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Translation from Bulgarian
REPUBLIC OF BULGARIA
Ministry of Health
Chief State Health Inspector

Ref. No. 13-BI1-279/100620

TO

MR. HRISTO YORDANOV

AUTHORIZED PERSON OF ORIGIN BG LTD
MANAGER OF "HIMCONSULT" LTD

INTERPRED - WORLD TRADE CENTER SOFIA
DRAGAN TSANKOV BLVD. 36, BL. B, FL. 3, OFFICE 322
1040 SOFIA

CoPy:
email: office@origin.bg

DEAR MR. YORDANOV,

In connection with the application submitted with Ref.No. 13-BI1-279/13.05.2020 to the Ministry of
Health, for issuing a permit for a group of biocides “ETANOL+”, we inform you of the following:

Pursuant to Art. 14a and Art. 18c, para. 5, in connection with art. 15, para. 4, item 16 of the
Protection From the Harmful Effects of Chemical Substances and Mixtures Act and Order No. PJ] 01-
287/ 08.08.2017 of the Minister of Health, Permit No. 2801- 1/05.06.2020 was issued for making
available on the market of a group of biocides "ETANOL +".

We draw your attention to the fact that the safety data sheet and the label of the above biocide must be
prepared in accordance with the permit granted, and in compliance with the requirements of the
Protection From the Harmful Effects of Chemical Substances and Mixtures Act.

We enclose a copy of the above permit.

Sincerely,

ASS. PROF. ANGEL KUNCHEYV, PHD

Chief State Health Inspector

Sealed by Ministry of Health, Sofia, REPUBLIC OF BULGARIA

Sofia, Sveta Nedelya Square No.5
Tel.: +3592 9301 171, +359 2 981 01 11, Fax: +359 2981 18 33
Email: press@mh.government.bg
www.mh.government.bg




MINISTRY OF HEALTH

MARKETING AUTHORIZATION APPROVAL
FOR A GROUP OF BIOCIDAL PRODUCTS

No. 2801-1/05.06.2020

Pursuant to Art. 14a and Art. 18¢, para. 5, in connection with art. 15, para. 4, item 16 of the
Protection From the Harmful Effects of Chemical Substances and Mixtures Act, application

submitted with Ref.No. 13-BII-279/13.05.2020 and No. PJ[ 01-287 / 08.08.2017 of the Minister of
Health

I AUTHORIZE THE MAKING AVAILABLE ON THE MARKET OF:

I. Trade name of the group of biocidal products
ETANOL +/ ETANOL + Pure

ETANOL+ Jasmine / ETANOL + Jasmine
ETANOL+ Lavender / ETANOL + Lavender
ETANOL+ Pine / ETANOL + Pine

ETANOL+ Rose / ETANOL+ Rose

ETANOL+ Lilac / ETANOL+ Lilac

ETANOL + Lily of the valley / ETANOL+ Lily of the valley
ETANOL + Mint / ETANOL + Mint

ETANOL+ Geranium / ETANOL+ Geranium
ETANOL +Pearl / ETANOL +Pearl

I1. Name and address of a person who makes the group of biocidal products available on the
market

Origin BGLTD

10 Stefan Verkovich Str., 1st floor
4000 Plovdiv, Central district

Tel .: 08799 08799

email: office@origin.bg

III. Name and address of the manufacturer of the group of biocidal products
Origin BG LTD

10 Stefan Verkovich Str., 1st floor

4000 Plovdiv, Central district

Tel .: 08799 08799

email: office@origin.bg

IV. Manufacturer of the active substance
Zaharni zavodi AD

29 Sveti Knyaz Boris Str.

5100 Gorna Oryahovitsa

Bulgaria




V. Type of group of biocidal products according to Annex V of Regulation (EU) No. 528/2012 of
European Parliament and of the Council of 22 May 2012 on the making available on

the market and the use of biocides

Main group 1 - Disinfectants.

Product type 1 - Human hygiene.

VL. Type of group of biocidal products (granulate, liquid, powder, etc.)
Liquid.

VII. Data on the active substance(s) in the composition of the group of biocidal products
A. Chemical substance

No. | Name CAS No. and EC No., when such have been Concentration of active
assigned substance in metric units
1. | Ethanol | CAS No.64-17-5 63.0g/100 g
EC No. 200-578-6

VIIL. Field (s) of application

The biocidal product is a disinfectant with bactericidal, fungicidal (Candida albicans) and limited
virucidal (enveloped viruses) action, and the field of application is hygienic hand disinfection.

IX. How to use

The biocidal product is ready for use.

Apply on dry and visibly clean hands, in an amount of not less than 3 ml, by rubbing into the skin for
60 seconds. The amount of disinfectant should be enough to keep all areas of the skin of the hands
thoroughly wet by the solution throughout the exposure.

X. Data on classification and labelling of the group of biocidal products according to Regulation
(EC) No. 1272/2008 of the European Parliament and of the Council of 16 December 2008

on the classification, labeling and packaging of substances and mixtures, for amending and
repealing Directives 67/548 /EEC and 1999/45 /EC and amending

Regulation (EC) No 1907/2006

A. Group of biocidal products with active substance(s) - chemical substance(s)
Hazard classes and categories:

Flammable liquids, category 2, H225.
Serious eye damage/eye irritation, category 2, H319.

Labelling

Pictograms:




GHS02 GHSO07
Signal word: Dangerous

Danger warnings:
H225 Highly flammable liquid and vapor.
H319 Causes serious eye irritation

Safety recommendations:

P210 Keep away from heat, hot surfaces, sparks, open flames and other ignition sources. No smoking
P233 Keep container tightly closed.

P240 Ground/bond container and receiving equipment

P305 + P351 + P338 IF IN EYES: Rinse cautiously with water for several minutes. Remove contact
lenses if present and easy to do. Continue rinsing.

P370+P378 In case of fire: Use CO,, water jet, BC or ABC powder/foam for extinction.

P403 + P235 Store in a well ventilated place. Keep cool.

About ETANOL+ mint:

EUH208 Contains hydroxyisohexyl 3-cyclohexene carboxaldehyde. May cause an
allergic reaction.

XI. Packaging information (type of packaging, capacity/volume)
Plastic packaging - sachet/bottle/tube/plastic reservoirs/industrial packaging.

For mass consumer and professional use:

Packagings of 10 ml, 15 ml, 20 ml, 35 ml, 50 ml, 60 ml, 75 ml, 80 ml, 90 ml, 100 ml, 109 ml, 120
ml, 125 ml, 150 ml, 175 ml, 180 ml, 200 ml, 250 ml, 300 ml, 330 ml, 350 ml, 400 ml, 500 ml, 600
ml, 700 ml, 720 ml, 750 ml, 800 ml, 1L, 2L

Packagings for mass consumer use are equipped with tactile danger warnings.

For professional use:
Packagings of S L, 10L,20L, 50 L, 100 L, 1000 L

XII. Consumer category
Mass consumer and professional.

XIII. Specific requirements or restrictions
1. The safety data sheet and the label shall be prepared in accordance with the approval granted, as
well as in compliance with the requirements of the Protection From the Harmful Effects of
Chemical Substances and Mixtures Act, Chapter IV and Annex II of Regulation (EC) No.
1907/2006 on registration, evaluation, authorization and the restriction of chemicals (REACH).
2. Complying with the requirements of Art. 5, para. 1 of the Ordinance on packaging and waste




3. Filling in the declarations of conformity, pursuant to art. 4, para. 3 and Art. 6, para. 2 of
Ordinance on packaging and packaging waste.

/sign.ill./ /seal of Ministry of Health, Republic of Bulgaria, Sofia/
CHIEF STATE HEALTH INSPECTOR
ASS. PROF. ANGEL KUNCHEV, PHD, MD

Marketing Authorization Approval No. 2801-1/05.06.2020 for a group of biocidal products "ETANOL+"

I the undersigned Mariya Simeonova Koleva, in my capacity of official translator, hereby certify that
the above instrument, consisting of 5 (five) pages is a true and complete translation into the English
language of the attached official document, originally composed in the Bulgarian language. In
testimony thereof I have hereunto set my hand and affixed the official seal of the company.

Translator:

Mariya Simeonova Koleva




PEITYBJIMKA BBJTAPUS
MunucrepcTso Ha 31paBeonaspanero
I'nasen xppxaBeH 3xpaBen HHCIEKTOP

...........................

J0
I'-H XPHCTO MOPJAHOB

YI'bJIHOMOIEHO JHIIE HA ,,OPHKVH BI™” O0]
YIIPABUTEJ HA , XHMKOHCYJIT“ OOJ

UHTEPIIPE) - CTI{ CO®US

BYJL ,,APATAH IIAHKOB*“ Ne 36, BJI. B, ET. 3, ODUC 322
1040 CODUA

KOIIHE:
e-mail: office@origin.bg

YBAXAEMM OCIIO/IUH OPJAHOB,

B®B Bpb3Ka ¢ MOCTBIHIO B MHHHCTEPCTBO Ha 37paBeona3BaHETO 3asBieHue ¢ BX. No
13-BI1-279/13.05.2020 r., 3a u3aaBane Ha paspemenue Ha rpyna 6uowuan ,,ETANOL+“, Bu
HHGOPMHpaMe CIIENHOTO:

Ha ocnoBanue yn. 14a u un. 188, an. 5, BEB BpB3Ka c wi. 15, an. 4, 1. 16 oT 3akoHa 3a
3alkTa OT BPENHOTO BL3JCHCTBUE HA XHMMYHKTE BellecTsa u cMecH u 3amosexn Ne PJ] 01-
287/08.08.2017 r. Ha MMHHCTBPa HA 3]PABEONA3BAHETO, € M3NANCHO Paspemenne Ne 2801-
1/05.06.2020 r. 3a npenocrassxe Ha nasapa Ha rpyna Guouumu ,,ETANOL+,

O6pbiuame Bu BHuManue, ye HHOOPMALIHOHHHS JTHCT 32 6E30MACHOCT M €THKETA Ha
ropenocoyenus GHOLHM TpsGBa 1a Ce H3rOTBAT B CHOTBETCTBHE C H3ANCHOTO Pa3PEIICHHE |
TpH Cr1a3BaHe HAa U3HCKBAHUATA HAa 3aKOHA 32 3aIUTAa OT BPEJHOTO BH3ACHCTBYIE HA XUMHYHHTE
BELIECTBA M CMECH.

[Ipunarame exsemMnisp ot ropenocoyeHoTo paspemenue.

C yBaxenwue,
HAOILL. i-P AHT'EJI KYHUE

I'nasen ovpoicasen 30pas

uUHCnexmop

rp. Codus, nn. ,Caerta Hepens™ NC 5

- EDCA N AN 4 PR N ARG o~ B e e e e E T N



MHHUCTEPCTBO HA 3/IPABEOIIA3BAHETO

PABPENIEHHUE

3A I[IPEJOCTABSIHE HA TTA3APA HA I'PYIIA

Ha ocroBanue 4. 143 u ua. 188, an. 5, BuB Bpb3Ka ¢ 4. 15, an. 4, 1. 16 ot 3axona 3a
32I0HTA OT BPEJHOTO Bb3AEHCTBHE HA XHMHYHHTE BEINECTBA U CMECH, MOJAEHO 3asB/IeHHE
¢ BX. Ne 13-BI1-279/13.05.2020 r. u u 3anoseq Ne P/ 01-287/08.08.2017 r. Ha MuuucTLp2 Ha

3ApaBeona3BaHero,

PA3PEIIABAM IIPE}IOCTABHHETO HA ITA3APA HA:

L. Tnprosexo HanmenoBanue ua rpynara Guouuau
ETANOL+/ETANOL+Pure
ETANOL+XacmMu/ETANOL+Jasmine
ETANOL+JlaBanayna/ETANOL+Lavender
ETANOL+Bop/ETANOL+Pine
ETANOL+P03a/ETANOL+Rose
ETANOL+JTiona/ETANOL+Lilac
ETANOL+Mowmuna cbn3a/ETANOL+Lily of the valley
ETANOL+Menta/ETANOL+Mint
ETANOL+3apasew/ETANOL+Geranium
ETANOL+INepna/ETANOL+Pearl

IL. Mime u axpec Ha JHLETO, KOETO NpeoCcTaBd Ha Nasapa rpynara Guonuau
»Opumxun BI™” OO

yn. ,,Credan Bepkosuu™ Ne 10, er.1

4000 rp. Inosaue, p-H Lientpanen

Ten.: 08799 08799 ““*
e-mail: office@origin.bg / /

II1. Aime u aapec na npo ’ﬁbam‘enn }la r;\
»Opumxun BI™ 00| \r‘ A : /
ya. ,,Credpan Bepkosuu” Ne l(),, -ex. l - / -

\ ;560 cp. 1 ov 4



4000 rp. Inosaus, p-u LienTtpaneu
Tean.: 08799 08799

IV. lipousBoawuTe HA AKTHBHOTO BEIIECTBO
»J3axapHu 3aBoau”“ AJ]

ya. ,,Cs. KHa3 Bopuc I Ne 29

5100 rp. 'opxa Opaxosuua

Bwarapus

V. Bua Ha rpynara Guoumau coriaacHo npusioxenue V na Pernament (EC) Ne 528/2012 na
Esponefickus napaamenT 1 Ha ChBera or 22 maii 2012 roxsMa 0THOCHO NPEIOCTABAHETO HA
nasapa H ynorpeGata Ha Guonuan

IaaBna rpyna 1 - Jlesundexrantu.

Ilpoxyxros Tum 1 - Xuruexa Ha yosexa.

VL. Bua na rpynara Guonnau (rpanyiar, TE4HOCT, npaxoofpases H Ap.)
TeyHocT.

VIL JIansu 32 aKTHBHOTO BellleCTBO/BELIECTBA B ChCTaBa HA rpynara Guoumau
A. XHMHYHO BELECTBO

Ne CAS Ne u EC Ne, KonueHnTpauss Ha
no HaumeHoBaHue KOraTo TAKHBA €Ca| AaKTHBHOTO BEIIECTBO B
i OnpefesieHn METPHYHH eHHHIIH
1. |Eranon CAS Ne 64-17-5 63.0g/100 g

EC Ne 200-578-6

VIII. O6aact/o6nacTu Ha npuiaokeHue

Buomuast e nesundexrant ¢ 6akrepuunaHo, dyuruumuano (Candida albicans) u orpauuuero

BUPYCOLMAHO (BHMPYCH ¢ 0OBMBKA) ACHCTBME, Karo 06nacTTa Ha MNPHIOKEHHE € XHMIHEHHaA
AC3HHPEKLMA Ha PbLE.

IX. Haunn Ha ynorpeba
BrowMasT € roTos 3a ynortpe6a.

Hanacs ce BbpXy Cyxu M BHIAMMO YHMCTH pbl€, B KOJNHYECTBO HE MO-Manko ot 3 ml, kato ce
BTpHB2 B KOXaTa B NPoAbLKeHHe Ha 60 cexynan. KonuuecTBoTo Ha aesuHdexranTa Tpsbea 1a

Obie AOCTaTHUHO, 32 3 Ce MOATLPKAT BCHUKH Y4aCThUM OT KOXKATA Ha pblieTe OOUITHO OMOKPEHH
C pasTBOpa Npe3 LANOTO BPEME Ha BL3ACHCTBHE.

X. Jlanuu 32 knacupUIHpAHE H €THKETHPaHE HA IPYNaTa OHOLMAHM CHLAACHO PerjaMenT
(EO) Ne 1272/2008 ua Esponeiickus napaament W na Cnera or 16 AexemBpu 2008 r.
OTHOCHO KIACHQHUHMPAHETO, ETHKETHPAHETO M ONAKOBAHETO HA BEIIECTBA W CMECH, 33
H3IMEHCHHE H 32 OTMSHa HAa AWPEKTHBH 67/548/EMO n 1999/45/EO u 3a uiMeHenue Ha
Pernament (EO) Ne 1907/2006

A. I'pyna GHOuHAN ¢ AKTHBHO BeLIECTBO/BEIECTEA — XHMHYHO BEIeCTBO/BEIecTBa

KaacoBe M KaTeropuu Ha onacHoCT:
3ananuMu TeYHOCTH, Kateropus 2, H225.
Cepuo3Ho yBpexaaHe/qpasHeHe Ha oy

Erukernpane

Wity A wY

[riiiii

it 2]
Paspewenne Ne 2801-1/05.06.209%.r\ 2a fipenocrassj 2 nasapa Ha rpyna 6uonman ,ETANOL+”
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Iuxrorpamu:

a0,

GHS02 GHS07
Curnanna ayma: OnacHo

IIpexynpexaeHns 3a onacHocT:
H225 CunHo 3ananumu Te4HOCT M napm.
H319 INpenusBukea cepuosHo ApasHeHe Ha OuKTE

IIpenopsku 3a Gesonacuocr:

P210 Nla ce nasu or TomiMHa, HaropeweHH MOBBbPXHOCTH, MCKPH, OTKPUT MJIAMBK H JPYrH
M3TOYHHLIM Ha 3anansaxe. TioTioHONYLIEHeTO 3a6paHeHo.

P233 CuamT na ce chXpaHaBa IUIbTHO 3aTBOpEH.

P240 3asemsBane/eKBUNOTEHLHANHA BPB3Ka HA CbJA W NPHEMATEHOTO yCTPOHCTBO.
P305+P351+P338 [NPU KOHTAKT C OUYMUTE: npomuBsaiite BHUMATE/HO ¢ BOJA B NpOAbLIDKEHUE
Ha HAKOJKO MMHYTH. CBajieTe KOHTAKTHHTE JIElH, aKO HMa TaKMBa M JOKOJKOTO TOBA €
BBE3MOXHO. [Ipoasinkere ¢ uannakeauero.

P370+P378 Tlpu noxap: usnonssaiite CO,, pasnpbcHata BoaHa ctpys, BC unu ABC npax unu
nsHa, 32 ]a 3aracure.

P403+P235 Jla ce crxpausBa Ha 106pe npoBeTpuBo MscTo. [la ce AbPXKH Ha XJIAJTHO.

3a ETANOL+ meHnTa:

EUH208 Cobaspxa XHAPOKCHH30XEKCH 3-LMKNOXEKCEH kapGokcanaexua. Moxe Aa npuyuHu
aNlepruyHa peakiuus.

XI. Jlanuu 32 onakoBKaTa (BHJ Ha ONaKOBKAaTa, BMECTHMOCT/06eM)
TInacTmacoBu onakoskw - - caine/6yTnaKa/Ty6a/6MA0H/ MHAYCTPHAITHA ONaKOBKa.

3a macoBa 1 npodecuonanua ynorpeda:

Onakosku or 10 ml, 15 ml, 20 ml, 35 ml, 50 ml, 60 ml, 75 ml, 80 ml, 90 ml, 100 ml, 109 ml, 120
ml, 125 ml, 150 ml, 175 ml, 180 ml, 200 ml, 250 ml, 300 ml, 330 ml, 350 ml, 400 mi, 500 ml, 600
ml, 700 ml, 720 ml, 750 m1, 800 ml, 1 L, 2 L.

Onaxosxme 3a mMacoBa ynorpeba ca CHabAEHH C TAKTHIIHK NIPEAYNPEKACHHS 32 ONACHOCT.

3a npodecnonanna ynorpeba:
Onakoskuor S L, 10L,20L,50L, 100 L, 1000 L.

XII. Kareropus Ha norpeGureaure
Macosa u npodecuonanna.

XIIL Crnenuduunu H3MCKBAHAA HIH YeHus

1. UudopMaumonuusT nucr 3a adien \@Tnke’rm Jla €€ M3roTBAT B CHOTBETCTBHE C
U3JIAZICHOTO pa3peliCHHE, KaKTo W ' Ha M3UCKBAHMATA Ha 3aKOHA 3a 3aIUMTa OT
BPEAHOTO BB3JCHCTBUE HA XU \u cmecu, riasa IV u [punoxenune II na

{ #F
ol i J
Paspewenne Ne 2801-1/05.06. \r 3a npenog:{a) / Ha na3apa Ha rpyna 6uoumau ,,ETANOL+”
crp. 3014
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Pernament (EO) Ne 1907/2006 OTHOCHO perucTpauusTa, OLEHKAT4, pPaspellaBaAHETO M
orpaHuyasaneTo Ha xumukanute (REACH).

2. la ce cna3ssT U3MCKBAaHMATA Ha 4. 5, an. | or Hapen6ara 3a OnakoBKHTE W OTNALBLMTE OT
onakoBkH (06H., JIB, 6p. 85 ot 2012 r.), kaTo ce nocTaBaT HEOGXOAUMHTE MAPKHUPOBKH.

3. Jla ce NOMBAHAT JEKNApalMHTE 38 CHOTBETCTBUE, CHIMIACHO ui. 4, an. 3 M un. 6, an. 2 or
Hapen6ara 3a 0nakoBKUTE M OTNALBLLKTE OT ONAKOBKH.

Paspewenue No 2801-1/05.06.2020 r. 3a npenocrassue ua nasapa Ha rpyna 6uouman ,,ETANOL+”
crp. 4ot 4



