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EC-CERTIFICATE

(Full quality assurance system) AR

This is to certify that the company

schiulke -¢

Schiilke & Mayr GmbH

Robert-Koch-Stralie 2
22851 Norderstedt
Germany

has implemented and maintains a full quality assurance system which applies to the products
at every stage from design to final controls.

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH,
it was verified that the management system fulfills the requirements of

Annex Il - excluding Section 4 of Council Directive 93/42/EEC
concerning medical devices

. . . _ Digitally signed by Ghe
with respect to the following medical devices: Date: 2023.11.08 11:35:
Reason: MoldSign Sign

Disinfectant for medical devices, wound care products and gel as listed in annex. Location: Moldova

The manufacturer is subject to surveillance according to Annex |l, Section 5. The CE marking
with the Notified Body Identification Number (0297) may be affixed on the devices listed in the
certificate. An EC Design Examination Certificate according to Annex Il, Section 4 is required
for class Ill devices covered by this certificate. The certificate is in the case of class I(s) devices
(I(s) = class | products placed on the market in sterile conditions) limited to the aspects of
manufacture concerned with securing and maintaining sterile conditions. The certificate is in
the case of class I(m) devices (I(m) = class | devices with a measuring function) limited to the
aspects of manufacture concerned with the conformity of the products with the metrological
requirements.

Certificate registration no. 004567 MR2

Certificate unique ID 170742365
Effective date 2020-06-09
Expiry date 2023-12-18
Frankfurt am Main 2020-06-09

DQS Medizinprodukte GmbH

Sigrid Uhlemann Dr. Thomas Feldmann
Managing Director Head of Certification Body

August-Schanz-Stralte 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, medical.devices@dqgs-med.de

DQS Medizinprodukte GmbH is a Notified Body according to Council Directive 93/42/EEC
concerning medical devices with the Identification Number 0297. 1./3

411.20 Version 1.0




Annex to certificate

Certificate registration No.: 004567 MR2
Certificate unique ID: 170742365
Effective date: 2020-06-09

Schiilke & Mayr GmbH

Robert-Koch-Strafte 2

22851 Norderstedt

Germany
Device Class
acryl-des® Gebrauchslésung lla
acryl-des® Desinfektionstiicher lla
antifect® AF (N) lla
antifect® N liquid lla
antifect® extra lla
aspirmatic® la
boots wound healing gel Ib
dentavon® lla
dentavon® liquid lla
Essential+ Wipes lla
gigasept® AF b
gigasept® AF forte Ilb
gigasept® FF (neu) 1b
gigasept® Instru AF 1b
gigasept® med IIb
gigasept® pearls lb
gigasonic® Ib
gigazyme® Xtra Ib
mikrozid® AF liquid lla
mikrozid® AF wipes lla
mikrozid® alcohol free liquid lla
mikrozid® alcohol free wipes jumbo lla
mikrozid® liquid Ila
mikrozid® PAA wipes b
mikrozid® sensitive liquid lla
mikrozid® sensitive wipes lla
mikrozid® universal liquid lla
mikrozid® universal wipes lla
mikrozid® wipes lla
mucalgin® lla
mucadont® 1S IIb
mucapur® CD lla
mucocit® T Ilb
octenilin® wound gel Ilb
octenilin® wound irrigation solution Ib
octenisan® md nasal gel lla
octenisept® Gel Ilb
octenisept® wound gel Ib

This annex is only valid in connection with the above-mentioned certificate.




Annex to certificate

Certificate registration No.: 004567 MR2
Certificate unique ID: 170742365
Effective date: 2020-06-09

Schiilke & Mayr GmbH

Robert-Koch-Strafte 2

22851 Norderstedt

Germany

Device Class
perform® lla
pursept® AF E]
pursept® A Xpress liquid lla
pursept® A Xpress wipes lla
quartamon® med lla
rotasept® b
septinol® SA lla
terralin® liquid lla
terralin® protect lla
thermosept® ED b
thermosept® NDR lla
TPH® protect lla
SteraClar Daily E]
SteraDif Powder lla
SteraPex I1b
SteraPex Rotary I1b
SteraClens Alcohol Free lla
SteraClens lla
SteriWipe+ Alcohol Free lla
SteriWipe+ lla
DESIMATIC-ID PLUS lIb
DESIFOR-ONE multi wipes lla
DESIFOR-ONE PROTECT Ila
B3 lla

This annex is only valid in connection with the above-mentioned certificate.




EC-CERTIFICATE

(Full quality assurance system)

This is to certify that the company

m_‘gmgb schilke -*

Schilke & Mayr GmbH

Robert-Koch-StralRe 2
22851 Norderstedt
Germany

has implemented and maintains a full quality assurance system which applies to the products
at every stage from design to final controls.

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH,
it was verified that the management system fulfills the requirements of

Annex Il —excluding Section 4 of Council Directive 93/42/EEC
concerning medical devices

with respect to the following medical devices:

Disinfectant for medical devices and wound care products as listed in annex.

The manufacturer is subject to surveillance according to Annex Il, Section 5. The CE marking
with the Notified Body ldentification Number (0297) may be affixed on the devices listed in the
certificate. An EC Design Examination Certificate according to Annex Il, Section 4 is required
for class Ill devices covered by this certificate. The certificate is in the case of class I(s) devices
(I(s) = class | products placed on the market in sterile conditions) limited to the aspects of
manufacture concerned with securing and maintaining sterile conditions. The certificate is in
the case of class I(m) devices (I(m) = class | devices with a measuring function) limited to the
aspects of manufacture concerned with the conformity of the products with the metrological
requirements.

Certificate registration no. 004567 MR2

Certificate unique 1D 170730505
Effective date 2018-12-19
Expiry date 2023-12-18
Frankfurt am Main 2018-12-19

DQS Medizinprodukte GmbH

Sigrid Uhlemann Dr. Thomas Feldmann
Managing Director Head of Certification Body

August-Schanz-Straf3e 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, medical.devices@dgs-med.de

DQS Medizinprodukte GmbH is a Notified Body according to Council Directive 93/42/EEC
concerning medical devices with the Identification Number 0297. 1/2

411.20 Version 1.0


mailto:medical.devices@dqs-med.de

Annex to certificate

Certificate registration No.: 004567 MR2
Certificate unique ID: 170730505
Effective date: 2018-12-19

Schulke & Mayr GmbH

Robert-Koch-Stral3e 2
22851 Norderstedt

Germany

Device Class
Surface disinfectant for medical devices lla
Disinfectant for automated reprocessing of bedpans lla
Disinfectant for automated and manual reprocessing Ib

of medical instruments

Wound care products Ib

This annex is only valid in connection with the above-mentioned certificate.
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CERTIFICATE

This is to certify that the company

schiulke -+

Schiilke & Mayr GmbH

Robert-Koch-Strale 2
22851 Norderstedt
Germany

with the organizational units/sites as listed in the annex

has implemented and maintains a Quality Management System.

Scope:

Development, production and sales of products for disinfection and cleaning of medical

instruments, devices and surfaces as well as for wound treatment.

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, it was

verified that the management system fulfills the requirements of the following standard:

DIN EN ISO 13485 : 2016 + AC : 2017-07
EN ISO 13485 : 2016 + AC : 2016

ISO 13485 : 2016

Certificate registration no. 004567 MP2016

Certificate unique ID 170774693
Effective date 2021-06-27
Expiry date 2024-06-26
Frankfurt am Main 2021-06-27

DQS Medizinprodukte GmbH

J Al e

Sigrid Uhlemann
Managing Director

August-Schanz-Strafte 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, medical.devices@dqgs-med.de

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16021-01-00

47

Dr. Thomas Feldmann
Head of Certification Body

1/2
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Annex to certificate

Certificate registration No.: 004567 MP2016
Certificate unique ID: 170774693

Effective date: 2021-06-27

Schiilke & Mayr GmbH

Robert-Koch-Strale 2
22851 Norderstedt
Germany

Location

Schiilke & Mayr GmbH
Robert-Koch-Strale 2
22851 Norderstedt
Germany

Schiilke & Mayr AG
Sihifeldstrasse 58
8003 Zlrich
Switzerland

Schiilke & Mayr Ges. m. b. H.

Seidengasse 9
1070 Wien
Austria

Schiilke France S.A.R.L.
50 boulevard National
92250 La Garenne
France

Schiilke & Mayr UK Ltd.
Cygnet House,

1 Jenkin Road, Meadowhall
Sheffield, S9 1AT

United Kingdom

Schiilke & Mayr Benelux B.V.

Oudeweg 8d
2031 CC Haarlem
Netherlands

Schulke Polska Sp. z o0.0.
Eurocentrum Office Complex
Budynek Delta

al. Jerozolimskie 132

02-305 Warszawa

Poland

This annex is only valid in connection with the above-mentioned certificate.

Scope

Development, production and sales of
products for disinfection and cleaning of
medical instruments, devices and surfaces as
well as for wound treatment.

Sales of products for disinfection and cleaning
of medical instruments, devices and surfaces
as well as for wound treatment.

Sales of products for disinfection and cleaning
of medical instruments, devices and surfaces
as well as for wound treatment.

Sales of products for disinfection and cleaning
of medical instruments, devices and surfaces
as well as for wound treatment.

Sales of products for disinfection and cleaning
of medical instruments, devices and surfaces
as well as for wound treatment.

Sales of products for disinfection and cleaning
of medical instruments, devices and surfaces
as well as for wound treatment.

Sales of products for disinfection and cleaning
of medical instruments, devices and surfaces
as well as for wound treatment.
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éeskf institut pro akreditaci, o.p.s.
Ol$anska 54/3, 130 00 Praha 3
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v souladu s § 16 zakona ¢. 22/1997 8Sb.. o technickych poZadavcich na vyrobky, ve znéni pozdéjsich piedpisi

OSVEDCENI O AKREDITACI

¢. 433/2018

=

)..,._..“_

Chemila, spol. s r.o.
se sidlem Za Drahou 4386/3, 695 01 Hodonin, I1C 25304518

pro zku$ebni laborator ¢. 1273
Chemicka a mikrobiologicka laboratof
Rozsah udélené akreditace:

Rozbory vody, potravin, PBU, kosmetiky, testovani sterility a bioburden, testovani vzorka z prostiedi,
testovani ucinnosti chemickych latek a biocidu, testovani zdravotnickych a ochrannych pomucek,
odbéry vod, odbéry vzorku z prostfedi vymezené pfilohou tohoto osvédéent.

Toto osvedcenti je dokladem o udéleni akreditace na zdkladé posouzeni splnéni akreditaénich pozadavki podle
CSN EN ISO/IEC 17025:2005

Subjekt posuzovani shody je pii své innosti opravnén odkazovat se na toto osvédéeni v rozsahu udélené akreditace po dobu
Jeji platnosti, pokud nebude akreditace pozastavena, a je povinen plnit stanovené akreditaéni poZadavky v souladu
s prislusnymi pfedpisy vztahujicimi se k ¢innosti akreditovaného subjektu posuzovani shody.

Toto osvédeeni o akreditaci nahrazuje v plném rozsahu osvéd&eni &.: 397/2017 ze dne 29. 6. 2017, poptipadé& spravni akty na - .(l
né navazujici,

Udg¢leni akreditace je platné do 21. 8. 2023
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Ing. Jifi Ruzi¢ka, MBA, Ph.D. X
reditel !
Ceského institutu pro akreditaci, 0.p.s. :
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V Praze dne 21. 8. 2018
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Priloha je nedilnou soudasti
osvédéeni o akreditaci ¢.;: 433/2018 ze dne: 21. 8. 2018

Akreditovany subjekt podle CSN EN ISO/IEC 17025:2005:

Chemicka a mikrobiologicka laborator
Za Drahou 4386/3, 695 01 Hodonin

Chemila, spol. s r.o.

LaboratoF je zpusobild aktualizovat normy identifikujici zkusebni postupy.

Laborator poskytuje odborna stanoviska a interpretace vysledki zkousek.

Zkousky:
(i 4 Presny nazev Identifikace Predmet zkoutky
disto V) zkusebniho postupu/metody zkuSebniho postupu/metody ) <

]*

Stanoveni teploty

SOP-CH-01-00
(CSN 75 7342)

Vody, vody ke koupani.
vody ¢isténé, vody

a celkového chloru setem
Hach a vazaného chléru
dopo¢tem z naméfenych
hodnot

(navod firmy Hach)

- B technologicke -
2 Stanoveni elektrické SOP-CH-02-00 Vody, vody ke koupani.
konduktivity (CSN EN 27888, vody ¢isténé, vody
B CL v platném znéni) | technologicke
3 Stanoveni barvy fotometricky  SOP-CH-03-00 Vody, vody ke koupani,
(CSN EN ISO 7887) vody Cisténé, vody
_ _ o technologické
4* | Stanoveni zakalu SOP-CH-04-00 Vody, vody ke koupani,
fotometricky (CSN EN ISO 7027-1) vody ¢isténe, vody
; - technologicke
5% | Stanoveni pH SOP-CH-05-00 Vody, vody ke koupani,
potenciometricky (CSN IS0 10523) vody ¢isténé, vody
i technologické
6 Stanoveni chemickeé spotieby | SOP-CH-06-00 Vody, vody ke koupani,
kysliku manganistanem (CSN EN 1SO 8467) ' vody ¢Cisténé, vody
CHSKun titraéné ) technologicke
7 Stanoveni dusitanu SOP-CH-07-00 Vody, vody ke koupani,
fotometricky (CSN EN 26777) vody ¢isténé. vody
technologické
8 Stanoveni dusi¢nanu SOP-CH-08-00 Vody, vody ke koupani,
fotometricky (CSN ISO 7890-3) vody ¢isténé, vody
technologické
9 Stanoveni amonnych iontu SOP-CH-09-00 Vody, vody ke koupani,
fotometricky (CSN ISO 7150-1) vody ¢isténé, vody
| . technologické
[0 | Stanoveni zeleza SOP-CH-12-02 Vody, vody ke koupani.
| fotometricky (CSN IS0 6332) vody ¢isténe, vody
B g_ B R technologické
11* | Stanoveni volného SOP-CH-15-02 Vody. vody ke koupani,

vody ¢isténé, vody
technologické

) 2 )

G- ' a
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Priloha je nedilnou soudasti
osvédéeni o akreditaci ¢.;: 433/2018 ze dne: 21. 8. 2018

Akreditovany subjekt podle CSN EN ISO/IEC 17025:2005:

Chemila, spol. s r.o.
Chemicka a mikrobiologicka laborator
Za Drahou 4386/3, 695 01 Hodonin

Pofadové Presny nazev Identifikace 3 " §
gislo zkusebniho postupw/metody zku$ebniho postupu/metody Fiedmrtdomily
12 | Stanoveni manganu SOP-CH-13-02 Vody, vody ke koupani,
fotometricky (CSN IS0 6333) vody ¢isténé, vody
technologické
13 | Stanoveni celkového SOP-CH-29-12 Vody, vody ke koupani,
organického uhliku (TOC) (CSN EN 1484) vody ¢isténé, vody
metodou infradervend technologické
| spektrometrie -
14 | Stanoveni susiny a vlhkosti | SOP-CH-17-16 ' Potraviny, kosmetika,
gravimetricky (CSN 56 0130-3, | zdravotnické prostredky,
CSN 57 6021, | biocidy
CSN 68 1504) -
15 | Stanoveni teploty ' SOP-CH-01A-14 | Potraviny, kosmetika,
(CSN 75 7342, zdravotnické prostredky,
B (CSN681504) bigeidy
16 | Stanoveni pH i SOP-CH-05A-14 Potraviny, kosmetika,
potenciometricky (CSN 65 0313, zdravotnické prostiedky,
- CSN 68 1504) | bioaidy
17-20 | Neobsazeno .
21 | Stanoveni Escherichia coli SOP-M-02-06 Vody, vody ke koupani,
| a koliformnich bakterii (CSN EN ISO 9308-1) vody ¢isténé, vody
| kultivacné o technologicke
22 | Stanoveni kultivovatelnych | SOP-M-24-01 Vody, vody ke koupani,
' mikroorganismu kultivatné | (CSN EN ISO 6222) vody ¢isténé, vody
a) pii teploté 22 °C technologické
b) pfi teploté 36 °C - B
23 | Stanoveni Staphylococcus SOP-M-11-00 ' Vody, vody ke koupani,
aureus kultivaéné (CSN EN ISO 6888-1) ' vody ¢isténé, vody
B ! - technologické o
24 | Stanoveni intestinalnich ' SOP-M-21-01 | Vody, vody ke koupani,
enterokoku kultivaéné l (CSN EN ISO 7899-2) | vody ¢isténé. vody
_ | technologické
25 | Stanoveni Pseudomonas | SOP-M-23-01 Vody, vody ke koupani,
aeruginosa kultivaéné (CSN EN ISO 16266) vody ¢isténe. vody
- B ) technologické -
26 | Stanoveni bakterii rodu | SOP-M-39-03 Vody, vody ke koupani,
| Legionella kultivaéné (CSN 1SO 11731) vody ¢isténe, vody
. ‘ - | technologické _
27 | Stanoveni poctu koliformnich | SOP-M-08-00 Potraviny, PBU, prostredi
bakterii kultivaéné (CSN-"[@ST_;;@:Q)‘\_
/ A \
[ Y, % -\
[ = oy L —- |
.\ " 5 s 4 ‘t ;

) \ g L -_:_;‘ 4
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Priloha je nedilnou soudasti

osvédceni o akreditaci ¢.: 433/2018 ze dne: 21. 8. 2018

Akreditovany subjekt podle CSN EN ISO/IEC 17025:2005:

Chemila, spol. s r.o.

Chemicka a mikrobiologicka laborator

Za Dréahou 4386/3, 695 01 Hodonin

Poradove | Piesny nazev | Identifikace Piedmét zkousk
gislo zkusebniho postupw/metody i zkuiebniho postupw/metody 4
28 Stanoveni poitu ' SOP-M-04-00 Potraviny, PBU, prostredi
koagulazapozitivnich ' (CSN EN ISO 6888-1+A1)
' stafylokoku kultivagné |
29 | Stanoveni poétu kvasinek SOP-M-10-00 Potraviny, PBU, prostiedi,
a plisni kultivaéné (CSN EN 21527-1, kosmetika
CSN IS0 21527-2,
l CSN EN ISO 16212,
CSN IS0 6611,
| CSN 56 0100)
30 | Stanoveni celkového poétu | SOP-M-07-00 Potraviny, PBU, prostfedi
mikroorganismu kultivaéné | (CSN EN ISO 4833-1,
| CSN EN IS0 4833-2) -
31 | Metoda prikazu Listeria SOP-M-16-00 Potraviny, PBU, prostredi
‘l monocytogenes kultivaéné (CSN ISO 11290-1)
32 | Prikkaz bakterii rodu SOP-M-06-00 Potraviny, PBU, prostiedi
| Salmonella kultivaéné (CSN EN IS0 6579-1)
33 | Stanoveni poétu Clostridium | SOP-M-13-00 Potraviny, PBU
| perfringens kultivaéné (CSN EN ISO 7937)
34 | Stanoveni Escherichia coli | SOP-M-02-11 Potraviny, PBU, prostiedi
kultivaéné (CSN ISO 16649-2)
35 | Stanoveni mikrobialni SOP-M-18-00 Prostiedi, PBU
kontaminace ploch (CSN ISO 18593,
e CSN 56 0100:1970)
36 | Prukaz specifickych SOP-CHM-09-10 Kosmetika
a nespecifickych (CSN IS0 18415)
mikroorganismu kultivaén¢ |
37 | Stanoveni po¢tu a prikaz SOP-CHM-09-10 ‘ Kosmetika
acrobnich mezofilnich (CSN EN ISO 21149)
bakterii | |
38 | Stanoveni antimikrobialni SOP-CHM-09-10 Kosmetika
ochrany kosmetického (CSN EN ISO 11930)
___|vyrobku |
39 | Toxikologické zkousky SOP-M-14-10 Kosmetika, zdravotnické

(CSN EN ISO 10993-1.
CSN EN ISO 10993-5,
CSN EN ISO 10993-10.
CSN EN ISO 10993-12,
CSN EN.15845,
Nafizeni komise -(LI‘-?S)

& /44072008)

prostiedky, PBU,
ochranné pomucky
chemickeé latky, biocidy

~. |
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Priloha je nedilnou soudasti

osvédéeni o akreditaci ¢.;: 433/2018 ze dne: 21. 8. 2018

Akreditovany subjekt podle CSN EN ISO/IEC 17025:2005:

Chemila, spol. s r.o.

Chemicka a mikrobiologicka laborator

Za Drahou 4386/3, 695 01 Hodonin

Pofadove
1)

Presny nazev

Identifikace

Piedmét zkousky

tislo zkusebniho postupu/metody zkusebniho postupu/metody
40 | Zkouska na sterilitu SOP-M-17-00 Zdravotnické prostiedky
a bioburden kultivaéné (CSN EN ISO 11737-1, '
CSN EN ISO 11737-2,
o |CLv platném zng—':jr_liw)m_ B
41 | Zkouseni odolnosti proti SOP-M-41-06 | Zdravotnické prostiedky,
 bakterialni bari¢rove ' (CSN EN 14126, ochranné pomticky
penetraci za vlihka kultivaéné | CSN EN ISO 226 10)
42 | Testovani dezinfekéni SOP-M-19-00 Chemické latky, biocidy
- ucinnosti chemickych (CSN EN 14885,
| dezinfekénich pflpravklj CSN EN 1040
| ‘ i 2 5 »
a antiseptik suspenzni CSN EN 1275,
metodou G
CSN EN 1276,
CSN EN 1650,
CSN EN 1636,
CSN EN 1657,

CSN EN 13727,

'CSN EN 13624,

' CSN EN 13610,
CSN EN 13623,

CSN EN 13704,

CSN EN 14204,

CSN EN 14347,

CSN EN 14348,

CSN EN 14476,

CSN EN 14675,

CSN EN ISO 8692,

TNV 75 7741,

E 1052,

'E 1054,

E 1427.

E 1482,

E 1839,

E 2149,

E 2196,

E 2315,

E 2562,

E 2647,

NF T 225150, -,

| NEAL2-153,
NFET-MON,

R ) g
\ 5, el
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Priloha je nedilnou soucasti
osvédceni o akreditaci ¢.: 433/2018 ze dne: 21. 8. 2018

Akreditovany subjekt podle CSN EN ISO/IEC 17025:2005:

Chemila, spol. s r.o.
Chemicka a mikrobiologicka laboratof
Za Drahou 4386/3, 695 01 Hodonin

Pofado;)é Presny nazev Identifikace Picdmit skouik
gislo zkusebniho postupu/metody zkuSebniho postupu/metody RS
OECD Guideline 201,

Vyhlagka MZd. 409/2005 Sb.,
v platném znéni,

TGONo.54) B
43 | Testovani dezinfekéni SOP-M-22-12 Chemické latky, biocidy
éinnosti chemickych (CSN EN 14885,
dezinfekénich pripravka 'CSN EN 13697

a antiseptik na nosicich ' CSN EN 14349 ‘

'CSN EN 14561,
CSN EN 14562,
CSN EN 14563,
CSN EN 1499,

CSN EN 1500,

CSN EN 12791,
CSN EN 16437.
CSN EN 16438,

NF T 72-281,

CSN EN 16615,
CSN EN 16616,

'E 1053,

'E 2197,

' CSN 490604,

'CSN EN 113,

| CSN P CEN/TS 12404,
CSN EN ISO 20743,
CSN EN ISO 20645,
E 1839-07,

E 1427,

CSN EN 1104:2005,
CSN EN ISO 846,
CSN EN 15457,
CSN EN 15458,
CSN EN ISO 15883-4,
JIS Z 2801,

'1SO 22196,

CSN 79 3880

l 1SO 27447

Uy piipadé, Ze laboratof je schopna provadét 1kou§k; Mimo své <talﬂaﬂm€mr\ jsou tyto zkousky u pofadového
¢isla oznaceny hvézdickou

o~
"

\ : :‘ /r

“
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Priloha je nedilnou soudasti
osvédceni o akreditaci ¢é.: 433/2018 ze dne: 21. 8. 2018

Akreditovany subjekt podle CSN EN ISO/IEC 17025:2005:

Vysveétlivky pouzitych termini:

Chenmila, spol. s r.o.
Chemicka a mikrobiologicka laborator
Za Drahou 4386/3, 695 01 Hodonin

Vody

Vody pitné, teplé¢, povrchové, podzemni, balené

Vody ke koupani

Koupalisi¢ ve volné prirode, uméla koupalisté

Vody ¢isténé

Aqua purificata, pro dialyzu. pro sterilizatory

Vody tccllnologické Kondenzity. voda zavlahova. voda kotelni. voda vyrobni
Kosmetika Vyrobky ur¢ené pro déti do tii let. pro oblast o¢i nebo na sliznice a jiné
i virobky |
Potraviny Potraviny ur¢ené pro lidskou spotiebu. potrava a krmiva uréend pro
zivoCichy, potravinové dopliiky

PBU - Predméty bézného uzivani (PBU) — obaly. nastroje a materidly pro styk
_ s potravinami a pokrmy, hracky a vyrobky urfené pro déti do tfi let

Prosttedi Pracovni prostfedi vnitini a venkovni, stéry, otisky. oplachy z prostiedi,

| vyrobku, pripravki, ndstroji, materidli

Zdravotnické Bri}s_,tf_e@

Zdravotnické prostiedky

Ochranné pomucky

Ochranné pomucky

Chemickeé latky, biocidy

Chemické latky. biocidy, biocidem upravené plasty. devo. kov. textil. kiize,
keramika, stavebni hmoty, natérové hmoty

Vysvétlivky pouzitych zkratek:

PBU - pfedméty bézndho uzivani

CL - Cesky I¢kopis

TGO - Therapeutic Goods Order No 34 — Standard for Disinfectants and Sterilants (Federal Register

F2009C00327)

OECD - Organisation for European Economic Co-operation and Development

TNV — technicka norma vodniho hospodaistvi
E (ASTM) — technick4 norma USA

NF — technicka norma Francie

JIS - Japanese Industrial Standard
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Priloha je nedilnou soucasti
osvédéeni o akreditaci ¢.: 433/2018 ze dne: 21. 8. 2018

Akreditovany subjekt podle CSN EN ISO/IEC 17025:2005:

Chemila, spol. s r.o.
Chemicka a mikrobiologicka laboratof
Za Drahou 4386/3, 695 01 Hodonin

Vzorkovani:
Poradové Pi"csn)" nazev Identifikace Pitedmét odbéru
gislo postupu odbéru vzorku postupu odbéru vzorku ¢
1 | Odbéry pitnych vod SOP-CHM-04-01 Vody, vody ¢isténé

(CSN EN ISO 3667-1,

CSN EN IS0 5667-3,

CSN ISO 5667-5,

CSN IS0 5667-14,

CSN EN ISO 19 458,
Vyhlaska MZd. 252/2004 Sb.,
v platném znéni,

CL v platném znéni)

2 | Odbéry vod ke koupani SOP-CHM-05-01 Vody ke koupani
(CSN EN ISO 5667-1,

CSN EN ISO 5667-3,
CSN ISO 5667-4,
CSN ISO 5667-6, '
CSN ISO 5667-14, |
CSN EN ISO 19 458,
Vyhlagka MZd. 238/2011 Sb.,
v platném znéni) |

3 | Odbéry vzorki otiskd SOP-CHM-08-15 | Prostiedi, PBU
‘a stérli pro stanoveni (CSN 1SO 18593,
mikrobialni kontaminace | CSN 56 0100:1970)
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NARODNI AKREDITACNI ORGAN

- EA MLA Signatory
Cesky institut pro akreditaci, o.p.s.
Olsanska 54/3, 130 00 Praha 3

issues

according to section 16 of Act No. 22/1997 Coll.. on technical requirements for products, as amended

CERTIFICATE OF ACCREDITATION

No. 92/2022
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Zdravotni ustav se sidlem v Ostravé
with registered office Partyzanské namésti 2633/7, Moravska Ostrava, 702 00 Ostrava,
Company Registration No. 71009396

T

=

to the Testing Laboratory No. 1554
Centre of Clinical Laboratories
Scope of accreditation:

Detection of mycobacteria in water; testing in the field of genetic toxicology; determination
of efficacy of disinfectants to the extent as specified in the appendix to this Certificate.

This Certificate of Accreditation is a proof of Accreditation issued on the basis of assessment of fulfillment of the
accreditation criteria in accordance with

CSN EN ISO/IEC 17025:2018

i ﬁ:(:é'zl. PRI
AN

i

In its activities performed within the scope and for the period of validity of this Certificate, the Body is entitled to refer to this
Certificate, provided that the accreditation is not suspended and the Body meets the specified accreditation requirements in
accordance with the relevant regulations applicable to the activity of an accredited Conformity Assessment Body.

This Certificate of Accreditation replaces, to the full extent, Certificate No.: 101/2021 of 4. 2. 2021, or any administrative
acts building upon it.

The Certificate of Accreditation is valid until: 23. 2. 2027

Prague: 23. 2. 2022

Luk4§ Burda
Director of the Department
of Testing and Calibration Laboratories
Czech Accreditation Institute
Public Service Company
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The Appendix is an integral part of
Certificate of Accreditation No. 92/2022 of 23/02/2022

Accredited entity according to CSN EN ISO/IEC 17025:2018:

Zdravotni ustav se sidlem v Ostravé
Centre of Clinical Laboratories
Partyzanské nameésti 2633/7, Moravska Ostrava, 702 00 Ostrava

Testing laboratory locations:

1 Location 1 - Ostrava Partyzanské namesti 2633/7, Moravskd Ostrava,
702 00 Ostrava
2 Location 5 — Vsetin 4. kvétna 287, 755 01 Vsetin

The Laboratory has a flexible scope of accreditation permitted as detailed in the Annex.

Updated list of activities provided within the flexible scope of accreditation is available in the
laboratory from the CCL Manager.

The laboratory provides expert opinions and interprets test results.

Tests:

dinal h
s msl Test procedure/method name Test_proco'adure‘.’mgt -
number identification

12 | Cytogenetic analysis of SOP 10001 ' Human blood
human peripheral (AHEM No. 1/2007)

lymphocytes — |
conventional technique |

Tested object

2 1 | Determination of SOP 11001 Disinfectants, antiseptics,
disinfecting® efficiency by (CSN EN 14476+A2, chemicals, biocides
microbiological suspension | CSN EN 14675,
method DVV/RKI,
AHEM Annex No.1/1985,
Cs. Epidemiologie.
mikrobiologie a imunologie
37, 1988, 2:97-104, '.
CSN EN 1040, '
CSN EN 13727+A2,
CSN EN 1276.
CSN EN 1656,
CSN EN 13623,
CSN EN 1275,
CSN EN 13624,
CSN EN 1650,

'CSN EN 1657,

CSN EN 14347, .
- CSN EN 17126,
‘ CSN EN 13704,

(CSNEN 14348, |
o | ' CSN EN 1<




Accredited entity according to CSN EN ISO/IEC 17025:2018:

The Appendix is an integral part of
Certificate of Accreditation No. 92/2022 of 23/02/2022

Zdravotni ustay se sidlem v Ostravé

Centre of Clinical Laboratories

Partyzanské namésti 2633/7, Moravska Ostrava, 702 00 Ostrava

n?]:g:;ih Test procedure/method name Te“:;:ﬁ?g::::;::"md Tested object
31  Determination of SOP 11002 Disinfectants, antiseptics,
disinfecting? efficiency by |(CSN EN 16777, chemicals, biocides
microbiological carrier CSNEN 17111,
method EN 17387,
CSN EN 13697+Al,
CSN EN 14349,
| | CSN EN 16437+A1,
CSN EN 14561,
CSN EN 16615,
'CSN EN 16438, |
CSN EN 14562, .
CSN EN 14563,
CSNEN17272) | _
4! | Determination of SOP 11003 'Disinfectants, antiseptics,
disinfecting® efficiency for | (CSN EN 1499, chemicals, biocides
hand and skin disinfection | CSN EN 1500, i
. ) | CSN EN 12791+A1)
5! | Determination of SOP 11004 Textile materials, plastics,
| disinfecting” efficiency by |(CSNISO 18184, porous, non-porous and
culture method CSN ISO 21702, photocatalytic materials,
CSN ISO 22196, c(}a‘[ingg
1SO 27447,
'CSN EN ISO 20743,
AATCC T™M100,
o AATCC TM147) _ . o
6' | Check the efficiency of the | SOP 3031 Bioindicators
' washing cycle by (OS 80-05)
cultivation e
7' | Determination of atypical SOP 4015 Hot water

mycobacteria by direct
| innoculation method

(Regulation No. 252/2004

Coll., Annex No. 6)

! asterisk at the ordinal number identifies the tests, which the Laboratory is qualified to carry out outside the
permanent laboratory premises

if the document identifying the test procedure is dated, only these specific procedures are used. If the

document identifying the test procedure is not dated, the latest edition of the specified procedure is used
(including any changes)

virucidal, bactericidal, fungicidal, levurocidal, sporici
antiviral and antibacterial

cobactericidal, tuberculocidal



The Appendix is an integral part of
Certificate of Accreditation No. 92/2022 of 23/02/2022

Accredited entity according to CSN EN ISO/IEC 17025:2018:

Zdravotni ustav se sidlem v Ostravé
Centre of Clinical Laboratories
Partyzanské nameésti 2633/7, Moravska Ostrava, 702 00 Ostrava

Superscript at the test ordinal number identifies the number of CCL location carrying out the test.

! Location 1 — Ostrava (includes the Mycaobacteria Diagnostics Laboratory; Laboratory for Control of
Disinfectants Efficiency; Virucidal Activity Testing Laboratory)

2 Location 5 — Vsetin (includes the Genetic Toxicology Laboratory Vsetin)

Explanatory notes:

CCL  — Centre of Clinical Laboratories
SOP - Standard Operating Procedure
(0K — Industry Specification

DVV RKI - Guideline of ,,Deutsche Vereinigung zur Bek&impfung der Viruskrankheiten e.V." (DVV; German
Association for the Control of Virus Diseases) and Robert Koch Institute (RKI; German Federal Health

Authority) for testing the virucidal efficacy of chemical disinfectants in the human medical Area. Version of 1
August 2008

AATCC — American Association of Textile Chemists and Colorists
AHEM - Acta Hygienica, Epidemiologica et Microbiologica

Annex:
Flexible scope of accreditation

Ordinal numbers of tests

233 7

The Laboratory is allowed to modify the test methods listed in the Annex within the specified scope of
accreditation provided the measuring principle is observed. The flexible approach to the scope of accreditation
cannot be applied to the tests not included in the Annex.
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schilke -+

Dezinfectant rapid pe baza de alcool
pentru produse medicale non-invazive si

alte suprafete

mikrozid® AF liquid

Avantajele produsului nostru:

® solutie gata preparata

® activitate biocida foarte extinsa, in cel mai scurt timp
posibil
® (scare rapida fard a lasa urme

Aria de aplicare

Produsul este adecvat pentru dezinfectia dispozitivelor
medicale si a altor suprafete. Produsul nostru clasic printre
cele pentru dezinfectia rapida a suprefetelor este adecvat
pentru dezinfectia suprafetelor din proximitatea pacientilor
care prezinta un risc ridicat de infectie si necesita un timp scurt
de actiune.

Instructiuni de utilizare

Aplicati produsul nediluat pe suprafete, stergeti si asteptati
ca acesta sd isi faca efectul. Asigurati-va ca ati umezit complet
suprafetele si pastrati-le umede pe intreaga durata a timpului
de expunere. Coeficientul maxim de aplicare va fi de 50 ml/m
patrat. Asigurati-vd cd ati indepartat toatd murdaria vizibila
inainte de dezinfectie. Orice incident serios legat de produs
trebuie raportat producatorului si autoritatilor competente.
A nu se folosi pentru dezinfectia finala a echipamentelor
medicale semi-critice si critice!

Eficienta microbiologica

Eficienta Concentratie Timp de contact

bactericid
EN13727,EN16615
-conditii de murddrie

Gata de utilizare 1 min.

tuberculocid
EN14348
-conditii de murddrie

Gata de utilizare 1 min.

levuricid
EN13727,EN16615
-conditii de murddrie

Gata de utilizare 1 min.

Eficienta

Concentratie

Timp de contact

fungicid
EN13624, EN13697
-conditii de murddrie

Gata de utilizare

2 min.

virucid impotriva
virusurilor
capsulate

In conformitate cu DVV
(Asociatia Germana
pentru Combaterea
Bolilor Virale)//
Instructiunile RKI

Gata de utilizare

30 sec.

Norovirus
EN14476
-conditii de murddrie

Gata de utilizare

1 min.

Polioma SV40

In conformitate cu DVV
(Asociatia Germana
pentru Combaterea
Bolilor Virale)//
Instructiunile RKI

Gata de utilizare

10 min.

Rotavirus
In conformitate cu DVV

Gata de utilizare

30 sec.

Adenovirus (tip 5)
In conformitate cu DVV
(Asociatia Germand
pentru Combaterea
Bolilor Virale)//
Instructiunile RKI

Gata de utilizare

5 min.

Certificate:

. Certificat VAH

« Inregistrat IHO

. Certificat OGHMP

C€oor



mikrozid® AF liquid

Informatii despre produs

Compozitie

100 g de solutie contine urmdtoarele ingrediente active:
25 g etanol (94%) si 35 g propan-1-ol

Etichetare conform Reglementarilor (CE) Nr. 648/2004:
parfumuri

Informatii de natura chimica/fizica:

lichid incolor

aprox. 0,89 g/cm?/20° C

27° C/ Metoda: DIN 51755 Partea |
Lichida

Culoare:

Densitatea (20° C):
Punct de inflamatie:
Forma:

pH: Nu se aplica

Vascozitate, dinamica: Nedeterminata

Recomandari speciale

Utilizati dezinfectantele in siguranta. Cititi intotdeauna
prospectul si informatiile despre produs inaintea utilizarii.
Produsul are o foarte buna compatibilitate cu metale si sintetice
(cu exceptia sticlei acrilice si a lacurilor sensibile la alcool). Nu
tratati suprafetele sensibile la alcool (de ex. sticla acrilica). Va
rugdm sa urmati cu strictete orice instructiuni nationale cu
privire la incendii si protectia impotriva exploziilor atunci cand
folositi dezinfectanti pe baza de alcool. Pastrati la distanta
de caldura si surse de aprindere. Termenul de valabilitate a
ambalajului deschis se regaseste pe eticheta.

Informatii pentru comanda

Articol Forma de livrare | Nr. articol
H 14®

Flacpn .spray 250 ml mikrozid 10/Bax La cerere

AF liquid

Flacon 1 I mikrozid® AF liquid 10/Bax La cerere

10 I mikrozid® AF liquid 1/Canistra La cerere

Aceste produse nu sunt disponibile in toate térile. Pentru mai multe informatii va rugam sa
contactati sucursala sau distribuitorul nostru local.

Accesorii
Accesorii Nr. articol
Cheie canistra 5+10 135810
Robinet schiilke pentru bidon de 51/ 101 135501
Pulverizator pentru 500/1000 ml 180124

*
*
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DAS,|MED DQS,|MED
EMAs DQS|MED DAS|MED

Schiikle & Mayr SRR.L. detine o Autorizatie a Producatorului conforma
cu sectiunea 13, paragraful 1 al Legii Germane pentru Medicamente si
Certificate de Conformitate GMP pentru produse medicinale.

Produse similare
« mikrozid® AF wipes
» mikrozid® sensitive liquid

Informatii despre mediu

schiilke fabrica produse intr-un mod economic si prin procese
de productie avansate, sigure si prietenoase cu mediul,
pastrandu-si, totodatd, standardele inalte de calitate.

Parerile expertilor si informatii

Va rugam vizitati site-ul nostru pentru o privire de ansamblu
asupra intregii literaturi de specialitate/rapoarte asupra
produsului: www.schuelke.com

Pentru informatii individuale, contactati:
Serviciul Vanzari Clienti:

Telefon: +49 40 52100-666

E-mail: info@schuelke.com

(i: Intercoop

Distribuitor autorizat: S.C. INTERCOOP S.R.L.
547215 Ernei Nr. 376

Jud. Mures, Romania

Tel/Fax: 0265-267.708

E-mail: office@intercoop.ro

www.intercoop.ro

Producator: Schulke & Mayr GmbH
Str. Robert-Koch nr. 2,

22851 Norderstedt, Germania
Telefon: +49 (0) 40 - 52100 - 0

Fax: +49 (0) 40 - 52100 - 318
www.schuelke.com
info@schuelke.com

Versiunea 6/2021



schilke -

schilke -+

Dezinfectarea rapidd, cu continut de alcool,
a dispozitivelor medicale neinvazive si a

suprafetelor.

mikrozid® AF wipes

Avantajele noastre

® un spectru larg de eficacitate in timp foarte scurt
o fard reziduuri

® gata de utilizare

Domeniile de utilizare

Produsul este adecvat pentru dezinfectarea dispozitivelor
medicale si a altor suprafete. Produsul nostru clasic intre
dezinfectantii rapizi este adecvat pentru dezinfectarea
suprafetelor din apropierea pacientului, cu un risc crescut de
infectie si care necesita timpi redusi de expunere.

Eficienta microbiologica

Eficacitate

Concentratie

Timp de contact

bactericida
EN13727,EN16615
- conditii de murddrie

Gata de utilizare

1 min.

tuberculocida
EN14348
- conditii de murddrie

Gata de utilizare

1 min.

levuricida
EN13624, EN16615
- conditii de murddrie

Gata de utilizare

1 min.

virucida impotriva
virusurilor
capsulate

EN14476

- conditii de murddrie

Gata de utilizare

30 sec.

activitate virucida
cu spectru limitat
EN14476

- conditii de murddrie

Gata de utilizare

30 sec.

Polyoma SV40

in conformitate cu DVV
(Asociatia germand
pentru combaterea
bolilor virale)//Ghidul
RKI

Gata de utilizare

5 min.

Certificari:
- Certificare VAH

. Certificare OGHMP

. Listat de OMS

CE€ oo



mikrozid® AF wipes

Date despre produs

Compozitie

100 g de solutie contine urmdtoarele ingrediente active: 25 g
etanol (94 %), 35 g propan-1-ol

Date fizico-chimice
Culoare incolor
Densitate cca 0,89 g/cm?/ 20 °C/ solutie activa

27 °C/ Metoda: DIN 51755 Partea 1/
solutie activa

Punct de aprindere

Forma Solutie apoasd cu continut de alcool
impregnata in material netesut
pH nu este aplicabil

Vascozitate, dinamica nu sunt disponibile informatii

Recomandatri specifice

Utilizati dezinfectantele in conditii de siguranta. Cititi
intotdeauna eticheta si informatiile despre produs inainte
de utilizare.

Produsul are o buna compatibilitate cu metalele si materialele
plastice (cu exceptia sticlei acrilice si a vopselelor sensibile la
alcool). Nu tratati suprafete sensibile la alcool in mod specific,
precum sticla acrilicd. Atunci cand utilizati dezinfectanti pe
bazd de alcool, va rugam sa respectati normele de protectie
impotriva incendiilor si exploziilor in conformitate cu
regulamentul asociatiei comerciale ,Dezinfectia in domeniul
sanatatii”.

A se feri de caldura si de surse de aprindere. Se recomanda
purtarea manusilor de protectie.

Mai multe informatii sunt disponibile la cerere. Daca se
manipuleaza corect, schiilke garanteaza o perioada de
valabilitate la raft de 3 luni de la deschiderea pachetului.
Destinat exclusiv utilizarii profesionale. Orice incidente grave
legate de produs trebuie raportate producatorului si autoritatii
competente.

Nu este destinat dezinfectarii finale a dispozitivelor medicale
semicritice si critice!

Instructiuni de utilizare

Stergeti bine suprafata cu servetelul si asteptati pana cand fsi
face efectul solutia cu ingredient activ. Asigurati umectarea
completad si pastrati suprafata umeda pe tot parcursul utilizarii.
Asigurati-va ca toate urmele vizibile de murddrie au fost
indepdrtate inainte de dezinfectare. Tratati numai suprafete
mici. Suprafata de stergere depinde de temperatura camerei
si de structura suprafetei care urmeazd sa fie dezinfectata.
Acordati atentie aspectelor de igiena atunci cand deschideti
pachetul si scoateti primul servetel. Asigurati-va ca ati inchis
capacul dupa utilizare.

Reumplerea cutiei

Intai dezinfectati-vd mainile si, apoi, folositi o pereche de
manusi de protectie noi si un halat. In timpul procesului de
umplere, asigurati-vd ca manusile nu sunt contaminate de

*****
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EMAS LlsJLM_ED DAS|MED
GEPRUFTES

UMWELTMANAGEMENT
REG.-NR. D-150-00003

Schiilke & Mayr GmbH detine o autorizare a producétorului, conform sect. 13
alin 1 din Legea germana pentru medicamente si certificate GMP (bune practici
ale producatorului) de conformitate pentru produsele medicamentoase.

alte activitati. Transferati autocolantul cu data expirdrii in cutia
dozatoare. Desurubati capacul, introduceti complet punga cu
rezervele in cutia dozatoare (daca este necesar, modelati-o in
prealabil pentru a se potrivi) si tdiati marginea pungii. Trageti
primul servetel de pe rol3, introduceti-l in fanta de ghidare din
partea inferioard a capacului si treceti-l prin aceasta.
Dezinfectati capacul siinsurubati-l. Pentru zonele curiscridicat,
schiilke nu recomanda utilizarea pungilor de reumplere.

Informatii pentru comanda

Articol Forma de livrare | Nr. articol
A . .

Rezerva mikrozid® AF wipes 20/cutie la cerere

(150)

mikrozid® AF wipes premium .

softpack (50) 12/cutie la cerere

Rezerva mikrozid® AF wipes )

Jumbo (220) 12/cutie la cerere

Tub mikrozid® AF wipes (150) 10/cutie la cerere

Tub mikrozid® AF wipes .

Jumbo (220) 10/cutie la cerere

Aceste produse nu sunt disponibile in toate térile. Pentru mai multe informatii va rugam sa
contactati sucursala sau distribuitorul nostru local.

Accesorii pentru utilizare

Accesorii pentru utiliza Cod articol
Suport de perete Jumbo tub 134421
Consola de montare pe perete pentru 134417

dozator (mic)

Produse asemanatoare

«  mikrozid® PAA wipes

« mikrozid® sensitive wipes

+ mikrozid® universal premium wipes

Informatii legate de mediu

schiilke fabrica produse economice si cu procese de productie
avansate, sigure si cu consideratie pentru mediu, in acelasi
timp mentinand standarde inalte de calitate.

Expertiza si informatii

Va rugdm sd vizitati pagina noastra de Internet pentru o
trecere in revista a intregii literaturi/a rapoartelor disponibile
pentru produs: www.schuelke.com.

Pentru intrebdri individuale:

Telefonul Departamentului aplicatii:

+49 40 52100-666

E-Mail: info@schuelke.com

M
Sediul schiilke (Ir Intercoop

Schiilke & Mayr GmbH

Str. Robert Koch nr. 2

22851 Norderstedt, Germania
Telefon +49 40 - 52100 - 0

Fax +4940-52100-318
www.schuelke.com
info@schuelke.com

Distribuitor autorizat:
S.C.INTERCOOP S.R.L.
547215 Ernei Nr. 376

Jud. Mures, Romania
Tel/Fax: 0265-267.708
E-mail: office@intercoop.ro
www.intercoop.ro

Versiunea 1/2022
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chiresan® plus

chirosan®plus

Our Plus:

@ Full spectrum effect

@» Combination of 3 enzymes
@ Effective from 5 minutes
@ Soluble, non-foaming

@ Solution stable for up to 36 hours

Area of use:

chirosan® plus is intended for the manual disinfection and clea-
ning of instruments and aids immediately after use by immersion
in a previously prepared working solution. It is also suitable
for use on ultrasound cleaners.

The preparation is suitable for disinfection of:

«  medical device surfaces by wiping (hydrotherapy baths)
«  dental impression materials

+  anesthesiology equipment

+  tonometers

+  breathing masks

. endoscopes, incubators etc.

chirosan® plusis compatible with regular materials used in health-
care. Itis recommended for instruments and aids made of surgical
steel, glass, plastic, rubber, porcelain, ceramics and perspex. Not
foruse oninstruments made of brass, copper, aluminium, nickel, or
chrome-plated instruments with mechanically damaged surfaces.

schilke -¢

A powdered disinfectant with a generated
peracetic acid base, intended for the disinfec-
tion of surgical instruments, for secondary
and high level of disinfection of instruments,
rigid and flexible endoscopes and for medical
device surface disinfection.

Instructions for use:

Disinfecting solution is prepared by dissolving measured amount
of chirosan® plus into water of temperature 20 °C + -1. Stir the solu-
tion properly. After 15 minutes of activation time and after repeated
stirring, the solution is ready for use.

Used instruments and items are immersed fully in the activated
solution of chirosan® plus to ensure all instrument cavities will be
filled with solution (no air bubbles). After the exposure time, take
instruments out and rinse them with water.

Surfaces of medical devices can be disinfected also by wiping with
a cloth soaked into working solution. Visibly dirty objects must be
first cleaned and disinfected afterwards.

Effect spectrum:

Bactericidal, fully virucidal, mycobactericidal, tuberculocidal, fungi-
cidal, sporocidal



chirosan®plus

Composition:

chirosan® plus contains for following active substances:

« insitu generated peracetic acid
(2% solution contains more than 1000 ppm of peracetic acid)

Chemical-physical data:

form white powder

odor fragrance free

pH (2% solution) 7,5-8,5

Logistic data:

Product name Packaging Pcs in carton
500 g dose 12

chirosan® plus 1,5 kg bucket 1
6 kg bucket 1

Special advice:

Environmental information:

schiilke manufactures products economically and with advan-
ced, safe, and environmentally friendly production processes,
while at the same time maintaining our high quality standards.

Schulke CZ, s.r.o. is a holder of quality certificates ISO 13485 and
ISO 9001.

For the professional market only. Follow instrucitons for use care-
fully. Do not use on instruments made of brass, copper, aluminium,
nickel, or chrome-plated instruments with mechanically damaged
surface.

Shelf life:
24 months

Type of product:
Medical device class Ilb [ C€ 1023]

Producer:
Schulke CZ, s.r.0., Lidicka 445

Futher information:
Visit our web site:

@& www.schulke.cz

735 81 Bohumin, Czech Republic
tel.: +420 558 320 260, www.schulke.cz

For individual questions and information:

Customer service:

Product manager:
Export manager:

tel.: +420 558 320 260
e-mail: schulkecz@schuelke.com
tel.: +420 724 806 894
tel.: +420 602 756 789

Ver.: 22032023



schiilke -+

chloramix®

chloramix® DT

Our Plus:

@ Easy dosing and usage

@ Full effect spectrum

@ Strong and rapid effect of active chlorine
@» Long-term storage

@D Suitable also for disinfection of sinks
and for risk area disinfection

Areas of use:

chloramix® DT are chlorine tablets for universal usage. Suitable
for disinfection of all washable surfaces in numerous healthcare
settings, municipal hygiene, institutions and food industry. Product
is suitable for daily disinfection as well as special disinfection (risk
of infection/high organic load). Suitable for all places, where high
level of hygiene standard is required. Also suitable for disinfection
of sinks, bedpans, bidets, toilets, washbasins, tiles etc.

Working solution of chloramix® DT is compatible with many types
of material, f.e. plastics (PE, PP, PVC), stainless steel, china, glass,
enamel, rubber, latex, perspex etc. Do not use on damaged sur-
faces, especially damaged metal surfaces. Product has a bleaching
effect.

Instructions for use:

Disinfecting solution is prepared by dissolving of appropriate
number of tablets in water of 20-25 °C temperature. After disinte-
gration of tablets (by 10 minutes), mix the solution properly. Visibly
dirty surfaces and items should be pre-cleaned manually prior to
disinfection. Apply solution by wiping or spraying. Small waterproof
items and textiles should be immersed into solution. Respect the
prescribed contact time. Make sure that entire surface to be disin-
fected is properly wetted. The surfaces and items that are supposed
to be in contact with water, food or feed, should be rinsed with drin-
king water after disinfection.

schilke -¢

A highly concentrated tableted disinfectant
based on highly effective active chlorine. Sui-
table for disinfection of all washable, chlorine
resistant surfaces and items.

Effect spectrum:

Bactericidal, fully virucidal, mycobactericidal, tuberculocidal, fungi-

cidal, sporocidal



chloramix® DT

Composition:
100 g of chloramix® DT contains following active substances:
« 759 Natrium dichlorisocyanurate, dihydrate

Active chlorine content min. 43 %, min. 1,5 g act. Cl,/tablet.
1tbl/1,5 | water = 0,1% conc. contains 1000 ppm CL,.

Chemical-physical data:

form white tablets
odour characteristic by chlorine

Logistic data:

Product name Packaging Pcs in carton

chloramix® DT 1 kg tub 6

Special advice:

For professional use only. Use appropriate personal protective
equipment. Do not use together with other products. In contact
with acid liberates toxic gasses. The preparation has a bleaching
effect. Do not use on damaged surfaces, especially damaged
metal surfaces.

Shelf life:
36 months

Type of product:
Biocidal product

Environmental information:

schiilke manufactures products economically and with advan-
ced, safe and environmentally friendly production processes
while at the same time maintaining our high quality standards.

schilke -¢
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Schulke CZ, s.r.0. is a holder of quality
certificates 1ISO 14385 and 1SO 9001.

Futher information:
Visit our web site:

@& www.schulke.cz

Producer:
Schulke CZ, s.r.0., Lidicka 445
735 81 Bohumin, Czech republic

tel.: +420 558 320 260, www.schulke.cz

For individual questions and information:

Customer service: tel.: +420 558 320 260, e-mail: schulkecz@schuelke.com
Product manager: tel.: +420 724 806 894
Export manager: tel.: +420 602 756 789

Use biocides safely. Always read the label and product information before use.

Ver.: 02042023



sehiilke

desam® effekt +

Our Plus:

@D Universal, efficient and economical
@ Does not irritate the respiratory tract
@ Can be also in the presence of staff and patients

@ Compatible with a dry wipes system - schiilke wipes

Areas of use:

desam® effekt + is intended for the cleaning and disinfection
of medical device surfaces. Suitable for usage in healthcare and
communal hygiene for disinfection of areas and surfaces.

Product has very good compatibility with many kinds of materials
such as stainless steel, chrome-plated and enamelled surfaces,
glass, plastic coated surfaces, plexiglass, rubber and acrylates.

Not suitable for use on mechanically damaged surfaces.

Efficacy:

Bactericidal, virucidal (BVDV/Vaccinia/Rota/Noro/Adeno), myco-
bactericidal, tuberculocidal, fungicidal

Instructions for use:

For disinfection purposes, dilute desam® effekt + with water at
a temperature of 20 °C - 25 °C. Apply the solution by wiping or
dipping. Ensure that surface of medical device is completely
wetted. desam® effekt + is not intended for disinfection of invasive
medical devices.

Do not exceed the maximum exposure time.

schilke -+

Concentrated liquid disinfectant based on
QAC, amine and phenoxyethanol for manual
cleaning and disinfection of medical devices
and areas and surfaces in healthcare and
communal hygiene.




desam?® effekt +

Composition:

100 g of desam® effekt + contains following active ingredients:
« 19 g Alkyl (C12-16) dimethylbenzyl ammonium chloride
+ 10 g 2-Phenoxyethanol

« 7.2 g N-(3-aminopropyl)-N-dodecylpropan-1,3-diamine
+ 3 g Didecyldimethylamonium-chloride

Special instructions:

For the professional use only. Do not use on non-ferrous metals
(copper, brass), non - alloy steels, colour-unstable materials, sili-
cone and polycarbonates. Keep and store in closed, original con-
tainers. Store in dry areas. Do not expose to external weather con-
ditions.

Logistic data:

Product name Packaging Art. number
desam effekt + 11 FL 12/carton 70002117
desam effekt + 51 KA 1/canister 70002118

Environmental information:

Schiilke manufactures products economically and with advan-
ced, safe, and environmentally friendly production processes,
while at the same time maintaining our high quality standards.

desam?®effekt

Type of product:

Medical device cl. Il.a / Biocidal product

G

Shelf life:
24 months

information before use.

schillke -+

desam® effekt +
R
IS,
B scruike gl

Use biocides safely. Always read the label and product

Futher information: Producer:
Visit our web site:

@& www.schulke.cz

Schulke CZ, s.r.o,, Lidicka 445
735 81 Bohumin, Czech republic

tel.: +420 558 320 260, www.schulke.cz

For individual questions and information:

Customer service: tel.: +420 558 320 260, e-mail: schulkecz@schuelke.com

Product manager: tel.: +420 724 806 894

Schulke CZ, s.r.0. is a holder of quality
Export manager: tel.: +420 602 756 789

certificates ISO 14385 and ISO 9001.

Ver.: 07042023



ﬁ'._. z m

i schiilke -+

ERRRCR AL oo BAA
o flanegiende PA

schilke -¢

Rapid

effect

A ready to use two-component liquid disin-
fectant based on in-situ generated peracetic
acid. Suitable for second and higher level
disinfection of thermolabile surgical instru-
ments and endoscopes.

discleen® Endo PAA

Our Plus:

@ Fast and reliable

@ Full spectrum in 5 minutes

@ Excellent material compatibility

@ User friendly

Areas of use:

discleen® Endo PAA is intended for second and higher level disin-
fection of thermolabile surgical instruments, anaestethical equip-
ment and endoscopes.

Activated solution of discleen® Endo PAA is suitable for all instru-
ments and equipment made of stainless steel, soft metals (except
for zinc materials and anodized aluminium).

Instruction on use:

Solution preparation: discleen® endo PAA is two component pre-
paration (base and activator) in the form ,ready to use”. Pour activa-
tor into the base, close canister and mix properly by shaking. After
20 minutes the solution is ready for use.

Disinfection: Immerse clean and dry instruments fully into the acti-
vated solution of discleen® Endo PAA. After the prescribed exposi-
tion time, take instruments out, rinse them with water, dry them and
store. Activated solution, stored in original canister or closed con-
tainer, can be used repeatedly for 7 days or 50 disinfection cycles.
The efficiency of working solution must be checked by discleen®
Endo PAA test strips. Contain of peracetic acid mustn’t go under
900 ppm. Use appropriate protective equipment while working
with solution. Note date and time when solution was activated.

Effect spectrum:

Bactericidal, fully virucidal, mycobactericidal, tuberculocidal, fungi-
cidal, sporocidal

Discleen Endo
PAA - base

Discleen Endo
PAA - base

Discleen Endo
[Z

AR~ base +activator

Test strips usage:

Check the efficiency of solution by testing strips before every work
shift, in the case of increased frequency of disinfection and after
longer breaks. Insufficiently washed or dried medical devices can
influence the efficiency of the solution in a significant way.

Usage Exposition

Higher level of disinfection 5 min.




discleen® Endo PAA

Composition:

Environmental information:

100 g discleen® endo PAA (base-+activator) contains following  schiilke manufactures products economically and with advan-

active substances:

+ 0,23 gin situ generated peracetic acid

Chemical-physical data:

ced, safe and environmentally friendly production processes
while at the same time maintaining our high quality standards.

form yellowish liquid
odour no parfumation; characteristic peracetic acid odour
pH

Logistic data:

Product name Pack size

discleen® Endo PAA set

Pcs in carton

2x base 44940 g
+2x activator 4 60 g

Special advice:

For the professional market only. Follow instruction on use care- | | e e
fully. Use appropriate protective equipment. Do not use on zinc :
materials and anodized aluminium. Store away from direct sun-

shine and heat sources.

Shelf life:

18 months

Type of product:
Medical device class llb  [C€ 1023]
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Futher information:
Visit our web site:

@& www.schulke.cz

Schulke CZ, s.r.0. is a holder of quality
certificates ISO 14385 and 1SO 9001.

Producer:

Schulke CZ, s.r.0., Lidicka 445

735 81 Bohumin, Czech republic

tel.: +420 558 320 260, www.schulke.cz

For individual questions and information:

Customer service: tel.: +420 558 320 260, e-mail: schulkecz@schuelke.com
Product manager: tel.: +420 724 806 894
Export manager: tel.: +420 602 756 789

Ver.: 07042023



FISA CU DATE DE SECURITATE schiulke -+

in conformitate cu Reglementarile UE No. 1907/2006

mikrozid® AF wipes No Change Service!
Versiune Revizia (data): Data ultimei lansari: 23.10.2017
05.07 03.04.2018 Data primei lansari: 27.09.2007

SECTIUNEA 1: Identificarea substantei/amestecului si a societatii/intreprinderii

1.1 Element de identificare a produsului
Denumirea comerciala : mikrozid® AF wipes

1.2 Utilizari relevante identificate ale substantei sau ale amestecului si utilizari contraindicate

Utilizarea substan- :  Desinfectanti si produse biocide generale
tei/amestecului

1.3 Detalii privind furnizorul figei cu date de securitate

Producator, Furnizor . Schilke & Mayr GmbH
Robert-Koch-Str. 2

22851 Norderstedt
Germania

Telefon: +49 (0)40/ 52100-0
Fax: +49 (0)40/ 52100318
mail@schuelke.com
www.schuelke.com

Furnizor . S.C. Intercoop S.r.l.
Str. Principala nr. 376

RO-547215 Loc. Ernei, Jud. Mures
Romania

Telefon: /Fax: +40-2-65 26 77 08
office@intercoop.ro

Adresa de e-mail a persoanei : Application Department
responsabile pentru |+49 (0)40/ 521 00 8800
SDS/Persoana de contact ApplicationDepartment.SM@schuelke.com

1.4 Numar de telefon care poate fi apelat in caz de urgenta

Numar de telefon care poate  : Institutul National de Sanatate Publica, Bucuresti,
fi apelat in caz de urgenta str. Dr. Leonte, nr.1-3, sector 5
+40 21 318 36 06 apelabil intre orele 8.00-15.00

SECTIUNEA 2: Identificarea pericolelor

2.1 Clasificarea substantei sau a amestecului

Clasificare (REGULAMENTUL (CE) NR. 1272/2008)

Lichide inflamabile, Categoria 3 H226: Lichid si vapori inflamabili.

Iritarea ochilor, Categoria 2 H319: Provoaca o iritare grava a ochilor.
Toxicitate asupra unui organ tinta specific  H336: Poate provoca somnolenta sau ameteala.
- 0 singura expunere, Categoria 3

2.2 Elemente pentru eticheta

Etichetare (REGULAMENTUL (CE) NR. 1272/2008)

Z11091_02 ZSDB_P_RO RO Pagina 1/15 ® airLiquide
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FISA CU DATE DE SECURITATE schiulke -+

in conformitate cu Reglementarile UE No. 1907/2006

mikrozid® AF wipes No Change Service!
Versiune Revizia (data): Data ultimei lansari: 23.10.2017
05.07 03.04.2018 Data primei lansari: 27.09.2007

Pictograme de pericol

Cuvant de avertizare : Atentie

Fraze de pericol : H226 Lichid si vapori inflamabili.
H319 Provoaca o iritare grava a ochilor.
H336 Poate provoca somnolenta sau ameteala.

Fraze de precautie : P102 A nu se lasa la indemana copiilor.
P210 A se pastra departe de surse de caldura, suprafete
fierbinti, scantei, flacéri si alte surse de aprindere. Fumatul
interzis.
P280 Purtati manusi de protectie (de exemplu din Cauciuc
nitril) /echipament de protectie a ochilor.
P305 + P351 + P338 1N CAZ DE CONTACT CU OCHI!:
Clatiti cu atentie cu apa timp de mai multe minute. Scoateti
lentilele de contact, daca este cazul si daca acest lucru se
poate face cu usurinta. Continuati sa clatiti.
P337 + P313 Daca iritarea ochilor persista: consultati medi-

cul.
"Eticheté exceptionala pen-  : Etichetare conform cu Reglementarea (CE) Nr. 648/2004: (par-
tru amestecuri speciale fumuri)
Informatii suplimentare . Utilizati in siguranta produsele biocide. Cititi intotdeauna etiche-

ta si informatiile despre produs Thainte de utilizare.

2.3 Alte pericole

Aceasta substanta/acest amestec nu contine componente considerate a fi fie persistente,
bioacumulative si toxice (PBT), fie foarte persistente si foarte bioacumulative (vPvB) la nivele de
0.1% sau mai mari.

Are un efect de degresare a pielii.

SECTIUNEA 3: Compozitie/informatii privind componentii

3.2 Amestecuri
Natura chimica . Solutie apoasa cu alcool pe lavete din lana

Componente periculoase

Denumire chimica Nr. CAS Clasificare Concentratie
Nr.CE (% wiw)
Nr. Index
Numar de inregistrare

Propan-1-ol 71-23-8 Flam. Liq. 2; H225 35
200-746-9 Eye Dam. 1; H318
603-003-00-0 STOT SE 3; H336
01-2119486761-29-
XXXX

Etanol 64-17-5 Flam. Lig. 2; H225 25

Z11091_02 ZSDB_P_RO RO Pagina 2/15 ® airLiquide
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FISA CU DATE DE SECURITATE schiulke -+

in conformitate cu Reglementarile UE No. 1907/2006

mikrozid® AF wipes No Change Service!

Versiune Revizia (data): Data ultimei lansari: 23.10.2017
05.07 03.04.2018 Data primei lansari: 27.09.2007
200-578-6 Eye Irrit. 2; H319
603-002-00-5
01-2119457610-43-
XXXX

Pentru explicatii referitoare la abrevieri se va vedea sectiunea 16.

SECTIUNEA 4: Masuri de prim ajutor

4.1 Descrierea masurilor de prim ajutor
Daca se inhaleaza . Daca simptomele persista se va chema un medic.

n caz de contact cu pielea . Se va spala cu apa si sapun drept masura de prevedere.
Daca persista iritarea pielii, se va chema un medic.

n caz de contact cu ochii . Se va spala bine cu multa ap3, inclusiv sub pleoape.
Daca persista iritatia oculara, se va consulta un medic specia-
list.

Daca este ingerat . In caz de inghitire se va consulta imediat un medic.

4.2 Cele mai importante simptome si efecte, atat acute, cat si intarziate
Simptome :  Se va trata simptomatologic.

4.3 Indicatii privind orice fel de asistenta medicala imediata si tratamentele speciale necesare

Tratament . Pentru sfaturi de specialitate medicii trebuie sa se adreseze
Serviciului de informatii referitoare la otravuri.

SECTIUNEA 5: Masuri de combatere a incendiilor

5.1 Mijloace de stingere a incendiilor

Mijloace de stingere cores- . Pulbere uscata
punzatoare Spuma rezistenta la alcooli
Bioxid de carbon (CO2)
Jet de apa
Mijloace de stingere neco- . Spuma
respunzatoare Nu se va folosi un jet de apa concentrata care ar putea Tm-

prastia si raspandi focul.

5.2 Pericole speciale cauzate de substanta sau de amestecul in cauza

Riscuri specifice in timpul . Se vor raci prin pulverizare cu jet de apa containerele inchise
luptei Impotriva incendiilor aflate Tn apropierea unor surse de incendiu.

Produsi de combustie pericu- : Nu sunt cunoscute produse de ardere periculoase

logi
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FISA CU DATE DE SECURITATE schiulke -+

in conformitate cu Reglementarile UE No. 1907/2006

mikrozid® AF wipes No Change Service!
Versiune Revizia (data): Data ultimei lansari: 23.10.2017
05.07 03.04.2018 Data primei lansari: 27.09.2007

5.3 Recomandari destinate pompierilor

Echipament special de pro-  : Tn cazul unui incendiu, se va purta un aparat respirator auto-
tectie pentru pompieri nom.

SECTIUNEA 6: Masuri de luat in caz de dispersie accidentala

6.1 Precautii personale, echipament de protectie si proceduri de urgenta

Masurile de precautie pentru : Se va indeparta orice sursa de aprindere.
protectia personala Se va evita contactul cu ochii.

6.2 Precautii pentru mediul inconjurator

Precautii pentru mediul Tn- . Nu sunt necesare masuri de prevedere speciale pentru mediul
conjurator inconjurator.

6.3 Metode si material pentru izolarea incendiilor si pentru curatenie
Metodele de curatare . Se va folosi un echipament de manipulare mecanic.

6.4 Trimitere la alte sectiuni
Se va consulta Sectiunea 8 + 13

SECTIUNEA 7: Manipularea si depozitarea

7.1 Precautii pentru manipularea in conditii de securitate

Sfaturi de manipulare in con- : Se va purta echipamnet individual de preteciie.
ditii de securitate

Masuri de protectie impotriva : A se pastra departe de orice flacara sau sursa de scantei -
incendiului si a exploziei Fumatul interzis.
Masuri de igiena . Se va pastra separat fata de mancare si bautura.

7.2 Conditii de depozitare in conditii de securitate, inclusiv eventuale incompatibilitati

Cerinte pentru spatiile de . Se va pastra la temperatura camerei, in recipienti de original.
depozitare si containere
Informatji suplimentare asu- . A se pastra ambalajul inchis ermetic. Se va feri departe de
pra conditiilor de depozitare lumina directa a soarelui. Temperatura de depozitare reco-
mandata: 15 - 25°C
"Mésuri de protectie in cazul : Nu se va depozita impreuna cu agenti oxidanti.
depozitarii in locuri comune
7.3 Utilizare (utilizari) finala (finale) specifica (specifice)
Utilizare (utilizari) specifica :nici unul
(specifice)
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FISA CU DATE DE SECURITATE schiulke -+

in conformitate cu Reglementarile UE No. 1907/2006

mikrozid® AF wipes No Change Service!
Versiune Revizia (data): Data ultimei lansari: 23.10.2017
05.07 03.04.2018 Data primei lansari: 27.09.2007

SECTIUNEA 8: Controale ale expunerii/protectia personala

8.1 Parametri de control

Concentratie maxima de lucru

Componente Nr. CAS Tipul valorii Parametri de control Baza
(Forma de expu-
nere)

Etanol 64-17-5 Valoare limita 500 ppm TRGS 900
acceptabila 960 mg/m3
Valoare limita de | 1.000 ppm TRGS 900

expunere ce nu 1.920 mg/m3
trebuie depasita
in timpul oricarei
perioade de lucru

Valoare limita 1.000 ppm OSHA
acceptabila 1.900 mg/m3
Propan-1-ol 71-23-8 Valoare limita 200 ppm OSHA
acceptabila 500 mg/m3
Nivel la care nu apar efecte (DNEL) in conformitate cu Reglementarile UE No. 1907/2006:
Numele substantei Utilizare finale | Cai de expunere | Efecte potentiale Valoare
asupra sanatatii
Propan-1-ol Lucratori Contactul cu Expunere pe termen | 136 mg/kg
pielea lung, Efecte sistemi-
ce
Lucratori Inhalare Expunere pe termen | 268 mg/m3
lung, Efecte sistemi-
ce
Lucratori Inhalare Expunere pe termen | 1723 mg/m3
scurt, Efecte sistemi-
ce
Etanol Lucratori Inhalare Efecte acute, Efecte | 1900 mg/m3
locale
Lucratori Contactul cu Efecte cronice 343 mg/kg
pielea
Lucratori Inhalare Efecte cronice 950 mg/m3

Concentratie predictibila fara efect (PNEC) in conformitate cu Reglementarile UE No.
1907/2006:

Numele substantei Compartiment de mediu Valoare

Propan-1-ol Apa proaspata 10 mg/l
Apa de mare 1 mg/l
Sediment de apa curgatoare 22,8 mg/kg
Sediment marin 2,28 mg/kg
Efecte pe statia de tratare a apa uzata 96 mg/l
Sol 2,2 mg/kg
Procesare intermitenta/eliberare 10 mg/l

Etanol Apa proaspata 0,96 mg/l
Apa de mare 0,79 mg/l
Sediment de apa curgatoare 3,6 mg/kg
Sol 0,63 mg/kg

Z11091_02 ZSDB_P_RO RO Pagina 5/15 ® airLiquide

THCARE



FISA CU DATE DE SECURITATE

schilke -+
in conformitate cu Reglementarile UE No. 1907/2006
mikrozid® AF wipes

Versiune Revizia (data):
05.07 03.04.2018

No Change Service!
Data ultimei lansari: 23.10.2017
Data primei lansari: 27.09.2007

8.2 Controale ale expunerii

Echipamentul individual de protectie

Protectia mainilor . Contact prelungit: Manusi de cauciuc nitril, spre exemplu
Camatril (>120 min., Grosimea stratului: 0,40 mm) sau manusi
de cauciuc butil, spre exemplu Butoject (>480 min., Grosimea
stratului: 0,70 mm) fabricate de KCL sau alte manusi ce asigu-
ra aceeasi protectie.

Masuri de protectie Evitati contactul cu pielea si ochii.

SECTIUNEA 9: Proprietatile fizice si chimice

9.1 Informatii privind proprietatile fizice si chimice de baza

Aspect lichid
Culoare incolor
Miros alcoolic

Pragul de acceptare a mirosu-
lui

pH

Punctul de topire/punctul de
inghetare

Temperatura de descompune-
re

Temperatura de fierbe-
re/interval de temperatura de
fierbere

Punctul de aprindere

Viteza de evaporare
Inflamabilitatea (solid, gaz)

Limita superioara de explozie

Limita inferioara de explozie

Presiunea de vapori
Densitatea vaporilor

Densitatea relativa

nedeterminat

Nu se aplica

<-5 °C

Nu exista date

circa80 °C

27 °C
Metoda: DIN 51755 Part 1

Nu exista date
Mentine arderea

17,5 %(V)
Materia prima

2,1 %(V)
Materia prima

circa 50 hPa (20 °C)
Nu exista date

circa 0,89 g/cm3 (20 °C)
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FISA CU DATE DE SECURITATE schiulke -+

in conformitate cu Reglementarile UE No. 1907/2006

mikrozid® AF wipes No Change Service!
Versiune Revizia (data): Data ultimei lansari: 23.10.2017
05.07 03.04.2018 Data primei lansari: 27.09.2007

Solubilitatea (solubilitatile)

Solubilitate Tn apa : 1n toate proportiile (20 °C)
Coeficientul de partitie: n- . Nu se aplica
octanol/apa
Temperatura de autoaprinde- : Nu exista date
re
Vascozitatea

Vascozitate dinamica : nedeterminat
Timp de curgere . <15sla20 °C

Metoda: DIN 53211
Proprietati explozive : Nu exista date
Proprietati oxidante : Nu exista date

9.2 Alte informatii
Nu exista date

SECTIUNEA 10: Stabilitate si reactivitate

10.1 Reactivitate

Nu se conoaste nici o reactie periculoasa in conditii normale de folosire.
10.2 Stabilitate chimica

Produsul este stabil chimic.

10.3 Posibilitatea de reactii periculoase
Reactii potential periculoase : Nimic previzibil Tn mod normal.

10.4 Conditii de evitat
Conditji de evitat : Caldura, flacari si scantei.

10.5 Materiale incompatibile
Materiale de evitat :Acizi tari si agenti oxidanti

10.6 Produsi de descompunere periculosi
Nimic previzibil in mod normal.

SECTIUNEA 11: Informatii toxicologice

11.1 Informatii privind efectele toxicologice
Toxicitate acuta

Produs:
Toxicitate acuta orala . Estimarea toxicitatii acute: > 15.000 mg/kg
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FISA CU DATE DE SECURITATE schiulke -+

in conformitate cu Reglementarile UE No. 1907/2006

mikrozid® AF wipes No Change Service!

Versiune Revizia (data): Data ultimei lansari: 23.10.2017
05.07 03.04.2018 Data primei lansari: 27.09.2007
Toxicitate acuta prin inhalare : Estimarea toxicitatii acute: > 50 mg/l
Toxicitate acuta dermica . Estimarea toxicitatji acute: > 10.000 mg/kg

Corodarealiritarea pielii

Componente:
Propan-1-ol:

Nu irita pielea
Etanol:

lepure, Nu irita pielea

Lezarea gravaliritarea ochilor

Produs:

Provoaca o iritare grava a ochilor.Datele toxicologice au fost luate de la produse cu compozitie
similara., Avizul expertului

Sensibilizarea cailor respiratorii sau a pielii

Componente:

Propan-1-ol:

Nu provoaca o sensibilizare a pielii.Cobai, Ghid de testare OECD 406

Etanol:
Nu are efect sensibilizant asupra animalelor de laborator. Test de maximizare, Cobai

Mutagenitatea celulelor germinative

Componente:

Propan-1-ol:

Mutagenitatea celulelor ger- . Nu este mutagen conform testului Ames.

minative- Evaluare

Etanol:

Genotoxicitate in vitro . Ghid de testare OECD 471, Nu este mutagen conform testului
Ames.

Genotoxicitate in vivo . Nemutagen

Mutagenitatea celulelor ger- . Testele pe culturi bacteriene sau de celule de mamifere nu au

minative- Evaluare evidentiat efecte mutagene.

Cancerogenitatea

Componente:

Propan-1-ol:

Cancerogenitatea - Evaluare : Testele pe animale nu au aratat nici un fel de efecte canceri-
gene.

Etanol:

Cancerogenitatea - Evaluare : Nu a prezentat efecte cancerigene n decursul experimentelor
pe animale.

Toxicitatea pentru reproducere

Componente:

Propan-1-ol:

Efecte asupra fertilitafji . Sobolan, Inhalare, NOAEL: 8,6 mg/l

Efecte asupra dezvoltarii . Sobolan, Inhalare, NOAEL: 8,6 mg/l

fatului

Toxicitatea pentru reproduce- : Testele pe animale nu au aratat nici un fel de efecte referitoa-

re - Evaluare re la fertilitate.
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FISA CU DATE DE SECURITATE schiulke -+

in conformitate cu Reglementarile UE No. 1907/2006

mikrozid® AF wipes No Change Service!

Versiune Revizia (data): Data ultimei lansari: 23.10.2017
05.07 03.04.2018 Data primei lansari: 27.09.2007
Etanol:

Sobolan, Oral(a), NOAEL: 2.000 mg/kg

Toxicitatea pentru reproduce- : In cadrul testelor pe animale a aparut un risc de alterare a
re - Evaluare fertilitatii numai dupa administrarea de doze foarte mari din
acesta substanta.

STOT (toxicitate asupra organelor {inta specifice) - expunere unica

Produs:
Poate provoca somnolenta sau ameteala.

STOT (toxicitate asupra organelor {inta specifice) - expunere repetata

Componente:

Propan-1-ol:

Substanta sau amestecul nu sunt clasificate drept toxice specifice pentru organe tinta, expunere
repetata.

Etanol:

Nu exista date

Toxicitate la doza repetata
Componente:

Etanol:
Sobolan, NOAEL: 1.730 mg/kg, LOAEL: 3.160 mg/kg, Oral(a)90 d

Toxicitate referitoare la aspiratie
Nu exista date

Informatii suplimentare

Produs:
Nu exista informatii disponibile pentru produsul Tnsusi.

SECTIUNEA 12: Informatii ecologice

12.1 Toxicitatea

Componente:

Propan-1-ol:
Toxicitate pentru pesti . LC50 (Peste): 3.200 mg/l
Durata de expunere: 96 h
Toxicitate pentru dafnia si . EC50 (Daphnia magna (purice de apa)): 3.642 mg/l
alte nevertebrate acvatice Durata de expunere: 48 h
Toxicitate asupra algelor . Concentratie fara efect observabil (NOEC) (Chlorella
pyrenoidosa): 1.150 mg/I
Durata de expunere: 48 h
Toxicitate pentru dafnia si . Concentratie fara efect observabil (NOEC): > 100 mg/I
alte nevertebrate acvatice Durata de expunere: 21 d
(Toxicitate cronica) Specii: Daphnia magna (purice de apa)

Metoda: Indrumar de test OECD, 211
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FISA CU DATE DE SECURITATE schiulke -+

in conformitate cu Reglementarile UE No. 1907/2006

mikrozid® AF wipes No Change Service!

Versiune Revizia (data): Data ultimei lansari: 23.10.2017
05.07 03.04.2018 Data primei lansari: 27.09.2007
Etanol:
Toxicitate pentru pesti :  LC50 (Leuciscus idus): 8.140 mg/l
Durata de expunere: 48 h
Toxicitate pentru dafnia si . EC50 (Daphnia magna (purice de apa)): > 5.000 mg/l
alte nevertebrate acvatice Durata de expunere: 48 h
Toxicitate asupra algelor . CI50 (Scenedesmus quadricauda (alge verzi)): > 100 mg/l

Durata de expunere: 72 h

12.2 Persistenta si degradabilitatea

Produs:
Biodegradare . Reazultat: Usor biodagradabil.
Metoda: OCDE 301D / CEE 84/449 C6
Necesitati in oxigen de natu- : 13.000 mg/l
ra chimica (NOC) Substanta de test: solutie 1%

Componente:

Propan-1-ol:
Biodegradare . Rezultat: Usor biodagradabil.
Biodegradare: 75 %
Durata de expunere: 20 d
Etanol:
Biodegradare : Rezultat: Usor biodagradabil.

12.3 Potentialul de bioacumulare

Componente:

Propan-1-ol:

Bioacumularea . Factorul de bioconcentrare (BCF): 0,88
Observatii: Bioacumularea este improbabila.

Coeficientul de partitie: n- . log Pow: 0,43

octanol/apa

Etanol:

Bioacumularea . Observatii: Bioacumularea este improbabila.

Coeficientul de partitie: n- . log Pow: -0,14

octanol/apa Metoda: Valoare calculata

Z11091_02 ZSDB_P_RO RO Pagina 10/15 ® airLiquide

THCARE



FISA CU DATE DE SECURITATE schiulke -+

in conformitate cu Reglementarile UE No. 1907/2006

mikrozid® AF wipes No Change Service!

Versiune Revizia (data):
05.07 03.04.2018

Data ultimei lansari: 23.10.2017
Data primei lansari: 27.09.2007

12.4 Mobilitatea in sol

Componente:

Propan-1-ol:
Mobilitate

Etanol:
Mobilitate

Observatii: Mobil Tn diverse tipuri de sol

Observatii: Nu exista date

12.5 Rezultatele evaluarilor PBT si vPvB

Produs:
Evaluare

12.6 Alte efecte adverse

Produs:

Informatji ecologice aditiona-
le

Aceasta substanta/acest amestec nu contine componente
considerate a fi fie persistente, bioacumulative si toxice (PBT),
fie foarte persistente si foarte bioacumulative (vPvB) la nivele
de 0.1% sau mai matri..

Acest produs nu are efecte ecotoxicologice cunoscute.

SECTIUNEA 13: Consideratii privind eliminarea

13.1 Metode de tratare a deseurilor
Produs :

Ambalaje contaminate

Poate fi incinerat sau Tngropat impreuna cu deseurile menaje-
re in conformitate cu reglementarile Tn vigoare si dupa consul-
tarea cu serviciile speciale de tratare a deseurilor.

Eliminarea deseurilor de produs se va face conform Legii
211/2011 privind regimul deseurilor.

Legea 249/2015 privind modalitatea de gestionare a ambala-
jelor si a deseurilor de ambalaje.

HG 856/2002 - evidenta gestiunii deseurilor si aprobarea listei
deseurilor

Se vor da ambalajele goale unei intreprinderi de reciclare.

SECTIUNEA 14: Informatii referitoare la transport

14.1 Numarul ONU

ADR
IMDG
IATA (Cargou)

UN 3175
UN 3175
UN 3175

14.2 Denumirea corecta ONU pentru expeditie
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FISA CU DATE DE SECURITATE

in conformitate cu Reglementarile UE No. 1907/2006

mikrozid® AF wipes

Versiune

Revizia (data):

No Change Service!

schilke -+

Data ultimei lansari: 23.10.2017

05.07 03.04.2018 Data primei lansari: 27.09.2007
ADR SOLIDE SAU AMESTECURI DE SOLIDE, CONTINAND
LICHID INFLAMABIL, NS.A.
(Propan-1-ol, Etanol)
IMDG SOLIDS CONTAINING FLAMMABLE LIQUID, N.O.S.

IATA (Cargou)

(Propan-1-ol, Ethanol)

SOLIDS CONTAINING FLAMMABLE LIQUID, N.O.S.

(Propan-1-ol, Ethanol)

14.3 Clasa (clasele) de pericol pentru transport

ADR
IMDG
IATA (Cargou)
14.4 Grupul de ambalare

ADR
Grupul de ambalare
Cod de clasificare

Nr.de identificare a pericolu-

lui
Etichete

Cod de restrictionare in tune-

luri

IMDG

Grupul de ambalare
Etichete

EmS Cod

IATA (Cargou)
Instructiuni de ambalare
(avioane cargo)

Grupul de ambalare
Etichete

14.5 Pericole pentru mediul Tnconjurator

ADR

Periculos pentru mediul in-

conjurator

IMDG
Poluantii marini

4.1
4.1
4.1

I
F1
40

I
4.1

F-A
448

, S

Flammable Solid

nu

nu

14.6 Precautii speciale pentru utilizatori

Nu se aplica

Pentru protectia individuala a se vedea paragraful 8.

14.7 Transportul in vrac, in conformitate cu anexa Il la Conventia MARPOL si cu Codul IBC
Nu se aplica pentru produse precum cel furnizat.
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FISA CU DATE DE SECURITATE schiulke -+

in conformitate cu Reglementarile UE No. 1907/2006

mikrozid® AF wipes No Change Service!
Versiune Revizia (data): Data ultimei lansari: 23.10.2017
05.07 03.04.2018 Data primei lansari: 27.09.2007

SECTIUNEA 15: Informatii de reglementare

15.1 Regulamente/legislatie in domeniul securitatii, al sanatatii si al mediului specifice (specifi-
ca) pentru substanta sau amestecul in cauza

REACH - Lista substantelor candidate care prezinta . Nu se aplica

motive de Tngrijorare deosebita in vederea autorizarii

(Articolul 59).

Regulamentul (CE) NR. 850/2004 privind poluantii orga- : Nu se aplica
nici persistenti

Seveso llI: Directiva 2012/18/UE a Parlamentului European si a Consiliului privind controlul peri-
colelor de accidente majore care implica substante periculoase.

Cantitate 1 Cantitate 2
P5c LICHIDE INFLAMABILE 5.000t 50.000 t
Numar de inregistrare : Aviz nr. 1399BI0/02/12.24
Compusi organici volatili : Continut in compusi organici volatili (VOC): 60 %

Observaitii: solutia activa, Directiva 2010/75/CE referitoare la
limitarea emisiilor de compusi organici volatili

Alte reglementari:

-Regulamentul (CE) nr.1907/2006- REACH,;

-Regulamentul(UE) nr.453/2010 de modificare a Regulamentului nr.1907/2006-REACH
-Regulamentul (CE) nr. 1272/2008 privind clasificarea, etichetarea sii ambalarea
substantelor si a amestecurilor, de modificare si de abrogare a Directivelor 67/548/CEE
si 1999/45/CE, precum si de modificare a regulamentului (CE) nr.1907/2006;

-Legea nr.319/2006- legea securitatii si sanatatii in munca

-HG 1218/2006 privind stabilirea cerintelor minime de securitate si sanatate in munca
pentru asigurarea protectiei lucratorilor impotriva riscurilor legate de prezenta agentilor
chimici

- Hotararea nr. 617/2014 privind stabilirea cadrului institutional si a unor masuri pentru punerea
in aplicare a Regulamentului (UE) nr. 528/2012 al Parlamentului European si al Consiliului din
22 mai 2012 privind punerea la dispozitie pe piata si utilizarea produselor biocide.

15.2 Evaluarea securitatii chimice
Exceptat

SECTIUNEA 16: Alte informatii

Text complet al declaratiilor H

H225 . Lichid si vapori foarte inflamabili.

H318 . Provoaca leziuni oculare grave.

H319 . Provoaca o iritare grava a ochilor.

H336 . Poate provoca somnolenta sau ameteala.

Z11091_02 ZSDB_P_RO RO Pagina 13/15 ® airLiquide

THCARE



FISA CU DATE DE SECURITATE schiulke -+

in conformitate cu Reglementarile UE No. 1907/2006

mikrozid® AF wipes No Change Service!
Versiune Revizia (data): Data ultimei lansari: 23.10.2017
05.07 03.04.2018 Data primei lansari: 27.09.2007

Text complet al altor abrevieri

Eye Dam. . Lezarea grava a ochilor

Eye Irrit. . Iritarea ochilor

Flam. Liq. . Lichide inflamabile

STOT SE . Toxicitate asupra unui organ {inta specific - o singura expune-
re

ADN - Acord European privind Transportul International de Marfuri Periculoase pe Caile Naviga-
bile Interne; ADR - Acord European privind Transportul International de Marfuri Periculoase pe
Sosea; AICS - Inventarul Australian al Substantelor Chimice; ASTM - Societatea Americana pen-
tru Testarea Materialelor; bw - Greutatea corporald; CLP - Regulament privind Clasificarea, Eti-
chetarea, Ambalarea; Regulament (EC) Nr. 1272/2008; CMR - Substanta toxica carcinogena,
mutagena sau reproductiva; DIN - Standardul Institutului German pentru Standardizare; DSL -
Lista nationala a substantelor (Canada); ECHA - Agentia Europeana pentru Substante Chimice;
EC-Number - Numarul Comunitatii Europene; ECx - Concentratie asociata cu raspuns x%; ELx -
Rata de incarcare asociata cu raspuns x%; EmS - Program de urgenta; ENCS - Substante Chi-
mice Noi si Existente (Japonia); ErCx - Concentratie asociata cu raspunsul ratei de crestere x%;
GHS - Sistem armonizat global; GLP - Bune practici de laborator; IARC - Agenctia Internationala
pentru Cercetarea Cancerului; IATA - Asociatia de Transport Aerian International; IBC - Codul In-
ternational pentru Construirea si Echiparea Navelor care transportd Substante Chimice Pericu-
loase vrac; IC50 - Jumatate din concentratia maximala inhibitorie; ICAO - Organizatia Civila In-
ternationala de Aviatie; IECSC - Inventarul Substantelor Chimice Existente Tn China; IMDG - Mar-
furi Maritime Internationale Periculoase; IMO - Organizatia Maritima Internationald; ISHL - Legea
Sigurantei si Sanatatji in Industrie (Japonia); ISO - Organizatia Internationala pentru Standardiza-
re; KECI - Inventarul substantelor chimice existente inh Coreea; LC50 - Concentratie letala pentru
50% din populatia unui test; LD50 - Doza letala pentru 50% din populatia unui test (Doza letala
medie); MARPOL - Conventia Internationala pentru Prevenirea Poluarii de la Nave; n.o.s. - Fara
alte specificatii; NO(A)EC - Nu s-a observat nici un efect (advers) al concentratiei; NO(A)EL - Nu
s-a observat nici un efect (advers) al nivelului; NOELR - Nu s-a observat nici un efect la rata de
incarcare; NZloC - Inventarul Neozeelandez al Substantelor Chimice; OECD - Organizatia pentru
Cooperare si Dezvoltare Economica; OPPTS - Oficiul pentru Siguranta Chimica si Prevenirea Po-
luarii; PBT - Substante persistente, bioacumulative si toxice; PICCS - Inventarul Filipinez al Chi-
micalelor si Substantelor Chimice; (Q)SAR - Relatie Structura-Activitate (Cantitativa); REACH -
Regulamentul (CE) Nr. 1907/2006 al Parlamentului European si al Consiliului cu privire la inregis-
trarea, Evaluarea, Autorizarea si Restrictia Substantelor Chimice; RID - Regulamente privind
Transportul International de Marfuri Periculoase pe Calea Ferata; SADT - Temperatura de auto-
accelerare a descompunerii; SDS - Fisa de securitate; SVHC - substanta care prezinta motive de
ingrijorare deosebita; TCSI - Inventarul Taiwanez al Substantelor Chimice; TRGS - Regula Teh-
nica pentru Substante Periculoase; TSCA - Legea de Control privind Substantele Toxice (Statele
Unite); UN - Natiunile Unite; vPvB - Foarte persistent si foarte bioacumulativ

Informatii suplimentare

Clasificarea amestecului

Flam. Lig. 3, H226 . Pe baza datelor de testare.
Eye Irrit. 2, H319 . Principiul corelarii "Amestecuri similare".
STOT SE 3, H336 : Metoda de calcul

“ Modificarile fata de editia precedenta sunt marcate pe margine.

Informatjile continute in aceasta fisa tehnica de securitate au fost stabilite pe baza cunostintelor,
informatiilor si presupunerilor noastre la data publicarii acestui document. Informatiile furnizate au
numai rol de Tndrumare pentru manipularea, utilizarea, procesarea, depozitarea, transportuul,
eliminarea si eliberarea in siguranta, si nu vor fi considerate o garantie sau o specificare a calita-
tii. Informatiile se refera numai la materialul specific desemnat si nu sunt valabile pentru materia-
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lul folosit in combinatie cu orice alte materiale sau in orice alt proces, diferit de cel specificat in
text.
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Summary of microbial efficacy tests for chirosan® plus

schilke -+

Schulke CZ, s.r.o. declares that the following biocidal performance test results according to the

prescribed standards were carried out in accredited laboratories.

Efficacy Standard Conditions Concentration Exgt::re
0,5% 5 min
EN 13727 + A2 Higher load
9 » 2% 2 min
Bactericidal EN 13697 Higher load 2% 2 min
EN 16615 Higher load 2% 2 min
EN 14561 Higher load 0,5% 5 min
Higher load 0,5% 5 min
EN 13624 % 2 min
Yeasticidal EN 13697 Higher load 2% 2 min
EN 16615 Higher load 2% 2 min
EN1 4562 Higher load 0,5% 5 min
Higher load 1% 30 min
i o EN 13624 5% T
ungicida >
R Lower load 1% 30 min
A.brasilliensis EN 97
: ) L Higher load 2% 2 min
EN 14562 Lower load 2% 10 min
Virucidal - BVDV, DVV/RKI Higher load 0,5% 15 min
Vaccinia EN 14476 + A1 Higher load 0,5% 5 min
0,5% 30 min
Virucidal - rotavirus EN 14476 + A1 Higher load 1% 10 min
2% 5 min
) 0,5% 30 min
o - EN 14476 + A1 Higher load % T
Virucida «a.enowrus, Higherload 0,5% 30 min
MNYV - norovirus -
EN17111:2018 Lower load 0,5% 15 min
oa 2% 5 min
N i . 0,5% 30 min
Virucidal - poliovirus EN 14476 + A1 Higher load 2% 10 min
EN 14348 Higher load 0.5% 15 min
Mycobactericidal ) 1% 15 min
EN 14563 Higher load 2% 5 min
L cidal bili 0,5% 60 min
SERBRGK ULt EN 17126 Lower load 1% 30 min
Cl.difficile, B.cereus) -
2% 10 min

Schulke CZ, s.r.o.

Lidicka 445, 735 81 Bohumin, Ceskd republika

1C: 24301779, DIC: CZ24301779

schulkecz@schuelke.com, www.schulke.cz

Zakaznicky servis: +420 558 320 260

Schulke 5K, s.r.o.
Moitenicka 3, 971 01 Prievidza, Sl
1C: 48001708, DIC: SK2024175725

ovenska republika

schulkesk@schuelke.com, www.schulke sk
Zdkaznicky servis: 4421 465 494 587
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Laboratory tests and expertise are the intellectual property of Schulke CZ, s.r.0. and are
therefore not publicly available, They can be consulted if necessary.

Version: 04/2019
Updated on: 01.07.2021

= \

Jarmila/Fafilkova
Quality and Regulatory Affairs Manager

Schulke CZ, s.r.0. Schulke 5K, s.ro.

Lidicka 445, 735 81 Bohumin, Ceska republika Maitenickd 3,971 01 Prievidza, Slovenska republika
IC; 24301779, DIC: CZ24301779 IC: 48001708, DIC: 5K2024175725
schulkecz@schuelke.com, www.schulke.cz schulkesk@schuelke.com, www.schulke.sk

Zakaznicky servis: 4420 558 320 260 Zakaznicky servis: +421 465 494 587
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Summary of microbial efficacy tests for desam® effekt+

Schulke CZ, s.r.o. declares that the following biocidal performance test results according
to the prescribed standards were carried out in accredited laboratories.

Efficacy Standard Conditions Koncentrace Contact time
EN 13727+A1 High load 0,25% 5 min
EN 13697 High load 0,25% 10 min
. EN 14561 High load 0,25% 5 min
Bactericidal
. 0,25% 15 min
EN 16615 High load -
0,5% 5 min
EN 13624 High load 0,25% 5 min
EN 13697 High load 0,25% 5 min
Levurocidal (C.albicans) EN 14562 High load 0,25% 5 min
. 0,25% 10 min
EN 16615 High load :
0,5% 5 min
1/1 B o EN 13624 High load 1% 15 min
Fungicidal (A.brasilliensis) X -
EN 13697 High load 1% 60 min
. 0,5% 10 min
High load -
Virucidal - BVDV DVV/RKI 0,25% 30 min
Low load 0,25% 5 min
. 0,5% 10 min
N . High load -
Virucidal - Vaccinia DVV/RKI 0,25% 30 min
Low load 0,25% 5 min
o EN 14476+A2:2020 , 0,5% 5 min
Virucidal MVA High load
EN 16777:2018 1% 5 min
EN 14476+A1 1% 60 min
Virucidal (adenovirus) High load
EN 16777:2018 5% 30 min
EN 14476+A1 0,5% 30 min
Virucidal MNV High load
EN 16777:2018 5% 30 min
Virucidal (Rotavirus) EN 14476+A1 High load 0,5% 15 min
0,5% 30 min
Tuberculocidal (M.terrae) EN 14348 High load -
1% 15 min
i 1% 30 min
Myco.bacterldal (M.terrae, EN 14348 High load o !
M.avium) 0,5% 60 min
Issued on February 28, 2023 Jarmila Fafilkova

Quality and Registration Affairs Manager

Schulke CZ, s.r.o0. Schulke SK, s.r.o.

Lidicka 445, 735 81 Bohumin, Ceska republika Mostenicka 3, 971 01 Prievidza, Slovenska republika
1C: 24301779, DIC: CZ24301779 IC: 48001708, DIC: SK2024175725
schulkecz@schuelke.com, www.schulke.cz schulkesk@schuelke.com, www.schulke.sk

Zakaznicky servis: +420 558 320 260 Zakaznicky servis: +421 465 494 587
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MINISTERUL SANATATII AL REPUBLICII MOLDOVA

AGENTIA NATIONALA PENTRU SANATATE PUBLICA

MD 2028, mun. Chisindu, str. Gh. Asachi 67A, Tel. +373 22 574 501, https://ansp.md e-mail: office@ansp.gov.md IDNO:1018601000021

CERTIFICAT
DE INREGISTRARE DE STAT

Nr. | P-0069/2023

din | 27.12.2022

L. Denumirea comerciali a produsului in Republica Moldova
Chloramix DT
I1. Date de identificare ale solicitantului (numele, adresa, tara)
ENDO-CHIRURGIE S.R.L., Republica Moldova, mun. Chisinau, sec. Centru, str. Drumul Viilor,
30, bloc. 2, ap./of. 54
I11. Date de identificare a producatorului (numele, adresa, tara)
Schulke Cz, s.r.0., Lidicka 445, 735 81, Bohumin, Czech republic
Iv. Date de identificare a produsului
1. Categoria de produs biodistructiv
1.1. Grupa principala 1
1.2. Tip de produs 2,4

in conformitate cu Hotiararea Guvernului nr. 344 din 10.06.20 si in baza ordinului ANSP nr. 285 din 26.12.2022
emis In baza documentatiei inaintate, s-a decis ca urmatorul produs biocid poate fi fabricat sau comercializat si
utilizat in Republica Moldova, conform prevederilor legislatiei in vigoare.

Certificatul de inregistrare este valabil pana la data: 27.12.2027.

Orice modificare a datelor de identificare a produsului biocid, duce in mod
automat la anularea certificatului de inregistrare.

Anexa: 1 pagini

Director Digitally signed by Jelamschi Nicolae II " Nicolae Jelamschi
Date: 2023.11.02 10:43:53 EET i
Reason: MoldSign Signature
Location: Moldova




Anexa
la certificatul nr. P-0069/2023 din 27.12.2022 pentru inregistrare de stat a

produsului biocid

Denumirea comerciala a produsului in Republica Moldova
Chloramix DT
V. Date privind substanta(ele) activa(e) a produsului

Denumirea chimica(IUPAC, ISO
sau alte)

Nr. CE

Nr. CAS

Cantitatea de produs

Natrium dichlorisocyanurate,
dihydrate

VI Forma de conditionare

VIII.
1. Domeniul de utilizare

2. Aria de aplicare

IX. Eficacitatea
Activitatea

tablete
VII. Modul de ambalare (tipul, capacitatea)

ambalaj 1kg

Domeniul si aria de utilizare

75g.

Dezinfectant care nu este destinat aplicarii directe la oameni
sau animale.
Dezinfectia suprafetelor in domeniul medical. Dezinfectia
suprafetelor, utilajelor din domeniul public si industriei.

Metoda de

testare/protocolul de

testare

Specia/tulpina

Concentratii

Timp de actiune

Bactericida

CSN EN 13727
CSN EN 1276

Escherichia
coli,

Pseudomonas
aeruginosa,
Staphylococcus
aureus,
Enterococcus
hirae

1 tab/5L

15 min

Bactericida

CSN EN 13697

Escherichia
coli,
Pseudomonas
aeruginosa,
Staphylococcus
aureus,
Enterococcus
hirae, Candida
albicans,
Aspergillus
niger.

1 tab/5L; 1
tab/10L

Bactericida

EN 16615

Pseudomonas
aeruginosa,
Staphylococcus
aureus,
Enterococcus
hirae

2 tab/3L

Fungicida

CSN EN 13624,

CSN EN 1650

Candida
albicans,
Aspergilus
niger

1tab/5L; 1tab/3L

Fungicida

EN 13697

Candida
albicans,
Aspergillus
niger

Levuricida

EN 13624

Candida

Itab/5L




albicans,
Aspergillus
brasiliensis
Levuricida EN 13697 1 tab/5L; 10L 15min
Levuricida EN 16615 Candida 2 tab/3L Smin
albicans
Micobactericida/Tuberculocida CSN EN 14348 Mycobacterium 1 tab/3L; 15 min, 30 min
CSNNN EN 14204 terrae, 1tab/1,5L
Mycobacterium
avium
Sporicida CSN EN 13 704 Bacillus subtilis 5 tab/1,5L 15 min
Sporicida EN 17126 Clostridium 1tab/1,5L 15 mi, 30 min, 60
difficile, min
Bacillius
subtilis,
Bacillus cereus
Sporicida EN 17126 Clostridium 1tab/1,5L 15min, 30 min, 60
difficile min
Virucida CSN EN 14476 Poliovirus 1tab/1,5L; 15 min
typel,Adenovir Itab/5L
us type 5
Virucida EN 16777+A2:2018 Adenovirus 1tab/1,5L 15 min
type 5, Murine
norovirus
Virucida SOP-M-19-00-H BVDV strain 1tab/1,5L 15 min
NADL ATCC-
VR-534
Virucida CSN EN Adenovirus 2 tab/1L 15 min
16777:2020 type 5
Virucida EN 14476 Murine 1tab/1,5L; 15 min
norovirus 1tab/5L
Virucida EN 14476+A1 Adenovirus 1tab/1,5L; 15 min, 30 min, 60
type 5 1tab/7L; min
1tab/10L

Indicatii de utilizare
Metoda de aplicare Concentratia solutiei de Timpul de actiune
lucru

dezinfectarea prin stergere, imersie
XI. Etichetarea produsului biocid
Simboluri si indicarea pericolelor Atentie.
Fraze de risc (R) si/sau H319; H 339; H410
Pictograme de pericol (H)
Fraze de prudenta (S) si/sau P273; P280
Fraze de precautie (P)
XII. Categoria de utilizatori

Profesionali,

XIII. Recomandairi/restrictii privind protectia sanatatii si a factorilor de mediu
Utilizarea conform instructiunii de utilizare a produsului.




MINISTERUL SANATATII AL REPUBLICII MOLDOVA

AGENTIA NATIONALA PENTRU SANATATE PUBLICA

MD 2028, mun. Chisindu, str. Gh. Asachi 67A, Tel. +373 22 574 501, https://ansp.md e-mail: office@ansp.gov.md IDNO:1018601000021

CERTIFICAT
DE INREGISTRARE DE STAT

Nr. | P-0066/2023

din | 27.12.2022

L. Denumirea comerciali a produsului in Republica Moldova
Desam® Effect+
I1. Date de identificare ale solicitantului (numele, adresa, tara)
ENDO-CHIRURGIE S.R.L., Republica Moldova, mun. Chisinau, sec. Centru, str. Drumul Viilor,
30, bloc. 2, ap./of. 54
I11. Date de identificare a producatorului (numele, adresa, tara)
Schulke Cz,s.r.0., Lidicka 445, 735 81, Bohumin, Czech republic.
Iv. Date de identificare a produsului
1. Categoria de produs biodistructiv
1.1. Grupa principala 1
1.2. Tip de produs 2

in conformitate cu Hotiararea Guvernului nr. 344 din 10.06.20 si in baza ordinului ANSP nr. 285 din 26.12.2022
emis In baza documentatiei inaintate, s-a decis ca urmatorul produs biocid poate fi fabricat sau comercializat si
utilizat in Republica Moldova, conform prevederilor legislatiei in vigoare.

Certificatul de inregistrare este valabil pana la data: 27.12.2027.

Orice modificare a datelor de identificare a produsului biocid, duce in mod
automat la anularea certificatului de inregistrare.

Anexa: 1 pagini

Director Digitally signed by Jelamschi Nicolae l | s Nicolae Jelamschi
Date: 2023.11.02 10:38:39 EET Tl !
Reason: MoldSign Signature
Location: Moldova




Anexa
la certificatul nr. P-0066/2023 din 27.12.2022 pentru inregistrare de stat a
produsului biocid

Denumirea comerciala a produsului in Republica Moldova
Desam® Effect+

V. Date privind substanta(ele) activa(e) a produsului

Denumirea chimica(IUPAC, ISO

sau alte)

Nr. CE

Nr. CAS

Cantitatea de produs

2-phenoxyethanol

122-99-6

10g

Benzyl-C12-c16-alkyldimethyl

chlorides

68424-85-1

19g

Didecyldimethylammonium-

chloride

7173-51-5

3g

N-(3-aminopropyl)-N-

dodecylpropane-1,3-diamine

VI Forma de conditionare

VIII.

2. Aria de aplicare

IX. Eficacitatea

Activitatea

2372-82-9

lichid
VII. Modul de ambalare (tipul, capacitatea)
1L, 5L

Domeniul si aria de utilizare
1. Domeniul de utilizare

7,2g

Dezinfectante si algicide care nu sunt destinate aplicarii
directe la oameni sau animale.
Dezinfectia si curatarea suprafetelor, dispozitivelor medicale
in domeniul medical.

Metoda de
testare/protocolul de
testare

Specia/tulpina

Concentratii

Timp de actiune

Bactericida

EN 16615

Staphylococcus

aureus,
Enterococcus
hirae

0,5%; 0,25%

5 min; 10min, 15
min

Bactericida

EN 13727+A2

Staphylococcus
aureus,
Enterococcus
hirae,
Pseudomonas
aeruginosa

0,25%; 0,5%

10;15 min; 5 min

Bactericida

CSN EN 13697

Escherichia
coli,

Pseudomonas
aeruginosa,
Staphylococcus
aureus,
Enterococcus
hirae

0,25%; 0,5%

10 min, 15 min; 5
min

Fungicida

CSN EN 13624

Aspergillus
brasiliensis

1%; 2%

15 min, 30min, 60
min; 15, 30, 60
min.

Fungicida

EN 13697

Aspergillus
brasiliensis

1%; 2%

60 min

Levuricida

EN 13624

Candida
albicans

0,25%; 1%

5 min; 15 min

Levuricida

CSN EN 13697

Candida
albicans

0,25%; 1%

5 min, 15 min; 15
min

Levuricida

EN 13697

Candida

1%

15 min




albicans

Levuricida EN 13624

Candida
albicans

Levuricida EN 16615

Candida
albicans

0,5%; 0,25%

5 min; 10, 15 min;

Micobactericida EN 14348

Mycobacterium
terrae,
Mycobacterium

avium

1%; 1,5%; 0,5%

30 min; 60 min

Tuberculocida EN 14348

Mycobacterium
terrae

1%

15 min

Tuberculocida EN 14348

Mycobacterium
terrae

0,5%

30 min

Virucida DVV/RKI

Vaccinia Virus,
strain Elstree

0,5%; 0,25%

10 min; 30 min

Virucida DVV/RKI

BVDV

0,25%

5 min

CSN EN
14476+A2:2020

Virucida

Vaccinia virus,

strain Modified

Vaccinia virus
Ankara

1,0%; 0,5%

5 min

Virucida EN 14476+A1:2015

Adenovirus typ
5

1%; 1,5%; 2%

Virucida EN 14476+A1:2015

Murine
norovirus, strain
S99

0,5%; 1%; 1,5%

Virucida EN 14476+A1

Human
rotavirus

0,5%

Virucida EN16777:2018

Vaccinia virus,

strain modified

vaccinia virus
Ankara

2%; 1%

Virucida EN 16777:2018

Indicatii de utilizare
Metoda de aplicare

Murine
norovirus,strain
S99
Adenovirus,stra

in Adenoid 75

Concentratia solutiei de

lucru

Timpul de actiune

spalarea, stergere
XI. Etichetarea produsului biocid
Simboluri si indicarea pericolelor

Fraze de risc (R) si/sau
Pictograme de pericol (H)

H302, H314, H410

Fraze de prudenta (S) si/sau
Fraze de precautie (P)
XII. Categoria de utilizatori

P273, P280, P301+p330+P331

Profesionali,

XTII.

Recomandari/restrictii privind protectia sanataitii si a factorilor de mediu
Utilizarea conform instructiunii de utilizarea.




MINISTERUL SANATATII AL REPUBLICII MOLDOVA

AGENTIA NATIONALA PENTRU SANATATE PUBLICA

MD 2028, mun. Chisindu, str. Gh. Asachi 67A, Tel. +373 22 574 501, https://ansp.md e-mail: office@ansp.gov.md IDNO:1018601000021

CERTIFICAT
DE INREGISTRARE DE STAT

Nr. | P-0065/2023

din | 27.12.2022

L. Denumirea comerciali a produsului in Republica Moldova
CHIROSAN®PLUS

I1. Date de identificare ale solicitantului (numele, adresa, tara)

ENDO-CHIRURGIE S.R.L., Republica Moldova, mun. Chisinau, sec. Centru, str. Drumul Viilor,

30, bloc. 2, ap./of. 54

I11. Date de identificare a producatorului (numele, adresa, tara)

Schulke Cz, s.r.0., Lidicka 445, 735 81, Bohumin, Czech republic

Iv. Date de identificare a produsului

1. Categoria de produs biodistructiv

1.1. Grupa principala 1

1.2. Tip de produs 2

in conformitate cu Hotiararea Guvernului nr. 344 din 10.06.20 si in baza ordinului ANSP nr. 285 din 26.12.2022
emis In baza documentatiei inaintate, s-a decis ca urmatorul produs biocid poate fi fabricat sau comercializat si
utilizat in Republica Moldova, conform prevederilor legislatiei in vigoare.

Certificatul de inregistrare este valabil pana la data: 27.12.2027.

Orice modificare a datelor de identificare a produsului biocid, duce in mod
automat la anularea certificatului de inregistrare.

Anexa: 1 pagini

. Digitally signed by Jelamschi Nicolae o s . .
Director Date: 2023.11.02 10:36:40 EET Nicolae Jelamschi
Reason: MoldSign Signature e\
Location: Moldova ! 0l - &

A




Anexa
la certificatul nr. P-0065/2023 din 27.12.2022 pentru inregistrare de stat a
produsului biocid

Denumirea comerciala a produsului in Republica Moldova

CHIROSAN®PLUS

V. Date privind substanta(ele) activa(e) a produsului
Denumirea chimica(IUPAC, ISO Nr. CE Nr. CAS Cantitatea de produs
sau alte)
Citric acid 201-069-1 77-92-9 15%
Disodium carbonate, compound 15630-89-4 239-707-6 50%
with hydrogen peroxide
VI Forma de conditionare

praf
VII. Modul de ambalare (tipul, capacitatea)
500 gr, 1,5kg, 5 kg
VIII. Domeniul si aria de utilizare
1. Domeniul de utilizare Dezinfectant care nu este destinat aplicarii directe la oameni
sau animale.
2. Aria de aplicare Dezinfectarea suprafetelor si dispozitivelor medicale.
IX. Eficacitatea
Activitatea Metoda de Specia/tulpina Concentratii Timp de actiune
testare/protocolul de
testare
Bactericida CSN EN 14561 Pseudomonas 1% 5 mi, 30 min, 60
aeruginosa, min
Staphylococcus
aureus,
Enterococcus
hirae
Bactericida EN 13697 Staphylococcus
aureus,
Enterococcus
hirae,
Pseudomonas
aeruginosa,
Escherichia coli
Bactericida EN 13727+A2 Staphylococcus
aureus,
Enterococcus
hirae,
Pseudomonas
aeruginosa
Bactericida EN 16615 Staphylococcus
aureus,
Pseudomonas
aeruginosa,
Enterococcus
hirae
Fungicida EN 13697 Aspergillus 1%; 2% 30 min; 5 min
brasiliensis
Fungicida EN 13624 Aspergillus 1% 30 min
brasiliensis
Fungicida EN 13624 Aspergillus 2%:; 1% 5 min, 10 min; 30
brasiliensis min
Levuricida EN 13624 Candida 2%; 0,5% 5 min;
albicans




Levuricida

EN 13697

Candida
albicans

2%

5 min,

Levuricida

EN 16615

Candida
albicans

2%

5 min

Levuricida

CSN 14562

Candida
albicans

0,5%; 1%

5 min, 30 min, 60
min; 5 min.

Micobactericida

CSN EN 14563

Mycobacterium
avium,
Mycobacterium

terrae

0,5%; 1%; 2%

60 min; 15 min; 5
min, 10 min;

Sporicida

CSN EN 13704

Bacillus

subtilis,
Clostridium
difficile

1%; 2%

30 min, 60 min; 10
min, 15 min.

Virucida

CSN EN 14476+A1

Poliovirus typ 1

1%; 2%

30 min, 60 min; 10
min

Virucida

CSN EN 14476+A1

Adenovirus
type 5

1%; 2%

30 min, 60 min; 10
min

Virucida

CSN EN 14476+A1

BVDV

0,5%; 1%; 0,5%
si 2%

30 min; 10 min; 5
min

Virucida

CSN EN 14476+A1

Vaccinia virus

0,5%; 1%; 0,5%
i 2%

30 min; 10 min; 5
min

Virucida

DVV/RKI

Vaccinia virus,
Bovine viral
diarrhea virus

0,5%

15 min

Virucida

EN 14476

Murine
norovirus

1%; 0,5%; 0,1%

30 min

Virucida

EN 14476

Adenovirus

type 5,
Poliovirus typ 1

1%; 0,5%; 0,1%

60 min; 30 min, 60
min; 60 min

Virucida

EN 14476+A1

Murine
norovirus,
Human
rotavirus

2%; 1%; 2%;
1%; 0,5%

10 min; 30min si
60 min; 5 min; 10
min; 30 min

Virucida

EN 17111:2018

Indicatii de utilizare
Metoda de aplicare

Adenovirus
type 5,
Murine
norovirus,

2%:; 1%,;
0,5%;1%; 0,5%

Concentratia solutiei de

lucru

10 min; 15 min;15
min; 30 min;30
min

Timpul de actiune

spalare, stergere
XI. Etichetarea produsului biocid

Simboluri si indicarea pericolelor

Fraze de risc (R) si/sau
Pictograme de pericol (H)

Fraze de prudenta (S) si/sau
Fraze de precautie (P)
XII. Categoria de utilizatori

XITII.

Profesionali,

Recomandari/restrictii privind protectia sanatatii si a factorilor de mediu
Utilizarea conform instructiunii de utilizarea.




K Agentia Nationala p

s

entru Sadnitatea Publica
-

CERTIFICAT

DE INREGISTRARE DE STAT/AVIZARE SANITARA
AL PRODUSULUI BIOCID

Nr._00141 data/luna/anul  29.12.2020
Solicitant: For titular SC”Endo —~Chirurgie” SRL

Adresa juridica: str. Mesterul Manole, 9 mun. Chisindu, Republica Moldova
Nr. de identificare de stat — codul fiscal 1009600033242

In conformitate cu HG nr. 564 din 10.09.09 si in baza ordinului ANSP  nr.182 din 24.12.2020

(nr., data/luna/anul)

emis in baza documentatiei inaintate, s-a decis ca urmatorul produs biocid poate fi fabricat sau comercializat si utilizat in Republica
Moldova, conform prevederilor legislatiei in vigoare.

Denumirea comerciala a produsului: Desderman®care

1. Date de identificare ale produsului:
1.1 Categoria de produs: biocid
- Grupa principala: 1
- Tip de produs: 1
1.2Utilizare: Dezinfectarea igienicd si chirurgicald a mainilor

1.3 Forma de conditionare si ambalare: gel, ambalaj — flacoane/canistre polimer, de 60 ml, 100 ml, 150
ml, 500ml, 11, 51
1.4 Confinut in substante active: Etanol 96% — 80 -90 %

1.5 Categorii de utilizatori: Profesionali, industrial
1.6 Informatii privind reglementdrile aplicabile: HG nr. 564 din 10.09.2009,
2. Date de identificare ale producdtorului:

2.1 Firma: ,SchUlke&Mayr GmbH”, Germania

2.2 Adresa: 22840 Norderstedt, Germania

Valabilitatea certificatului de inregistrare data/luna/anul_29.12.2025
Compozitia, parametrii de calitate ai produsului i domeniul de utilizare sunt cei previzuti in documentatia
tehnica, care a stat la baza eliberarii prezentului certificat, conform Raportului de evaluare nr. 128 din

16.12.2020

Orice modificare a datelor de identificare a produsului biocid, duce in mod automat
la anularea certificatului de inregistrare.

Director interima"l'-"_':-_-_f_ EN * Vasile GUSTIUC
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