: Phwong
phap Gurlay).
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3 Thuat ngir va dinh nghia

Tiéu chuén nay ap dung céc thuat ngir va dinh nghia sau day:

3.1
Thé hién vé khuan (aseptic presentation)
DPwa vao va lay ra san phdm vo khuén bang cach s dung cac diéu kién va quy trinh dé loai sw

nhiém vi khuan.

3.2

Ganh nang sinh hoc (bioburden)

Quan thé vi sinh vat con séng dwoc trén hodc trong mdt sdn phadm hodc hé théng bao vé sw
vo khuén.

[ISO/TS 11139:2006]

3.3
Pong kin (closure)
Bién phap s dung dé déng kin hé thédng bao vé vo khuén khi tao hinh chwa kin.

CHU THICH Vi dy, hé théng bdo vé v6 khuén c6 thé dwoc dong kin badng miéng dinh clia vat chira cé thé

str dung lai hoac gép lai dé tao nén dwong dich dac.

3.4
Tinh nguyén ven déng kin (closure integrity)

DPa&c trung clia dong kin, ddm bao ngén can sw xam nhap cla vi sinh vat trong cac diéu kién quy dinh.

CHU THICH Xem 3.8.

3.5
Han st dung (expiry date)

Biéu thi ngay thang con sr dung dwoc cla san pham, dwoc thé hién it nhat |4 ndm va thang.

3.6

Ghi nhan (labelling)

Noi dung dworc viét, in, & dang dién tlr hodc dd hoa gan vao mot trang thiét bj y té hoac hé thdng
bao goi clia né; hodc di kém v&i mot trang thiét bi y té.

CHU THICH Ghi nhan lién quan t&i sw nhan biét, moé ta ky thuat va s dung trang thiét bj y t& nhwng

khéng bao gdm van don.



TCVN 7394-1 : 2008
3.7
Trang thiét bj y té (medical device)
BaAt ky mot thiét bi, dung cu, phwong tién, may maéc, dé dung, mé cay, thubc thir in vitro hoac
dung cu hiéu chuan, phan mém, vat liéu hodc vat pham lién quan khac, do nha san xuét thiét ké
dé st dung don I& hodc két hop cho con ngudi véi mot hodc nhiéu muc dich cu thé:
— chén doan, dv phong, theo déi, diéu tri hodc gidm nhe bénh tat;
— chéan doan, theo ddi, diéu tri, gidm nhe hodc lam lanh thwong tén;
— nghién ctru, thay thé, stra ddi hodc hd tro trong qua trinh giadi phau hodc sinh ly;
— hé tro va duy tri sy séng;
—  kiém soat su thu thai;
— tay rtra trang thiét bi y té;
— cung cap thdng tin vé cac muc dich y té bang phwong tién kiém tra in vitro ciia mau thir 1y

tr co thé nguoi;

va nhirng loai trang thiét bj tuy khéng hoat déng dung theo dw kién ban dau trong hodc trén
co thé nguwdi bang cac bién phap dwoc ly hoc, mién dich hoc hodc trao déi chat, nhwng cé thé
tro giip hoat déng chirc ndng cla co thé ngudi.

CHU THICH Binh nghia nay tr TCVN/ISO 13485:2004 (ISO 13485:2003) do Global Harmonization Task Force
(GHTF 2002) xay dung.

3.8
Rao can vi sinh vat (microbial barrier)
DPac tinh cGa hé théng bao vé vo khuan dé& ngdn nglra sw xam nhap cla vi sinh vat trong cac

diéu kién quy dinh.

3.9
Vat liéu bao go6i (packaging material)

Vat liéu bat ky dwoc st dung trong san xuat hoac 1am kin hé théng bao géi.

3.10

Hé théng bao géi (packaging system)

Sw két hop cla hé thdng bao vé vo khuan va bao géi bao vé.
[ISO/TS 11139:2006]
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3.1
Hé thdng bao vé vé khuan tao trwéc (preformed sterile barrier system)
Hé théng bdo vé vo khuén (3.22) da dwoc 1ap rap mot phan dung dé cho day vao, rdi cubi cling

dwoc déng kin hoac dan kin lai.

CHU THICH Caéc tai nhd, bao, vat chira c6 thé sir dung lai con dé hé.

[ISO/TS 11139:2006]

3.12

San pham (product)

Két qua clia mot qua trinh.

[TCVN ISO 9000 (ISO 9000)]

CHU THICH Déi v&i muc dich cla cac tiéu chuan tiét khuan, san pham la vat hiru hinh va co thé Ia
nguyén liéu thd, ban thanh pham, linh kién va san phdm cham séc st khoé.

[ISO/TS 11139:2006]

3.13
Bao go6i bao vé (protective packaging)
Céau hinh cla vat liéu duwoc thiét k& dé& tranh hw hai cho hé thédng bao vé vo6 khuan va nhirng

thanh phan dwoc chivra dwng trong né tor khi ching dwoc 1&p rap dén khi s dung.

CHU THICH: Theo ISO/TS 11139:2006.

3.14
Vat liéu tai sinh (recycled material)
Vat lieu dwoc ché bién lai qua mét qua trinh san xuét cac vat liéu da bj thai, cho muc dich dau

tién cua chung hoac cac muc dich khac.

3.15
Do lap lai (repeatability)
Tinh théng nhét chat ché gitra cac két qua do lién tiép cha cung mot lwong cu thé tuy thudc vao

phép do dwoc thuc hién trong cac diéu kién do nhw nhau.

CHU THICH 1 Céc diéu kién nay dwoc goi la cac diéu kién 1&p lai.

CHU THICH 2 Céc diéu kién 13p lai c6 thé bao gdm nhw sau:
— cung quy trinh do;
— cung nguw®i quan sat;

— cung dung cu do, st dung trong cac diéu kién nhw nhau;

10
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— cung vij tri;

— nhéc lai trong mét khoang th&i gian ngan.

CHU THICH 3 D6 lap lai c6 thé biéu dién sé lwong trong thuat ngir vé dac trung cac két qua phan tan.

CHU THICH 4 Theo Tw vung quéc té co ban va Thuét ngi chung trong do lwong, 1993, dinh nghia 3.6.

3.16

Do tai 1ap (reproducibility)

Tinh théng nhét chat ché gitra cac két qua do cia cling mot lwong cu thé tuy thudc vao phép do
dwoc thwc hién trong cac diéu kién thay ddi ctiia phép do.

CHU THICH 1 Céng b chinh thirc vé dd tai lap phai di kém cac yéu cau ky thuat dbi véi cac diéu kién da
thay doi.

CHU THICH 2 Cac diéu kién thay dbi co6 thé bao gom:

nguyén tac do;

— phwong phap do;

— ngu®i quan sat;

— dung cu do;

— tiéu chuan tham khéo;

— v tri;

—  diéu kién st dung;

— thoi gian.

CHU THICH 3 Do tai lap c6 thé biéu dién dinh lwong trong thuat ngtr vé déc tinh phan tan cta cac két
qua.

CHU THICH 4 Theo Tir virng quéc té co ban va Thuét ngl chung trong do lwong, 1993, dinh nghia 3.7.
3.17

Vat chira c6 thé str dung lai (reusable container)

Hé thdng bao vé vé khuén dang cing dwoc thiét ké dé s dung lai.

3.18
Niém kin (seal)

Két qua cua viéc lién két cac bé mét véi nhau.

CHU THICH: Vi du, cac bé mét c6 thé dwoc ghép ndi véi nhau bang cach dung keo dinh hodc dan bang nhiét.

3.19

Tinh nguyén ven niém kin (seal integrity)

11
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Pac tinh cta viéc niém kin, nham d&m b&o ngan can cac vi sinh vat xam nhap trong cac diéu kién
da duwgc quy dinh.

CHU THICH: Xem 3.8.

3.20
D6 bén niém kin (seal strength)

D6 bén co hoc cua viéc niém kin.

3.21

V6 khuén (sterile)

Khéng cé vi sinh vat nao con séng.
[ISO/TS 11139:2006]

3.22

Hé thdng bao vé vé khuan (sterile barrier system)

Bao goi téi thidu dé& ngan can vi khudn xam nhap va cho phép gir vé khuan cho san pham dén
khi str dung.

[ISO/TS 11139:2006]

3.23
Bao go6i dwong dan chéat 16ng vo khuan (sterile fluid-path packaging)
Hé théng nap cdng bdo vé va/hodc bao goéi dwoc thiét ké dé dam bao dd vd khuan cla phan

trang thiét bi y té tiép xuc véi chét 16ng.

3.24
Tinh twong thich tiét khuan (sterilization compatibility)
Thudc tinh clha vat liéu va/hodc hé thédng bao goi cho phép chiu dwoc qua trinh tiét khuin va dat

cac diéu kién tiét khudn da yéu cau trong hé théng bao goi.

3.25

Chat tiét khuan (sterilizing agent)

Thwe thé vat ly va hoa hoc, hodc sw két hop cia cac thwc thé cé kha nang tiét khudn dé dat
dwoc do vo khuén trong cac diéu kién quy dinh.

[ISO/TS 11139:2006]

3.26
Pa tiét khuan (terminal strerilization)

Qua trinh trong d6 san pham duoc tiét khuan trong hé théng bao vé vé khuén.

3.27

12
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Tubi tho (useful life)

Khoang th&i gian ma tat cd cac yéu cau tinh ndng dwoc dap tng.

3.28
Panh gia xac nhan (validation)
<Téng quat> xac nhan lai bang cach kiém tra va thu thap cac bang ching khach quan rang yéu

cau cu thé cho viéc st dung dwgc dy dinh ré rang co thé dwoc thwc hién mot cach phu hop.

CHU THICH Binh nghia nay thich hop dé danh gia xac nhan vé cac phwong phap thir va thiét ké.

3.29
Panh gia xac nhan (validation)
<Qua trinh> quy trinh dwoc ghi thanh van ban vé viéc thu nhan, lap hd so va trinh bay két qua

can thiét dé chirng minh rdng qua trinh san xuat ra sdn pham phu hop véi cac yéu ciu dinh trwdc.

CHU THICH Theo ISO/TS 11139:2006.

4 Yéu cau chung

4.1 Quy dinh chung

Sw phu hop véi modt hodc nhiéu yéu cau cla tiéu chuén nay cé thé dwoc chirng minh béng cach
s dung mdt hodc nhiéu phan cla tiéu chuan EN 868-2 dén EN 868-10.

4.2 Heé théng chat lwong

4.2.1 Cac hoat dong dwoc mo ta trong tiéu chuadn nay phai dwoc thwe hién trong hé thdng chéat

lwong chinh thirc.

CHU THICH TCVN/ISO 9001 (ISO 9001) va TCVN/ISO 13485 (ISO 13485) néu ra yéu cau déi v&i hé
théng chat lwvong phu hop. Cac yéu cau bd sung co thé dwoc quy dinh b&di mot qubce gia hoac khu vie.

4.2.2 Khéng can c6 chirng nhan cta bén the ba dbi véi hé thédng chat lwong dap rng yéu cau

cla tiéu chuan nay.

4.2.3 Phuong tién cham séc strc khoé cé thé sir dung hé théng chat lwong theo yéu ciu cua

qubc gia hodc khu vuec.

4.3 Lay mau

13
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Ké hoach ldy mau dung dé Iwa chon va thtr nghiém hé théng bao géi phai cé thé ap dung dwoc
cho hé théng bao géi da dwoc danh gia. K& hoach 1y mau phai dwa trén co s& cé gia tri thdng

ké hop ly.

CHU THICH Vi du vé ké hoach ldy mau phu hop dwoc dwa ra trong TCVN 7790-1 (ISO 2859-1) hodc
TCVN 3649 (ISO 186). K& hoach |4y mau bb sung cé thé dwoc quy dinh b&i méi quéc gia hodc khu vuc.

4.4 Phwong phap thwr

4.41 T4t ca cac phwong phap thr dwoc st dung dé chi ra sw pht hop véi tiéu chuan nay phai

dwoc danh gia xac nhan va lap thanh van ban.

CHU THICH Phu luc B bao gébm danh muc cac phwong phap thir phu hop.

4.4.2 Viéc danh gia xac nhan phwong phap th& phai chirng minh tinh phu hop cia phwong
phap khi dwoc sir dung. Phai bao gdm cac yéu tb sau:

— dam bao tinh hop ly dbéi véi viéc lwa chon cac phép thir thich hop cho hé théng bao géi;

— thiét lap tiéu chi chap nhan;

CHU THICH Dat/khéng dat |a moét kiéu tiéu chi chap nhan.

— xac dinh do lap lai cia phwong phap thi;
— xac dinh do tai lap cta phwong phap thir; va

— thiét lap phwong phéap thlr d6 nhay dbi v&i cac phép thir tinh nguyén ven.

4.4.3 Trir nhirtng diéu da quy dinh trong cac phwong phap thr, cac mau the phai dwoc thuc
hién & nhiét d6 (23 + 1) °C va dd &m twong dbi (50 + 2) % trong thoi gian tbi thiéu 1a 24 h.

4.5 Hé thong tai liéu

4.51 Ching minh sy phu hop véi cac yéu ciu cla tiéu chuan nay phai dwoc 1ap thanh van

ban.

4.5.2 T4t ca nhirng tai liéu phai dwoc lwu gilr trong khodng thdi gian quy dinh. Khodng thoi gian
lwu gitr phai dwoc xem xét cac yéu té chang han nhw cac yéu cau luat dinh, han s dung va kha

nang truy tim nguén gbc cla trang thiét bj y t& hoac hé thdng bao vé vo khuéan.

4.5.3 Tai liéu phu hop véi cac yéu ciu céd thé bao gdm cac div liéu vé tinh nang, yéu cau ky
thuat va két qua tht tlr cac phwong phap thlr da dwoc danh gia xac nhan, nhwng khéng chi han

ché trong cac yéu cau nay.

14
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4.5.4 Cac ban ghi dién t&, chir ky dién tlr va chi¥ ky bang tay da thwc hién dé ghi dién t& cho
viéc danh gia xac nhan, kiém soat qua trinh hodc cac qua trinh ra quyét dinh chat lwong khac

phai dang tin cay.

5 Vat liéu va hé théng bao vé voé khuan tao trwéc
5.1 Yéu cau chung

5.1.1 Yéu cau vé vat liéu déi chirng phai ap dung véi cac vat liéu da sir dung trong hé théng

bdo vé vo khuan tao trwéc, ciing nhw hé thdng bao vé vo khuén.

5.1.2 Céc yéu cau liét ké trong diéu nay (5.1) khdng bao gdbm cho tat ca cac vat liéu. Cac vat
liéu c6 dic trweng khong dwoc liét ké trong didu nay cé thé dwoc danh gia bang cach st dung cac

tiéu chi tinh nang trong Diéu 6.

5.1.3 Cac diéu kién vé vat liéu va/hoac hé thdng bao vé vo khuan tao trwdc dwoc san xuét va

dong goi phai dwoc thiét 1ap, kiém soat va 1ap hd so, néu c6, d& dam bao rang:

a) cac diéu kién twong thich v&i st dung vat liéu va/hodc hé théng bao vé vd khuidn da duwoc
thiét ké;

b) d&c tinh cta vat liéu va/hodc hé théng bao vé vo khuan dwoc duy tri.

5.1.4 Téi thiéu phai xem xét nhirng diéu sau day:

a) khoang nhiét do;

b) khoang ap suét;

c) khoang do &m:;

d) tbc do thay ddi téi da cta cac thdng sb trén, néu can;

e) tiép xuc véi anh néng hoac tia UV;

f) d6 sach;

g) ganh nang sinh hoc;

h) dd dan dién tinh.

5.1.5 Phai biét va kiém soat nguén gbc, lai lich va diu vét cha tat ca vat liéu, dic biét 1a vat liéu
tai sinh, d& ddm bao san pham cubi cling sé dap rng ding cac yéu cau cla tiéu chuan nay.

CHU THICH: Vé&i cong nghé thwong mai hién nay, khong thé chac chén réng ngoai rac thai céng nghiép

cdn méi nguyén duwoc st dung trong vat liéu tai sinh, ma con do kiém soat khéng ddy dd nén cé ca nhirng
vat liéu tai sinh an toan khac dwoc st dung trong hé thdng bao vé vé khuan.
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5.1.6 Cac dac tinh sau day phai dwoc danh gia:
a) rao can vi sinh (xem 5.2);

b) tinh twong thich sinh hoc va déc tinh;

CHU THICH Diéu nay ludn han ché dbi véi vat liéu tiép xac voi trang thiét bi. Hwéng dan vé tinh twong
thich sinh hoc dwgc dwa ra trong TCVN 7391-1 (ISO 10993-1).

Anh hwéng cua tiét khuan vé tinh twong thich sinh hoc can dwoc danh gia.

c) cac dac tinh vat ly va hoa hoc;

d) tinh twong thich déi v&i qua trinh tao hinh va niém kin;

e) tinh twong thich déi v&i qua trinh tiét khudn da dy dinh (xem 5.3);

f) bat ky han st dung déi v&i bdo quan trwdc va sau khi tiét khuan.

5.1.7 Vat liéu, vi du: vat liéu boc, gidy, mang chat déo, vai khdng dét hoac tai sinh, cAn dap tng
yéu cau tinh nang chung sau:

a) Duw6i nhivng diéu kién s dung quy dinh vat liéu phai khong thdm thiu va khéng mui, trong
mét mirc d6 nhét dinh ca tinh nang va doé an toan khdng bj suy gidm va trang thiét bj y té tiép

xtc v&i ching khéng bi nhitng dnh hwéng bét loi.
CHU THICH Xac dinh mui khéng yéu cau phwong phap thir chuan, vi mui khé chiu 1a bang chirng rd rang.
b) Vat liéu phai khdng cé 16 thiing, vét nt, rach, nép gap hodc day ddc va/hodc bi lam méng
cuc bo cé thé dan dén viéc thwc hién chirc ndng bj gidam sut.

c) Vat liéu phai cé trong lwong co ban (khéi lwong trén don vj dién tich) phu hop véi gia tri da

quy dinh.
d) Cac vat liéu phai biéu 16 mirc c6 thé chap nhan vé do sach, tap chat dang hat hoéc xo.

e) Vat liéu phai phu hop véi déc tinh vat ly rieng hoac téi thidu da dwoc thiét lap, nhw dd bén
kéo, thay dbéi do day, dd bén xé, dd thau khi va dd bén né.

f)  Vat liéu phai phu hop véi dac trwung hoa hoc rieng da dwoc thiét 1ap (nhw gia tri pH, ham
lwong clorua va sulfat) d& dap rng cac yéu cau cla trang thiét bj y té, hé thédng bao géi hoac
qua trinh tiét khuén.

g) Vat lieu phai khong chra hodc gidi phéng ra cac chat doc véi lwong cé hai cho strc khoé

trwdc, trong hodc sau khi tiét khuan trong diéu kién s dung.

5.1.8 B sung vao yéu ciu da néu & 5.1.1 dén 5.1.7, vat liéu trang phl keo phai dap &ng yéu

cau duoc liét ké dudi day.
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a) Kiéu trang pha keo phai lién tuc, khdng ngat quang hodc gay, du dé gay ra sw khong lién tuc
trong viéc niém kin.
b) Khéi lwong trang pha phai phu hop voi gia tri da cong bd.

c) Vat liéu phai thé hién do bén niém kin téi thiéu da quy dinh khi sy niém kin dwgc tao hinh

bang vat liéu khac trong diéu kién quy dinh.

5.1.9 BO sung vao yéu cau da néu & 5.1.1 dén 5.1.7 va, néu thich hop, 5.1.8, hé thédng bao vé

vd khuén va hé théng bado vé vd khuan tao trwéc phai dap (rng yéu ciu dwoc liét ké dwdi day.

a) Vat liéu va cac bd phan, vi du, I&p phi ngoai, mwc hodc chét chi thi hoa hoc, phai khéng gay
phan (rng, lay nhiém va/hoac truyén anh hwéng bét loi cho trang thiét bi y té truwdc, trong
hodc sau qua trinh tiét khudn da xac dinh.

b) Néu tao hinh bang niém kin phai dap (rng cac yéu cau quy dinh vé dé rdng niém kin va do
bé&n niém kin (kéo hoéc né).

c) Dac trwng boc-mé phai lién tuc va ddng nhat, khdong bi phan 1&p hodc xé rach vat liéu ma co
thé anh hwéng dén viéc mé va thé hién vo khuan.

CHU THICH 1 Tui gidy, bao nhé va éng cudén dwoc lam kin bang nhiét cé yéu cau vé cau tric va thiét ké
cling nhw yéu cau vé tinh nang.

CHU THICH 2 Né&u niém kin dwoc thiét ké dé thé hién dwoc mé vd khuén thi can dd bén niém kin tdi da.

d) Niém kin hoac déng kin phai c6 rao can vi sinh vat.

5.1.10 BO sung vao cac yéu ciu ghi & 5.1.1 dén 5.1.7, vat chira cé thé s dung lai can dap &ng

yéu ciu dudi day:

a) Vat chira phai thich hop v&i hé théng bang chirng gia dé& cé chi dan ré rang khi tinh nguyén
ven doéng kin bj tén hai.

b) Ctra mé& cua thiét bj tiét khudn phai ddm bao ngan vi khuén khi chuyén cac vat ra khai thiét bj
tiét khuan, van chuyén va bdo quan (xem 5.2).

c) Sau khi tao hinh hé théng bdo vé vo khuan, sw déng kin sé ngan dwoc vi sinh vat
tham nhap.

d) Vat chra phai dwoc ciu truc dé tao thuan tién cho viéc kiém tra moi boé phan thiét yéu.

e) Cac tiéu chi chap nhan phai dwoc thiét 1ap dé kiém tra trwédc khi st dung lai.

CHU THICH 1  Déi khi kiém tra bang mat thwéorng 1a quy trinh phd bién nhét, c6 thé cé cac phwong phap
khac dwoc chap nhan.

f) Cac linh kién riéng cla vat chra cung kiéu phai hodc |a cé thé thay thé cho nhau hoan toan

hodc la dwoc thiét ké sao cho cac linh kién khong thé thay thé dwoc cho nhau.
CHU THICH 2 Viéc danh ma va/hoac ghi nhan phu hop cé thé dung yéu cau thiét ké nay.
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g) Phai quy dinh quy trinh dich vu, 1am sach va cach thic kiém tra, bdo dwéng va thay thé

cac bo phan.
CHU THICH 3 Hwéng dan bd sung vé vat chiva cé thé s dung lai xem EN 868-8.
5.1.11 B sung vao cac yéu cau ghi & 5.1.1 dén 5.1.7 va, néu thich hop, 5.1.8, vai c6 thé st
dung lai cAn dap rng yéu cau duwdi day:

a) Yéu cau tinh nang phai dwoc dap rng sau bét ky sw stra chira dbi véi vat liéu va sau méi chu
ky tiét khuan.

b) Cac quy trinh xt ly giat la va tan trang lai phai dwoc thiét 1ap va lap thanh van ban.

CHU THICH Diéu nay bao gébm ca viéc kiém tra bang mat thwdng, cac phwong phap thir khac va tiéu chi
chép nhan déi véi st dung lai.

c) Cac quy trinh x& ly phai phu hop v&i ghi nhan san pham.

5.1.12 Dbi voi hé théng bao vé vo khuén co thé si dung lai bao gdm cac vat chira va vai, néu
x& ly theo chi dan da co, phai xac dinh dwoc sy gidm pham chéat sé& han ché tudi tho. Khi sw
gidm pham chéat nhw vay dwoc dw doan trwdc, sé chu ky tai xt ly phai dwoc cong bd trong viéc

ghi nhan san pham, hoac cé thé dwoc nhan thay vao cudi tudi tho.
5.2 Dic tinh ngan vi khuan
5.2.1 Tinh khéng thdm nuéc cua vat liéu phai dwoc xac dinh theo Phu luc C.

CHU THICH Cac dac tinh ngén vi khuan cua vat liéu s& dung trong cAu tric cta hé théng bao vé vo
khuan thi quyét dinh déi v&i viéc ddm bao tinh nguyén ven va an toan cho san phadm. Cac phwong phap st
dung dé danh gia cac dic tinh ngén vi khudn dwoc phan ra lam hai loai: mét loai thich hop véi vat liéu
khéng thdm nwéc, va moét loai thich hop véi vat liéu xop.

5.2.2 Vat liéu khdng thAm nwéc dwoc phai thod man yéu cau ngén vi khuan.

5.2.3 Vat liéu x6p phai ngan can dwoc vi sinh vat mot cach thich hop nham dam bao cung cap

tinh nguyén ven cla hé théng bado vé vé khuan va an toan san pham.

CHU THICH Khéng c6 phwong phap dwoc chdp nhan réng rai cho viéc chirng minh cac dac tinh ngén vi
khuan. Sy danh gia cac dac tinh ngan vi khuan cla vat liéu xép dwoc thwe hién dién hinh bang cac mau
kiém chirng v&i sol khi cGa bao t&r vi khudn hodc cac hat, dwéi mét loat cac diéu kién th&r quy dinh cho téc
dd dong chay qua vat liéu, kiém chirng vi khudn & mau va khoang th&i gian thtr nghiém. Dwéi cac diéu
kién thtr dwoc quy dinh nay, cac ddc tinh ngan vi khuan cla vat liéu dwoc xac dinh bidng cach so sanh
pham vi tham nhap cta vi khudn hodc cac hat qua vat liéu c6 kiém chirng ban dau. D liéu tr phwong
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phap thir vat ly da dwoc danh gia xac nhan twong quan véi phwong phap thé kiém ching vi sinh vat da
duoc danh gia xac nhan dugc coi nhw cé thé chap nhan dé xac dinh cac dac tinh ngan vi khuan. Khi cac
phuong phap kiém ching vi khudn dwoc danh gia xac nhan dbi véi vat liéu va hé théng bao vé vo khuan
da co, chung sé duwoc xem xét dé co trong 1an xuét ban tiép sau cda tiéu chuan nay. (D& c6 théng tin thém,
xem Sinclair va Tallentire 2002, Tallentire va Sinclair 19981%, Scholla et. al 19957%, va Scholla et al.
200078

5.3 Tinh twong thich v&i qua trinh tiét khuan

5.3.1 Phai chirng minh rang vat liéu va hé thdng bao vé vo khuén tao trwéc thi phu hop dbi véi

st dung trong quy trinh tiét khudn da quy dinh va cac théng sé chu ky.
5.3.2 Tinh twong thich tiét khuan can phai dwoc xac dinh bang cach s dung mdt may tiét
khuan da dwoc thiét ké&, cu trdc va van hanh theo cac yéu cau cla tiéu chuén lién quan.

CHU THICH Vi du, xem ISO 17665-1, TCVN 7392 (ISO 11135), 1SO 11137 (tAt ca cac phan), 1SO 14937,
EN 285, EN 550, EN 552, EN 554, EN 1422 hodc EN 14180. Nén hai hoa cac Tiéu chudn Qubc té va
Chau Au nay.

5.3.3 Tinh n&dng cla vat liéu phai dwoc danh gia d& dam bao rdng tinh néng cda vat liéu van

con duy tri sau khi da trdi qua tat ca cac qua trinh tiét khuan da quy dinh.

5.3.4 Qua trinh tiét khuan da quy dinh c6 thé bao gédm nhiéu sy tiép xic cla qué trinh tiét

khuan gidng hodc khac nhau.

5.3.5 Xac dinh sw phu hop déi véi muc dich da dwoc thiét ké phai bao gébm viéc xem xét vé s

thay ddi cta vat liéu sé xay ra trong diéu kién cung cap thdng thuwdng.

5.3.6 Khi san phdm dwoc bao boc bdng nhidu gidy géi hodc nhiéu 16p, gi¢i han khac nhau vé

dac tinh cla vat liéu cé thé dwoc dat ra dbi voi cac |op bén trong va bén ngoai.

5.3.7 Xac dinh sy phu hop c6 thé dwoc thwe hién ddng thoi véi sw danh gia xac nhan (cac) qua
trinh da dwoc sr dung.

5.4 Tinh twong thich v&i hé thong ghi nhan

Hé théng ghi nhan phai:

a) con nguyén ven va rd rang dén thoi diém s dung;

b) twong thich v&i vat liéu, hé thdng bao vé vdé khuén va trang thiét bj y té trong va sau (cac)
qua trinh tiét khuan theo quy dinh va cac thdng sé chu ky, khong bi &nh hwéng bt Igi do qua

trinh tiét khuén, va
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c) khoéng dwoc in hodc viét bang loai mwc cé thé bi truyén vao trang thiét bj y té hodc phan &ng
véi vat liéu va/hoac hé thdng bao géi lam suy giam tién ich cha vat liéu va/hoac hé thdng bao
goi, hodc lam chuyén mau t&i mirc ma biéu hién ctia nhan khéng doc duoc.

CHU THICH Hé théng ghi nhan cé thé cé mot s6 dang, bao gdm in hodc viét trwc tiép trén vat liéu va/hodc

hé thdng bdo vé vo6 khuan, hodc nhan bao gdm I&p vat liéu khac gan véi bé méat cha vat liéu va/hodc hé
théng bao goi bang keo dinh va cac cach khac.

5.5 Bao quan va van chuyén

5.5.1 Vat lieu va hé théng bao vé vé khuan tao trwdc phai dwoc bao goi d& cung cap sw bao vé

can thiét nham duy tri cac dac trwng tinh ndng trong van chuyén va bao quan.

5.5.2 Vat liéu va hé thdng bdo vé vd khuan tao trwéc phai dwoc van chuyén va bao quan dudi
cac diéu kién ddm bao sao cho gilr dwoc dac trwng tinh nang trong gidi han quy dinh (xem 5.1).
Diéu nay cé thé thwc hién bang:

a) chirng minh sw duy tri cac dac trwng nay trong céac diéu kién bdo quan da xac dinh, va;

b) dam bao rang cac diéu kién bdo quan duy tri trong gi¢i han quy dinh.

6 Yeéu cau thiét ké va nghién clru dbi v&i hé théng bao goéi

6.1 Quy dinh chung
6.1.1 Hé thdng bao géi phai dwoc thiét k& dé gidm thiéu rdi ro vé an toan cho nguwoi st dung va
bénh nhan théng qua cac diéu kién st dung da quy dinh.

6.1.2 Hé thdng bao goi phai cung cip bao vé vat ly va duy tri tinh nguyén ven cua hé théng bao

vé vd khuan.

6.1.3 Heé thdng bado vé vd khuan phai cho phép tiét khudn va twong thich vé&i (cac) qua trinh da

dworc lwa chon.

6.1.4 Hé théng bdo vé vo khuan phai duy tri vé khuan dén khi st dung hodc dén khi hét han

str dung.

CHU THICH  Xem thém 6.4.1.

6.1.5 Duy tri tinh nguyén ven ngan v6 khuan cé thé dwoc dung dé chirng minh sw duy tri vé khuan.

CHU THICH  Xem ANSI/AAMI ST65:2000 va Hansen et al. 19951361 M4t tinh vé khun thwdng lién quan dén
s viéc chr khéng lién quan dén thoi gian.
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6.1.6 Khi cac trang thiét bj y t& giébng nhau st dung cling hé thédng bao goi, ly do dé thiét lap sw
gibng nhau va nhan biét truong hop c6 ciu hinh khéng thich hop nhat phai dwoc 1ap thanh van
ban. it nhat, cdu hinh khéng thich hop nhéat phai dwoc s dung dé xac dinh sw phu hop véi tiéu

chuén nay.

CHU THICH Vi dy, sw gidng nhau can dwoc thiét 1ap bang céac kich c& khac nhau cua cung san pham.

6.2 Thiét ké

6.2.1 Phai ghi thanh van ban quy trinh thiét ké& va trién khai hé théng bao géi.

6.2.2 Heé thdng bao vé vd khuan phai tao cho san pham gitr dwoc trang thai vo khuan.

6.2.3 Thiét ké va xay dwng hé thdng bao géi phai can nhéc kj bao gdbm nhiéu yéu t6, nhung

khéng han ché dbi vai:

a) yéu cau clta khach hang;

b) khdi lwong va cau hinh cta san pham;

c) c¢6 cac canh séc hoac chd 16i ra;

d) nhu cdu vé bao vé vat ly va bdo vé khac;

e) d6 nhay cadm clGa san pham véi nhirng rii ro cu thé, vi du: b&rc xa, hoi &m, sbéc co, phong
tinh dién;

f) s6 san pham trén hé théng bao géi;

g) Yéu cau ghi nhan bao goi;

h) cac gi¢i han méi trvdng;

i) han s dung cla san pham;

j) méitrwdng phan phéi, dong goi, bao quan;

k) tinh twong thich tiét khuan va dw lwvong.

6.2.4 Cac bd phan va ciu truc cla san pham tao thanh cac phu kién déng kin dwéng dan chét
Idng vo6 khuan phai dwoc nhan dang va quy dinh. Diéu nay can bao gdm, nhwng khéng han ché
déi voi:

— vt liéu;

hoan thién;

kich thwdc bd phan;

kich thwéc 1ap rap (vi du: dung sai lap rap).
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6.2.5 K&t qua cua qua trinh thiét ké va trién khai (6.2.1, 6.2.3 va 6.2.4) phai dwoc ghi nhan, xac

minh va phé chuén trwéc khi xuat xwédng sadn pham.
6.3 Thir nghiém tinh nang hé théng bao géi

6.3.1 Tinh nguyén ven cla hé théng bao vé vé khuan phai dwoc chirng minh sau khi tiét khuan

va th&r nghiém tinh nang tiép theo.

6.3.2 Th& nghiém vat ly cung v&i thr nghiém ngan vi khudn cda vat liéu bao géi xép co thé
dwoc dung dé thiét Iap kha nang duy tri tinh vd khuén cta hé thédng bao vé vo khuan. Dé xem xét

van d& nay, tham khao ANSI/AAMI ST65:2000 va Hansen et al. 1995 .

6.3.3 Phuwong phap thtr da dwoc tiéu chuan héa dbi véi danh gia tinh nguyén ven cta hé théng
bdo vé vé khuan phai dwoc wu tién. Tuy nhién, trong khi chwa cé cac thtr nghiém thich hop da
dwoc danh giad xac nhan vé tinh nguyén ven clta hé théng bao vé vé khuan, dac tinh ngén vi
khuan cé thé dwoc thiét 1ap bang thlr nghiém dac tinh ngén vi khuén cla vat liéu va tinh nguyén

ven clia niém kin va déng kin.

6.3.4 Th& nghiém tinh nang phai dwoc thwe hién trén hé thdng bao vé vé khuén, duwoc san xuét
trong trudng hop khéng thich hop nhat, & gi¢i han quy dinh cho qua trinh tao hinh va niém kin

va sau khi tiép xuc v6i tat ca cac qua trinh tiét khuin da quy dinh.

CHU THICH Qua trinh tiét khuadn quy dinh cé thé bao gébm nhiéu sw tiép xic clGa qua trinh tiét khuan
gidéng hoac khac nhau.

6.3.5 Heé thdng bao géi phai ddm bao mot cach day dd cho san pham tranh dwoc cac rdi ro khi

déng goi, phan phdi va bao quan.
6.4 Tht nghiém d6 6n dinh

6.4.1 Th& nghiém dd 6n dinh s& chirng minh rdng hé théng bao vé vé khuan duy tri tinh nguyén

ven qua thoi gian.

6.4.2 Tht nghiém dd 6n dinh phai dwoc thwc hién bang cach s dung phép thir gia héa theo

thoi gian thuc té.

6.4.3 Th& nghiém dd 6n dinh, bang phép thir gia héa nhanh, phai dwoc coi nhw bang chirng dd

dé khang dinh han sr dung dén khi c6 sé liéu nghién clru vé gia hda theo thoi gian thuc té.
6.4.4 Th& nghiém gia hda theo thoi gian thwc té va gia héa nhanh can bat dau ddng thoi.
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CHU THICH Thir nghiém d6 én dinh va thtr nghiém tinh nang thi ton tai riéng ré. Thtr nghiém tinh nang
danh gia tac dong l1&n nhau gira hé théng bao géi va san phadm do cac ap luc gay ra béi viéc san xuét, qua
trinh tiét khuan, méi trwérng déng géi, bdo quan va van chuyén.

6.4.5 Khi han sir dung dwgc can cr vao tinh ndng cla san pham, thtr nghiém dd 6n dinh dbi véi

han s dung can duwoc thuwc hién theo thtr nghiém d6 6n dinh bao géi.

6.4.6 Khi thuc hién thlr nghiém gia héa nhanh, ly do bang van ban dbi v&i cac diéu kién gia hoa

nhanh va chon khoang th&i gian thir nghiém phai dwoc thiét lap.

6.4.7 Khi can chirng minh rédng san pham khong twong tac véi hé thdng bdo vé vo khuin moi

lac, di¥ liéu dwoc 1ap thanh van ban trwéc day vé thir nghiém do dn dinh phai day di theo 6.4.1.

7 Théng tin dwoc cung cap

7.1  Thoéng tin sau day phai dwoc cung cap véi vat liéu, hé thédng bao vé vo khuén tao trwédc

hodc hé thdng bao vé vo khuén:

kiéu, kich c& hodc cap;

— 616 hodc bién phap khac dé truy nguyén ngudn gbc san xuét;

— qua trinh tiét khuan da dwoc thiét ké;

— han s dung, néu cé;

—  bét ky diéu kién bado quan cu thé, néu co;

— bAat ky sy han ché da biét vé dong goi hodc s dung (vi du: diéu kién méi trwéng), néu cé;

— bao dwéng theo chu ky hodc khi cé sw cb6 dbi v&i cac vat liéu cé thé st dung lai va’hodc hé

théng bao vé vé khuan tao truéc.

7.2 Khi cac quy dinh clGa qudc gia hodc khu vwc yéu ciu bd sung thong tin déi véi hé théng bao
vé vo khudn tao trwdc da dwoc lwu hanh trén thi truéng cham séc stre khoée, phai cung cép cac

théng tin b sung nay.
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Phu luc A

(tham khao)

Hwéng dan vé bao géiy té

A.1 Cac yéu té anh hwéng dén viéc Iwa chon vat liéu va thiét ké hé théng bao goi

Tinh chat ddc trwng cua trang thiét bi y t&, phwong phap tiét khuan da dwoc thiét k&, dy dinh st
dung, han st dung, van chuyén va bao quan, tdt ca déu anh huwdng dén thiét ké cta hé théng
bao g6i va lwa chon vat liéu. Viéc lwa chon vat liéu phu hop cho hé thédng bao goéi trang thiét bj y

t& da tiét khuan 1an cubi bi anh hwdng béi mbi twong quan dwoc minh hoa trong Hinh A.1.

Trang thiét bi
y té

Thiét ké va qua trinh Qua trinh
hé thdng bao goi tiét khuan

Hinh A.1 - Méi twong quan anh hwéng dén sw lwa chon vat liéu thich hop

doi véi hé théng bao goi y té da tiét khuan lan cudi

A.2 Qua trinh va xem xét tiét khuan

A.2.1 Sv lwa chon qua trinh tiét khudn bao gdm tiét khuan béng etylen oxit (EO), tia gamma (y),
chum electron (chum-e), hoi nwéc va oxi héa & nhiét dd thdp, nhwng khdng han ché cac qua
trinh nay. Khi thiét bi dwoc thiét ké dé tiét khudn bang qua trinh EO, hoi nwéc hodc oxi hoa, hé
théng bao vé vo khuan cé bd phan thAm qua dwoc cho phép khi tiét khuan di vao, tiéu diét vi

sinh vat va thoat ra ma khéng cé néng d6 dw lwong dang ké.

A.2.2 Khi trang thiét bj dwoc tiét khuan bang chiéu xa (y hodc chum-e), c6 thé khdng can thanh
phan thAdm qua dwoc va hé théng bao vé vo khuén co thé Iam toan bd béng vat liéu khong thdm
qua dwoc. Nha san xuét trang thiét bj y t& chon qua trinh tiét khuan thich hop cho mbi trang thiét
bi va sw lwa chon cla ho ddc lap véi mot sé yéu td & trén. Néu trang thiét bi dwoc ché tao bang

vat lieu khong 6n dinh khi chiéu xa, thi s dung EO, hoi nwéc va chat oxi hda. Mat khac, néu
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trang thiét bi c6 khuynh huéng gitr nébng d6 dw lwong EO cao thi nha san xuét trang thiét bj c6

thé chon phwong phap chiéu xa.

A.3 Heé théng bao vé voé khuan

A.3.1 Hé théng bao vé vo khuain dbi voi trang thiét bi y t& cé thé cé nhiéu dac diém chung.
Phan I&n c6 mang & phan trén clng, mang & phan dwéi cung va bién phap dé& ghép cac mang
véi nhau. Trong trwéng hop yéu cau niém kin cé thé béc ra dwoc thi st dung nhiét dé han kin
hai 1&p v&i nhau. L&p chat niém kin 1a I1&p phi ngoai, thwéng dwoc dung cho mang thdm qua
dwoc. Hién nay, nhiéu mang két hop 16p chat niém kin thanh mét hodc nhiéu I&p trong cau tric
mang. Khi can han kin, kha ndng twong thich clia mang cho phép gan bang hoi néng hoéc

phwong phap khac nhw han bang siéu am.

A.3.2 Co6 nhiéu kiéu va su khac nhau vé hé théng bdo vé vd khuén st dung dé bao géi trang
thiét bj y t& vd khuan. Kiéu th& nhat la khay cing tao hinh trvéc c6 mot nadp khudn-cat. Khay
thwong dwoc tao hinh trwdc bang qua trinh tao hinh bang nhiét hodc tao hinh bang ap lwc. Nap
khuén-cat c6 thé thAm qua dwoc hodc khong thdm qua dwoc va thuwdng co 1ép chét bit kin dung
dé han nap voi khay bang hoi néng. Khay cirng cé ndp khuén-cat thworng dwoc ding cho cac
trang thiét bj c6 profile I&n va ndng, chdng han nhw vat cdy ghép chinh hinh va may tao nhip tim,

cling nhw bé dung cu phau thuat.

A.3.3 Kiéu th® hai 1a tai mém béc ra dwoc. Tui thwdng cod ciu tao mot mat la mang, mat kia
hodc la mang, gidy hodc gidy bong. Tui thwdng dwoc cung cip nhw hé thdng bdo vé vd khuén
tao trwdc, khi tat cd cac diu niém kin dwoc hinh thanh, tre mét chd (thwong 1a & dudi day). Chd
nay dé& hé dé co thé dat trang thiét bi vao bén trong va cubi cung dwoc gan kin trwdc khi tiét
khuan. Do sw da dang cac kich thwéc cla tui, phan 1&n cac trang thiét bj y t& khac nhau déu st
dung tGi nhw hé thdng bao vé vo khuan. Nhirng trang thiét bi nay thwérng cé profile nhé va khéi
lwong nhe. Tui cé thé thay ddi thiét ké d&c trwng. (Vi du, miéng can cé thé cho phép trang thiét bj

c6 dang cao hon).

A.3.4 Kiéu thr ba la tui tiét khuan. Tui tiét khuadn cé cau tao 1a mot mang don lam tir gidy xép
cap chét lvong y t&, dwoc gap nép dé tao thanh dng dai, cé hodc khdong cé miéng can & canh.
Ong dwoc gan kin doc theo chiéu dai bang hai dwdng keo dinh. Sau d6 dwoc cat theo kich
thwéc yéu cau va modt ddu dwoc gan kin bang mot hodc nhiéu dwdng keo dinh. Nhirng nép gap
bd sung ciing c6 thé dwoc dung dé tdng cwdng thém sw déng kin. Dau dé hé thong thuwdng coé

mép hodc d4u hiéu cat d& mé mot cach dé dang. Cudi cung déng kin tui trwéc khi tiét khuan.
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A.3.5 Kiéu the tw 14 tGi c6 dau dan. Tui cé dau dan 1a tui dwoc han kin, ciu tao tlr hai mang
khéng thAm nwéc nhwng twong thich véi nhau. Mét mang cé doan gap thwong dai hon vai
centimét. Doc theo doan dai hon nay Ia vat liéu thAm qua dwoc, cé keo dinh d& gén bang hoi
néng. Vat lieu thAm qua dwoc nay cé thé boc ra d& dwa phwong tién vao trong tai. Tui c6 dau

dan thich hop v&i nhirng loai cdng kénh chang han nhw bd dung cu vy té.

A.3.6 Kiéu th ndm dwoc biét nhw qua trinh tao hinh/lam ddy/dan kin (FFS). Hé thdng bao vé
vd khudn dwoc san xuét qua FFS cé thé dwoc xem nhw nhirng tui, khay clrng c6 nap hodc co thé
cd mang & day mém mai da dwoc kéo hodc tao hinh. Trong qua trinh FFS, vat liéu mang & dinh
va day dwoc dat trén may FFS. May san xuat hé thdng bado vé vd khuan bang cach tao hinh
mang & day, cho trang thiét bj vao day va ap mang & dinh vao, réi dan kin hé théng bao vé vo

khuén.

A.3.7 Kiéu th® sau Ia dan kin bén canh (4SS). 4SS 1a qua trinh bao goi khdng nglrng, gidng
déng goi theo ludng. Thong thweng nhét 1a dung thiét bi dan kin quay dé tao niém kin. Trong qua
trinh 4SS, mang & dinh va day dwoc dat trén may 4SS. San phdm dwoc dét 1én trén mang & day.
Mang & dinh dwoc ap 1én phia trén san pham, va cudi cung, tt cd bdén canh dwoc dan kin. 4SS

dwoc st dung trong viéc bao géi, vi du nhw géng tay va san pham cham séc vét thwong.

A.3.8 Danh muc hé thdng tiét khudn & trén khdng cé nghia la bao gdm tat ca. Nhirng clu tric

khac co6 thé dwoc chdp nhan nhw 1a hé théng tiét khuan.

A.3.9 Trang thiét bi y té c6 dwdng dan chéat I16ng vo khuan cé thé st dung hé théng bao géi
dwdng dan chat 1dng vo khuadn duy nhéat gan truc tiép voi vi tri vao dwong dan chét 1dng cla
trang thiét bi. Hé thédng bao goi nay c6 thé bao gébm cac nép, nut, vd boc hoac thiét ké déng kin
thiét bi cu thé khac. Trong trwdng hop nay, 16p chi yéu dé bao goi san phadm cé thé duoc thé
hién bang mét trong bén kiéu da dwoc thdo luan & trén, nhwng cé thé khdng can cé rao can vi

sinh vat dbi v&i trang thiét bi.

A.3.10 Phuong tién cham séc strc khde thwdng st dung hé thdng bao vé vo khuan dwéi hinh

thire tai, dng, tai gidy, bao tiét khuan hoadc vat chira co6 thé s dung lai.

A.3.11 Bao tiét khuan dwoc st dung dé cung cip hé théng bdo vé vé khuan cho nhiéu trang
thiét bj tiét khudn trong phwong tién cham séc sirc khde. Thay vi tao hinh bang hoi néng hodc
bang keo dan kin, qua trinh bao géi va gap nép tao dwdng khic khuyu dé duy tri vo khuan.
Trang thiét bi thwéng dwoc chira trong khay dung cu da dwoc sap xép ngan nap trwdc khi déng

goi va sau do tiét khuan.

A.3.12 Vat chva c6 thé sir dung lai dwoc ciu tao bang vat liéu kim loai hodc polyme téng hop

c6 kha nang chiu dwoc sy tiép xtc 13p lai v&i chu ky tiét khudn & bénh vién. Nhirng vat chira nay
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thwodng phu hop véi miéng dém & dinh va day dé cung cdp sw gan kin khong thdm gitra hai
phan. Hé thédng thédng hoi cho phép chat khi tiét khudn vao va thoat ra khéi vat chra. Thiét ké 16
thong hoi va vat liéu dung dé loc vi khuan cé do rong thay ddi. Trang thiét bj tiét khuan trong vat
chira cé thé can diéu kién bao dwdng trwdc cu thé hodc thoi gian tiép xuc lau dai hon dé dam

bdo rdng qua trinh tiét khudn da hoan thanh.

A.3.13 Tiét khuan lan cudi va duy tri vd khuén |4 can thiét déi véi an toan cia bénh nhan, khéng
ké kha nang dé dang dé thwc hién cac qua trinh nay. Tiéu chudn nay cung cap cac yéu cau téi

thiéu dé& sir dung hé théng bao géi c6 hé thédng bao vé vo khuan phu hop.
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Phu luc B

(tham khao)

Phwong phap thir da dwoc tiéu chuan hoéa va quy trinh cé thé dwoc sir dung

dé chirng minh sw phu hop v&i cac yéu cau cua tiéu chuan nay

B.1 Quy dinh chung

Tai lieu dwdi day bao gdm cac diéu khoan cé thé dung dé chirng minh sw phu hop véi cac diéu
khodn cla tiéu chuan nay. D& vién dan ngay thang, can xem xét cac sra ddi tiép sau, hodc sw
soat xét clia bat ky xuat ban phadm nao. Cac yéu cau cu thé dbi v&i st dung phwong phap tho

dwoc néu trong 4.4.

Cac tiéu chi dwa ra trong cac phwong phap thtr va quy trinh thr trong phu luc nay phai dwoc td
chirc xay dwng tiéu chuén, hiép hdi thwong mai, hodc co quan tiéu chuan quéc gia chinh thirc dé
nghi va c6 gia tri vé phwong dién thwong mai. Vi vay, Thu muc tai liéu tham khao bao gdm cac
phwong phap thlr bé sung dwoc xuat ban trong tai liéu. Phu luc nay khong dwoc thiét ké cho tat

ca va su thiét 1ap cac phwong phap thr méi dang dwoc thwe hién & lan xuat ban sau.

B.2 Vat liéu bao g6i va hé théng bao vé vé khuéan tao trwédc

Gia héa nhanh ASTM F1980:2002 Standard guide for accelerated aging of sterile
(Accelerated aging) medical device packages
(Tiéu chuan hwéng dan vé quy trinh gia hoa nhanh
cla bao goi vd khuén trang thiét bj y té)

EN 868-8:1999 Packaging materials and systems for medical
devices which are to be sterilized — Part 8: Re-
usable sterilization containers for steam sterilizers
conforming to EN 285 — Requirements and test
methods
(Hé thdng va vat liéu bao goi dung cho trang thiét bj
y té da tiét khudn — Phan 8: Vat ch(ra tiét khuén cé
thé st dung lai dung cho may tiét khuan bang hoi
nwéc néng phu hop véi EN 285 — Yéu cau va
phwong phap thi)

D6 thau khi ISO 5636-2:1984 Paper and board — Determination of air permeance
(Air permeance) (medium range) — Part 2: Schopper method
[Gidy va cactdng — Xac dinh dd thau khi (khoang
trung binh) — Phan 2: Phwong phap Schopper]
TCVN 6891:2001 Gidy va cactdng — Xac dinh d6 thiu khi (khoéng
(ISO 5636-3:1992)  trung binh) — Phan 3: Phuong phap Bendtsen

[Paper and board — Determination of air permeance
(medium range) — Part 3: Bendtsen method]
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Khéi lwong co ban
(Basis weight)

Twong thich sinh hoc
(Biocompatibility)

Do chiu buc
(Burst strength)

Po sach
(Cleanliness)

Clorua
(Chlorides)

Khéi lwong chat phu
(Coat weight)

Diéu kién bao
duwdng
(Conditioning)

ISO 5636-5:2003

EN 868-2:1999

ASTM D 737-04

TCVN 1270:2008
(ISO 536:1995)

ASTM D4321:1999

ASTM D3776:1996

TCVN 7391-1:2004
(ISO 10993-1:2003)

USP <87>

TCVN 7631:2007
(ISO 2758:2001)
TAPPI T 437-OM-96

ISO 9197:1998

ASTM F 2217:2002

TCVN 6725:2007
(ISO 187:1990)

TCVN 7394-1 : 2008

Paper and board — Determination of air permeance
and air resistance (medium range) — Part 5: Gurley
method

[Gidy va céac téng — Xac dinh dé thau khi va dé bén
khi (khodng trung binh) — Phan 5: Phwong phap
Gurlay)]

Packaging materials and systems for medical
devices which are to be sterilized — Part 2:
Sterilization wrap — Requirements and test methods
(Annex C: Method for the determination of the pore
size)

(Hé thdng va vat liéu bao goi dung cho trang thiét bj
y té da tiét khudn — Phan 2: Vat liéu bao géi tiét
khuan — Yéu cau va phwong phap thir)

(Phu luc C: Phwong phap xac dinh c& 16)

Standard test method for air permeability of textile
fabrics ]
(Tiéu chuédn phwong phap thtr d6 thiu khi cta vai dét)

Paper and board — Determination of grammage
(Gidy va céac tong — Xac dinh dinh lwong)

Standard test method for package yield of plastic film
(Tiéu chu,én phwong phap thtr d6 déo bao géi clia
mang chat déo)

Standard test methods for mass per unit area
(weight) of woven fabric

(Tiéu chuan phwong phap thir khdi lwong trén don
vi dién tich (trong lwvong) cla vai dét)

DPanh gia sinh hoc dbi v&i trang thiét bi y té —
Phan 1: Danh gia va th&r nghiém

(Biological evaluation of medical devices — Part 1:
Evaluation and testing)

Biological reactivity test, in vitro
(Tht nghiém phan rng sinh hoc, in vitrio)

Giay — Xac dinh dé chju buc
[Paper — Determination of bursting strength]

Dirt in paper and paperboard
(Bui ban trong gidy va cactdng)

Paper, board and pulps — Determination of water-
soluble chlorides

(Gidy, cactdéng va bot gidy — Xac dinh clorua hoa tan
trong nwéce)

Standard practice for coating/adhesive weight
determination

(Tiéu chuén thwc hanh xac dinh khdi lwong vat liéu
phu/chat két dinh)

Gidy, cacténg va bot gidy — Méi trwong chuén dé
diéu hoa va thtr nghiém, quy trinh kiém tra moi
trwong va diéu hoa mau
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(Paper, board and pulps — Standard atmosphere for
conditioning and testing and procedure for monitoring

Kich thwée
(Dimensions)

Tinh che phu
(Drapability)

Tinh bén ubn
(Flexural durability)

Kha nang do khi
(Gas sensing)

Tinh nguyén ven
(Integrity)

Ap suét bén trong
(Internal pressure)
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ASTM D4332:2001

ISO 2233:2000

ASTM F2203-02

(E01)

ISO 9073-9:1995

TCVN 6894:2001
(ISO 2493:1992)

DIN 53121:1978

ASTM F392: 1999

ASTM F2228-2002

ASTM F 1929:1998

ASTM F2227: 2002

ASTM F2096:2002

the atmosphere and conditioning of samples)

Standard practice conditioning containers, packages
or packaging components for testing

(Tiéu chuén thwc hanh én dinh vat chra, bao goi
hoac linh kién bao géi dé thr nghiém)

Complete, filled transport packages and unit loads
— Conditioning for testing

(Bao géi tdbng thé da dwoc lam ddy dé van chuyén
va don vi chét tai — On dinh dé th& nghiém

Standard test method for linear measurement using
precision steel rule

(Tiéu chuan phwong phap do d6 dai dung thuwéc
bang thép chinh xac)

Textiles — Test methods for nonwovens — Part 9:
Determination of drape coefficient

(Vai dét — Phuwong phap the dbi véi vai khéng dét —
Phan 9: Xac dinh hé sb che pha)

Gidy, cacténg — Xac dinh do bén ubn (d6 cing)
(Paper and board — Determination of resistance to
bending)

Testing of paper and board — Determination of the
bending stiffness by the beam method

(Tht nghiém gidy va cactdng — Xac dinh d6 crng
khi udn bang phwong phéap truc cubn)

Standard test method for flex durability of flexible
barrier materials

(Tiéu chuan phwong phap thtr déi véi tinh bén uébn
cla vat liéu ngan cach linh hoat)

Standard test method for non-destructive detection
of leaks in medical packaging which incorporates
porous barrier material by CO2 tracer gas method
(Tiéu chuan phwong phap thtr khdng pha huy bang
phwong phap dung khi truy tim CO, dé phat hién ro
ri trong bao goi y té tir vat liéu ngan cach xbp)

Standard test method for detecting seal leaks in
porous medical packaging by dye penetration

(Tiéu chuan phwong phap thtr d& phat hién ro ri dau
niém kin trong bao goi y t& x6p bang sy thdm thubc
nhudém)

Standard test method for non-destructive detection
of leaks in non-sealed and empty medical packaging
trays by CO, tracer gas method

(Tiéu chuan phwong phap thtr khdng pha huy bang
phuwong phap dung khi truy tim CO» dé phat hién ro
ri trong bao géi y té rong va chwa niém kin)
Standard test method for detecting gross leaks in

porous medical packaging by internal pressurization
(Bubble test)



D6 chiu bén cla
chat 1dng c6 bé mat
&ng suéat thap
(Low-tension
surface liquid
resistance)

R&o can vi khuan
(Microbial barrier)

Pac tinh boc—méo
(Peel-open
characteristic)

IST 80-8

ASTM F1608:2000

DIN 58953-6:1987

BS 6256:1989

ASTM F 2101-01

SS 876 0019

EN 868-5:1999
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(Tiéu chuan phwong phap thir dé phat hién téng
lwong ro ri trong bao goi y té x6p bang ap lwc bén
trong (phép thtr Bubble)

Alcohol repellency on nonwoven fabrics
(Chat lam vai khéng dét khéng tham ruou)

Standard test method for microbial ranking of porous
packaglng materials (Exposure chamber method)
[Tieu chuan phuwong phap thtr mui héi do vi khuén
trong vat liéu bao goi xbp (phwong phap budng tiép
xuc)]

Sterilization — Sterile supply — Sterilization paper
for bags and tube packings — test; subclause 2.14:
Testing for germ proofness in moisture and clause
15: Testing for germ proofness with passage of air

(Tiét khudn — Cung cap v6 khuan — Gidy v6 khuan
dung cho bao géi dang tui va 6ng — Thir nghiém:;
diéu 2.14: Thtr nghiém tinh ngan vi trung trong hoi
4m va diéu 15: Th&r nghiém tinh ngan vi tring khi c6
khéng khi di qua)

Specification for paper for steam sterilization paper
bags, pouches and reels for medical use

Appendix C: Methods for determination of methylene
blue particulate penetration

(Yeu cau ky thuat déi voi glay dung lam tdi, bao nhd
va 6ng cudn duwoc tiét khuin bang hoi nuwéc dé st
dung trong y té

Phu luc C: Phwong phap xac dinh sy thAm hat
metylen xanh)

Test method for evaluating the bacterial filtration
efficiency (BFE) of medical face masks materials,
using a biological aerosol of staphylococcus aureus
(Phwong phap thtr danh gia hiéu qua loc vi khuén
(BFE) ctia vat liéu lam mat na dap mat trong y té
bang cach dung khi dung sinh hoc staphylococcus
aureus

Health care textiles — Bacterial penetration — Wet
(Vai dung trong y t& — Qua trinh tham nhap cua vi
khuan — Am wét)

Packaging materials and systems for medical
devices which are to be sterilized — Part 5: Heat and
self- sealable pouches and reels of paper and plastic
film construction — Requirements and test methods
(Annex C: Determination of peel characteristics of
paper/plastic laminate products)

[Hé thdng va vat liéu bao géi dung cho trang thiét bj
y té da tiét khudn — Phan 5: Ong va tui tw niém kin
va niém kin bang nhiét c6 cu truc tir gidy va mang
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Thtr nghiém tinh
nang
(Performance
testing)

pH

Ap suétro ri
(Pressure leak)

Son va phu
(Printing and
coating)
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ASTM D4169:2001

ISTA1,2,va 3
Series

ISO 4180-1:1980

EN 868-8:1999

ISO 6588-1:2005

ISO 6588-2:2005

ASTM F 2338:2003

ASTM F2250:2003

ASTM F2252:2003

chat déo — Yéu ciu va phuong phap tho ]
(Phu luc C: Xac dinh dac tinh boc ra cla san pham
giay/nhya gom nhiéu 16p)]

Practice for performance testing of shipping
containers and systems

(Thwe hanh thir nghiém tinh nang cta vat chra va
hé thédng van chuyén hang bang tau thay)

International Safe Transit Association Preshipment
Test Procedures

(Quy trinh th& nghiém trudc glri hang két hop voi
quéa canh an toan qubc té)

Complete, filled transport packages — General rules
for the compilation of performance test schedules —
Part 1: General principles

(Bao géi tdbng thé da dwoc lam day dé van chuyén —
Qui tdc chung dé lap ké& hoach thtr nghiém tinh
nang — Phan 1: Nguyén tac chung)

Packaging materials and systems for medical
devices which are to be sterilized — Part 8: Re-
usable sterilization containers for steam sterilizers
conforming to EN 285 — Requirements and test
methods

(Hé thdng va vat liéu bao goi dung cho trang thiét bj
y té da tiét khudn — Phan 8: Vat ch(ra tiét khuén cé
thé st dung lai ding cho may tiét khuan bang hoi
nwdc néng phu hop véi EN 285 — Yéu ciu va
phwong phap thi)

Paper, board and pulps — Determination of pH of
aqueous extracts — Part 1: Cold extraction

(Gidy, cacténg va bot gidy — Xac dinh pH cla chét
chiét dang nwéc — Phan 1: Chiét lanh)

Paper, board and pulps — Determination of pH of
aqueous extracts — Part 2: Hot extraction

(Gidy, cacténg va bot gidy — Xac dinh pH cla chét
chiét dang nwéc — Phan 1: Chiét nong)

Standard Test Method for Nondestructive Detection
of Leaks in Packages by Vacuum Decay

(Tiéu chuan phwong phap thtr khdng pha huy phat
hién ro ri trong bao géi bang chan gidm chan

Standard Practice for Evaluation of Chemical
Resistance of Printed Inks and Coatings on Flexible
Packaging Materials

(Tiéu chuén thyc hanh danh gia do bén hoa cla
muc in va I&p phi trén vat liéu bao géi mém déo)

Standard Practice for Evaluating Ink or Coating
Adhesion to Flexible Packaging Materials Using
Tape

(Tiéu chuén thwc hanh danh gia sw bam dinh cda



Dam thing
(Puncture)

D6 bén niém kin
(Seal strength)

Tinh dién
(Static electricity)

Sulfat
(Sulfates)

D6 chju bén xé rach
(Tear resistance)

ASTM D1709:2001

ASTM F1306:1998

ASTM D3420:2002

ASTM F88:2000

ASTM F1140:2000

ASTM F2054:2000

EN 868-5:1999,
Phu luc D

BS 6524:1989

ISO 9198:2001

ASTM D1922:2000
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muc in hodc I&p pha dinh dbi véi vat liéu bao goi
déo st dung dai bang)

Standard test method for impact resistance of plastic
film by free-falling dart method

(Tiéu chuan phwong phap thtr d6 bén chiu va dap
clia mang phim bang phwong phap ném roi tw do)

Standard test method for slow rate penetration
resistance of flexible barrier films and laminates
(Tiéu chuén phwong phap thtr d6 bén chju thAm v&i
tdc dd6 cham cuia mang ngan déo va nhiéu 16p)

Standard test method for pendulum impact
resistance of plastic film

(Tiéu chuan phwong phap thir dd bén chiu va dap
con lac ciia mang chéat déo)

Standard test method for seal strength of flexible
Barrier materials

(Tiéu chuan phwong phap thir dd bén niém kin cta
vat liéu ngan déo)

Standard test methods for failure resistance of
unrestrained and nonrigid packages for medical
applications

(Tiéu chuan phwong phap thtr dd bén chiu tinh
trang khoéng thich hgp cta bao géi khéng clrng va
khéng kéo cang duwoc trong cac (rng dung vy té)

Standard test method for burst testing of flexible
package seals using internal air pressurization within
restraining plates

(Tiéu chuan phwong phap thir di véi thir nghiém
chiu buc cGa dau niém kin bao géi déo bang cach
gay ap lwc khéng khi bén trong tAm ngan cach)

Packaging materials and systems for medical
devices which are to be sterilized — Part 5: Heat
and self- sealable pouches and reels of paper and
plastic film construction — Requirements and test
methods

(Hé thdng va vat liéu bao goi dung cho trang thiét bj
y té da tiét khudn — Phan 5: Ong va tui tw niém kin
va niém kin bang nhiét c6 cau truc tir gidy va mang
chat déo - Yéu cau va phwong phap thir)

Method for determination of the surface resistivity of
a textile fabric

(Phwong phap xac dinh dién tré suat bé mét cla
s¢i dét)

Paper, board and pulps — Determination of water-
soluble sulfates

(Gidy, cactdng va bot gidy — Xac dinh sulfat hoa tan
trong nuwéc)

Standard test methods for propagation tear
resistance of plastic film and thin sheeting by
pendulum method
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DPac tinh bén kéo
(Tensile properties)

Do day/mat dé
(Thickness/Density)

RO ri chan khéng
(Vacuum leak)

Kiém tra bang méat
thuwdng
(Visual inspection)
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ASTM D1938:2002

ISO 1974:1990

ISO 1924-2:1994

ASTM D882:2002

ISO 534:2005

ASTM D645:1997

ASTM F2251-03

ASTM D3078:1994

EN 868-8:1999

ASTM F1886:1998

(Tiéu chuan phwong phap thtr déi véi do bén chiu
xé cia mang nhwa va tdm méng bang phwong phap
con lac)

Standard test method for tear-propagation resistance
(trouser tear) of plastic film and thin sheeting by a
single tear-method

[Tiéu chuan phwong phap ther dbi véi dd bén chiu
xé (xé 6ng quan) ctia mang phim va tAm méng bang
phwong phap xé rach moét lan]

Paper — Determination of tearing resistance
(Elmendorf method)

[Gidy — Xac dinh d® bén xé (Phwong phap
Elmendorf)]

Paper and board — Determination of tensile
properties — Part 2: Constant rate of elongation
method

(Gidy va cactdng — Xac dinh dac tinh kéo — Phan 2:
Ty |& khong dbéi ctia phwong phap thir d6 gian dai)

Standard test method for tensile properties of thin
plastic sheeting

(Tiéu chuan phwong phap thir cac dac tinh kéo cua
mang plastic méng)

Paper and board — Determination of thickness,
density and specific volume

(Gidy va cacténg — Xac dinh do day, ty trong va thé
tich theo trong lvgng)

Standard test method for thickness of paper and
paperboard

(Tiéu chuan phwong phap thir d6 day cta gidy va
cac téng)

Standard test method for thickness measurement of
flexible packaging materials

(Tiéu chuan phwong phap do d6 day cla vat liéu
bao goi déo)

Standard test method for determination of leaks in
flexible packaglng by bubble emission

(Tiéu chuén phuong phap thu xac dinh ro ri trong
bao go6i déo bang cach lam ndi bot bong béng)

Packaging materials and systems for medical
devices which are to be sterilized — Part 8: Re-
usable sterilization containers for steam sterilizers
conforming to EN 285 — Requirements and test
methods

(Hé théng va vat liéu bao goi dung cho trang thiét bj
y té da tiét khudn — Phan 8: Vat ch(ra tiét khuén cé
thé st dung lai ding cho may tiét khuan bang hoi
nwéc ndng phu hop véi EN 285 — Yéu cau va
phwong phap thi)

Standard test method for determining integrity of

seals for medical packaging by visual inspection
(Tiéu chudn phwong phap th&r xac dinh tinh nguyén



Po chiu nwéc
(Water resistance)

Buc do 4m trong
diéu kién am wot
(Wet burst in wet
condition)

Pac tinh kéo wét
(Wet tensile
properties)

EN 868-8: 1999

ISO 811:1981

EDANA 170-1-02:

ASTM D779-03

EN 20535:1994

ISO 3689:1983

ISO 3781:1983
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ven cta niém kin dbi véi bao goi y té bang cach kiém
tra bang mét thuwong)

Packaging materials and systems for medical
devices which are to be sterilized — Part 8: Re-
usable sterilization containers for steam sterilizers
conforming to EN 285 — Requirements and test
methods

(Hé thdng va vat liéu bao goi dung cho trang thiét bj
y té da tiét khudn — Phan 8: Vat ch(ra tiét khuén cé
thé st dung lai ding cho may tiét khuan bang hoi
nwdc néng phu hop véi EN 285 — Yéu ciu va
phwong phap thi)

Textile fabrics — Determination of resistance to
water penetration — Hydrostatic pressure test

(Soi dét — Xac dinh dd bén chiu ngdm nuwéc — Tho
nghiém ap lwc thuy tinh)

Wet barrier — Mason Jar
(Ngan 4m — Mason Jar)

Standard test method for water resistance of paper,
paperboard, and other sheet materials by dry
indicator method

(Tiéu chuan phwong phap thtr d6i véi doé bén chiu
nwdc cla gidy, cactdng va vat liéu tdm khac bang
phuwong phap chét chi thi kho)

Paper and board — Determination of water
absorptiveness — Cobb method

Giay va cactdng — Xac dinh d6 hap thu nwéc —
Phwong phap Cobb

Paper and board — Determination of bursting
strength after immersion in water

(Gidy va cactdng — Xac dinh dd bén chiu buc sau
khi ngdm trong nwéc)

Paper and board — Determination of tensile strength
after immersion in water

(Gidy va cactdng — Xac dinh dé bén chiu kéo sau
khi ngdm trong nwéc)
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Phu luc C
(quy dinh)

Phwong phap thir dd bén chéng thau khi ctaa vat liéu khéng tham

C.1 Vat ligu khong thdm dbi véi hé théng bao vé vo khudn phai dwoc thtr do thau khi theo

ISO 5636-5.

Tiéu chudn th: sau it nhat 1 h s& khong cé sw di chuyén cé thé nhin thay cta xylanh, vé&i dung

sai £ 1 mm.

C.2 Phuwong phap thtr khac coé thé dwoc str dung dé kiém soat va th&r nghiém san xuét hang
ngay, tuy nhién, nhirng phwong phap d6 phai dwoc danh gia xac nhan dé lam phwong phap thir
dbi chirng (xem C.1) dbi v&i vat liéu da st dung.

CHU THICH Vi du vé nhixng phwong phap nhu vay dwoc liét ké trong Phu luc B. Nhirng phwong phap
khac dé& xac dinh d6 thau khi, chdng han nhw phwong phap Schopper dé xac dinh do thau khi theo

ISO 5636-2 c6 thé dwoc ap dung. Cac yéu td bién dbéi dbi véi cac loai dung cu khac nhau s dung trong
phuwong phap thay dbéi dé xac dinh dd thiu khi dwoc néu trong 1ISO 5636-1.
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Thw muc tai liéu tham khao
TCVN 3649:2007 (ISO 186:2002) Gidy va cactong — LAy mau dé xac dinh chat lvong
trung binh

TCVN 7790-1 (ISO 2859-1) Quy trinh l4&y mau dé kiém tra dinh tinh — Phan 1: Chuong

trinh 14y mau dwoc xac dinh theo gi¢i han chat lwgng chip nhan (AQL) dé kiém tra tirng 16
ISO 5636-1:1984, Paper and board — Determination of air permeance (medium
range) — Part 1: General method [Gidy va cactdng — Xac dinh do thiu khi (khoang trung

binh) — Phan 1 : Phwong phap chung]

ISO 5636-2:1984, Paper and board — Determination of air permeance (medium
range) — Part 2: Schopper method [Gidy va cactdng — Xac dinh d6 thau khi (khodng trung
binh) — Phan 2 : Phwong phap Schopper]

ISO 5636-5:2003 Paper and board — Determination of air permeance (medium range) —
Part 5: Gurley method [Gidy va cac téng — Xac dinh d6 thdu khi (khodng trung binh) —
Phan 5: Phwong phap Gurlay]

TCVN ISO 9001:2000 (ISO 9001:2000) Hé théng quan ly chat lwgng — Cac yéu cau
TCVN 7391-1:2004 (ISO 10993-1:2003), Panh gia sinh hoc dbi vai trang thiét bi y té —
Phan 1: Danh gia va th&r nghiém

TCVN 7392 (ISO 11135) Trang thiét bj y t& — Xac nhan va kiém soat thworng qui tiét khuén
bang etylen o6xit

ISO 11137-1:2006, Sterilization of health care products — Radiation — Part 1:
Requirements for development, validation and routine control of a sterilization process for
medical devices (Tiét khudn san phdm chdm séc strc khoé — Blrc xa — Phan 1: Yéu cau
nghién clru, xac nhan va kiém soat thwérng quy qua trinh tiét khuan trang thiét bj y té)

ISO 11137-2:2006, Sterilization of health care products — Radiation — Part 2:

Establishing the sterilization dose (Tiét khuidn san phdm cham séc strc khoé — Birc xa —
Phan 2: Thiét lap liéu tiét khuan)

ISO 11137-3:2006, Sterilization of health care products — Radiation — Part 3: Guidance on
dosimetric aspects (Tiét khudn san phdm cham séc strc khoé — Birc xa — Phan 3: Hwéng

dan vé khia canh phép do liéu lvong)

ISO/TS 11139:2006, Sterilization of health care products — Vocabulary (Tiét khudn san

pham cham séc strc khoé — Tl vng)
TCVN 7394-2:2008 (ISO 11607-2:2006), Bao g6i trang thiét bj y té da tiét khuan —
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Phan 2: Yéu cau danh gia xac nhan dbéi v&i qua trinh tao hinh, niém kin va lap rap

TCVN/ISO 13485:2004 (ISO 13485:2003), Dung cu y t& — Hé théng quan Iy chat lwong —

Yéu cau ddi v&i cac muc dich ché dinh

ISO 13683:1997, Sterilization of health care products — Requirements for validation and
routine control of moist heat sterilization in health care facilities (Tiét khudn san pham
cham séc strc khoé — Yéu ciu xac nhan va kiém soat thwdng qui tiét khudn bang hoi néng
trang thiét bi cham séc src khoé)

ISO 14937:2000, Sterilization of health care products — General requirements for
characterization of a sterilizing agent and the development, validation and routine control
of a sterilization process for medical devices (Tiét khudn sdn phdm cham séc sirc khoé —
Yéu cau chung ddi véi dac tinh chat tiét khudn va nghién clu, xac nhan va kiém soat
thwdng qui qua trinh tiét khuan trang thiét bj y té)

ISO 17665-1:2006, Sterilization of health care products - Moist heat - Part 1:
Requirements for the development, validation and routine control of a sterilization process
for medical devices (Tiét khudn sdn phdm cham séc sirc khoé — Hoi néng — Phan 1: Yéu
cau dbi véi nghién clru, xac nhan va kiém tra thwéng quy qua trinh tiét khuan déi véi trang
thiét bj y té)

EN 285:1996, Steam sterilizers — Large sterilizers (May tiét khuidn bang hoi néng — May
tiét khuan c& 16n)

EN 550:1994, Sterilization of medical devices — Validation and routine control of ethylene
oxide sterilization (Tiét khudn trang thiét bj y t& — Xac nhan va kiém soat thwong qui tiét
khuan bang etylen 6xit)

EN 552:1994, Sterilization of medical devices - Validation and routine control of
sterilization by irradiation (Tiét khuan trang thiét bj y t& — Xac nhan va kiém soat thuwéong
qui tiét khuan bang birc xa)

EN 554:1994, Sterilization of medical devices - Validation and routine control of
sterilization by moist heat (Tiét khuan trang thiét bi y té — Xac nhan va kiém soat thuwéong
qui tiét khuin bang hoi néng)

EN 868-1:1997, Packaging materials and systems for medical devices which are to be
sterilized — Part 1: General requirements and test methods (Hé théng va vat liéu bao goi
dung cho trang thiét bj y t& da tiét khuidn — Phan 1: Yéu ciu chung va phwong phap thir)
EN 868-2:1999, Packaging materials and systems for medical devices which are to be
sterilized — Part 2: Sterilization wrap — Requirements and test methods (Hé théng va vat

liéu bao goi dung cho trang thiét bj y té da tiét khudn — Phan 2: Goi tiét khudn — Yéu cau
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[23]

[26]

[27]

[28]

[29]

[30]
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va phwong phap th)

EN 868-3:1999, Packaging materials and systems for medical devices which are to be
sterilized — Part 3: Paper for use in the manufacture of paper bags (specified in EN 868-4)
and in the manufacture of pouches and reels (specified in EN 868-5) — Requirements and
test methods [Hé théng va vat liéu bao goi dung cho trang thiét bi y t& da tiét khuin —
Phan 3: Gidy dung dé san xuét tai gidy (quy dinh trong EN 868-4) va trong san xuét tui
nhd va éng cudn (quy dinh trong EN 868-5) — Yéu cau va phwong phap thir]

EN 868-4:1999, Packaging materials and systems for medical devices which are to be
sterilized — Part 4: Paper bags — Requirements and test methods (Hé théng va vat liéu bao
goi dung cho trang thiét bj y t& da tiét khudn — Phan 4: Tui gidy — Yéu cau va phwong phap
ther)

EN 868-5:1999, Packaging materials and systems for medical devices which are to be
sterilized — Part 5: Heat and self-sealable pouches and reels of paper and plastic film
construction — Requirements and test methods (Hé théng va vat liéu bao goéi dung cho
trang thiét bj y té da tiét khuan — Phan 5: Ong va tui tw niém kin va niém kin béng nhiét co
cu truc tir gidy va mang chat déo — Yéu ciu va phwong phap thir)

EN 868-6:1999, Packaging materials and systems for medical devices which are to be
sterilized — Part 6: Paper for the manufacture of packs for medical use for sterilization by
ethylene oxide or irradiation — Requirements and test methods (Hé& théng va vat liéu bao
goi dung cho trang thiét bj y té da tiét khudn — Phan 6: Gidy san xuéat bao géi dé s dung y
t& cho tiét khuan bang etylen oxit va blrc xa — Y&u cau va phwong phap thir)

EN 868-7:1999, Packaging materials and systems for medical devices which are to be
sterilized — Part 7: Adhesive coated paper for the manufacture of heat sealable packs for
medical use sterilization by ethylene oxide or irradiation — Requirements and test methods
(Hé théng va vat lieu bao géi dung cho trang thiét bj y té da tiét khudn — Phan 7: Gidy
trang dinh san xuét bao géi dé st dung y té cho tiét khuan bang etylen oxit va bitrc xa —
Yéu cau va phwong phap thir)

EN 868-8:1999, Packaging materials and systems for medical devices which are to be
sterilized — Part 8: Re-usable sterilization containers for steam sterilizers conforming to EN
285 — Requirements and test methods (Hé théng va vat liéu bao goi diing cho trang thiét bj
y t& da tiét khudn — Phan 8: Vat chira tiét khudn cé thé s dung lai dung cho may tiét
khuan bang hoi nwéc nédng phu hop véi EN 285 — Yéu cau va phwong phap thir)

EN 868-9:2000, Packaging materials and systems for medical devices which are to be

sterilized - Part 9: Uncoated nonwoven materials of polyolefines for use in the
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[32]

[33]
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[33]

[36]

[37]

[38]

[39]
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manufacture of heat sealable pouches, reels and lids — Requirements and test methods
(Hé thdng va vat liéu bao goéi dung cho trang thiét bj y té da tiét khuadn — Phan 9: Vat liéu
khong soi khong trang polyolefin dé st dung trong san xuét tui, gidy cudén va nap niém kin

bang nhiét — Yéu cau va phuong phap tho)

EN 868-10:2000, Packaging materials and systems for medical devices which are to be
sterilized — Part 10: Adhesive coated nonwoven materials of polyolefines for use in the
manufacture of heat sealable pouches, reels and lids — Requirements and test methods
(Hé thdng va vat liéu bao goi dung cho trang thiét bj y t& da tiét khudn — Phan 10: Vat liéu
khong soi trang chéat két dinh polyolefin d& s dung trong san xuét tdi, gidy cudn va nap

niém kin bang nhiét — Phan 10: Yéu ciu va phwong phap thk)

EN 1422:1997, Sterilizers for medical purposes - Ethylene oxide sterilizers -
Requirements and test methods (May tiét khuan dung trong y t& — May tiét khuan bang

etylen oxit — Y&u cau va phwong phap thir)

EN 13795-1:2002, Surgical drapes, gowns and clean air suits, used as medical devices for
patients, clinical staff and equipment — Part 1: General requirements for manufacturers,
processors and products (Rém, 4o choang va bdé quan 4o lam sach bang khéng khi dung
trong phau thuat, s& dung nhuw trang thiét bi y t& cho b&nh nhan, nhan vién va thiét bj 1am

sang — Phan 1: Yéu ciu chung dbi v&i ngudi san xuét, bé x& ly va san pham)

EN 14180:2003, Sterilizers for medical purposes — Low temperature steam and
formaldehyde sterilizers — Requirements and testing (May tiét khuan dung trong y té — May
tiét khuan bang formandehyt va hoi nwéc nhiét do thap — Yéu ciu va the nghiém)

ANSI/AAMI ST65:2000, Processing of reusable surgical textiles for reprocessing in

health care facilities
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