Agentia Nationald pentra Sanéatatea Publica

i CERTIFICAT )
DE INREGISTRARE DE STAT/AVIZARE SANITARA
AL PRODUSULUI B1OCID

Nr. 00048 data/luna/anul _ 15,06.2020

Solicitant: For titular ., Vioriea ~Cosmetie™ S.A.
Adresa juridica: s, Mesager 1, mun, Chisindu, Republica Moldova
Nr. de identificare de stat - codul fiscal 1002600033793

in conformitate cu HG nr. 364 din 10.09.09 st in baza ordinului ANSP _n71 din 15.06.2020
{or., datw/lunasanud)

emis in baza documentagici inaintate, s-a decis ¢ unmitoral produs biocid poate 11 fabricat sau contereializat si utilizat in Republica

Moldova, conform prevederilor legislaticl in « igoare.

Denumirea comerciald a produsalui: . COSMEPLANT” Gel antibacterian 70% Alcool Romanita

1. Date de identificare ale produsului:
1.1 Categoria de produs: bioeid

- Grupa principala: 1

- Tip de produs: 1,2
1.2Utilizare: Pentru dezinfectia miinilor, suprafetelor, obiectelor de inventar si a echipamentelor din domeniul
sanatiti publice.

1.3 Forma de condifionare si conbalare; gel, ambalaj — 50ml, 200ml, 5000ml

0/

1.4 Confinut in substanfe active: Fitanol 70 %
1.5 Categorii de utilizatori: Industriali, profesionali, populatie
1.6 Informatii privind reglementarile aplicabile: UG nr. 564 din 10.09.2009, Ordinul MS nr.299 din
06.05.2010 cu modificarile ulterioare,
2. Date de identificare ale producdtorului:
2.1 Firma: ,Viorica —~Cosmetic” §.4.
2.2 Adresa: str. Mesager, I, mun. Chisindu, Republica Moldova
Valabilitatea certificatului de nregistrare data/luna/anul__15/06/2025
Compozitia, parametrii de calitate ai produsului si domeniul de utilizare sunt cei prevazuti in documentafia
tehnicd, care a stat la baza cliberarii prezenwlui certifical. conform Raportului de evaluare nr. 35 din

05.06.2020
Orice modilicare a datelor de identificare a produsului biocid, duce in mod automat
la anularea certificatului de Tnregistrare.

s ?? 22722 Nicolae FURTUNA
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ANALYSE
REPORT OF ANALYSIS No. 264672/20/JSHR
Client Sample description (faccording to declaration of Client)
VIORICA COSMETIC SA Cosmeplant GEL dezinfectant pentru maini Romanita 6.1. Lot: 29.05.2020
1 MESAGER Data fabricatiei: 29.05.2020
MD-2069 CHISINAU Cantitatea: 1000 ml
Data expirarii: 29.05.2023
Data prelevarii: 02.06.2020
Sample without any visible damages
Sample received: 2020-06-05
Analysis completed: 2020-07-06 Order of 2020-06-04
Report dated: 2020-07-06 The samples were delivered by Client
Test Method Unit Result
The preparation has bactericidal effect
* Chemical disinfectants and antiseptics - against transient microorganisms used in
Hygienic handrub - Test method and PN-EN 1500:2013 the hygienic procedure of hand
requirements (phase 2, step 2)" disinfection- a single rubbing of 3ml of
the preparation for 60 seconds.

Y The results of the analysis in attachment No 1 to the report of analysis.

THE END OF THE REPORT

Authorized by: Agnieszka Erber, Cosmetics Microbiology Laboratory Manager

Approved by: Hanna Wachowska, Laboratory Director (Approved with electronic signature)

Laboratery: Tychy 43-100, Gozdzikow 1

The results relate to the analysed samples only. Unless otherwise specified given expanded measurement uncertainty was estimated for the coverage factor k=2 at 95% confidence level Sampling uncertainty
has not been taken into consideration. Unless otherwise specified when conformity is stated J.S. Hamilton Poland Sp. z 0.0. applies the simple acceptance decision rule in accordance with ILAC-G8:09/2019. This

Report cannot be reproduced partially without a prior written consent of J.5. Hamilton Poland Sp. z 0.0. Responsibility of 1.S. Hamilton Poland Sp. z 0.0. is restricted exclusively to the results and statements
presented in original copy of the Report. The service confirmed by this Report is subject to the General Terms and Conditions of Services of J.S. Hamilton Poland Sp. z 0.0. published on www.hamilton.com.pl

* Test method accredited; # Test performed by external provider Page 1/1 Form PO-10/02a of 20.01.2020

AT
TESTING LABORATORY

ul. Chwaszezyiiska 180, 81-571 Gdynia, Poland, tel. +48 58 7¢




ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 264672/20/JSHR

A) IDENTYFICATION OF THE SAMPLE:

Cosmeplant GEL dezinfectant pentru maini Romanita
Lot: 29.05.2020

Data fabricatiei: 29.05.2020

Cantitatea: 1000 ml

Data expirarii: 29.05.2023

Data prelevarii: 02.06.2020

The active substance Ethanol 70% w/w, CAS: 64-17-5,

Name of the product

B) TEST METHOD :

Method EN 1500:2013 Chemical disinfectants and antiseptics - Hygienic
handrub - Test method and requirements (phase 2, step 2)

Neutralizer Polysorbate 80 30 g/, saponine 30g/l, histidine 1g/l, cysteine 1g/I

C) EXPERIMENTAL CONDITIONS:

Product test concentrations 100%

(%V/V) S
Test temperature 20°C

Contact time 3ml of the preparation for 60s .

Incubation temperature 36+1 °C

Test-organism E. coli K12 NCTC 10538 -

Date: 06.07.2020

Authorized by: Agnieszka Erber, Cosmetics Microbiology Laboratory Manager
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of 1.S. Hamilton Poland Sp. z o.0.
Responsibility of J.5. Hamilton Poland Sp. z o.0. is restricted exclusively to the results and statements presented in an original copy of the anclosure,

1.5. MAMILTON POLAND Sp. z o.0.
LABORATORIUM BADAWCZE

ul, Chwaszczyfiska 180, 81-571 Gdynia, tel, +48 58 766 $9 GO




HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 264672/20/JSHR

Table 1. PROCEDURE FOR REFERENCE HYGIENIC HANDRUB

PRODUCT: Standard 2-propanol 60% (V/V)
TEST ORGANISM: E. coli K12 NCTC 10538

NUMBER IN CONTAMINATION FLUID: 2,6 x 10° cfu/g

volunteer number of cfu per plate from dilution 10x
Hand prevalues postvalues Reduction
Nr left/right xl10* x107 log x x10° x107! x 107 logy log 7
| 169 18 80 T 0
1 r 177 15 6,24 77 6 0 1,89 435
I 189 19 96 9 0
2 r 196 21 6,29 81 8 0] 1,94 4,34
| 216 22 45 5 0
3 r 225 24 6,34 86 9 0f 1,80 4,55
| 238 25 72 8 0
4 r 247 26 6,39 65 7 0f 1,84 4,55
| 172 19 50 6 0
5 r 169 18 6,24 45 5 0 1,68 4,55
| 155 16 59 6 0
6 r 180 21 6,23 66 5 0| 1,79 4,44
| 216 22 48 5 0
7 r 210 18 6,33 32 2 0 1,59 474 |
| 130 14 71 8 0
8 r 148 15 6,14 69 7 0] 1,85 430
| 163 17 52 5 0
9 r 172 18 6,23 50 5 of 1,71 4,52
| 210 22 33 4 0
10 r 180 19 6,29 41 4 0 1,57 4,72
| 163 18 29 3 0
11 r 177 15 6,23 35 2 0l 1,50 4,73
| 152 16 46 5 0
12 r 164 15 6,20 37 2 of 1,61 4,59
I 175 14 72 8 0
13 r 168 13 6,23 65 7 of 1,84 4,39
| 154 17, 81 8 0
14 r 132 14 6,16 45 5 0] 1,78 437
| 143 13 68 7 0
15 r 196 20 6,22 70 8 0] 1,84 4,38
| 214 22 52 6 0
16 r 247 26 6,36 36 4 0 164 4,72
| 236 24 47 5 0
17 r 258 28 6,39 50 {41 0 1,69 4,71
| 179 18 67 7 0
18 r 183 17| 6,26 50 4 0 1,76 4,50
| 162 15 46 5 0
19 r 150 14 6,19 33 4 0f 1,60 4,59
| 148 13 72| 8 0
20 r 163 14 6,19 54 6 0f 1,80 4,39
Xavg 6,26 1,74f 452
s 0,07 012 0,15

log x-logarithm of the average value of the initial lef and right hand
log y-logarithm of the average value of the final left and right hand

log z-logarithm red
X avg - overall average of log x, log v, log z

Date: 06.07.2020

Authorized by: Agnieszka Erber, Cosmetics Microbiology Laboratory Manager
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of 1,5, Hamilton Poland Sp. z o.0.
Responsibility of 1.5. Hamilton Poland Sp. z 0.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.
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HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 264672/20/1ISHR

Table 2. HYGIENIC HANDRUB PROCEDURE WITH THE PRODUCT

PRODUCT P
TEST ORGANISM: E. coli K12 NCTC 10538
NUMBER IN CONTAMINATION FLUID: 2,6 x 10° cfu/g

volunteer number of cfu per plate from dilution 10x
Hand prevalues postvalues Reduction
Nr |leftright x10* x10° log x x10° x10" x 107 log y log 7
| 163 18 45 6 0
1 r 152 13 6,20 59 8 0 1,73 4,47
| 148 15 63 5 0
2 r 188 14 6,22 71 6 0 1,82 4,40
| 177 16 77, 5 0
3 r 162 15 6,23 85 10 1 1,90 4,32
| 121 11 89 10 1
4 r 172 18 6,16 95 8 0 1,96 4,20
| 188 17 63| 5 0
5 r 173 15 6,25 46 3 0 1,72 4,53
| 141 13 47 4 0
6 r 160 12 6,17 42 5 0 1,65 4,52
| 164 15 53 5 0
7 r 176 16 6,23 61 7 0 1,76 4,47
| 194 21 78 7 0
8 r 172 16] 6,26 92 8 0 1,92 4,34/
| 138 13 84 7 0
9 r 165 17 6,18 56 4 0 1,83 4,35
| 162 15 42 3 0
10 r 150 14 6,19 36 3 0 1,58 4,61
| 181 15 24 2 0
1 172 13 6,24 57 8 0 1,57 467
| 163 12 61 7 0
12 |r 145 11 6,18 52 4 0 1,75 443
| 146 15 48 5 0
13 r 155 14 6,18 55 6 0 1,71 4,46
| 189 21 69 7 0
14 r 197 23 6,29 72 8 0 1,85 4,44
| 142 15 64 5 0
15 r 147 18 6,17 55 4 0 1,76 4,40
| 132 16 59 6 0
16 r 120 14 6,11 73 8 0 1,82 4,29
| 182 20 46 5 0
17 r 197 24 6,28 82 9 0 1,79 4,49
| 155 16 63 5 0
18 r 146 11 6,17 47 3 0 1,72 4,45
| 134 12 52| 6 0
19 r 122 10 6,10 44 3 0 1,68 4,42
| 134 14 69 7 0
20 r 171 21 6,18 73 5] 0 1,85 4,34
Xavg 6,20 1,77 4,43
S 0,05 0,10 0,11
log x-logarithm of the average value of the initial left and right hand

log y-logarithm of the average value of the final laft ;
log z-logarithm reduction
x avg - overall average of log x, log v, log z

nd right hand

Date: 06.07.2020

Authorized by: Agnieszka Erber, Cosmetics Microbiology Laboratory Manager
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of 1.S. Hamilton Poland Sp. z o.o0.
Responsibility of 1.5, Hamilton Poland Sp. z o.o. is restricted exclusively to the results and statements presented in an original copy of the enclosure,
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HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 264672/20/JSHR

Table 3. LIST OF COMPUTED IG VALUES AND IG REDUCTIONS

volunteer R 2-propanol 60% (V/V) P
Nr log x logy log 2 log x logy log 2z

1|R-P 6,24 1,89 4,35 6,20 1,73 4,47

2[R-P 6,29 1,94 4,34 6,22 1,82 4,40

3[R-P 6,34 1,80 4,55 6,23 1,90 4,32

4|R-P 6,39 1,84 4,55 6,16 1,96 4,20

5|R-P 6,24 1,68 4,55 6,25 1372 4,53

6/P-R 6,23 1,79 4,44 6,17 1,65 4,52

7|P-R 6,33 1,59 4,74 6,23 1,76 4,47

8|P-R 6,14 1,85 4,30 6,26 1,92 4,34

9|P-R 6,23 1,71 4,52 6,18 1,83 4,35

10{P-R 6,29 1,57 4,72 6,19 1,58 4,61

11|R-P 6,23 1,50 4,73 6,24 1,57 4,67

12(R-P 6,20 1,61 4,59 6,18 1,75 4,43

13(R-P 6,23 1,84 4,39 6,18 1,71 4,46

14(R-P 6,16 1,78 4,37 6,29 1,85 4,44

15(R-P 6,22 1,84 4,38 6,17 1,76 4,40

16(P-R 6,36 1,64 4,72 6,11 1,82 4,29

17|P-R 6,39 1,69 4,71 6,28 1,79 4,49

18|P-R 6,26 1,76 4,50 6,17 1,72 4,45

19|P-R 6,19 1,60 4,59 6,10 1,68 4,42

20|P-R 6,19 1,80 4,39 6,18 1,85 4,34

X 20 6,26 1,74 4,52 6,20 1,77 4,43

X10(R-P) 6,25 1,77 4,48 6,21 1,78 4,43

X10 (P-R) 6,26 1,70 4,56 6,19 1,76 4,43
Criteria;

Rs (R-P) =4,48 - 443 = 0,05
Rs (P-R)= 4,56 - 4,43 = 0,13
Abs = 0,05-0,13=-0,08< 2
logx(R) = 6,26 > 5

logx(P) = 6,20 > 5

logz (P), logz (R) >3

Validation conditions of neutralizer and methods have been satisfied

Date: 06,07,2020

Authorized by: Agnieszka Erber, Cosmetics Microbiology Laboratory Manager
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of ).S. Hamilton Poland Sp. z 0.0,
Responsibility of J.S. Hamilton Poland Sp. z o.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.
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HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 264672/20/JSHR

Table 4. COMPUTATION OF INDIVIDUAL DIFFERENCES OF Ig R-P

volunteer log RF difference difference
R P R-P high to low Range +/-
1 4,35 4,47 -0,12 0,43 1
2 4,34 4,40 -0,06 0,35 2
3 4,55 4,32 0,23 0,27 3
4 4,55 4,20 0,35 0,23 4
5 4,55 4,53 0,02 0,22 5
6 4,44 4,52 -0,09 0,17 6
7 4,74 4,47 0,27 0,17 7
8 4,30 4,34 -0,04 0,16 8
9 4,52 4,35 0,17 0,11 9
10 4,72 4,61 0,11 0,07 10
11 4,73 4,67 0,07 0,05 11
12 4,59 4,43 0,16 0,05 12
13 4,39 4,46 -0,08 0,02 13
14 4,37 4,44 -0,07 -0,02 -14
15 4,38 4,40 -0,02 -0,04 -15
16 4,72 4,29 0,43 -0,06 -16
17 4,71 4,49 0,22 -0,07 -17
18 4,50 4,45 0,05 -0,08 -18
19 4,59 4,42 0,17 -0,09 -19
20 4,39 4,34 0,05 -0,12 -20
sum range (+): 91
sum range (-): 119

Table 5. SORTING OF INDIVIDUAL DIFFERENCES AND COMPUTATION FOR HODGES-LEHMANN 97,5%
UPPER CONFIDENCE: LIMITS FOR THE DIFFERENCE IN Ig BETWEEN R-P

0,43] 0.35] 0,27] 0,23] 0,22] 0,17] 0,17] 0.16] 0,11]
1 043 043
2 0,35/ 0,39 0,35
3 027 035 0,31 0,27
4 0.23] 033 0,29 0,25 0,23
5 022] 0733 0,29 0,25 0,23 0,22
6 0,17] 0,30 0,26 0,22 0,20 0,20 0,17
7 0,17 0,30 0,26 0,22 0,20 0,20 0,17 0,17
8 0,16 0,30 0,26 0,22 0,20 0,19 017 -0,17 0,16
9 0,11 027 0,23 0,19 0,17 0,17 0,14 0,14 -0,14 -0,11
10 0,07 025 0,21 0,17 0,15 0,15 0,12 0,12 0,12 -0,04
11 0,05] 024 0,20 0,16 0,14 0,14 0,11 0,11 0,11 -0,03
12 0,05 0,24 0,20 0,16 0,14 0,14 0,11 -0,11 -0,11
13 0,02] 023 0,19 0,15 0,13 0,12 0,10 0,10
14 0,02 021 0,17 0,13 0,11 0,10 0,08
15 -0,04) 0,20 0,16 0,12 0,10 0,09
16 -0,06] 0,19 0,15 0,11 0,09
17 0,07 0,18 0,14 0,10
18 -0,08] 0,18 0,14
19 -0,09] 017
20 -0,12

Date: 06.07.2020

Authorized by: Agnieszka Erber, Cosmetics Microbiology Laboratory Manager
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of J,5. Hamilton Poland Sp. z o.o.
Responsibility of J.S. Hamilton Poland Sp. z 0.0, is restricted exclusively to the results and statements presented in an original copy of the enclosure.
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HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 264672/20/JSHR

Table 6. WILCOXON'S TMATCHED PAIRS SIGNED-RANKS TEST:
CRITICAL VALUES LESS WITH RANG SUM (+) OR (-) AT DIFFERENT LEVELS OF SIGNIFICANCE

n one-sided level of significance
0,05 0,025 0,01
18 47 40 32
19 53 46 27
20 60 52 43
21 68 59 49
22 75 66 56

For the designated level of significance 0,025 for n=20 the value read from the table 6 is 52.

Hence ¢ =52+1 =53.

For the distribution of 53 Table 5 assigns a value of 0,20 which is less than the agreed inferiority margin of 0,6.
Therefore, the hypothesis of inferiority of PP compared to the reference RP is rejected.

The test preparation (PP) is non-inferior to RP.

Date: 06.07.2020

Authorized by: Agnieszka Erber, Cosmetics Microbiology Laboratory Manager
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of 1,S, Hamilton Poland Sp. Z 0.0.
Responsibility of J.S. Hamilton Poland Sp. z o.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.
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HAMILTON

REPORT OF ANALYSIS No. 264673/20/JSHR

AMNALYNE

Client

VIORICA COSMETIC SA
1 MESAGER

MD-2069 CHISINAU

Sample description (according to declaration of Client)

Cosmeplant GEL dezinfectant pentru maini Romanita 6.2.

Lot: 29.05.2020

Data fabricatiei: 29.05.2020
Cantitatea: 250 ml

Data expirarii: 29.05.2023

Data prelevarii: 02.06.2020

Sample without any visible damages

Sample received: 2020-06-05

Analysis completed: 2020-07-16 Order of 2020-06-04

Report dated: 2020-07-16 The samples were delivered by Client

Test Method Unit Result

* Quantitative suspension test for the
evaluation of bactericidal activity of
chemical disinfectants and antiseptics®’

PN-EN 1276:2010/AC:2010

Product diluted to 50% and 80% shows
bactericidal activity at 60 seconds, 20°C,
in clean conditions (0,3g/L bovine
albumin) at reference strains:
Pseudomonas aeruginosa ATCC 15442,
Escherichia coli ATCC 10536,
Staphylococcus aureus ATCC 6538,
Enterococcus hirae ATCC 10541.

Y The results of the analysis in attachment No 1 to the report of analysis.

THE END OF THE REPORT

Authorized by: Agnieszka Erber, Cosmetics Microbiology Laboratory Manager
Approved by:  Hanna Wachowska, Laboratory Director (Approved with electronic signature)

Laboratory: Tychy 43-100, Gozdzikéw 1

The results relate to the analysed samples only. Unless otherwise specified given expanded measurement uncertainty was estimated for the coverage factor k=2 at 95% confidence level. Sampling uncertainty
has not been taken into consideration. Unless otherwise specified when conformity is stated J.S. Hamilton Poland Sp. z 0.0. applies the simple acceptance decision rule in accordance with ILAC-G8:09/2019. This
Report cannot be reproduced partially without a prior written consent of J.S, Hamilton Poland Sp. z 0.0. Responsibility of J.5. Hamilton Poland Sp. z 0.0. is restricted exclusively to the results and statements
presented in original copy of the Report. The service confirmed by this Report is subject to the General Terms and Conditions of Services of J.S. Hamilton Poland Sp. z 0.0. published on wvav.hamilton.com.pl

* Test method accredited; # Test performed by external provider

Page 1/1
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HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 264673/20/1JSHR

A) IDENTIFICATION OF THE SAMPLE

Cosmeplant GEL dezinfectant pentru maini Romanita
Lot: 29.05.2020

Data fabricatiei: 29.05.2020
Cantitatea: 250 ml

Data expirarii: 29.05.2023

Data prelevarii: 02.06.2020
Active substance Ethanol, CAS: 64-17-5, 70% w/w
B) TEST METHOD AND ITS VALIDATION

PN-EN 1276:2010/AC:2010
Chemical disinfectants and antiseptics — Quantitative suspension
test for the evaluation of bactericidal activity of chemical

Method disinfectants and antiseptics used in food, industrial, domestic
and institutional areas — Test method and requirements (phase 2,
step 1)

Name of the product

Polisorbate 80- 30 g/, saponine- 3 g/|, cysteine- 1g7ijﬁi§tidine-

Neutrali
eutratizer 1g/l, sodium thiosulfate 7,5g/!

C) EXPERIMENTAL CONDITIONS
Product test concentrations (%V/V) | 0,01%, 50%, 80%

Test temperature 20°C

Contact time 60 seconds

Interfering substance Clean conditions: 0,3g/! bovine albumin
Product diluent Sterile hard water

Temperature of incubation 37+1°C

Pseudomonas aeruginosa ATCC 15442
Escherichia coli ATCC 10536
Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541

Identification of the bacterial and
fungal strains used:

Date: 16.07.2020

Authorized by: Agnieszka Erber, Cosmetics Microbiology Laboratory Manager
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of ].S. Hamilton Poland Sp. z o.o.
Responsibility of 1.5, Hamilton Poland Sp. z o.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.

Page 1/ 2 Form PG-10/050 of 20.01

L5, HAMILTON POLAND Sp. z 0.0,
LABORATORIUM BADAWCZE
Goynia, POGLAND te}. #48 5B 75¢

ul. Chwaszeryiska 180, §1-571




et

‘2UNSo[Ua au3 Jo Adod [eulbLio ue U pajUasaLd SjUBWAIRIS pUR S3NSaI AUl )
uojjiwieH S'C jo Ajiigisuodsay 0'0 z *dS PUB[Od UOJ[IUEBH 'S'[ JO JUaSULOD uapum Loud e jnoy

]

Ajaaisnpxe paiulsal si '0'0 z *ds puejod

ied padnpoidal ag jouued pue sishjeue jo jodal ay; jo yed ajgeeledas

[ UR 51 24ns0pDuUa

(ainjeubis sjuonssja payienb yim paac.iddy) ioydeliq AlojeiogeT] 'exsmoLdem euueH :Aq panolddy
1abeuely AtojelogeT AGojoIGODIN SIRBWSOD) “19q.lT BxzSaIubY [Aq pazuouiny

0T0T £0'9T ‘=3eQ

Gzy bp EENTE]
22'6< Si'g> ovL> o] 0 22's< Si'z>  |owi> 0 0 s8'c> 25'E< 00EE< logg< 0gE< 80+37'2 L¥S0L DOLY 2ediy snooooodjauy |
cz's< Gl'g> Op 1> [) 0 se'g< Si'z> oyl 0 0 98°c> 25'e< 00gE< 0£e< oce< 80+35'2 | Z¥bSI DOLY BsSourbniae seuowopnasd
gL's< SL'g> ovL> o 0 81'6< Si'g>  |ovi> [ 0 1g'e> 25'e< 00gE< 0£€e< 0ce< 80+32'2 8669 DOLY Saune snazoaoifydels
g1'6< Si'g> ot 1> o] 0 91'6< si'g>  |opl> 0 o] 6L'c> 25'E< 00ge< oge< 0EE< 80+30'2 9€S01L DDLV /00 Blyallayasy |

4 B en b EN 20N 1OA d B eN b BN oA LOA H B ey B| BN ZOA LOA N
%08 %05 %100 NYOHO 1S3L
0445 NBOIS LI’ £01.55 ‘N5 L01.8'L 0.'8 5 NBOI 5 L1'8 01.55 N50LS'L euaIL
LE'L L0+3r'e  lig'8 80+3v'z  |r2 €2 See 982 LyS0L DDL1Y @iy Snaoocoodjaug
ov'2 0+38'2  lov's 80+352 |92 52 S5z 152 ZhtSE DOLY esoulbnise seuowopnasd
£g'L 20+32'2 £€'8 80+32'z |12 b It 91z 8£59 D1V SaJne snososojdydels
L' L0+302  J1e'8 20+30°2 |2 02 902 £02 9E50L DOLY /09 BiyoLIayasg
NS N N6 N L £ 9 E
NOISN3dSNS 1S3L WSINVOHO 1S5L
alqeidasoe 0N,6'02 D a[qeidasoe 0, c'p = g a|qeidasse %y gz y 091 5 0N S0E 0091 5 NS 00E L3l
26 16 £6 911 LEL 1418 szl t48 Tm: SEL 0S4 vE1L 9E1 LvSO0L DOLY 8edny snagododlaug
6L 8L 6L 98 98 98 .6 96 86 201 0201 101 €01 evySL D01V esoulfniae seuowopnasd
26 26 16 E 90} €01 Zi m 2Lt vel SETH R [F 8£69 DDLY Satne snooosojAydels
S8 IE] 58 86 16 96 801 90} 801 48 SIEL 2El 1€l 9EGS0L DO LV /00 BlYoLI8YyaST
2 L1OA 10A g 20A 12A v ZOA LOA OAN AN ZOA 10A
0 NOILYaIvA 8 NOLLYQITVA ¥ NOLLVaITvA NOISN3dSNS NOLLYAI YA

NOLLYQITVA

WSINVOHO LS3L

%08 ‘%05 ‘% 10'0 'SNOILYHLNIONOD LS31 1ONA0Hd
2.02 :34NLYH3dNZL 1S3L
SANOD3S 09 “3NIL LOVLNOD

SNOLLIANOD N¥3T0 - NINNGTV 3NIAOS 16 €0

YHSC/0Z/€£9¥92 "ON SISATVNYV 40 130d3y OL T "ON I¥NSOTINI

NOI'TINYH

L1S3L3HL 40 SLINS3d L 378VL




HAMILTON

REPORT OF ANALYSIS No. 264674/20/JSHR

ANALYSE

Client

1 MESAGER

VIORICA COSMETIC SA

MD-2069 CHISINAU

Sample description (according to deciaration of Client)

Lot: 29.05.2020

Data fabricatiei: 29.05.2020
Cantitatea: 1000 ml

Data expirarii: 29.05.2023

Data prelevarii: 02.06.2020

Sample without any visible damages

Cosmeplant GEL dezinfectant pentru maini Romanita 6.3.

antiseptics”

* Quantitative suspension test for the
evaluation of fungicidal or yeasticidal
activity of chemical disinfectants and

PN-EN 1650:2008+A1:2013-08

Y The results of the analysis in attachment No 1 to the report of analysis.

Sample received: 2020-06-05

Analysis completed: 2020-07-16 Order of 2020-06-04

Report dated: 2020-07-16 The samples were delivered by Client

Test Method Unit Result

Product diluted to 80% shows fungicidal
activity at 60 seconds, 20°C, in clean
conditions (0,3g/L bovine albumin) at
reference strains: Candida albicans ATCC
10231, Aspergillus brasiliensis ATCC
16404,

THE END OF THE REPORT

Authorized by: Agnieszka Erber, Cosmetics Microbiology Laboratory Manager
Approved by:  Hanna Wachowska, Laboratory Director (Approved with electronic signature)

Laboratery: Tychy 43-100, Gozdzikdw 1

The results relate to the analysed samples only. Unless otherwise specified given expanded measurement uncertainty was estimated for the coverage factor k=2 at 95% confidence level. Sampling uncertainty
has not been taken into consideration. Unless otherwise specified when conformity is stated J.S. Hamilton Poland Sp. z 0.0. applies the simple acceptance decision rule in accordance with ILAC-G8:09/2019. This
Report cannot be repreduced partially without a prior written consent of J.S. Hamilton Poland Sp. z 0.0. Responsibility of 1.5. Hamilton Poland Sp. z 0.0. is restricted exclusively to the results and statements
presented in original capy of the Report. The service confirmed by this Report is subject to the General Terms and Conditions of Services of J.S. Hamilton Poland Sp. z 0.0 published on www.hamilton.com.pl

* Test method accredited; # Test performed by external provider page 1/1

Form PO-10/02a of 20.01.2020

JS. HAMILTON POLAND Sp. z 0.0,
TESTING LABORATORY
4, Poland, tel. +48 58

ul. Chwaszezyiska 180, 81-571 Gy

AT




| HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 264674/20/3JSHR

A) IDENTIFICATION OF THE SAMPLE

Name of the product Cosmeplant GEL dezinfectant pentru maini Romanita
Lot: 29.05.2020

Data fabricatiei: 29.05.2020
Cantitatea: 1000 ml

Data expirarii: 29.05.2023

Data prelevarii: 02.06.2020
Active substance Ethanol, CAS: 64-17-5, 70% w/w
B) TEST METHOD AND ITS VALIDATION -

PN-EN 1650:2013 — Chemical disinfectants and antiseptics —
Quantitative suspension test for the evaluation of fungicidal or

yeasticidal activity of chemical disinfectants and antiseptics
used in food, industrial, domestic and institutional areas — Test
method and requirements (phase 2, step 1)

Neutralizer | Polisorbate 80- 30 g/l, s—ap?m]neB—E/I,cysteme 1g/i,' histidine-
1g/l, sodium thiosulfate 7,5g/!

C) EXPERIMENTAL CONDITIONS
Product test concentrations 0,01%, 50%, 80%

Test temperature 20°C

Contact time 60 seconds

Interferi bst - . .
ISHErIng sHRstEn e Clean conditions: 0,3g/l bovine albumin

Product diluent Hard water

Temperature of incubation 30°C+1°C

Identification of the bacterial | Candida albicans ATCC 10231
and fungal strains used Aspergillus brasiliensis ATCC 16404

Date: 16.07.2020

Authorized by: Agnieszka Erber, Cosmetics Microbiology Laboratory Manager
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of 1,5, Hamilton Poland Sp. 7 0.0.
Responsibility of J.5. Hamilton Poland Sp. z o.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.

Page 1 /2

1.6, HAMILTON POLAND Sp. 2 0.0,
LABORATORIUM BADAWCZE

I Chwaszezydiska 180, 81-571 Gdyniz, tel. +48

58 766 92 00
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MINISTERUL SANATATII
COMISIA NATIONALA PENTRU PRODUSE BIOCIDE -

MINISTRY OF HEALTH
NATIONAL COMMITTEE FOR BIOCIDAL PRODUCTS

Str. Dr. A. Leonte, Nr. 1 - 3, 050463 Bucuresti, ROMANIA
Tel: *(+40 21) 318 36 20, Secretariat tehnic: (+40 21) 311 86 20; Fax: (+40 21) 311 88 22 i

Data emiterii: 04.12.2020

AVIZ
Nr. 5297BI0/01/12.24

In conformitate cu Ordinul Ministrului Sanatatii, al Ministrului Mediului si Padurilor si al
presedintelui Autoritatii Nationale Sanitare Veterinare si pentru Siguranta Alimentelor nr.
10/368/11/2010, privind aprobarea procedurii de avizare a produselor biocide care sunt plasate pe
teritoriul Romaniei, cu modificarile si completarile ulterioare si cu Ordinul Ministrului Sanatatii, al
Ministrului Mediului si Padurilor si al Presedintelui Autoritatii Nationale Sanitar Veterinare si Siguranta
Alimentului nr. 637/2492/50/2012, privind aprobarea membrilor Comisiei Naticnale pentru Produse
Bicide si a regulamentului de organizare si functionare a acesteia, cu modificarile si completarile
ulterioare, in baza documentelor depuse in dosarul tehnic, CNPB, in sedinta din data de 02.12.2020 a
decis ca produsu! biocid poate fi plasat pe piatd in Romania, conform prevederilor legale in vigoare.

l. DENUMIREA COMERCIALA IN ROMANIA
l COSMEPLANT GEL DEZINFECTANT PENTRU MAINI ROMANITA ]

Alte denumiri comerciale, dupa caz

| : | ]

1l. DATE DE IDENTIFICARE ALE PRODUCATORULUI (numele, adresa, {ara,inclusiv punctul
de lucru pentru producatorii din Romania)
Fabrica de parfumerie si cosmeticd SA Viorica Cosmetic, Adresa: Mesager 1, Chl$znau

Moldova , 2069, Tara: Moldova

lll. DATE DE IDENTIFICARE ALE SOLICITANTULUI (numele, adresa, fara )

Viorica Cosmetic S.R.L. Adresa: Calea Plevnei nr. 143, parter, Bloc Corp B, scara 1, ap. 4
Sectorul 6, BUCURESTI, Tara: Roménia

IV. INCADRAREA PRODUSULUI BIOCID (in conformitate cu anexa V la Regulamentul (UE)
nr. 528/2012 al Parlamentului European si al Consiliului din 22 mai 2012 privind punerea la dispozitie
pe piata si utilizarea produselor biocide, cu amendamentele ulterioare)

A. Grupa principala: 1

B. Tipul/Tipurile de produs _ 1

V. DATE PRIVIND SUBSTANTA ACTIVA / SUBSTANTE
A. Substante chimice

| Nr. | Denumirea chimica ‘ Concentratia in
crt. | (IJUPAC, ISO sau altele) N CE I, CAS unitati metrice |
1. [ Alcool etilic " _ 200-578-6 64-17-5 70% |

VI. FORMA DE CONDITIONARE:

] Gel.

Vil. MODUL DE AMBALARE (tipul, capacitate)
| Flacoane / bidoane PE de capacitati: 50 ml, 200 ml, 500 m|

Pagina 1 din 2




AVIZ Nr. 5297B10/01/12.24

Viii. DOMENIUL $1 ARIA DE UTILIZARE

A. Domeniul de utilizare

Igiena umana.

B. Aria de aplicare

Dezinfectant pentru maini, cu exceptia utilizarii in unitati sanitare.

IX. EFICACITATE

o Metoda de testare/ . 4 Concen  Timpide
Asiviiatea Protocolul de testare _ SRR Hupa L tratii actiune
EN 1276 la 20°C, Pseudomonas aeruginosa ATCC 15442 |
conditii de curatenie Staphyvilococeus aureus ATCC 6538 80% 60
_ ... {03 g/L albumina Escherichia Coli ATCC 10536 50% secunde |
 Bactericida | poving) Enterococcus hirae ATCC 10541
Escherichia Coli K12 NCTC 10538 . 60
EN 1500 100% S
EN 1650, la 20°C, ) .
Fungicida conditii de curatenie Candrdg a.’bican:s‘ATC_‘,C 10231 80% 60
{0.3 g/L albuming Aspergillus brasiliensis ATCC 16404 secunde
_bovina) -

X. INDICATII DE UTILIZARE

Metoda de aplicare

Concentratia solutiei de lucru/

doza de aplicare Timpul de acliune

Frecare Nediluat - 3 ml 60 secunde
X1 ETICHETAREA PRODUSULUI BIOCID
A. Produs biocid cu substante active - substante chimice
Pictograme, simboluri <@,§} @
si indicarea pericolului 7 GHS02 GHS 07 Pericol!

Fraze de risc (H)

H225: Lichid si vapori foarte inflamabili.
H319: Provoaca o iritare grava a ochilor.

Fraze de prudenta (P)

P101: Daca este necesara consultarea medicului, {ineti la indemana
recipientul sau eticheta produsului.

P102; A nu se lasa la indemana copiilor.

P103; Cititi eticheta inainte de utilizare .

P210: A se pastra departe de surse de caldurad/scantei/ flacari deschise/
suprafete incinse. Fumatu! interzis.

P233: Pastrati recipientul inchis etans.

P243: Luati masuri de precautie impotriva descarcarilor electrostatice
P305+P351+P338: IN CAZ DE CONTACT CU OCHII: 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 usurintd. Continuati sa clatii.
P403+P235; A se depozita intr-un spatiu bine ventilat. A se pastra la rece.
P501: Aruncati confinutul/containerul in acord cu regulamentele
locale/regionale/nationale/ internationale.

Xll. CATEGORIA DE UTILIZATORI

Profesionali, populatie.

Xill. RECOMANDARI/ RESTRICTII PRIVIND PROTECTIA SANATATII SI A FACTORILOR

DE MEDIU

Avizul este valabil
Avizul contine - 2

pana la data: 31.12.2024.
pagini

PRESEDINTE
Dr. Chim. !Garyiela Cilinca

i . §.<’ ’5\';{*" :
Pagina 2 din 2 AN




Ministerul SEnitti{ii, Muncii i Protectici Sociale al Republicii Moldova
Munucreperso 3apasooxpanenns, Tpyaa u Conmansiof 3amurar PeenyGmikn Monaosa
Agentia Nationald pentru Siniitate Publicd

Hamonansnoe Arenterso O0mectaeHHOT 30poRB

Centrul de Incerciiri de Laborator (CiL)

Henvrravensnutit JlaGoparopnsiit Liewip

Adresa Republica Moldova, 2028, mun. Chiginiu, str, G, Asachi 67-A

HOpumecknii agpee: PecnyGmika Moaaosa, 2028, rop. Kuuinsy, ya. eopre Acakn 67-a
Tel. fax Tenedon Mare 87-45-01; 57-46-69: 574508 Fax: 729725,

Acreditat n Sisteraul Ministevalui Sitnditiil, Munei st Protectiel Sociale a1 RM
Agkpeanropaunsiii 3 cicvese Mutiderepersa 3apasooxpanenns, Tpyaa s Cousvnpnoil 3amnre: PM
Nr, 2293 din 24.10.2014 valabil pind la 24.10.2019

RAPORT

SMERLNIS0CKI 17025

a incercarilor de laborator
OTUET HABOPATOPHBLIX HCITBLITAHMIA

din

L. Denumirea intreprinderii,organizatia (beneficiar)

15 N
"VIORICA-COSMETIC”SA

2019

DOCUMENTATIE MEDICALA

Formular 343/¢

(opya

Aprobat de MSMPS RM
yrsepacHa M3TC3 PM
Nr_828 din 31.10, 2011

Hansenosainie Npeanpuatiss, Oprasisaim (3ansn1ens)

2. Adresa juridicii Chisinau, str, Mesager, 1

IOpuantecknii anpec

3. Denumirea mostrei, data producerii Gel antibacterian COSE‘I]QP]&&TZ’

Hansenosanne ofpasia (poei}, 4a1a H3r010BACHI

4. Produciitorul {firma, organizagia, institujin)

“"VIORICA-COSMETIC”SA

H3roToBHTe L ((pHpME, IPeANpIATHS, OPTatisiall

- fara - Republica Moldova
crpaa
8 Datasi ora preleviivii 10 ora 00 min {1 11 2019
Bpeast 1 sava oopa EEL MHH =
N.P.P.fuscfia Mostra a fost prelevata de beneficiar
D0, J0mkrHoCH,
Condigiile de transportare auio
YCAoBHS ACCTARK
Liveat in LA 11 ora 30 min - J17 11 2019
Jlovranaen s MJILL yae Ml 2

6. Date suplimentare

ﬂonom-zuwm.m\ec cyencHna

7. DN 1a productie DNT a produciitorului

HZ Ha npoaykiwin
8. DN privind, reglementarea volumului cercetiitorilor de laborator §i aprecierea lor
HJL pernasentipyiomie obnes aalopatopHuIx  HCCACHOBANIHT 3 X OUCHKY

HG nr.1207 din 02.11.2016

Incertitudines de

Rezulmtele cercetdrilor,
misurare

Parametrii cercefafi

Nivelul maxim
admisibil, unitifi de

investigare

DN o metodelor de

Nr. d/o
Nenfit

Onpeagngespic

unitdfi de masurd
Pesyasrarst Heeacaosanii

Heonpeaenenuoets

misurd

HL ita Meroin

NORA3ATCAH HIMEPCHUSH Beananna 200y rioro Hechaeaonanii
’ EEAMHILL H3MCPCHI ' . a0y cHes
Yposia
1 2 3 1 z .

* Nota: La cererea clientului rezultatul Incercirii se elibereaza cu incertitudinea de calcul extinsa cu coeficientul de acoperire k=2
si nivelul de incredere 95%.

I. Cercetdrile

toxicologice:

TOKCHKOAONMHECKHE MCCHEAOBAHM

Mostra a sosit 12 TN 11 2019
OGpasen nocrymis
MUH
Codul 7145.2.1.1.19
Kea
Nr. de fnregistrare 1206 in registru Np 1206 procesutui - verbal din 15.11.2019
Pernerpagnonnii ————— pRYpHane N, IPOTOROAA HCABITANBI o
| 2 3 4 - M. I 6
1. Determinarea Icut=0p nu se admit POS 1.12

proprietatilor de
iritare la animale de
laborator




N.PP, funefin persoanei responsabile de oformares raportului dat

DO, (omra0CTL S OTBETCTBEHIOND 30 CHOPMAEHHE AaHEOTO NPOTOKOAR $t.Constantinovici, medic lgleﬂi9f,

e

/ —/-
/7

Concluzie 3umaweme  Proba investigati corespunde cerinfelor HG nr.1207 din 02.11.2016

la parametrii cercetati.

Amendament:

Rezultatul se referd numai la_proba analizafi, Este  strict _interzisa reproducerea partiali a rezultatului,
ﬂl)liMe‘lﬁﬂliC: [’e:;y;w‘ra'i' PACIPOCTPAHYCTCS TOALKO HA AHANHBHPYEMYIO i‘rf:oﬁ\f.‘]@g;_!wmo BOCHDOHIBCIACHHE De3VALTATR CTROrQ JUDCIICHO

*_ Patametrii cercetati nu sunt inclusi in Domeniul de acreditare CIL aprobat MOL.DAC
- Onpeieasesnie NOKA3areNnn e paouensl s Obnacts akpeantausn HJILL MOLDAC

Nume, prenume, ﬁmc;ia Jel Direetie diagnostic de laborator in sanatate publica Ala HALACU  seomawa E’/-{*"!
D.K.0., roamuocts
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