Agentia Nationald pentru Séndtatea Publica

CERTIFICAT

DE INREGISTRARE DE STAT/AVIZARE SANITARA

AL PRODUSULUI BIOCID

Nr. 00048 data/luna/anul _15.06.2020 rectificat la 16.10.2020

Solicitant; For titular ,,Viorica —Cosmetic” S.A.

Adresa juridica: str. Mesager, I, mun. Chisindu, Republica Moldova
Nr. de identificare de stat — codul fiscal 1002600033793

in conformitate cu HG nr. 564 din 10.09.09 si in baza ordinului ANSP _nr.71 din 15.06.2020
(nr., data/lunafanul)

emis Tn baza documentatiei inaintate, s-a decis ¢ urmitorul produs biocid poate fi fabricat sau
Moldova, conform prevederilor legislatiei in vigoare.

Denumirea comercialid a produsului: ;,COSMEPLANT” Gel antibacterian 70%

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

- Grupa principald: 1

- Tip de produs: 1,2
1.2Utilizare: Pentru dezinfectia miinilor, suprafetelor, obiectelor de inventar si a ed

comenrd

ializat si utilizat in Republica

Alcool Romanita

hipamentelor din domeniul

sanatitii publice.
1.3 Forma de conditionare si ambalare: gel, ambalaj — de la 50ml pand la 5000

ml

1.4 Confinut in substante active: Etanol 70 %
1.5 Categorii de utilizatori: Industriali, profesionali, populatie
1.6 Informatii privind reglementdrile aplicabile: HG nr. 564 din 10.09.2009, Ot

dinul MS nr.299 din

06.05.2010 cu modificiirile ulterioare.
2. Date de identificare ale producdtorului:
2.1 Firma: ,Viorica —Cosmetic” S.A.
2.2 Adresa: str. Mesager,1, mun. Chisindu, Republica Moldova
Valabilitatea certificatului de inregistrare data/luna/anul__15/06/2025
Compozitia, parametrii de calitate ai produsului gi domeniul de utilizare sunt cei
tehnica, care a stat la baza eliberdrii prezentului certificat, conform Raportuly
05.06.2020

Orice modificare a datelor de identificare a produsului biocid, {
la anularea certificatului de inregistrare.
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Vasile GUSTIUC
s/ ppNTRU \
= |
s\ : Ty |
<\ paCTUR
.‘\\\ ) <_-/,: 4
N\ D
[ J‘\/D 1002 s
|
{




HAMILTON

Wi,
T L
Sy

REPORT OF ANALYSIS No. 264672/20/JSHR
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INTERMATIONAL

ANALYST

Client

VIORICA COSMETIC SA
1T MESAGER

MD-2069 CHISINAU

Sample description (according to declaration of Clierft)

Cosmeplant GEL dezinfectant pentru m
Data fabricatiei: 29.05.2020
Cantitatea: 1000 ml

Data expirarii: 29.05.2023

Data prelevarii: 02.06.2020

Sample without any visible damages

pini Romanita 6.1. Lot: 29.05.2020

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

* Chemical disinfectants and antiseptics -
Hygienic handrub - Test method and
requirements (phase 2, step 2)"

PN-EN 1500:2013

The preparation has bactericidal effect
against transient microorganisms used in
the hygienic procedure of hand
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)

Laboratory: 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 fac

has not been taken into consideration. Unless otherwise specified when conformity is stated J.S. Hamilton Poland Sp. z o.0. applies the simple acceptancy

Report cannot be reproduced partially without a prior written consent of J.S. Hamilton Poland Sp. z 0.0. Responsibility of J.S. Hamilton Poland Sp. z 0.0.i
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

* Test method accredited; # Test performed by external provider

Page 1/1

or k=2 at 95% confidence level. Sgmpling uncertainty
decision rule in-accordance withfLAC-G8:09/2019. This
restricted exclusively to the/fe(y Etatefhents
Poland Sp. z 0.0. publisheg é

A0-10/02a of 20.01.2020

J.S. HAMILTON POLAND Sp. z 0.0.
TESTING LABORATORY

ul. Chwaszczynska 180, 81-571 Gdynia, Poland, tel. +48 58 766 99 00
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HAMILTON

REPORT OF ANALYSIS No. 264674/20/JSHR

Gafta:é;;

'PROVED

F@wSFA

INTERNATIOMAL

i

ANALYST

MD-2069 CHISINAU

Data fabricatiei: 29.05.2020
Cantitatea: 1000 ml

Data expirarii: 29.05.2023

Data prelevarii: 02.06.2020

Sample without any visible damages

Client Sample description (according to declaration of Clien|
VIORICA COSMETIC SA Cosmeplant GEL dezinfectant pentru maini Romanita 6.3.
1 MESAGER Lot: 29.05.2020

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 fungicidal or yeasticidal
activity of chemical disinfectants and

antiseptics®

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

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 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, GoZdzikow 1

The results relate to the analysed samples only. Unless otherwise specified given expanded measurement uncertainty was estimated for the coverage fact
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
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
presented in ariginal copy of the Report. The service confirmed by this Report is subject to the General Terms and Conditions of Services of J.S. Hamilton

* Test method accredited; # Test performed by external provider

Page 1/1

brk=2 at 95% git!e{leve!. Sampling uncertainty
n

decision rule il lcordance with ILAC-G8:09/2019. This
restricted exclusivgly to the results and statements
Poland Sp. z 0.0. published on www.hamilton.com.pl

Form PO-10/02a of 20.01.2020

J.5. HAMILTON POLAND 5p. z 0.0.
TESTING LABORATORY

ul. Chwaszczynska 180, 81-571 Gdynia, Poland, tel. +48 58 766 99 00




HAMILTON

HAMILTON

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

Tatd 1, FROCEDUR!

WGENG HAMDRLE

= PRODUCT. Standard 2:propancl 60% (VIV}
A) IDENTYFICATION OF THE SAMPLE: TEST ORGANKM F cof K12 NGTG 10538
HUMBER N CONTAMNATION FLUD: 26 x 10 chug
Name of the product Cosmeplant GEL dezinfectant pentru maini Romanita
Loty 28,05.2020 Volirizer o gl om abiion 101
Data fabricatiei: 29.05.2020 '_'"_[Fhm postialyes | Recuction)
Cantitatea: 1000 ml N llenright xUF i’ x10” b2y bz
Data expiraril: 29.05.2023 ' ]
1 r [3 o 189 435
Data prelevarii: 02.06.2020 I El o
The active substance Ethanol 70% w/w, CAS: 64-17.5, s g o tes | a3
B
3| o o 180 | 458
B) TEST METHOD : g §] E
& | 7] of 184 | 45
0 E
Method EN 1500:2013 Chemical disinfectants and antiseptics - Hygienic [ <l of 188 455
handrub - Test method and requirements (phase 2, step 2) 0 &l q
L. 5 o 17e | 444
Neutralizer Polysorbate 80 30 g/l, saponine 30g/1, histidine 1g/1, cysteine 1g/] 0 4 E 9
7 E 2| o 158 | a7
0 7 B q
€} EXPERIMENTAL CONDITIONS: ] r [3 o 185 430
0 & E [
R E i | a2
Product test concentrations. 100% ' 33 4| q
w0 | 4 4 157 | am
{vv) i s
Test temperature 20°C n_ 2] 150 1 473
0 4 B
~ - 12 u 3 2 161 459
Contact time 3ml of the preparation for 60s 0 kE B of
13| [ 9 of 184 | 439
g 0 81 [
Incubation temperature 36%1°C 1a | 45 5} o 178 437
I 7| ol
Test-organism E_coli K12 NCTC 10538 =k z . T
6| E 4 of 1 | a4z
i 47) 5 of
17 i S0l kL 163 Ll
T 7]
1wl sof 4 176 | 450
0 ag] B
vl az 4 160 | 459
0 7 g E
20 | I of 180 | 43
Yorg 7] 45
s [X] (Xl
log logarinm of e average valis of the inkisl oft and right hane
g y-logarkim of the avarsga vakis of the fnal fl and rghd hand
2-oga recustion
x avg - cvarad averaga of g x kg ¥ gz
Date: 06.07.2020 Date: 06.07.2020
Authorized by: Agniestks Erber, Cosmetics Microblology Laboratory Hanager Authorized by: Agnleszka Eiber, Cosmelics Micrablology Labogstary Manager
Appiraved by: Hanna Wachawska, Laboratory Director (Appraved with qualified electronic signature) Approved by: Hanna Wachowska, Laboratory Director (Appreyed with qualified efectronic signature)

s encloture is an inseparatable part of the repart of analyos and o be reproduced BTl WEROUE & priori Wrttan congent of 1
Resporabty of 1.5, Hamilian Folbhd 0. 1 6.0, 1 festricted exchamaly 15 the results snd statemants presented in an criginal opy of the enclosur

This snclesure is an insepar
Rusponiidiiay of ).5. Hamkan

table cart of the fepert of analves snd eannot be reproduced partially witheut a pren
elusraly [ the resuks and staterents pretented in 40 oG

riten consent of 1.5, Hamilon Folard 56, T 2.0,
| ey of tha anchesre,

a1 i 33 FaediC Fors: 2t
LS. HAMILTON POLAND $p, % 0.0, 1.5, JAMILTOR POLAND Sp. 2 00,
LABORATORIUM BADAWEZE BORATURIUM BADAWCZE
Wio-srgs iy dr~ia, k. ban 5 e fea. . v 4 53 EA S
/ 1 =
HAMILTON HAMILTON
ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 264672/20/1SHR ENCLOSURE No. 1 TO REFORT OF ANALYSIS NO. 264672/20/3SHR
Tabs 2, HYCEHY HANDIUN: PROCEDHRE WITH THE PRODRICT Table 3. LIST OF COMPUTED 16 VALUES AND I REDUGTIONS
PRODUCT P
TEST ORGANISM E cok K12 NGTC 10538 volunteer R_2-propanal 60% (VIV) P
NUMBER N CONTAVINATION FLUD. 26 x 10° clug
log X bgy bgz lop x bgy gz
micer raber oy e 10 — em e 235
[Fand prevakies Fostvakies Raduction B g
e :l“lm“hl X1y 5107 s [ gt - xio’ . x 10t ] gy bgz ‘3 :9 ::2‘;
[ 3 3 &.20] & e of ERE | 44, 39 1. 4,59]
(0 E o
z I o o  1sd 4 24 1 4.55
L E q .23 1 4.44]
a | 1 | 4 33 1, 4,74
0 ol [ 14] 1 4,30
L] £ o 1.96 420 3 . X
i o 23] i | 4.52]
F 0 3 L7 1,5 29| 1
0 4 1
6 r E| of 1 4
0 E| of
LI 7 of 17g 4
| of
s I ol 1 434
U of
s b 4 of e 40y
0 a E
10 Ir 34 3 1 4561
T . 4
" 4 & L2 | 1.5 4.67]
I i E Gl 7 C
12 r 148 11} (AL | 5: 4 o
| 1 15 4 of
K 1 v i 514 e g
0 129 21 q X10(R-P)
[T 197} [ 7. g o 1.8 444 X10 (P-R)
Q 14 1! E
(3 14 1 61 E: 4 17 4.40) _
0 1 1 C| Criteria:
1. |r [} i4) 511 x 8 of 1,824 4.29) Rs (R-P) = 4,48 - 4,43 = 0,05
0 18; C E =
17 r 197] 2 £28 Lt 9 of 1,79 449 Rs (P‘ﬂ): 4‘56 74"3 » 0'13 — -~
(0 T 1 E of Abs =0,05-0,13=-0,08<2 4 e
B 146 11 £17] El of 177 445 logx{R} = 6.26 > 5 N
134] 1.
1w | ! 3 61 K e aud fog(P) = 6,20 > 5
134 | E 7 logz (P}, bgz (R)>3 / -1\ \
2 185 a3 a'g U \
b Validaiion conditons of neutralizer and methdds have bean satistied), \°
Ing y-kgacthan of tha 2w >\ /¢
\
Date: 06.07.2020 Date: 06.07.2020
Authorized by: Agnleszka Erber, Cesmetics Microblology Laboratory Manager Authorized by: Agnleszica Erber, Cosmetics Microbiology Latratary Manager
Approved by: Hanna wachowska, Laboratory Director (Approved with qualified electronic signature) Approved by: Hanna Wachowska, Laboratory Director (Apprhved with quaiified elect ) -
This anciecure is an nasparatatle part of Ehe report af Snalyss Mg CARRGt be raproduced partally without 3 priori written consent of 1.5, Hamikon Peland So. 2 i This enclosure 4 B0 ingasiatIble BIT of Tk rapsrt of analysis ahd cannct be reproduced partilly @ Beioel wrdten-CSFient of 5. Hamon Poland 53, 1 0.0,
Respingiibey o .5, Hamkan Poland So. £ 0.0, & restricted enchanely i the resulis and siatemenis presented i an criginal sopy of the enclssure. Bespenstolty of 1.5, Hamikon Polend S5, 1 8.0, % resiicied exchuavely to the results and statements Qresabed] in sn cnginsl copy of the enclosure.
1.5. HAMILTON POLAND $p. T 0.0, 3.4/ MAMILTON POLAND Sp.
BORATORIUM BADA | 2oonarorIuM BabawC




HAMILTON

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

Table 4. COMPUTATICN OF INDIVDUAL DIFFERENCES OF Ig R-P

volunteer log RF
R T P Range +/-
1 435 1
2 4,34 2
3 3
4 4
3 5|
6 6|
7 7]
] 8|
E] [)
10 10
i il
12 12|
13 13]
14 -14)
15 -15]
16 =16)
17 -17]
13 18|
19 -19
20 20|

sum range (+). 91 |
sum range (1): 119 |

Table 5.  SORTING OF RDMDUAL DFFERENCES AND COMPUTATION FOR HODGES-LEHMANN 97 5%
UPPER CONFIDENGE LTS FOR THE DFFERENGE IN g BETWEEN R-P

Date: 06.07.2020

Autherized by: Agnieszka Erber, Cosmetics Microbiology Laboratory Manager
Approved by: Hanna Wiachowska, Laboralory Director (Anpraved with quahfied electronie signature)

15, Hamiesn Peland S, 2 85,

5 303 £anASE be raprosiced parDaly WIthout B pAIGH WICEan Cons
lusvely G2 the results and stadements presented in an srignal copy of the en

This anciosure s an inseparstatle BATC & Bia rept o1
Respensiblicy of 1.5. Hamikon Feland 50, 7 8.2, I restrictes

1.5, HAMILTON POLAND Sp, 2 0,0,
LABUORATORIUH BADAWCZE

HAMILTON

ENCLOSURE No. 1 TO REP(Q

Tatle 6. WLCOXON'S TMATCHED PAIRS SIGN
CRITICAL VALUES LESS WITH RANG SUM{+) {

RT OF ANALYSIS NO. 264672/20/]JSHR

O-RANKS TEST.
R (-} AT DFFERENT LEVELS OF SIGNIFICANCE

n one-sided level of significance | |
0,05 0,025 0,01

18 47 40| 32]
19 53 46| 127
20| 60 52] 43
21 88 5—9| 49

22 75 66| ||

For the designated level of significance 0,025 for
Hence ¢ =52+1=53.
For the distribution of 53 Table 5 assigns a value

=20 the value read from the table 6 is 52.

Therefore, the is of inferiority of PP

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

Date: 06.07.2020

to the RP is rejected.

Authorized by: Agnleszia Erber, Cosmeties Microblology Laboralory Manager
Approved by: Hanna Wachowska, Laboratory Director (Approvell with qualified eléctranic signature)

This enclosure s an inseparatable part of the report of snalvss and

Responsidiy of 1.5. Hamikan Poland So. 2 0.0. & restricted exchiavehy i

be repreduced partially without & o
Ats 31 1XRRemerta Prederited i b onginal copy of the endierre.

Pyl G

1.5. HEMILTON POLAND Sp, 2 0.8
FORATURIUM BADAWCZE
% e Stvoa, 2l 4% 22

f 0,20 which is less than the agreed inferiority margin of 0,6.

ler) writen comant of 15, Mamiksn Poland So. & 0.0,



HAMILTON

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

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 m!

Data expirarii: 29.05.2023

Data prelevarii: 02.06.2020

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

B) TEST METHOD AND ITS VALIDATION

PN-EN 1650:2013 - Chemical disinfectants and antiseptics -
Q test for the eval 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)

Paolisorbate 80- 30 g/fl, saponine- 3 g/l, cysteine- 1g/l, histidine-
1g/), sadium thiosulfate 7,5g/1

Active substance

Neutralizer

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

Test temperature 20°C

Contact time 60 seconds

Interfering substances Clean conditions: 0,3g/l bovine albumin
Product diluent Hard water

Temperature of incubation 30°C:1°C

Identification of the bacterial | Candido olbicans ATCC 10231
Aspergilius brasiliensis ATCC 16404

and fungal strains used

Date: 16.07.2020

Authorized by: Agnieszka Erber, Cosmelics MKrobiclogy Laboratary Manager
Approved by: Hanna Wachawska, Laboralory Director (Approved with qualified electranic signature)

This ancieaurs b sn nsezaratable part of the report of aralysis and tannot be reproduced partially wahout a prierl writen consent of 15, Hamdion Beland S5, 0.0,

Respansibibty of 1.5, Hamiken Peland Se. 7 0.9, s restricted xchusively to the resulls 804 S3teants oredented in an ongnal copy of the endlesure.

1.5, HAMILTON POLAND Sp. 2 0.0,
AR BADAWCIE
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ENCLOSURE No. 1 TO REPPRT OF ANALYSIS NO. 264674/20/JSHR
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HAMILTON

REPORT OF ANALYSIS No. 264673/20/JSHR

Chent Sample descriplion forurding fa deckotion of Chent]
VIORICA COSMETIC SA < GEL Romanita 6.2.
1 MESAGER Lot: 29.05.2020
MD-2069 CHISINAU Data fabricatiel: 20.05.2020
Cantitatea: 250 ml
Data expirarit: 20.05.2023
Data prelevaril: 02.06.2020
Sample without any damagy
Sample recenved [2020-06-05
Anahysis completed | z020-07-18 Order of 2020-06-04
Report dared |202007-16 The samgles were delivered by Chent
Test Method unit | Result

* Quantitative suspension test for the

chemical disinfectants and antseptics®

eveluation af bactericidal sctivity of PN-EN 12762010/AC2010

Product dluted to 50% snd 0% shows
| bactericidal actity at 60 secands, 20°C,
in clean conditions (0,3a/1 bavire
| slbuminy atreference sains:
| Preudomanss asruginosa ATCC 15442,
| Escherichis coli ATCC 10536,
‘ Staphylococcus sureus ATCC 6538,
hirae ATCC 10541

¥ The results of the analysis in attachment No 1 ta the report of anal

THE END OF THE REPORT

Autharized by Agnieszks Erber, Cosmeties Microbislogy Labarstory Manager
Approved by Hanna Wachowska, Laboralary Directar (Approved with ¢lectronic signature]

Usbaratony Tyehy 41190, Gotdride 1
The sesulty tebte 10 the e
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Fresented i cngmal iy of the Repart The seerce contemed by tha Repcrt m subect 12 The Genseal Tevmmy srd Condtn of Semaces of 1S Hamibon Polurd S5 7 00 publabhed on winw hamiton com ol

* Tt method scivdbtid, 8 et pertormed by rutermal presader

Page 1/1
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HAMILTO?

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

A) IDENTIFICATION OF THE SAMPLE

Name of the product

C GEL

Lot: 29.05.2020

Data fabricatiei: 29.05.2020
Cantitatea: 250 ml

Data expirarii: 25.05.2023
Data prelevarii: 02.06.2020

pentru maini

Active substance

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

B) TEST METHOD AND ITS VALIDATION

PN-EN 1276:2010/AC:2010
Chemical disinf and -q
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)
) Palisorbate 80- 30 g/l, saponine- 3 g/l, cysteine- 1g/l, histidine-
Neutralizer

1g/1, sodium thiosulfate 7,5g/1

€) 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/1 bovine albumin

Product diluent

Sterile hard water

Temperature of incubation

37¢1°C

Identification of the bacterial and
fungal strains used:

Pseudomonos aeruginosae ATCC 15442
Escherichio coli ATCC 10536
Stuphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541

Date: 16,07.2020

Authorized by: Agnieszka Erber, Cosmetics Nicrablology Laboratory Manager
Aporoved by: Hanna Wachowska, Laboratory Director (Appraved with qualified electronic signature)

This enclesure i an insesaratable Gart of the feport of Analyss and cannet be reproduced partally without @ gricr)

Retponsindty of 1.5. Hamikan Foland So. 1 0.0, 13 restricted evclosively U2 the results and statements presented in 81 ofignal copy of the anckiure,

oAV iE Form F010/54 0 20

| writtan censent of 15, Hamiksn Poland S5. 7 0.6,
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ENCLOSURE No. 1 TOR

e v o e

PORT OF ANALYSIS NO. 264673/20/JSHR

LABORATORIUM BADAWCZE
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