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TEST REPORT n. 3/2015/5VU

Virucidal quantitative suspension test for chemical desinfectants and antiseptics used in human medicine - Test method and
requirements (phase 2/ step 1) — according DVV/RKI:2008

Customer:
SCHULKE CZ s.r.0.
Lidické 326

735 95 Bohumin
cz

Identification of desinfectant — sample:

Product name:

Lot number:
Expiration:
Producer:

Storage conditions:

Diluent product recommended by the producer for use:

Product appearance:
The active substance(s) and its (their} concentration:
Activation of solution:

Purpose of product:
Date of delivery of the product:
Date of test:

Order number:
Reference number:

50000208
ZU/07963/2015

Digitally signed by Gritaenco Andrei
Date: 2022.12.26 15:51:58 EET
Reason: MoldSign Signature
Location: Moldova

CHIROSAN PLUS

50981BMA

4/2016

Schulke CZ s.r.0.

-10°C to +25°C

domestic water

white powder

peracetic acid generated in situ
15 min intensive blending

surface and instrurments disinfection
26.3.2015
2.4, -25.5.2015

1554

This protocol cannot be reproduced in whole or in part without the express written permission of testing laboratory. Results are related only to tested
samle. The center of clinical laboratories - testing laboratory n.1554 accredited according to ISO/ [EC 17025, List of accredited methods is shown in

www.zuova.cz. The sample was examined by SOP No.1901
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Results - for details see annex

According to DVV/RK! the test product CHIROSAN PLUS, designed for surface and instruments disinfection, diluted by
water to 0,5% demonstrate virucidal activity after an exposure time 5 min, 10 min_and 30 min, at temperature
20°C£1°C, under dirty conditions (10% fetal bovine serum)), using viral titration on monolayer cell culture on a
microtitre plate by reduction of reference virus Vaccinia virus, strain Efstree by more than 4 Ig.

According to DVV/RKI the test product CHIROSAN PLUS, designed for surface and instruments disinfection, diluted by
water to 0,5% does not demonstrate virucidal activity after an exposure time 5 min and 10 min, at temperature
20°C£1°C, under dirty conditions (10% fetal bovine serum)), using viral titration on monolayer cell culture on a
microtitre plate by reduction of reference virus Bovine viral diarrhea virus, strain NADL by more than 4 |g.

According to DVV/RKI the test product CHIROSAN PLUS, designed for surface and instruments disinfection, diluted by
water to 0,5% demanstrate virucidal activity after an exposure time 15 min and 30 min, at temperature 20°C+1°C,
under dirty conditions {10% fetal bovine serum)}, using viral titration on monolayer cell culture on a microtitre plate
by reduction of reference virus Bovine viral diarrhea virus, strain NADL by more than 4 Ig

Conclusion:

According to DVV/RKI the test product CHIROSAN PLUS diluted by water to 0,5% demonstrate limited virucidal activity
to enveloped viruses under the dirty conditions after exposure time 15 min.

In Ostrava, 26.5.2015

7dravoini Ostav sé sidlem v Osirave
& nam. 7,728 2 Ostrava

Mgr. Ludmila Porubova
Guarantor of testing

This protocol cannot be reproduced in whole or in part without the express written permission of testing laboratory. Restlts are related only to tested
samle. The center of clinical laboratories - testing laboratory n.1554 accredited according to ISO/ IEC 179025, List of accredited methods is shown in
www.zuova.cz. The sample was examined by SOP No.1901
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Annex to the protocol n.: 3/2015/5VU

!dentification of product:
Product name:

Lot number:

Expiratin:

Producer:

Date of delivery of product
Storage conditions:
Diluent:

Product appearance:

The active compound(s)
and its {their) concentration:
Activation of sclution:

Experimental conditions:

Date of testing:
Diluent:

Testing concentration:
Appearance of dilution
of the groduct:
Contact times:

Testing temperature:
Interfering substance:

Stability of mixture during testing:

Incubation temperature:
Method of filtration:
Test virus:

Proces to stop action of product:

Cell line:
Titration method:

Reference substance:
Titers calcullated by:

Test detail:

CHIROSAN PLUS
027A140418
4/2016

Schulke CZs.r.o.
26.3.2015

-10°C to +25°C
domestic water
white powder

peracetic acid generated in situ
15 min intensive blending

Quantitative suspension test for the determine of virucidal effect of disinfectant
according DVV/RKI {SOP n. 1901}

2.4,-255.2015

hard water

0,5%

clear solution

5 min, 10 min, 30 min; 15 min only BVDY

20°Ct1°C

dirty conditions — 10% FBS

stable

37°Cz1°C

MicroSpin

Vaceinia virus, strain Elstree (ATCC) 7.passage, EMEM + 2% FBS

Bovine viral diarrhea virus, strain NADL(ATCC), 4., 6. and 7.passage, DMEM + 2% FBS
virucidal activity of product is suppressed by transferring the sample into the ice
cold diluent

Vero{ATCC), 22. to 25.pasaZ, DMEM + 10% FBS

KOP-R (FLl), 28. to 39. passage, EMEM + 10% FBS

viral titration on monolayer cell culture on the microplates

Formaidehyde (Sigma-Aldrich, €.8. SZBC2290V)

Spaerman — Kérber's method

1. Preparation of tissue culture testing
2. Preparation of the test virus suspension

3. Test infectivity of the virus

4. Titration of the virus with the conditions
5. The cytotoxic effect of the product

6. Reference viral inactivation test

7. viral inactivacion test of product

8. Control of susceptibility

This protocol cannot be reproduced in whole or in part without the express written permission of testing laboratory. Results are related only to tested
samle. The center of clinical laboratories - testing laboratory n.1554 accredited according to ISO/ TEC 17025, List of accredited methods is shown in
www.zuova.cz. The sample was examined by SOP No.1501
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Figure 1: Graphic presentation of results of the test for product CHIROSAN PLUS to BVDV, strain NADL — 1.test

Presentation of test results
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Key: % Inactivation of virus BVDV by formaldehyde 0,7%, ~“* Inactivation of virus BVDV by Chirosan plus 0,5%,
- Cytotoxicity of formadlehyde 0,7%, ~~ Cytotoxicity of Chirosan plus 0,5%

Figure 2: Graphic presentation of results of the test for product CHIROSAN PLUS to BVDYV, strain NADL — 2.test

Presentation of test results
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Key: ™" Inactivation of virus BVDV by formaldehyde 0,7%, =" inactivation of virus BVDV by Chirosan plus 0,5%,
Cytotoxicity of formadlehyde 0,7%, = Cytotoxicity of Chirosan plus 0,5%

This protocol cannot be reproduced in whole or in part without the express written permission of testing laboratory, Results are related only to tested
samle. The center of clinical laboratories - testing laboratory n.1554 accredited according to ISO/ IEC 17025. List of accredited methods is shown in
www.zuova.cz. The sample was examined by SOP No.1901

Page 7 (12)



Figure 3: Graphic presentation of results of the test for product CHIROSAN PLUS to Vaccinia virus, strain Elstree —

1l.test
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Key: ™" Inactivation of virus Vaccinia by formaldehyde 0,7%, " Inactivation of virus Vaccinia by Chircsan plus 0,5%,

-

Cytotoxicity of formadlehyde 0,7%, ™ Cytotoxicity of Chirosan plus 0,5%

Figure 4: Graphic presentation of results of the test for product CHIROSAN PLUS to Vaccinig virus, strain Elstree —
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Key: " Inactivation of virus Vaccinia by formaldehyde 0,7%, “** Inactivation of virus Vaccinia by Chirosan pius 0,5%,

[ ]

Cytotoxicity of formadlehyde 0,7%, = Cytotoxicity of Chirosan plus 0,5%

This protocol cannot be reproduced in whole or in part without the express written permission of testing laboratory. Results are related only to tested
samle. The center of clinical laberatories - testing laboratory n.1554 accredited according to ISO/ IEC 17025, List of accredited methods is shown in

www.zuova.cz. The sample was examined by SOP Ne.1901
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Table n.7: Raw date of test for product CHIROSAN PLUS to Vaccinia virus, strain Elstree — dirty conditions — 1.test

Dilution (log 10)

Interferin Contact
Product Concentration br: & 7 = —
substance ime 1 2 3 -4 5 % 7 8
Charasan plus 0,5% 10% FBS |5 min CT | 000CO | 0000C | 0O00Q | CO00O | DOODQO | 00000 | DOCOD
Chirosan plus + Micro3pin | 0,5% 10% FBS |5 min 000CO | 00DCO | 00COO0 | GOOCO | DOOCE | DOOOD | 00000 | 00000
Chirosan plus 0,5% 10% FBS | 10 min CT | ©ooco | 00000 | 00000 | 0OOCD | COQOO | QOO0 | 0CODD
Chirosan plus 0,5% 10% FBS | 30 min CT | 00000 ! 00000 { 0COOC | DOOCO | COOOO | 000CC | OGO00
—Cytotoxlmty
a. cT 00000 ! 00000 (000001 n.a. n.a. n.a. n.a.
| CHIROSAN PLUS 0,5% 10% FBS |n.a
Cytotoxicity ,
CHIROSAN PLUS + 0,5% 10% FBS | n.a. 00000 | 00000 | 00000 | CO000| na na. | na n.a.
Micirospin ]
Cytotoxcity Formaldehyde | 0,7% (m/v) PBS n.a. CT | 00DOO | DOGOO | 0O00D | n.a. n.a n.a. n.a.
5 min cT 33333 | 22222 | 11101 | 00000 | OCQ00 | OCOOC { 00000
10 min CcT 33333 | 00211 | 00000 | 00000 | 00000 | 0OC00 | 00000
Formaldehyde Qi) PBS
30 min cT 00000 | 00000 | 0DOOO | 00000 | 000 | 0OCOC | Q0D00
60 min CcT 00000 | 00000 | 00000 | OGOOC | 00000 | DOCOC | 00000
Susceptlblllty 07l n.a. 10% FBS 60 min 44444 | 44444 | 44444 | 44444 | 22332 | 23002 | 00100 | 0OQ0Q
PBS L .
Susceptibility of cells - .
0,05% 10% FBS 60 min 44444 | 44444 | 44444 | 44444 | 33333 | 01030 | 0000C | OCDOO
| CHIROSAN PLUS 0
Virus control n.a. 10% FBS 5 min 44444 | 44444 | 44444 | 44444 | 33423 | 02010 | 00200 | 00000
Yirus rontrol + Microspin n.a. 10% FBS 5 min 44444 | 44444 | 44444 | 44444 | 44342 | 00110 | 00000 | 000OO
Virus control + Microspin - | n.a. 10% FBS 60 min 44444 444441 44444 | 44444 | 32222 | 00000 | D0000 | 00000

1 to 4 virus detectable (1 = 25% CPE, 4 = 100% CPE)

0 no virus/ no cytotoxicity
n.a. not applicable

n.d. not done

CT Cytotoxicologic effect
CPE Cytopathogenic effect

Prepared by: Mgr. Ludmila Porubovd

=

This protocol cannet be reproduced in whole or in part without the express written permission of testing laboratory. Results are related only to tested
samle. The center of clinical laboratories - testing laboratory n.1554 accredited according to 1SO/ IEC 17025, List of accredited methods is shown in
www,zuova.cz, The sample was examined by SOP No.1901
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Table n.8: Raw date of test for product CHIROSAN PLUS to Vaccinia virus, strain Elstree — dirty conditions — 2.test

Dilutton (log 10}

. Interferin n
Product Concentration bst & Ct:";aect — —_
SuLSLane ala2|lala4]ls|s] 7] 8
Chirusan plus 0,5% 10% FBS 5 min CT | 00000 | 0OOOC | DOOOG | 0OOOO | 00000 | 0000D | 0O00C
Chirosan plus 0,5% 10% FBS 10 min CT | 00000 | 00000 | OOOOOD | 00000 | 0OCO0 | 00000 | DOODO
Chirusan plus 0,5% 10% FBS 30 min CT | 00CGO | 00000 { 00000 | DOCOD | 00000 | 00000 | 00000
?ytotox_lutv
a. 000 | 00000 | 00000 | n.a. .a. 8. a.

CHIROSAN PLUS 0,5% 10% FBS n.a [ n.a n.a n.a n.a
Cytotoxicity Formaldetiyde § 0,7% (m/V) PBS n.a. CT | 00000 OOCOO |0DOOD| na. | na. | na n.a.

5 min CT 44444 ( 33333 | 22222 100000 | 00000 | 0QDOO | OCD00

10 min CT |44444 | 22222 (01101 | 00000 | 00000 | COOOC | 00000
Formaldehvde 0.7% (m/V) PBS

30 min CcT 00000 | 00000 | 00000 | 00000 | GOCO0 | 00CO0 | 00000

60 min cT 00000 | COOOC | 00000 | 00000 | 00000 | 00000 | 00000
;:;ceP Ll wreall- n.a. 10% FBS 60 min 44444 | 44444 | 44444 | 44444 | 43322 | 00310 | 00000 | OCOOO
Susc:e_p'tlbmty of cells -

0,05% 10% FBS 60 min 44444 | 44444 | 44444 | 44444 | 32332 | 03000 | OODOO | OOCOO

CHIROSAN PLUS
virus control n.a. 10% FBS 5 min 44444 | 44444 | 44444 | 44444 | 33423 | 10311 | 00000 | 00000
Virus control + Microspin | n.a. 10% FBS 60 min 44444 | 44444 | 44444 | 44444 | 44333 | 00000 | 00000 | 00000

1 to 4 virus detectable (1 = 25% CPE, 4 = 100% CPE}

0 no virus/ no cytotoxicity
n.a. not applicable

n.d. not done

CT Cytotoxicologic effect
CPE Cytopathogenic effect

Prepared by: Mgr. Ludmila Porubova

This protocol cannot be reproduced in whole or in part without the express written permission of testing laboratory. Resulis are related only to tested
samle. The center of clinical laboratories - testing laboratory n.1554 accredited according to ISO/ TEC 17025, List of accredited methods is shown in
www.zuova.cz. The sample was examined by SOP No.1901
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Table n.9: Raw date of test for product CHIRQOSAN PLUS to BVDYV, strain NADL — dirty conditions - $.test

Dilution (log 10}

Intetferin Contact
Product Concentration ; . & :n 2 '
substance ime 1 2 3 ) 5 - .7 8
Chirosan plus G,5% 10% FBS 5 min 44444 | 00004 | 00004 | 000CO | DODOO | OOCO0 | 00000 ( 0OCOD
Chirosan nlus + MicroSpin | 0,5% 10% FBS 5 min 44444 | 04440 { 04004 | 0OODO ( 0OCOC | OOCOOC | DOOCOO | OOCOD
Chirosan plus 0,5% 10% FBS 10 min 00300 | 0ODOO { ODOOO | COCOO | 0000O | DOCOO | 00000 | ODOOO
Chivosan plus + Microspin | 0,5% 10% FBS 10 min 00303 | 00000 { Q0000 | GDOCO | 00000 f 00000 | 0000 | 00000
Chiiosan plus 0,5% 10% FBS 15 min 00000 | 00000 | 00000 | 000D | 00000 | 00000 | 00COC | 00000
Chirosan nlus 0,5% 10% FBS 30 min 00000 | 00000 | 00000 | 0000O | 00000 | 00000 | 00CO0 | 00000
Chirosan plus + MicroSpin | 0,5% 10% FBS | 30 min 00000 | 00000 | 00000 | DCOCO | G000 | OGOO | GO0D0 | DOOGO
Cytotoxicity
0,5 8. 00000 | 00000 | 00000 | 0OOCO 2. 2. 2. .a.
CHIROSAN PLUS ,5% 10% FBS n.a n.a n.a n.a n
Cytotoxicrty
CHIROSAN PLUS + 0,5% 10% FBS n.a. 00000 | 00000 | 00000 | OOOOO | n.a. n.a. n.a. n.a.
Microspln
Cytotoxicity Formaldehyde { 0,7% (m/V) PBS n.a. cT cT CT | 00000 na. n.a n.a. n.a
5 min cT 33333 | 22222 {11101 | 0QCQ0 | 0000G | 00020 | 00000
10 min CcT 33333 | 00211 | 00000 | 0OCOO | DOCOO | 0000 | DOOOOD
Forma!dehyde Q:2% (mid) PBS
30 min CcT 00000 | 00000 | 0000 | 00000 | 00000 ¢ 00000 | 00000
60 min cT 00000 | 00000 | DOOCO | GOCO0 | 00C00 | 00000 | 00000
Susceptibility of cells -
PgssceF) E lty G n.a. 10% FBS 60 min 44444 | 44444 | 44444 | 33333 | 00000 § O0COO | 000O0 | OODOO
Susceptibility of cells -
0,05% 10% FBS 60 min 44444 | 44444 | 44444 | 33333 | 00000 ( DOOOO | 00000 | 00000
CHIROSAN PLUS
Virus control n.a. 10% FBS 5 min 44444 | 44444 | 44444 | 33333 | 00000 | 00000 | 00CO0 | DODOO
Virus control + Microspin = | n.a. 10% FBS 5 min 44444 | 44444 | 44444 1 33333 | 00000 [ 00000 | DOOOO | 00000
Virus contiol - Microspin - | n.a. 10% FBS 60 min 44444 | 44444 | 44444 (33333 [ 00000 | OOCOO | DOCOO | OOOOO

11to 4 virus detectable {1 = 25% CPE, 4 = 100% CPE)

0 na virus/ no cytotoxicity
n.a. not applicable

n.d. not done

CT Cytotoxicologic effect
CPE Cytopathogenic effect

Prepared by: Mgr. Ludmila Porubové

/

This protocol cannot be reproduced in whole or in part without the express written permission of testing laboratory. Results are related only to tested
samle. The center of clinical laboratories - testing laboratory n.1554 accredited according to ISO/ IEC 17025. List of accredited methods is shown in
www.zuova.cz. The sample was examined by SOP No.1901
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Table n.10: Raw date of test for product CHIROSAN PLUS to BVDV, strain NADL — dirty conditions - 2.test

Dilution {log 10}

Product Concentration lnt:r:ering C::_n tacti g = |
substance ime 1 2 3 4 5 6 7 8
Chirosan plus 0,5% 10% FBS 5 min 44444 | 44444 | 22333 | 33333 | 32200 | 00000 | O0CO0 | OOOCO
Chirosan plus 0,5% 10% FBS 10 min 33000 | 03330} 30000 | 00000 | 00000 | COO0O0 | OOOO0 | OODDO
Chirosan plus 0,5% 10% FBS 15 min 00200 | G0O0C | O0OOQC | OOOCO ; 0ODCO | 00000 | O0OOD | 0O00G
Chirusan plus 0,5% 10% FBS 30 min 00000 | 00000 | 00000 | 0OOO0G | DOOOO | 0O00C | CO0OD | 000CC
[ Cytotoxicity
| CHIROSAN PLUS 0,5% 10% FBS | n.a. 00000 | 0DOOC | 00000 | 00000 | na. | na. | na. n.a.
Cytotexicity Furmaldehyde | 0,7% (m/V) PBS n.a. CT | 00000 | 0OOOO | 0OOOZ | n.a. n.a. na. n.a.
5 min CT {44444 03303 | 00000 | 0O0CO | GOOCO | CODCO | 00000
10 min CT | 44444| 00000 | 0OOCC | 0ODOO | OOCCO | OOOOC | GO00O
Formaldehyde Rt PBS
30 min cT 0000 | ©CO00O | 00000 | 00000 | 00000 | 00C0C | GO000
60 min €T | 0000 | 00000 | 0OOCO | 00000 | 0OOOO | 0000C | DO0OD
Susceptibility of rells - {
PB; P 157 n.a, 10% FBS 60 min 44444 | 44444 | 44444 ; 33333 | 44332 | Q00QO | 00000 | OOOQO
Susceptibility of cells -
0,05% 10% FBS 60 min 44444 | 44444 | 34444 | 33333 | 33204 | 00000 | 000OO | DODOO
CHIROSAN PLUS 3
Vitus control n.a. 10% FBS 5 min 44444 | 44444 | 44444 | 44444 | 33243 | 00000 | 00COO | 00000
i
Virus control + Microspin | n.a. 10% FBS 60 min 44444 | 44444 | 44444 | 44324 | 03303 | 00000 | 00000 | 00000

1to 4 virus detectable {1 = 25% CPE, 4 = 100% CPE)

0 no virus/ no cytotoxicity
n.a. not applicable

n.d. not done

CT Cytotoxicologic effect
CPE Cytopathogenic effect

Prepared by: Mgr. Ludmila Porubova

This protocol cannot be reproduced in whole or in part without the express written permission of testing laboratory. Results are related only to tested
samle. The center of clinical laboratories - testing laboratory n.1554 accredited according to ISQ/ IEC 17023, List of accredited methods is shown in
www.zuova.cz, The sample was examined by SOP No.1901
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