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L& néi ddu
TCVN 13411:2021 hoan toan twong duwong véi BS EN 14126:2003;

TCVN 13411:2021 do Vién Trang thiét bi v Cong trinh y té bién
soan, Bo Y t& dé& nghi, Téng cuc Tiéu chudn Do Irdng Chét lueng
tham dinh, B Khoa hoc va Cong nghé cdng bé.
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L giéi thigu
Quan 4o bao vé& chéng lai c4c tac nhan lay nhiém c6 hai chikc néng chinh:
— ngan chan cac tac nhan lay nhiém tring tiép can véi da (co thé bj thuong),

- ngan chén sy Iy lan cla céc tac nhan lay nhiém sang nguwéi khac va céc tinh huéng khac, vi dy:
n ho#ic uéng khi ngui d6 da cdi bé quan do bdo vé fao dong.

Trong nhidu tinh hudng céng viéc, vi dy: cac phong thi nghiém vi sinh, san xuét céng nghé sinh hoc,
v.v ... c6 thé ngan chan céc tac nhan lay nhiém va han ché nguy co phoi nhiém khi xdy ra tai nan.
Trong nhi¥ng tinh hudng nay, cac tac nhan ma nguwdi lao dong c6 thé tiép xac, thwing da dugc biét
rd. Trong cac loai hinh cdng viéc khéc, cé4c sinh vét khéng thé dwec kiém soat, khién nguwei lao déng
lién tuc cé rii ro lay nhiém bdi cac tac nhan sinh hoc. Bidu ndy xdy ra, vi du: trong cdng viéc thoat
nuére, xt Iy chét thai, cham séc dgng vat b nhiém cac tac nhan lay truyén tir dong vat, don dep khan
cép, xtr Iy chét thai rii ro bénh vién, v.v ... Trong nhing tinh huéng nay, nhirng tdc nhan ma nguéi
lao dgng tiép xuc cé thé khdng dwgc biét, mic du cé thé danh gia dwgc nhivng nguy co cé thé xay ra.

Vi sinh vat [& mét nhém sinh vat rdt da dang vé kich thwéc, hinh dang, diédu kién sdng, liéu lwgng lay
nhiém, kha nang séng sét va nhiéu théng sé khac. Riéng kich thuéc clia ching co thé dao dong tir
30 nm (virut bai liét) dén 5 um dén 10 um (vi khuan) va tham chi Ién hon (hdu hét cac leai ndm). Co
thé tim thdy phan loai nguy co vi sinh vat trong Chi thj Chau Au 2000/54 /EEC (vé viéc bdo vé ngudi
lao déng khéi rti ro lién quan dén viéc tiép xtc véi cac tac nhan sinh hoc tai noi lam viéc).

Do tinh khéng ddng nhét clia cac vi sinh vat, khang thé xac dinh cac tiéu chi hoat déng trén co s&
cé&c nhém rli ro, cling nhu trén loai vi sinh vat. Ngoai ra, ciing ¢¢ thé khéng xac dinh dwgc chinh xac
cac sinh vat ma ngudi lao dong tiép xuc. Do d6, cac phuwong phap thir durge quy dinh trong tiéu
chué_n ndy tap trung vao méi trwérng chira vi sinh vat, chng han nhu chét 1dng, chat khi dung hodc
céc tiéu hat bui rin. Phan tich ri ro cin xac dinh nhirng i ro nao trong sé nhirng rdi ro nay hién
dién trong mét tinh hudng nhét dinh.
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Quin 40 bado vé — Yéu ciu tinh ning va cac phwong phap thir
quan 4o bao vé chéng lai cac tac nhan lay nhiém

Protective clothing — Performance requirements and tests methods for protective clothing against

infective agents

1 Pham vi ap dung

Tiéu chudn nay qui dinh cac yéu cAu va phuwong phap thir nghiém déi véi quan ao bio vé tai sir dung
va gi&i han st dung cung cép sy bdo vé chéng lai cac tac nhan lay nhiém.

Tiéu chuin nay khéng ap dung cho quén 4o dgi ngG phéu thudt mic hay khan tréi [én trén bénh nhan
dé ngan ngira nhiém trling chéo trong c4c can thiép phau thuét.

2 Tailiéu vién din
Céc tai liéu vién dan sau day la can thiét d& ap dung tiéu chudn nay. Déi véi céc tai lidu vién dan ghi

ndm cong b thi 4p dung bén duoc néu. DG véi cac tai liéu vién dan khong ghi nam cong bé thi 4p
duyng phién ban méi nhét, bao gdm ca cac stra ddi, b sung (néu cé).

EN 340", Protective clothing - General requirements (Quén 4o b&o vé - Yéu cdu chung)

EN 465", Protective clothing - Protection against liquid chemicals — Performance requirements for
chemical protective clothing with spray-tight connections between different parts of the clothing (Type
4 Equipment) [Quén 4o bdo vé - Bdo vé chéng lai céc héa chét Idng — Yéu cdu tinh ndng d6i voi quan
do bdo vé hoa chét cé céc két nbi kin chdng phun xit gitka céc phdn khic nhau cia quén 4o (Thiét bj
Logi 4)]

EN 466", Protective clothing - Protection against liquid chemicals — Performance requirements for
chemical protective clothing with liquid-tight connections between different parts of the clothing (Type
3 Equipment) [Quén o béo vé - Bao vé chéng lai cac hoa chét long — Yéu céu tinh nang déi véi quén
4o bdo vé hda chét cd cac két néi kin chét Idng gitka cdc phan khéc nhau cta quéan do (Thiét b Loai
3]

EN 467", Protective clothing - Protection against liquid chemicals — Performance requirements for
garments providing protection to parts of the body (Quan o bdo vé - Bdo vé chéng lai cac hba chat
16ng - Yéu cau tinh ndng dbi véi trang phuc cung c4p st bdo vé dén céc phéan clia co thé)

EN 868-1, Packaging materials and systems for medical devices which are fo be sterilized — Part 1:
General requirements and test methods (Vét ligu va cac hé théng bao bi ding cho thiét bj y té cén
duwr tiét tring - Phén 1: Yéu cdu chung va phuong phép thir)
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EN 943-1, Protective clothing against liquid and gaseous chemicals, including liquid aerosols and
solid particles - Part 1: Performance requirements for ventilated and non-ventilated “gas-tight' (Type
1) and “non-gas-tight” (Type 2) chemical protective suits [Quan 4o bdo vé chdng lai cac chét héa hoc
dang I6ng va khi, ké cé céc chét khi dung Idng va céc tiéu hat rdn — Phan 1: Yéu cdu tinh nang dbi
voi quén 4o béo vé héa chét dugc thong khi va khdng dugc théng khi “kin chét khi™ (Loai 1) va
“khéng kin chét khi” (Loai 2)]

EN 943-2, Protective clothing against liquid and gaseous chemicals, including liquid aerosols and
solid particles — Part 2: Performance requirements for “gas-tight” (Type 1) chemical protective suits
for emergency teams (ET) [Qudn 4o bdo vé chdng lai cdc héa chét Iong va khi, ké ca céc chét khi
dung tong va céc tiéu hat rin — Phdn 2: Yéu cdu tinh nang déi véi qudn do bdo vé “kin chat khi" (Loai
1) ding cho céc doi khan cép (ET)]

prEN 13034, Protective clothing for use against liguid chemicals - Performance requirements for
chemical protective clothing offering limited protective performance against liquid chemicals (type 6
equipment) [Quén &o bdo vé dé str dung chdng lai cic hoa chét Iéng — Yéu cdu tinh ndng doi voi
quén 4o bdo vé héa chét cung cép tinh nang béo vé gi6i han chéng lai cac chéat tba hoc Idng (thiét bj
Loai 6)]

EN 13795-1, Surgical drapes, gowns and clean air suits, used as medical devices, for patients,
clinical stuff and equipment - Part 1: General requirements for manufacturers, processors and
products (Khan trai, 4o choang phau thuat va frang phuc sach khong khi, ste dung nhuw thiét bj y &,
cho bénh nhéan, nhén vién y té va trang thiét bj - Phan 1: Yéu cdu chung doi v&i nha sén xuét, co s¢
Xt Iy va cédc san phdm)

prEN 1SO 13982-1, Protective clothing for use against solid particulate chemicals - Part 1.
Performance requirements for chemical protective clothing providing protection to the full body
against solid particulate chemicals (type 5 clothing) (ISO/DIS 13982-1:2000) [Quén do béo vé dé st
dung chéng lai cdc héa chét hat rin — Phan 1: Yéu cau tinh ndng d6i voi quén &o bdo vé hda chét
cung cap sw bédo vé todn b co thé chéng lai céc héa chét dang hat rdn (qudn &o Loai 5) (ISO/DIS
13982-1:2000)]

PrEN 14325, Protective clothing against chemicals - Test methods and performance classification of
chemical protective clothing materials, seams, joins and assemblages (Quén 4o bdo vé chdng lai hba
chét — Phuong phép thir vé phén loai tinh nding cia céc vét liéu may quén 4o bdo vé héa chét, céc
dudng may, ché néi va méi ghép)

EN 20139, Textiles - Standard atmospheres for conditioning and testing (ISO 139:1973) [Hang déf —
Céc méi truong tiéu chudn dé én dinh va thir nghiém (1SO 139:1973)]

1) ban stra ddi hién dang dugorc tién hanh
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prCEN ISO/TR 11610, Protective clothing - Glossary of terms and definitions. (ISO/DTR 11610:2002)
{Quén do bao vé - Bang thust ngi va djnh nghia (ISO/DTR 11610:2020)]

ISO/FDIS 16603, Clothing for protection against contact with biood and body fluids - Determination of
the resistance of protective clothing materials to penetration by blood and body fluids - Test method
using synthetic blood (Quén do dé bdo vé chéng lai sw tiép xiic véi méu va céc dich co thé - Xéc dinh
khd nang khéng cta vat liéu qun 4o bdo vé chdng lai s xuyén tham béi méu va céc dich co thé -
Phuong phép thie nghiém s& dyng méau nhén tao)

_ISO/EDIS-16604 -Clothing-for protestion- against-contact with-blood and-body fluids -Determination-of
resistance of protective clothing materials fo penetration by blood-borne pathogens — Test method
using PhiX-174 Bacteriophage (Quén &o dé bdo vé chdng lai sw tiép xtc v&i mau va céc dich co thé
- X4c dinh khé ndng khéng cda vét liéu quén &o bdo vé chéng lai sy xuyén thdm bdi céc tac nhan gay
bénh theo dudong méu — Phuong phap thir nghiém st dung thuc khudn PhiX-174)

ISO/DIS 22611, Clothing for protection against infectious agents - Test method for resistance to
penetration by biologically contaminated aerosols (Quén 4o dé bdo vé chéng lai céc téc nhan lay
nhiém tring — Phuong phap thie nghiém khd ndng chéng xuyén thdm bdi céc chét khi dung nhidm

sinh hoc)

ISO/DIS 22612, Clothing for protection against infectious agents - Test method for resistance fo
penetration by biologically contaminant dust through protective clothing materials (Quan o dé bao vé
chéng lai céc tac nhén Iy nhiém tring — Phuong phap thir nghiém kha ndng chéng xuyén thdm béi
bui nhidm sinh hoc théng qua céc vét ligu may quén &o béo vé).

3 Thuéat nglr va dinh nghia

Trong tiéu chudn nay, 4p dung cdc thuat ngt va dinh nghfa cda prCEN ISO/TR 11610:2003 va thuat
ngi, dinh nghia sau:

31

Tac nhan lay nhiém (infective agent)

Cac vi sinh vat, ca nhieng loai da dugc bién déi gen, té bao nudi cay va ky sinh triing & ngudi ¢é kha
nang gay ra moi nhiém tring, dj ¢ng hay nhiém dac?

3.2

Quén 4o bao vé chédng lai céc tac nhan sinh hoc (protective clothing against biological agents)

B két hop quin 4o nhdm bdo vé da chéng lai sy phoi nhiém hodc tiép xtc voi cac tac nhan lay
nhiém

2) European Directive 90/679/EEC (Chi thj Chau Au 90/679/EEC) v& viéc bao v& nguwi lac dong khi rii ro lién
quan dén viéc tiép xtic véi cac tac nhan sinh hoc tai noi fam viéc.
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Vit lidu quin 4o bao vé chdng lai cac tic nhan lay nhiém (protective clothing material against
infective agents)

Moi vat ligu hay két hgp céc vat ligu st dung trong mét b quan 4o bao vé nhdm muc dich ngén c4ch
cac phan cla co thé khéi tidp xtic tric tiép véi mét tac nhan Iay nhiém

34

Trang phyc bio vé chéng lai cic tic nhan lay nhiém (protective suit against infective agents)

Trang phyc bdo vé chéng lai céc tac nhan Jay phidm cé thé nguy hidm cho_sirc khde. Mét trang_phuc
¢ thé cé cac loai bdo vé& bd sung khac nhau ching han nhir mi chum ddu, Gng va g3ng tay

4 Yéuciu

4.1 Yéu ciu vé vat lisu

4.1.1 Yéu cdu chung

Néu hwéng dn cham séc cho biét ring quan 4o cé thé dwec lam sach va x& Iy lai it nhét nam 1an,
thi chét ligu quan do bdo vé phai chju ndm chu ky lam sach va x Iy lai theo hwéng dan cham séc
clia nha san xuat trudre khi thir nghiem.

Néu hwréng dan cham séc quy dinh sd chu ky 1am sach /tai x¥ Iy thap hom, thi vat lidu phai tuan theo
sb chu ky lam sach/tai xtr ly da chi ra.

Triz khi ¢6 quy dinh khac trong quy trinh thi nghigm lién quan, cac mau thlr phai dwec n dinh it nhét
24 h trong mai triréng (20  2) °C va d6 dm tuong déi (65 + 5) % trwéc khi thlr nghiém, Thir nghiém
phdi duoc thyc hién trong ciing méi trwdng khong khi hodc trong vong 5 min k& tir khi [dy mau ra
khai méi trudrng n dinh.

4.1.2 Céc yéu cdu co hoc va tinh dé chay

Vat liéu phai dwgc thir nghiém va phan loai theo cac phurong phap thir nghiém va hé théng phan loai
tinh ndng quy dinh trong-cac phan lién quan ctia prEN 14325.

4.1.3 Céac yéu ciu héa hoc

Néu dwoc cong bd bao vé chéng lai cac chit hoa hoc, vat liéu phai duoc thiy nghiém va phan loai
theo cac phwrong phap thir nghiém va hé théng phan loai tinh ndng quy djnh trong cac phan lién quan
clia prEN 14325,

10
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Bang 1 - Phén loai chéng xuyén thdm b&i cac chét 1dng nhiém bén dwéi ap lye thily tinh

(ISOIFDIS 16604)
Lop Ap lwe thily tinh tai d6 vat liéu qua dworc thir
nghiém

6 20 kPa

5 14 kPa

4 7 kPa

3 3,5kPa

2 1,75 kPa

1 0 kPa*
* Biéu nay co ngha 1a vat liu chi tiép xic v&i ap lwc thly tinh cla chét idng trong
té bao thi nghiém.

'4.1.4 Cac yéu cdu tinh ning chdng lai sw xuyén thim bdi cac tac nhan lay nhiém
4.1.4.1 Chéng xuyén thdm b&i cac chat Iong nhidm bin dwéi ap lwe thiy tinh

Khi dwgc thir nghiém theo ISO/FDIS 16603 va ISO/FDIS 16604, vat liéu phai dwgc phan loai theo céc
mt¥e d4 tinh nang néu trong Bang 1, nhw da thu dwgc trong thi nghiém thire khuan (ISO/FDIS 16604),
CHU THICH: Thi¥ nghigém mau téng hop (ISO/FDIS 16603) dwyc st dung cho cac myc dich sang lgc, tire |3 dé
di doan mirc d6 dy kién xdy ra xuyén thdm khi thire hién thir nghiém thue khudn (ISO /FDIS 16604).

4.1.42 Chéng xuyén thdm b&i cac tac nhan ldy nhiém do tiép xic co hgc v&i cac chit chiva
cac chét Iong nhidm vi sinh
Khi thir nghiém theo Phy luc A, vat lidu cdn dugc phan loai theo cac mirc d6 tinh nang da néu trong
Bang 2.
Bang 2 - Phan loai kha ning chéng xuyén thim b&i tac nhan 14y nhiém do tiép xic
co hoc véi cac chét chiva chat Iong nhiém bén

Hang (loai) Théi gian xuyén qua, t (min)
6 t>75
5 60<t<75
4 45<t<s60
3 30<ts45
2 15<ts30
1 t< 15 min

11
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4.1.43 Chéng xuyén thdm boi cac chit khi dung 16ng nhiém bin

Khi thir nghiém theo ISO/DIS 22611, vat liéu cn duoc phan loai theo cadc mirc @6 tinh nang néu
trong Bang 3. '

Béng 3 - Phan loai kha ning chéng xuyén thim béi chat khi dung 16ng nhiém bén

Hang (loai) Ty 18 xuyén thdm (log)
3 log > 5
2 3<logs5
1 1<log<3

4.1.4.4 Chéng xuyén thdm béi cac tidu hat rin nhiém ban

Khi thtr nghiém theo ISO/DIS 22612, vit liéu can dwoc phan loai theo cac mirc d6 tinh nang da néu
trong Bang 4.

Bang 4 — Phan loai chéng xuy&n thdm béi tiéu hat rin nhiém ban

Hang (loai) Xuyén thdm (log cfu)
3 log €1
.2 1<logcfus2
1 2<logcfus3

4.2 Cac yéu cdu tinh ning dbi véi dwong may, chd nbi va mbi ghép

Duerng may, méi ndi va méi ghép clia quan 4o bao vé chdng lai cac tac nhan lay nhiém can dép tng
cac yéu cau quy dinh trong cac phan lién quan clia prEN 14325. D6 bén dudng may cin dugc phan
loai theo phan 5.5 clia prEN 14325:2001.

4.3 Nhirng yéu cau ciia trang phuc déng bd

Quéan 40 bdo vé chdng lai cac tac nhan lay nhiém cin dap tng cac yéu chu lién quan clia EN 340 va
cac yéu cau ddi véi trang phyuc déng bé quy dinh trong tiéu chudn lién quan déi véi quan &o bao vé
héa chét (xem Bang 5).

Vit liéu va thiét ké st dung phai khéng gay kich thich da.cling nhu khéng c6 bt ky dnh hudng c6 hai
nao Ién strc khoe.

CHU THICH: Trang phuc nén cang nhe va mém mai cang tit d& dam bao s thodi mai cho ngudri méac, khdng
can tré chuyén dong ddng thei van cung cip sy bao vé hiéu qua.

12
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Bang § — Cic loai quin 4o bio vé chéng tac nhan ldy nhiém

Loai quén o ~Tiéu chuén lign quan
Loai 1a, 1b, 1¢, 2 EN 943-1 (EN 943-2 ddi véi trang phuc
ET)

Loai 3 EN 466
Loai 4 EN 465
Loai 5 prEN ISO 13982-1
Loai 6 prEN 13034

Béo vé mot phan co thé EN 467

5 Ghinhan

Quén 4o can duge ghi nhan phi hep véi cac yéu cdu thich hop clia tiéu chun lién quan dbi voi
quan 40 bao va hoa chét.

Viéc ghi nhan quan do béo vé chéng c4c téc nhan Iy nhiém can chira thong tin b sung sau day:

a) sb hiéu tiéu chuén nay;

b) loai quin 4o bdo vé&, nhw quy dinh trong Bang 5, vé&i hau té B, vi du loai 3-B;

c) biéu twong "bao vé chéng lai nguy co sinh hoe™

6 Théng tin cung cép b&i nha san xuit

Théng tin cho nguwéi ding phai duoc di€n dat ré rang, khéng map mé va ngudi dwec dao tao co thé
hiéu dugc.

Théng tin cho ngudi st dung quan &o béo vé chéng lai cac tac nhan lay nhiém phai bao gém tht ca
cac thdng tin theo yéu cau clia EN 340 va tiéu chudn lién quan déi véi loai quin do bdo vé chéng héa
chét cy thé d6. Ngoai ra, né s& chira cac thdng tin sau:

a) sb hiéu cia tiéu chudn nay;

b} ky hiéu loai, vi dy: loai 3-B;
13
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c

d)
e

14

c4c tac nhan sinh hoc ma quan 4o bdo vé dd dwoc thir nghiém. Théng tin nay phai dwgc thé
hién dirdi dang cac mirc d6 tinh nang, nhir quy dinh trong 4.1.4.1 dén 4.1.4.4 dbi v&i cac loai thir
thach sinh hoc lién quan;

tat ca cac théng tin lién quan khac v& cac mire 49 tinh nang, tét nhat 1a & dang Bang;
théng tin can thiét cho. nhirng nguedi. dwge.dio tao vé:

{rng dung va gi¢i han st dung (pham vi nhiét 4§, v.v.);

néu lién quan, céc kiém tra ma ngudi mac phai thiee hién trerde khi st dung;.

1ap va didu chinh, va moi phy kién cin thiét d& cung cAp mirc do bao vé da cong bd;
sl dung;

béo duwéng, lam sach va khir khudn;

lwu triv;

néu lién quan, mdt canh bao vé cc van dé cé thé gap phai;

néu lién quan, tranh minh hoa, s by phan va danh d4u clia cac bd phan thay thé, v.v.

thai bé sau khi sir dung.
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Phuluc A

(quy dinh)

Phwong phép thir nghiém chéng xuyén thdm wét vi khudn wot
A.1 Nguyén ly thir nghiém
Phy luc nay mé ta phurong phap thir nghiém, véi thiét bi di kém, dé xac dinh kha nang cla vat liéu
chéng lai s\ xuyén tham clia vi khuan trong chét 16ng.

M4u thir dwc d3t 1én da thach khong ndp ndm trén dia quay. Bén trén mau thlr, 4t mot manh vat
liéu cho va mét miéng mang polyetylen HD day khoang 10 pm cé kich thuéc twong g, va cac vat
liéu dwec cb dinh bing vang thép déi.

Dt mot ngén tay chéng &n man Ién trén vét liéu cho dé tao mét lwc xac dinh én vat liéu cho va mau
thlr dé cho ching tiép xtc véi thach. Ngén tay dwgc &p vao vat liéu bing mét can xoay di chuyén bdi
mot ¢cam léch tam lam sao cho né di chuyén trén toan bd bé& mat clia dia trong vong 15 min. Khéi vat
liéu dwoc kéo cang bdi trong leong cla vong thép 1am sao d& mdi [an chi mét dién tich nhd cta miu
thz tiép xuc voi bé mat thach. Do tac déng két hop gitra co xat va dich chuyén chét 16ng ma vi khudn
c6 thé lay lan tlr vat liéu cho qua mau th( xudng bé mat thach.

Sau 15 min thir, thay thé dia thach va I13p lai th&r nghiém. Trong véng nam khodng thai gian 15 min
méi khodng, thi nghiém duwoc thuc hién véi cing mét cap vat liéu cho va miu thir nghiém. Bing
cdch dd, thir nghiém cho phép wéc tinh miec 4§ tham nhép theo thai gian.

Cuéi ciing, sw nhiém vi khudn trén mau thi dwoc wée tinh bing cach st dung k¥ thuat teong tw.
Céc dia thach dwoc ( dé co6 thé quan sat thiy cac khuan lac vi khun, sau d6 dugc dém.

Céc két qua duoc xt ly & dang tich Ity d& mé t3 khd nang chin va dong hoc xuyén thim clia vat
liéu.

CHU THICH: Phuong phép thir nay c6 thé dwoc hiéu chudin bing cach st dung vat lidu tham chidu cé déc tinh
EPP (xem A.6) trong pham vi tir 3,5 dén 4,0, vi du vai polyester 277 glcm® véi I9p hoan thién fluorocarbon,
dwoc gidt ba 1An, Vat ligu chudn tham chiéu phai dwoc déng géi trong tui tiét tring phi hop véi EN 868-1 (vat
liéu va hé théng déng géi cho céc thiét b y té& can tiét tring - Phan 1: Yéu cAu chung va phwong phap thir) va
duoc khir khudn bang hoi nudc & 121 °C.

A.2 Thuat ngiv va dinh nghia

Ap dung céac thuat ngl va dinh nghfa sau:
A.21

Pia thach (agar plate)

Dia petri chrra méi trieérng dinh dwéng thach vé khudn,
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A.2.2

Vat ligu mang (carrier material)

Vat liéu dwoc str dung d& chudn bj vat liéu cho.
A.2.3

Vit liéu pha (covering material)

V4t liéu duge st dung dé phil 18n ngudi, thiét bj hay mot sé bé mat dé ngain ngtra vi khudn & da phat
tan tir ngudi va fhodc ngan ngira vi khudn tir cac b& mdat khong vd khudn khéac dén dugc da bi tén
thurong (xem thém TCVN 13410-1 (BS EN 13795-1).

A24
Vit liéu cho (donor)

Vat ligu mang da duoc 1am nhiém ban véi mét lugng té bao sbng da biét tir mot chiing xac dinh cla
Staphylococcus aureus.

A25
Ngén tay (finger)

Mt bé phan cta dung cu diung dé thi nghiém kha nang chéng xuyén thdm vi khudn wét, dwoc sk
dung dé 1am cho vat liéu cho va mAu thir tiép xtc v6i b& mat dia thach tai mot diém.

A.2.6

Pia petri (Petri dish}

V4t dyng st dung dé chuén bj cac dia thach.
A.27

Mau thir (test specimen)

Mat manh vat liéu phd cin dwec thi nghiém xac dinh kha nang chdng xuyén tham vi khudn.
A.3 Thiét bi

A.3.1 Thiét bj/dung cy®

A.3.1.1 Ban xoay

Ban xoay gdm ba phan:

~ khoang déng co;

- gia d& dia thach;

3) Thiét bj c6 thé mua tir NS. Schiitt Labourtechnik, Rudolf-Wissel-Strate 11, D-37079 Géttingen, Dirc. Théng
tin nay dwoc cung cdp d& tao sy thuan tién cho ngudi st dyng tigu chuln nay va khéng cAu thanh sy chirng
thyee clia CEN/TC 162 déi véi san phdm duoc dit tén. Cac san phdm tuong dwong cé thé duoc st dyung néu
ching cé thé dan dén két qua tuong ty.
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— canh tay gil* ngon tay.

Khoang déng co chiva mat dong co dién, cac cong tac dién va bg truydn dong dén hai tryc quay di ra,
mét diing cho gia d& dia thach va mét cho cam I&ch tdm vén hanh canh tay git ngén. Chuyén déng
quay clia tryc chinh dong co dwoc truyén téi cac truc quay di ra nhé banh réing va dai banh rang theo
hai buéc, va ca hai ddu 11:36, va dugc b tri sao cho gid d& dia thach quay voi tée d6 (60 1) min™!
va cam léch tam quay v&i v&i 5,60 min™. Céng tic dién chinh ngét ngudn dién cho thiét bj ngugc lai
cong tic déng hd (dung sai 15 min £ 5 s) cho phép thyc hién thd nghiém trong mét thei gian xac dinh
trude.

Gia d& dia thach dwegc gén trén truc quay di ra danh cho né. Né cé mot chd 16m & mét trén véi
dudng kinh bing dwong kinh dia thach st dung trong thir nghiém.

Canh tay gilt ngén dwgc gén trong mot truc xcay nhé ra khdi b& mat trén ciing clia khoang ddng co
sao cho né ngang bing khi dau ngon tay dat trén bé mit dia thach, Chidu dai clia canh tay dai
462 mm va né dwoc gan vao tryc trong & bi cach tam ngén tay (256 + 0,5) mm.

Cénh tay mang mdt khéi lwgng (250 + 0,5) g c6 thé truet doc theo canh tay dé diéu chinh lyc di
xuéng tir ngén tay dén thach. Mét vong day duoc gan vao mép trén ciia cénh tay & gitra ngén tay.
Gidp ta cé thé gén Iyc ké khi diéu chinh lwe xudng. & cudi canh tay cé mét truc huéng vé phia khay
dng dia thach. N6 gidp gitr ngén tay @& co thé thao ra dem dé khir khudn va sau doé I3p lai,

Ngon tay phai dwec lam tir thép khang gi duge danh bong dén R, = 0,2 um. DAu ngén tay tiép xtc
voi vét liéu thi nghiém phai cé hinh ban cu véi ban kinh 11 mm. Ngén tay cé mét 15 & bd mat trén
d& c6 thé 13p vao tryc trén canh tay gitr. Ngén tay c6 thé thdo ra dwgc va phai dvoc khir khuln gitra
céc 1an thir nghiém.

M6t fuc (3 + 0,02) N do ngén tay tac dung Ién vat liéu dwgc do bing médt lyc ké gén vao don bdy
hosic bing mét c4i can dat trén ban xoay.

A.3.1.2 Vong thép (Hinh A3 va A4)

Mat véng thép déi c6 trong Itreng (800 + 1) g durge str dung d& budce chat vat liéu thir va vat lidu cho.
Buéng kinh bén trong clia vong du Ién dé gia do dia thach ndm lot bén trong 13m sao dé& vong co thé
treo tir do bén ngoai no.
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2145

25 5

25
20

CHU DAN:
1.lyckxo 1N 2. Téc 88 quay 60 min™
Hinh A. 1 — Dyng cu thir nghiém (nhin tir trén dinh)
1 3
’_ I-I.hl-l.l.!‘%’;l-lxhhl
5
== ==
CHU DAN:
1. Trong lwgng 4, Ngon tay bang thép khéng gi, R=11mm
2.0 bi 5. bong hd

3. Diém gén lyc ké
Hinh A.2 — Dung cu {nhin ti phia trwéc)
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1x45 ° EETA
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Chi tiét X
Hinh A.4 - Vong ngoai
A.3.2 Cic bg 6 dia thach

Bg 6 dia Petri, deéng kinh 14 cm, chira dy thach dinh dudng (xem A.4), t&i cach miéng dia (3 £ 0,2)
mm. Céac dfa thach phai dwgc chudn bj vao ngay trwdc khi thue hién ther nghiém va dwgce bao quan
trong didu kién di &m dé giam thidu sir mat mat trong luong do bay hoi,
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D& da khd trong 20 min ma khéng cin ddy nip trén mét ban sach. Khdng dwoc cé chit 1dng nhin
thdy dugc (nuée ngeng tu) trén bé mit thach. Chidu cao clia cac dia Petri khéng duoc tiéu chudn
héa céng nghiép nén dia clia cac nha cung cAp khac nhau c6 thé c6 chidu cao khac nhau, Do d6 phai
xéc dinh khéi lvgng hodc thé tich thach dat dugce khoang cach t&i miéng néu trén. Khi @6 stv dung
phwong phap do thé tich hodc trong Irgng khi d& thach vao dfa. Dé theo di khodng cach thach dén
miéng dia, d4t ching han, mét lwdi dao cao 1én trén tam clia bé mat thach va mét thude do béng
thép dat trén miéng dfa ngang qua dia. Sau dé, x4c dinh khodng cach gilra thurde bing thép va Iudi
dao cao bang dyng cu do ddy hodc dyng cy hién thij sé. Can xac dinh khodng céch nay cho tirng 16
dfa va ghi lai trong bo cao thir nghiém.

A.3.3 Vit ligu mang*

V4t liéu mang phai 1a mang polyurethane c6 thé thdm wét, dlc bing dung méi trén chit mang véi cac
dac diém sau:

- 46 day: 30 ym;

- gi4n dai & tai toi da;

- (350 £ 50) % theo huéng may;

~ (400  75) % theo huwéng chéo.

CHU THICH: Nén Iay nhi&m ching vi khun thir nghiém 1&n mét PU ctia mang.

Cét cac miéng co kich thudc 25 cm x 25 cm tir chat mang mang. Pt tirng miéng giGa cac tdm bia
elrng, sau dé dat trong ti tiét triung. Khir khuén bang hoi nwéc.

A.3.4 Dich treo chira Staphylococcus aureus

Chdng S. aureus, ATCC 29213, duoc nudi cdy tir 18 dén 24 h & nhiét 46 (36 £ 1) °C trén thach dau
twong trypsin héa.

Tir 6, tao dich freo 2 hodic 3 khudn lac trong 3 mi thach dau nanh thly phan trypsin TSA (tryptic soy
agar) (xem A.4) va nudi cdy tir 18 dén 24 h & nhiét dd (36 * 1) °C. Thach thu dwgc dem pha lodng
vé&i nuéc pepton (xem A.4, theo cac buée 1:10) dé tao ra dung dich pha lodng t&i 1 x 10* - 4 x 10
CFU /ml.

Thyc hién dém sé vi khudn séng trén dich treo cudi ciing.
A.3.5 Chudn bj vét liéu cho

M@ tdi tit tring va chiét xu&t mang polyurethane. Dat vat liéu mang trén mot khay sach, mét phi PU
c6 thé thdm wét.

4) Vat lidu c6 thé duoc mua tir NS. Schitt Labourtechnik, Rudolf-Wissel-Stralte 11, D-37079 Géttingen, Bic.
Théng tin ndy dwoc cung cép dé tao sw thuan tién cho ngwdi sir dung tiéu chudn ndy va khéng cau thanh sy
chirng thire clia CEN/TC 162 a8i voi san phdm duwgce a3t tén. Cac san phdm twong duong co thé dugc sir
dung néu ching cé thé dan dén két qua tuong ty.
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Bé dé xt ly, hay cd dinh vat liéu mang vao khay & c4c goc béng bang dinh hai mat. D4nh ddu mét
viing twong tng véi ndp dia thach trén vat liéu mang.

Rai 1,0 ml dich treo S. aureus trén viing nay clia vét liéu mang. Sau d6 dé vat liéu cho khé & 56 °C
trong khodng 30 min. Tiép tuc trai réng dich treo S. aureus trén mang polyme trong khi |am khé bing
cach st dung thia trai thily tinh vé khuan dé dam bdo trai déu,

Vit liéu cho phai dwgc s dung cling ngay dwec chudn bj.
A.3.6 Mang phi®

5 miéng mang HD po{yeiﬁyfene _kich thuéc 25 cm x 25 cm véi ty ﬁ'ong (950 + 2) kg/m® va MFR
(190 °C, 5 kg) 0,27 g/10 min.

(Vat liéu nay cé thé mua tir mét nha san xuét vi dy Schitt Labortechnik, Rudolf-Wissel-StraBe 11,
D-37079 Géttingen, Germany. C6 thé st dung céc san pham twong duong néu chiing chitng té cho
két qua nhi nhau).

A.3.7 Mdiu thi» nghiém

Cét mét cach ngéu nhién va vé trung 5 miéng kich thwéc 25 cm x 25 cm hodic dwéng kinh 25 cm tir
vat liéu cin th& nghigm.
Néu thich hep, trirére khi thir nghiém, déng goi cac mAu thir va tiét khuan. S& dyng bao bi va k¥ thuat
tiét khuan nhw khuyén nghj bdi nha san xuét déi véi san pham cuéi.
A.4 MGi trwéng dinh dwong
A.4.1 Thach ddu nanh thiy phan trypsin

» tryptone 15¢g

¢ bot dau nanh tiéu hoa papaic 59

+ NaCi 59

« thach 17g
¢ nuéccit 1000 mi

Tao dich treo tir cac thanh phén kho irong nuéc va dun néng dong thoi quéy déu dé hoa tan va tron
déu. Tiét khuan & nhiét d6 121 °C trong vong 15 min, I4c ki va rét ra.

A.4.2 Canh thang dau nanh thiy phan trypsin

¢ tryptone 17 g
* bdt dau nanh tiéu hdéa papaic 3 g

5) Vat ligu c6 thé dwoc mua tir NS. Schitt Labourtechnik, Rudolf-Wissel-Strale 11, D-37079 Géttingen, Dirc.
Théng tin ndy dugc cung cdp dé tao sy thuan tién cho ngudi st dung tiéu chuin nay va khéng cu thanh sy
ching thye clia CEN/TC 162 déi véi san phim duoc dat tén. Cac san phim twong dwong cé thé dugc st
dung néu ching cd thé dan dén két qua twong tu.
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* dextrose 2,5¢g
« NaCl 5g
* Dipotassium phosphate (K;HPO,) 259
* nudccat 1000 ml
A.4.3 Nwéc peptone
* peptone 104
« NaCl 5g

* polysorbate 80 1g
s nuéccat 1000 mi

A.4.4 Thach dinh dwéng

+ nuéc chiétthitbd 3g
e peptone 5g

» NaCl 8¢

» thach 17g

e nudccat 1000 mi

Chudn bi, xem A.4.1. St dung cac dfa, trong ngay sau khi chudn bj
A.5 Phwong phap thir
A51 Ondjnh

Néu can, &n dinh cac mAu thir theo EN 20139, Hang dét — Cac mai truong tiéu chudn én dinh va thie
nghiém.

Cach khac, co thé tién hanh dn dinh va thi nghiém & nhiét dé binh thwong trong phéng. Phuong
phap &n dinh cin dwoc mé 1a trong bao cao thik nghiém.

A.5.2 Hiéu chudn dung cy

Vit liéu dwoc thi chi dugc iép xtc v6i thach tai mot mot didm va mét thei gian nhét dinh, D& dam
béo réng ngén tay di chuyén trén toan bé bé mét, né phai dwec theo dbi thurrng xuyén bing ky thuat
dudi day. Tai liéu két qua thu dwgc I3 hd so chét lugng va sé duoc leu gitk.

Chun bj t& hop gdm mét ter gidy tréng, mot t& gidy carbon va mot t& mang HD polyethylene bing
cach sir dung c&c vong thép. DAt Gp ngwgc phén ddy cla dia Petri 14 cm Ién dia quay va Iap rap lén
dia nhir md ta trong A.5.3. Ap ngon tay vao vét liéu va chay thiét bj trong 15 min. Trich xuét t& gidy
tréing va dam bao ring ngén tay da dé lai mot hinh tiép xdc d&u trén toan b bé mat clia dia.

A.5.3 Quy trinh
A.5.3.1 Chudn bj mau thu

Diéu chinh trong Irgng trén don bay sao cho lyc tir ngén tay 1én dia thach 14 (3 + 0,02) N.
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Pat dia thach 1 1én ban xoay.

Dé chuin héa lyc kéo cang vat liéu, hay sir dung k§ thuat sau. Ding mét qua nang hinh trén bao
gbm mét vong ngoai va mot vong trong (tdng khéi lwgng (800 & 1) g, xem hinh A.3 va A.4).

B4t véng trong va mét than hinh tru dweng kinh khoang 8 cm va cao 4 cm & tdm clia nd I&n trén mét
bé& mét lam viéc ndm ngang vé triing. S& dung phurong tién thich hop nhir bang dinh hai méat dan bén
ngoai clia vong dé ting ma sat.

Dat mgt mau tht nghiém 1&n trén vong va a3t vat liéu cho da lay nhiém khudn mat dudi 1y ra tir gidy
‘'va'mét manh HD palyethylene 1én frén dinh clia né. By gi¢ &n manh vong ngoai xudng dé lam sao
cac vat liéu duoc gilr chat gitra hai vong.

A.5.3.2 Trinh ti thir nghiém (méu ther 1)

Bay gi¢r c6 thé nang khéi 1&n v6i cac vat liéu hoi chiing va @3t trén dia thach thi¥ nhat khéng cé nf!p
véi vong thép treo ty do bén ngoai dia quay. Ap ngén tay vao vat liéu cho ngay bén trong miéng dia
va 1am sao cho mAu thir tiép xtic v6i b& mit thach. Bat dau chay thtr nghiém nhw mé ta véi ke ngon
tay 3 Nva trong 15 min.

Thao vong thép véi két hop mau thir - vat lidu cho ngay lap tirc khi hét thei gian 15 min.

Ly dia 1 ra khdi dia quay va day nip vao. Ngay sau do dat dia 2 [én dia quay va vong thép voi cac
vat liéu Ién trén no.

Lap lai quy trinh trén cho céc dia tir 2 dén 5, str dung cling mét loai t& hop vat liéu.

Cuéi cling 14y ra va loai bd vat liéu cho, Iat ngwge mau thir, phti mang HD polyetylen va chay dfa thiv
sau trong 15 min,

Néu c6 chét Iong tich ty trén bé mat thach, hay lam khé (cac) dfa trén mét chiéc ban sach va 0 cic
dia thach (1 @én 6) voi ndp day clia chang trong may didu nhiét & (36 + 1) °C trong 48 h.

Pém sé khuln lac S. gureus trén méi dia. Bé qua sb dém trong khu viec ban kinh 15 mm xung quanh
tam ciia dfa. S8 dém cla dfa phai khdng dugc vrot qua 1000. Néu sé lugng khudn lac vwot qua
1000, thi c&n phai lam lai dich treo S. aureus méi c6 ndng dd thap hon (nhung van trong pham vi ¢d
dinh) va lap lai quy trinh nhuw trén.

A.5.3.3 Cac mau thiv con lai

Chay 4 mau thlr con lai theo ding cach nhu da mé ta trong A.5.3.1 va A.5.3.2. ST dung vat liéu cho
méi chudn bj véi tirng mau th.

A.6 Hiéu chuan két qua

Tinh to4n xuyén thdm du kién (expected plate for penetration — EPP) nhw sau:

EPP =6 - (CUM1 + CUM2 + CUM3 + CUM4 + CUM5)
Trong do:
CUM1 = X1/T
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CUM2 = (X2 + X1)/T
CUM3 = (X3 + X2 + X1)T
CUM4 = (X4 + X3 + X2+ X1)T
CUMS = (X5+ X4 + X3+ X2 + X1)T
T=Z+X1+X2+X3+X4+X5
X1, X2, X3, X4 and X5 1a s8 lwrong quan lac trén 5 dia tir 1 d&n 5 mAu thiy

Z la 56 dém cla dia tir mau thé ddo ngwgc
A.7- Bao céo thir nghiém

Bao c4o thir nghiém phai bao gdm cdc ndi dung sau:

—

) vién din tiéu chudn nay va phu luc nay;

2) vién din dén cac hiéu chuin, néu cé;

3) céc bn dinh v du nhiét d6 va d6 am;

4) khoang céch tir b& mat thach dén miéng dTa Petri;

5) x&c dinh vét liéu dwoc thir nghiém;

6) cong bé ring vat liéu cho phi hop véi A.3.3;

7) két qua dém khudn lac t sau dia th(r ctia mbi mau trong sé 5 mau thi;

8) sb luong vi khudn S. aureus séng trong dich treo st dung;

9) EPP tinh dugrc, sé trung binh va d6 léch chudn trong nam mau thir nghiém.
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Céc Diéu cua tiéu chuln nay dé cap dén cac yéu ciu co ban
hay cac diéu khoan khac ctia Chi thj EU

Tiéu chuadn nay da dugc chudn bj theo si ly quyén dén CEN bdi Uy ban Chau Au va Hiép héi

thirong mai tir do Chéu Au, va hé trgr céc yéu cdu co ban cla Chi thj Chau Au 89/686/EEC.

CANH BAO: C6 thé ap dung céc yéu cu va chi thj Chau Au khac vao (cic) san phim khéng ndm trong

pham vi 4p dung ciia tiéu chudn nay.

Cac Didu sau day cla tiéu chudn nay néu trong Bing ZA-1 ¢ thé hd tro cac yéu cdu clia Chi thj

Chau Au 89/686/EEC, Phu luc Il.

Bang ZA.1 - So sanh giira Chi thj Chau Au 89/686/EEC va tiéu chuin nay

Yéu cu co ban (Chi thj Chau Au 89/686/EEC, Phy luc Ii)

Diéu cla tidu chuin nay

nhiém

1.1.2.2. Cac mire db va hang bao vé 414
1.3.1. Su thich tng vé&i hinh thai hoc cla ngudi ding 43
1.3.2. D nhe va db bén thiét ké 412,42
1.4, Thong tin cung cép bdi nha san xuat 6
2.12. PPE mang mét hay nhidu diu higu nhan dang hay nhan 5
biét lién quan tryc tiép hay gian tiép véi sirc khde va s an toan

3.10.2. Béo vé chéng lai céc chat nguy hiém va céc tac nhan lay 43,414

Sy phit hop céc Diéu clia tiéu chudn ndy cung cép cach thire dé phis hop véi cac yéu ciu co ban

ctia Chi thj Chau Au lién quan véi cac quy dinh EFTA.
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tinh chén xuyén tham vi khuan wbt)
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