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Clostridioides difficile schulke -¢

Clostridioides difficile (CDI)

je grampozitivha anaerobna baktéria tvoriaca spory.

Je Castou priCinou hnaciek spojenych s antibiotikami (AAD)
produkuju dva exotoxiny: toxin A a toxin B.

Aké ochorenia su vysledkom infekcie CDI?

pseudomembrandzna kolitida (PMC)
toxicky megakolon
perforacie hrubého Creva

Aké su hlavné klinické priznaky?

vodnata hnacka (koncentracia CDI spér vo Sepsa
fekalii cca 1,5-5,5 x 10°) smrt’ (zriedka)
horucka

strata chuti do jedla
nevolnost

bolest / citlivost brucha
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Aké su opatrenia na zabranenie Sirenia CDI~ schulke -

Pri podozreni na CDI:

Okamzita preventivna izolacia, resp. kohortacia pacientov s CDI, aj ked' ide
len podozrenie na CDI.

Pri kontakte s pacientom s CDI nosit rukavice a plast, a to aj pri kratkych
navstevach.

Jednorazové rukavice su obzvlast dolezité, pretoze alkoholova dezinfekcia
ruk nie je uc€inna na spory CDI a samotné umyvanie ruk nemusi stacit.

Ak je pacient pozitivhy na CDI:

KedZe pacienti infikovani CDI nadalej vyluCuju CDI niekolko dni po ukonCeni hnacky, je vhodné pokracCovat v izolaCnych
a preventivnych opatreniach bud niekolko dni po odzneni symptémov, alebo az do prepustenia pacienta

Désledné dodrziavanie preventivnych opatreni tykajucich sa priameho kontaktu s pacientom.

Dékladné cistenie ploch a povrchov izolacnej miestnosti kazdy den, vratane oSetrenie povrchov okolia
pacienta dezinfekénym roztokom u€innym proti CDI.

Zdroj: CDC — Centrers for Desease control and prevention; https://www.cdc.gov/cdiff/clinicians/fag.html
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Vsetky dezinfekéné pripravky musia spinat legislativne poziadavky pre uvedenie na trh

» Vyhlaska 306/2012 Sb. o podminkach predchazeni vzniku a Sifeni infekCnich onemocnéni a o hygienickych
pozadavcich na provoz zdravotnickych zafizeni a ustavu socialni péce, v platném znéni.

Nariadenie Eurépskeho parlamentu a Rady (EU) &. 528/2012 z 22. méja 2012 o spristupfiovani biocidnych
vyrobkov na trhu a ich pouzivani, ,BPR"

» Zakon C. 324/2016 Sb. Zakon o biocidnich pfipravcich a ucinnych latkach a o zméené nekterych souvisejicich
zakonu (zakon o biocidech)

» Zakon €. 350/2011 Sh. Zakon o chemickych latkach a chemickych smésich a o zméné nékterych zakonu,
v platném zneni.

Nariadenie EP a rady (EU) 2017/745 ze dne 5. dubna 2017 o zdravotnickych prostfedcich, zméné smérnice
2001/83/ES, narizeni (ES) €. 178/2002 a narizeni (ES) €. 1223/2009 a o zruSeni smérnic Rady 90/385/EHS a
93/42/EHS, ,MDR*

» Zakon C. 89/2021 Sb. o zdravotnickych prostfedcich a o zméné zakona €. 378/2007 Sb., o léCivech a o
zménach nékterych souvisejicich zakonu (zakon o IéCivech)
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EN 14885/2019 schilke -+

Chemické dezinfekcné pripravky a antiseptika — pouzitie euréopskych noriem pre
chemické dezinfekéné pripravky a antiseptika

Schvalena
Eurépskym vyborom pre normalizaciu (CEN — Comité Européen de Normalisation)

dna 1.7.2019

aktualizacia ¢aka na schvalenie

28.04.2022 | Title of your presentation | Schillke & Mayr GmbH | Seite 5



EN normy pre pouzitie v humannej medicine

schilke -+

dezinfekcia bez mechanickej akcie

dezinfekcia s mechanickou akciou

Hebyes: - L5 _ plochy (RTU postrek, pena) utierky, mopy
baktericidna (Staphylococcus aureus,
Pseudomonas aeruginosa, Enterococcus hirae, A EN 13727 EN 13727, EN 14561 |EN 13727, EN 13697*; EN17387 EN 13727, EN 16615
Escherichia coli)
Hygienicka dezinfekcia ruk (E. Coli) HDR EN 1500
Chiruvrgicka dezinfekcia ruk - rezidualna flora CHDR EN 12791
pokozky
levurocidna u¢innost (Candida albicans) (V) EN 13624 EN 13624, EN 14562 |EN 13624, EN 13697*; EN17387 EN 13624, EN 16615
fungicidna (Aspergillus brasilliensis) Vv EN 13624, EN 14562 |EN 13624, EN 13697*; EN17387 EN 13624,
virucidna ucinnost proti obalenym virusom (B) EN 14476 EN 14476, EN 17111 EN 14476, EN 16777 EN 14476
(Vaccinia virus)
obmedzené spektrum virucidnej ucinnosti
(adenovirus, norovirus) (B+) EN 14476 EN 14476, EN 16777 EN 14476
‘r’]i;‘;'/‘?ﬂjas)“d””°“ (adenovirus, poliovirus, B EN 14476 EN 14476, EN 17111 EN 14476, EN 16777 EN 14476
tuberkulocidna (Mycobacterium terrae) T EN 14348 EN 14348, EN 14563 EN 14348 EN 14348
mykobaktericidna (M. terrae, M. avium) M EN 14348 EN 14348, EN 14563 EN 14348 EN 14348
sporicidna (Clostridioides difficile) C- EN 17126 EN 17126 EN 17126
sporicidna (B. Subtilis, B. Cereus, Cl. difficile) C EN 17126 EN 17126 EN 17126
dezinfekcia operaéného pola/pokozky A(V) DGHM/VAH 2015
umyvanie rak EN 1499
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EN norma pre hodnotenie sporicidnej uéinnosti schiulke -¢
pouzitie v humannej medicine

CSN EN 17126

Kvantitativha suspenzna skuska na vyhodnotenie sporocidnej aktivity chemickych dezinfekCnych
pripravkov v oblasti mediciny. SkuSsobna metdda a poziadavky (faza 2, stupen 1)

Schvalena 1.7.2019
Nahradza v zdravotnictve doteraz pouzivanu EN13704

Plna ucCinnost normy — do 18 mesiacov od datumu vydania, t.j. od 1.2.2021 pre deklaraciu sporicidne;
ucinnosti pre pouzite v zdravotnictve je povinna

Pouzitie normy — dezinfekcia povrchov, nastrojov, textilu
Uginnost redukcie — 4 log.

Zataz — nizka a vysoka

Uginnost — definuje 2 trovne sporicidnej Géinnosti:

1. proti Clostridioides difficile ribotyp 027,

2. Sporicidna — Bacillus subtillis, Bacillus cereus
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CSN EN 17126

schilke -+

Pre spravnu ucinnost dezinfekCnych
prostriedkov je nutné dodrzat expoziciu
odporucanu vyrobcom

ExpoziCné Casy pre sporicidnej ucinnosti

- kontaktné plochy - HTA — max. 15 min

- - ostatné plochy — max. 60 min



SPRAVNY VYBER DEZINFEKCNEHO PROSTRIEDKU schulke -+

Biocidna ucinnost’ proti CDI
Materialova kompatibilita

Ekonomika

Riziko sensibilizacie zamestnancov

Vplyv na zivotné prostredie

2 - A

Cena
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Gemein S. a kol.2022 - Uginnost dezinfek&nych pripravkov na

plochy proti C. difficile sporam

Journal of Hospital Infection 122 (2022) 140—147

Available online at www.sciencedirect.com

Journal of Hospital Infection .81 1 Healtheare

¥« * « Society

journal homepage: www.glsevier.com/locate/jhin

Efficacy of five ‘sporicidal’ surface disinfectants against
Clostridioides difficile spores in suspension tests and
4-field tests

S. Gemein®"”*, R. Andrich“, B. Christiansen“, M. Decius “, M. Exner?,
B. Hunsinger ®, E. Imenova®, G. Kampf', T. Koburger-Janssen ¢, K. Konrat ©,

H. Martiny °, M. Meckel"”, N.T. Mutters?, F-A. Pitten", S. Schulz®, I. Schwebke ¢,
J. Gebel *:°
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9 7E Medizinaluntersuchungsamt und Hygiene, University Hospital Schleswig-Holstein, Kiel, Germany

®HygCen Germany GmbH, Schwerin, Germany

fInstitute for Hygiene and Environmental Medicine, University Medicine Greifswald, Greifswald, Germany

2Hygiene Nord GmbH, Greifswald, Germany

"IKI Institut fuir Krankenhaushygiene und Infektionskontrolle GmbH, Giefen, Germany
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Zdroj: Gemein S, Andrich R,
Christiansen B, Decius M, Exner M,
Hunsinger B, Imenova E, Kampf G,
Koburger-Janssen T, Konrat K, Martiny
H, Meckel M, Mutters NT, Pitten F-A,
Schulz S, Schwebke I, Gebel J, Efficacy
of five “sporicidal” surface disinfectants
against Clostridioides difficile spores in
suspension tests and 4-field tests,
Journal of Hospital Infection,
https://doi.org/10.1016/j.jhin.2022.01.010



Gemein S. a kol.2022 - Uginnost dezinfekénych pripravkovna ~ Sc€hulke -+
plochy proti C. difficile sporam

Ciel studie: Preskumat ucinnost’ 5 dezinfekCnych pripravkov, u ktorych vyrobcovia deklaruju sporicidnu
ucinnost — 3 pripravky vo forme RTU utierok a 2 koncentraty (na baze PAA)

Metodika:
Studie sa zGéastnilo Sest laboratérii. KaZdy test bol vykonany dvakrat v dvoch réznych laboratdriach.

Vsetky produkty boli testované v laboratoriu 1, ktoré malo najvacsiu experimentalnu skusenost' s
testovanim sporicidnej uCinnosti. Druhy test kazdého z produktov bol vykonany v jednom z dalSich piatich
laboratorii tak, ze nakoniec boli ziskané dva nezavislé subory udajov z r6znych laboratorii pre kazdy
produkt.

Uginnost bola testovana za podmienok nizkej zataze podla EN17126 (suspenzny test), a podla EN16615
(nosiCovy test 4-poli).

Studia bola sponzorovana VAH
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Gemein S. a kol.2022 - Uginnost dezinfek&nych pripravkov na
plochy proti C. difficile sporam

Test products with a sporicidal claim from the manufacturer and validated neutralizing agents

28.

schilke -+

Test Active biocidal ingredientis) Manufacturers sporicidal claim Validated
product 2017 2021 neutralizing agents
At Peracetic acid (0.06%, w/w) Sporicidal in 15 min Effective in 5 min against 1% Tween 80, 0.3% sodium
according to EN 13704 C. difficile spores according thiosulphate, 0.025% catalase
Effective in 5 min against to EN 17126 under clean conditions
C. difficile spores™*
B Hydrogen peraxide (1.5%, w/w)"™ Sporicidal in 60 min according Sporicidal in 60 min according to 1% Tween 80, 0.3% lecithin,
to EM 13704 under clean conditions EM 17126 under clean conditions 0. 3% histidine, 0.3% sodium
Effective in 15 min against Effective in 60 min against thiosulphate, 0.025% catalase
C. difficile spores according C. difficile spores according to
to EN 13704under clean conditions EM 17126 under clean and dirty conditions
Sporicidal in 15 min according
to modified EN 16615 under
clean conditions
' Peracetic acid, made Sporicidal in 15 min at 2% Sporicidal in 15 min at 2% and 1% Tween 80, 0.3% lecithin,
from a powder containing according to EN 13704%* effective in 15 min at 1% against 0.3% histidine, 0.3% sodium
disodium carbonate, compound Effective in 10 min at 1% in C. difficile spores according to thiosulphate
with hydrogen peroxide and a practical procedure*™* EM 17126 under clean and dirty conditions
citric acid; a 2% solution (w/v)
contains > 0.1% peracetic acid
b Peracetic acid, made from a powder Effective in 15 min at 2%, 30 min Effective in 5 min at 1.5% and 1% Tween 80, 0.3% lecithin,
containing sodium percarbonate, at 1% and 60 min at 0.5% against C. 15 min at 1% against C. difficile 0.3% histidine, 0.3% sodium
citric acid and sodium carbonate; difficile spores according to EN 13704  spores according to EN 17126 thiosulphate
a 1% solution (w/v) contains =0.075% under clean conditions under clean and dirty conditions
peracetic acid Effective in 60 min at 0.5% against C.
difficle spores according to a modified
EM 16615 under clean and dirty conditions
E* {Ethylendioxy dimethanol Effective in 4 h against Mo updated information found 1% Tween 80, 0.3% lecithin,

(0.282%, wiw),
didecyldimethylammoniumchloride
(0.16%, w/w), glutaraldehyde (0.1%, w/w)

C. difficile spores™*

0.3% histidine, 2% glycine

LbL—0F) (Z202) 221 uol3d3fu) |03idsoH Jo Jouwinor | *)b 3 ujawag '§

* Ready-to-use wipe.
= Powder concentrate.
= Contains hydrogen peroxide (< 8%) and acetic acid (1—5%) as additional ingredients.

= No information on organic load.




Gemein S. a kol.2022 - Uginnost dezinfek&nych pripravkov na
plochy proti C. difficile sporam

Vysledky:
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5. Gemein et al. / Journal of Hospital Infection 122 (2022) 140—147 145
Table Il
Mean log,q-reductions obtained with five products against Clostridioides dif ficile spores in suspension tests and the 4-field test under clean
conditions
Test Exposure Laboratory Suspension test 4-field-test cfu per Mean released
product time {min} Log, g-reduction Log, o-reduction 25 cm” on fields liquid onto test surfaces
(mean and 5D) on field 1 (mean and 50) 2to4 (mean/median) {g; mean and 5D)
A 5 1 5.60 + 0.15 5.24 + 0.42 10/8 0.39 + 0.06
2 5.36+0.13 471 £ 0.47 1/0 0.35+0.02
Both 5.48 + 0.18 4.98 £ 0.50 5/3 0.37 £ 0,05
B* 15 1 0.72 + 0.47* 3.29 £ 0.31™ 13**10" 0.78 + 0.43
3 1.08 £ 0.15 2.35 £ 0.49 822/896 0.32 + 0.06
Both 0.90+0.37 2.82 +0.64 418/68 0.55+0.36
B* &0 1 143+ 062 3.03 £ 018 B3/B1 049+ 0.1
3 101 +0M 2.64 + 0.09 401/419 0.32 + 0.04
Both 3.22 £ 0.47 2.83:0.25 242/101 0.41+£0.12
C (2%) 15 1 5.29 + 0.37 5.51 + 0.07 3/3 1.08 +£ 0.12
4 5.52 + 0.27 482 +0.73 B8/7 0.93 + 0.18
Both 5.40 £ 0,33 5.16 £+ 0.61 6/3 1.01 £ 0.16
C(1%) 0 1 5.25+ 0.20 4.43 + 0.40 7i3 0.92 + 0.06
4 4,80+ 0.38 430 +0.18 5/5 0.96 + 0.23
Both 5.03 +£0.37 4.36 £0.30 6/4 0.94+£0.15
D (2%) 15 1 5.42 + 0.60 429 + 0.28 0/0 0.78 + 0.08
5 5.27 + 0.1 3.95 + 0.08 20/21 0.89 + 0.41
Both 5.35+ 0.4 412 +0.26 10/8 0.83+0.28
D {0.5%) &0 1 5.09 + 1.00 2.83 £0.16 19/18 0.86 + 0.04
5 5.33+0.12 3.35 £ 0.15 73/75 1.08 £ 0.29
Both 5.21+0.67 3.09 £0.31 46/43 0.97+£0.23
E* 240 1 1.12 + 0.00 5.05 = 0.49 22/5 0.48 + 0.06
] 0.68 + 0.14 3.89 +£0.29 B8/8 0.28 £ 0.10
Both 0.90 £ 0.25 4.47 £0.73 15/6 0.38+£0.13

5D, standard deviation.
Bold: log10-reduction (mean and SDjobtained for both laboratories.
* Ready to use wipe.

= Based onn = 3.




Gemein S. a kol.2022 - Uginnost dezinfekénych pripravkovna ~ Sc€hulke -+
plochy proti C. difficile sporam

Zaver:

Produkt A — utierky -Peracetic acid (0.06%, w/w)— mikrozid paa wipes
redukcia spor CDI v oboch laboratériach podla EN17126 aj EN16615 za 5 minut,

Produkt splnil kritéria uc¢innosti oboch testovacich metéd a mozno ho povazovat za ucinny proti
sporam C. difficile do 5 minut v nizkej zatazi.

Produkt B — utierky - Hydrogen peroxide (1.5%, w/w)
Produkt nesplnil kritéria ucinnosti za 15 min, ani za 60 min

Produkt C — prasok - PAA generovana z disodium carbonate, s hydrogen peroxide a citric acid; a 2%
roztok (w/v) obsahuje > 0.1% PAA

Produkt splnil kritéria uc¢innosti oboch testovacich metdd (2% - 15 min; 1% - 30 min)
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plochy proti C. difficile sporam

Zaver - pokr.:

Produkt D — prasok - PAA generovana z sodium percarbonate, citric acid a sodium carbonate; 1%
roztok (w/v) obsahuje >0.075% PAA

Produkt splnil kritéria u€innosti oboch testovacich metod (2% - 15 min)
Produkt nesplnil kritéria u€innosti podla EN16615 (0,5% - 60 min)

Produkt E — utierky - Ethylendioxy)dimethanol(0.282%, w/w), didecyldimethylammoniumchloride
(0.16%, w/w), glutaraldehyde (0.1%, w/w)

Produkt nesplnil kritéria ucinnosti za 15 min, ani za 60 min; za 240 min spinil iba EN16615, nesplnil
EN17126
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mikrozid PAA wipes

dezinfekcia HTA, nastrojov

mikrozid® =
PAA wipes

Puuiiti vyrobku schvaleno pro:
«  sondy TEE Philips*

«  ultrazvukové hlavice Philips*®
+  endoskopy Karl Storz
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Dezinfekcné utierky na baze PAA

Uginnost proti CDI — do 5 min!

YV VYV

YV V V

Schvalené pro sondy TEE*, nasofaryngoskopov (ORL),
ultrazvukovych sond*

Aktivne latky: 0,06 g PAA

Uéinnost’: Baktericidny, virucidny, tuberkulocidny,
fungicidny, sporocidny proti Cl. difficile

Balenie: doza 50 ks utierok
Velkost’ utierok — az 540 cm2 !!!
Expiracia: 12 mesiacov



schiulke -*
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