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Surgical drapes. gowns and clean air suits, used as medical devices for

patients, clinical staff and equip — G I req for
if Ers, pre s and prod . test hods, performance
requirements and performance levels
Cperationsabdeckiicher, -mantel und Rein-Lu-Kieldung 2ur Verwendung als Medlzinprodubte fIr Patienten,
FOMKpErsonal und  Gerats — AN TOr  Hersteier, ung  PrOGUATE,
und

Champs chirurpicaus, casaques ef tenues de biog, ullsés en f@nf que disposilTs medlcau pour fes patients, fe
persannel f Je3 equioments — EXgEnces genérsles pour s fEOCENts, 185 (MeSISfEIes ef ks produts, menogdes
o fest, prescriptions

Rock
Uppdukningsmaterial
Specialarbetsdrakt

Table 1 — Characteristics to be evaluated and performance requirements for surgical gowns

Test method Socirerment
Charscteristic (for dated Uit Standard performance High performance
references see
Clause 2) Critical | Lesscritical | Critical | Less critical
product area | product area | product area | product area
Resistance o microbial , . . x .
penetraton — bry ENISO 22612 CFU | Notrequred | <300 Not required | <300
Resistance to microbial L A " be
enciraton — et EN IS0 22610 I 228 Notrequred | 6,0 Not required
CFUI
Cleanliness — Microbial | ENISO 11737-1 > <300 <300 <300 <300
100 cm?
Cleanliness — " £ sxg <88
arhatiee faatier ENISO9073-10 |  1PM <35 <35 <3, <35
. 109,
Linting EN IS0 9073-10 <40 <40 <40 <40
(it count)
Resistance (o bquid anH,0 : 2 2
peneiration EN20811 o 220 210 2100 210
Burstng strength — Ory | EN I1SO 13936-1 Pa 240 > 40 240 > 40
Bursting strength —Wet | EN ISO 13938-1 KPa 240 Not required 240 Not required
Tensde strength — Dry EN 290733 N 220 220 220 220
Tensde strength —Wet |  EN 200733 N 220 Not required 220 Not required
= Test condibons: challenge concentration 10¢ CFUIG talc. and 30 min vibration tme.
®  The Least Significant Dference (LSD) for Z, when estimated using EN IS0 22610, was found o be 0,98 at the 95 % confidence
level. This is the minemum dfference istinguish between two materials thought to be dfferent. Thus materials varying
by up 10 0,98 1, ave probably not different, materias varyng by more than 0,98 1, probably are diferent. (The 95 % confidence
levels means that an observer would be corect 19 times out of 20 1 accept these altematives.)
© 1y = 6.0 for the purpose of this standard means: o penstration. , = 6,0 i the masimum achievable value.
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Flgurs 8.1—Example of a gown Intendsd for curglosl appiostione.



Uppdukningsmaterial

Vatsketatt i kritiskt omrade for att hindra
fororening fran patienthud till sterilt omrade

Incision drapes ar inte visat effektiva men
kan vara praktiska anda

Webster J, Alghamdi A. Cochrane Database of Systematic
Reviews 2007, Issue 4. Art. No.: CD006353

Planer for vidare revision:

Standarden delas:
operationsrockar, uppdukningsr‘,ﬁ'
specialarbetsdrakt 2
Annex om design, komfort

Rullans princip

roterande tyngd
‘_ bakteriebemangt material

provmateri = i
fukt vandra u};pE \l\L
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Tvéattrenhet

EN-ISO 11737-1 enumeration A.8.6

Krav : < 300 cfu/100 cm?
(I svenska regelverk <100 )

ISO EN 22610: Clothing for protection against
infectious agents — Test method for the
determination of penetration by bacteria
through protective clothing material

EN/ISO 22612 Dry penetration




Kladmaterial som finns i bruk

Dy Bacterial Penetration Test Results
Source: EDANA
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Kladernas effekt pa luftburen smitta
i vanlig operationssal

sterilkladda ovriga %minskning

bra rock vanlig +0
" +byxa bra byxa 50%
" +byxa/blus bra byxa/blus 90%

Hambraeus 1987 Acta Chir Scand 538:96-100

Specialarbetsdrékt i EN 13795

Table 3 — Characteristics to be evaluated and performance requirements for clean air suits

Test method
Characteristic (for dated references Unit Requirement®”

see Clause 2)

Resistance to microbial penetration — Dry EN SO 22612 CFU 3002

Cleanliness — Microbial EN SO 117371 CFU/ 2 <300

100 e
Cleanliness — Particulate matter EN ISO 9073-10 IPM <35
k
Linting EN ISO 2073-10 . o910 4,0
(lint count)
Bursting strength — Dry EN ISO 13938-1 kPa > 40
Tensile strength — Dry EN 29073-3 N 220

hallenge concentration 10 CFU/g talc and 30 minutes vibration time.
rements apply for all products areas of clean air suits.
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Gransvéarden for dry penetration ?

log;p2 =1,5till2,4 (32 - 251 cfu)
géallande standard: < 300

log; 2.0 =1,95till 2,04 (89 - 110 cfu)
skandinaviskt forslag: <100

Ska uppfyllas vid anvéandning dvs
dokumenteras efter utlovat antal tvattar

Detta ar hygienkraven:

Ratt modell

Leveransséakerhet som garanterar nog
mycket klader av rétt storlek, sa att alla
kan byta tillréckligt ofta

Kvalitetssékrad tvatthantering enligt
standard

Hantering och forvaring sa att renheten
bibehalls

,ﬂ Specialarbetsdrakt

| standarden specificeras
‘ endast materialets téthet och
styrka
Modellen ar viktig om
materialet ar tatt
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Utvardering av

specialarbetsdrakt Specialarbetsdrakt, vad ar det?
i spridningskammare, pa forséksperson, | svensk standard om operationstextilier
gérna kand spridare av S. aureus sades att specialarbetsdrakten skulle minska
Blowers 1965 spridningen fr&n bararen med 80% jamfort
Hoborn 1981 med "normal arbetsdrakt” som dock inte kan
Benediktsdéttir 1982 .
Reinmiiller 2003 “ definieras

Specialarbetsdrakt som medicinteknisk
produkt kan definieras t ex som att en normal
person iférd den har kallstyrka hégst 1,5 cfu/s
(méatosakerheten bér anges)

Kallstyrka matt i operationssal Kallstyrka och ventilation

Deﬁnition enl Reinm[]ller' Luftflode och killstyrka som kan ge 10 cfu/m3

Q = Luftfiode (m3/s) ; ./

g = Kéllstyrka per person (cfu/s) < : 7

C = Koncentration (cfu/ms3) § 4 - —— kallstyrka's

n = Antal personer (antal) £ . kalsyrkats
i Cah e kllstyrkal
0

qS:(Q*C)/n 1234567 8 9101112131415

antal personer

Scatterplot: air flow m3/s vs. mean cfuim3
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Munskydd EN 14683:2005

Krav pa specialarbetsdrakt Revision pagér

I morgon
Table 1 — Performance requirements for surgical masks
) Test Typel Type IR Typell Type lIR
Design — kéllstyrka
Bacterial Filtration 295 295 298 298
Komfort Efficiency (BFE), (%)
R . Differential pressure <30 <50 <30 <50
Miljoanalys livscykel (o vator )
Splash Resistance Not required 2120 Not required 2120
Ppressure (mm Hg)
NOTE Type IR and Type IIR are splash resistant types.

Standard for mossa / hjalm

Saknas f.n. Orsak?



