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PART B - Cosmetic product safety assessment

1. Assessment conclusion

Based on all data available it can be assumed that the products are safe for human health when used
under normal or reasonably foreseeable conditions of use in accordance with Regulation (EC) No
1223/2000.

The cosmetic product does not contain any substance classified as CMR under Part 3 of Annex VI to
Regulation (EC) No 1272/2008.

According to EN ISO 29621:2011 evaluated glues have physico-chemical characteristics of
microbiologically low-risk products. These kinds of products with certain physico-chemical
characteristics do not allow the proliferation of microorganisms of concern to cosmetic products. Any
number of physico-chemical factors or combinations thereof in a product can create a hostile
environment that will not support microbial growth and/or survival. Combinations of sublethal factors
will increase the hostility of the environment and increase the lag phase. If the environment is hostile
enough, the lag phase will be extended to infinity and therefore cause cell death. Combinations of
lethal factors will cause rapid cell death. Based on this. there is no need of microbiclogical testing.

Substance ETHYL CYANOACRYLATE is classified as hazardous in terms of Regulation (EC) No
1272/2008. The concentration of this substance in the product integrates the whole mixture as
dangerous. Therefore these glues are classified as:

Skin Irrit. 2, H315 (Causes skin irritation.)

Eye Irrit. 2, H319 (Causes serious eye irritation.)

STOT SE 3, H335 (May cause respiratory irritation.)

Above mentioned classification is not a case of product SAFETY GLUE. which contains 5% of
ETHYL CYANOACRYLATE only.

A higher incidence of cyanoacrylate adhesives (CA) related toxicity has been associated with lower
humidity and insufficient ventilation. Higher levels of humidity are thought to induce polymerization
of free monomers of CA. thereby reducing their volatility.

For this reason, if is necessary to perform the application of products in a well ventilated area with
adequate humidity. These products are intended for professional use only. It is necessary to avoid
contact with eyes and skin.

Furthermore, it has been proposed that the toxic effects of cyanoacrylate polymers are due to the
release of the products of their degradation. All cyanoacrylate adhesives eventually degrade into
formaldehyde and cyanoacetate. Although formaldehyde is known to be a histotoxic irritant, any
significant degradation occurs long after the adhesives have sloughed off the skin and these
breakdown products do not contribute to any toxicity when cyvanoacrylate adhesives are used topically.

There are restrictions for colorant CI 77266 (Carbon black) which is allowed in cosmetic products
when purity criteria as set out in Commission Directive 95/45/EC (E 153) are fulfilled. The producer
guaranteed compliance with the restriction requirements for the ingredient purity and the responsible
person has more detailed information on this in the cosmetic product information file (PIF).

The margin of safety (MoS) was calculated for Ethyl Cyanoacetate, ETHYL CYANOACRYLATE,
POLYMETHYL METHACRYLATE. Isocyanic acid, polymethylenepolyphenylene ester and CI
77266 only. MoS calculations based on NOAEL values gave acceptable values for the safe use of
these products, MoS = 100. MOS values were not calculated for POLYMETHYL
METHACRYLATE. since ingredient is safe. based on data from appropriate CIR Expert Panels.
Margins of safety are higher than 100. so it can be concluded that the use of evaluated glues according
to instruction of use and precautions to be observed in use (see section 2 of part B). is safe for human
health.

The assessment was based on the information provided by the supplier at the time of this assessment.
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2. Labelled warnings and instructions of use

There is no need to label any particular warning and instruction of use in accordance with Article
19(1)(d) listed in Annexes III to VI of Regulation (EC) No 1223/2009.

The products are labelled with these warnings to ensure safe use of the products:

Warnings:

For external use only.

Avoid contact with eyes and skin.

Not recommended for people with sensitive skin.

Perform the glue application in a well ventilated area with adequate humidity. Eyes must be closed
during the application.

For professional use only.

Direction for use:

Leave the glue at room temperature for one hour before use. Always shake the adhesive before using.
Put the eyelash or eyebrow hair into the glue. Then remove unnecessary amount of adhesive and
adhere it to an eyelash or eyebrow hair which need to be extended.

Other information:

After each application thoroughly close the glue and store if in a cool room away from children. It is
necessary to avoid freezing or overheating of the product. Keep out of direct sunlight. After opening it
is recommended to be used within 2 months. The warranty period for closed adhesive is 6 months.

Ingredients:
For Ultra Super Glue: Ethyl Cyanoacetate; ETHYL CYANOACRYLATE; POLYMETHYL
METHACRYLATE: Isocyanic acid, polymethylenepolyphenylene; AQUA: CI77266.

For Premium Glue: Ethyl Cyvanoacetate; ETHYL CYANOACRYLATE: POLYMETHYL
METHACRYLATE: Isocyanic acid, polymethylenepolyphenylene: AQUA: CI77266.

For Ultra Bonding Glue: Ethyl Cyanoacetate; ETHYL CYANOACRYLATE:; POLYMETHYL
METHACRYLATE: Isocyanic acid. polymethylenepolyphenylene: AQUA: CI77266.

For Sensitive Glue: Ethyl Cyanoacetate;, ETHYL CYANOACRYLATE: POLYMETHYL
METHACRYLATE: Isocyanic acid. polymethylenepolyphenylene; AQUA: CI77266.

For Safety Glue: Ethyl Cyanoacetate: POLYMETHYL METHACRYLATE: ETHYL
CYANOACRYLATE: Isocyanic acid, polymethylenepolyphenylene; AQUA; CI77266.

For Soft Tension Glue: Ethyl Cyanoacetate; ETHYL CYANOACRYLATE: POLYMETHYL
METHACRYLATE: Isocyanic acid, polymethylenepolyphenylene: AQUA: CI77266.

For Ultimate Bond Glue: Ethyl Cyanoacetate; ETHYL CYANOACRYLATE: Isocyanic acid,
polymethylenepolyphenylene; POLYMETHYL METHACRYLATE:; AQUA; CI77266.

For Clear Bond Glue: Ethyl Cyanoacetate; ETHYL CYANOACRYLATE: POLYMETHYL
METHACRYLATE: Isocyanic acid, polymethylenepolyphenylene; AQUA.

For Clear Glue: Ethyl Cyanoacetate; ETHYL CYANOACRYLATE: POLYMETHYL
METHACRYLATE: Isocyanic acid. polymethylenepolyphenylene; AQUA.

As these products are considered as chemical mixtures according to chemical legislation (Regulation
(EC) No 1907/2006). they must comply with these regulation requirements concerning the labelling.
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3. Reasoning

The safety assessment for the products was done based on information from the supplier and other
information publicly available.

Glues are classified in terms of Regulation (EC) No 1272/2008 as: Skin Trrit. 2, H315 (Causes skin
irritation.); Eye Irrit. 2, H319 (Causes serious eye irritation.); STOT SE 3, H335 (May cause
respiratory irritation.). Above mentioned classification is not a case of product SAFETY
GLUE, which contains 5% of ETHYL CYANOACRYLATE only.

For this reason, it is necessary to perform the applications of products in a well ventilated area with
adequate humidity to ensure sufficient polymerization and reduce the risk of irritation. These products
are intended for professional use only. It is necessary to avoid contact with eyes and skin.

Evaluated glues have physico-chemical characteristics of microbiologically low-risk products. For this
reason there is no need of microbiological testing, :

Margins of safety are higher than 100, so it can be concluded that the use of evaluated glues according
to instruction of use and precautions to be observed in use, is safe for human health.

4. Assessor’s credentials and approval of part B

Name and address of the safety assessor:
Lubica Murinova, MD, PhD.,
Ekotoxikologické centrum Bratislava s.r.0., Tomasikova 10/F, 821 03 Bratislava, Slovak Republic

Proof of qualification of safety assessor:
Medical doctor, PhD in Hygiene and Environmental Medicine

Years of practice: 18 years
Diploma attached.

Date and signature of safety assessor:
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5. Summary in Czech language

CAST B - Posouzeni bezpe&nosti kosmetického piipravku

1. Zavéry posouzeni

Na zakladé viech dostupnych informaci lze povazovat kosmetické piipravky jako bezpeéné pro lidské
zdravi pfi pouziti za béznych nebo racionalné piedvidatelnych podminek v souladu s Nafizenim
Evropskeho parlamentu a Rady (ES) €. 1223/2009 o kosmetickych piipraveich.

Kosmeticky pfipravek neobsahuje zadné latky klasifikované jako karcinogenni, mutagenni nebo
toxické pro reprodukci podle €asti 3 piilohy VI k Natizeni Evropského parlamentu a Rady (ES) €.
1272/2008 v platném znéni.

Podle normy EN ISO 29621:2011 maji hodnocena lepidla fyzikilné chemické vlastnosti
mikrobiologicky malo rizikovych vyrobki. Tento typ vyrobku s uréitymi fyzikalné chemickymi
vlastnostmi neumoziuje rist obavanych mikroorganismu v kosmetickém piipravku. Libovolny podet
fyzikalné chemickych faktori nebo jejich kombinace ve vyrobku mmiize vytvofit nepiiznivé prostiedi,
které nepodporuje mist/pieziti mikroorganismii. Kombinace subletalnich faktormi zvysi nepiiznivost
prostiedi a prodlouzi klidovou fazi ristu mikroorganism. Je-li prostiedi dostateéné nepiiznivé. doba
klidové faze poroste do nekone¢na a zpusobi bunéénou smrt. Kombinace letalnich faktori zptsobi
rychlou bunéénou snut. Na zaklade tohoto tedy neni nutné mikrobiologicke testovani.

Latka ETHYL CYANOACRYLATE je klasifikovana jako nebezpeéna podle Naiizeni Evropského
parlamentu a Rady (ES) ¢. 1272/2008. Koncentrace této latky ve vyrobku ovliviije klasifikaci celé
smeési, ktera je tedy klasifikovana jako nebezpeéna:

Skin Irrit. 2, H315 (Drazdi kizi.)

Eye Trrit. 2. H319 (Zpusobuje vazné podrazdéni oéi.)

STOT SE 3, H335 (Muze zpusobit podrazdéni dychacich cest.)

Vyse zminéna klasifikace se nevztahuje na vyrobek SAFETY GLUE, ktery obsahuje pouze 5%
ETHYL CYANOACRYLATE.

Vyssi pocet piipadi toxicity kyanoakrylatovych lepidel (KL) byvéa spojovan s nizkou vlhkosti a
nedostateénon ventilaci. Piedpoklada se, 7ze wvy38i mira vlhkosti vyvolava polymerizaci volnych
monomert KL, ¢imZ snizuje jejich tékavost.

Z tohoto duvodu je nezbytné provadét aplikaci piipravku na dobfe vétraném misté s adekvatni
vihkosti. Tyto vyrobky jsou uréeny pouze pro profesionalni pouziti. Je nezbytné zabranit styku s kazi
a ofima.

Dale bylo predloZeno tvrzeni, ze za toxické uéinky kyanoakrylatovych polymert mohou produkty
jejich rozkladu. Vsechna kyanoakrylatova lepidla se postupné rozkladaji na formaldehyd a
kyanoacetat. Piestoze je formaldehyd toxicky. k vyznamnému rozkladu dochazi dlouho poté. co bylo
lepidlo odstranéno zkuze, a tyto produkty rozkladu nepiispivaji Kk toxicité, pokud jsou
kyanoakrylatova lepidla pouzivana topicky.

Existuji omezeni pro barvivo CI 77266 (uhlikova Eerit), které je povoleno v kosmetickych pfipraveich,
pokud spliuje kritéria pro ¢istotu podle Smérnice Komise 95/45/ES (E 153) v platném znéni. Vyrobee
zarudil shodu cCistoty piisady s pozadavky omezeni a odpovédna osoba ma vice konkrétnich informaci
v informaéni dokumentaci k pfipravku.

Hranice bezpecnosti (MoS) byla pocitana pouze pro Ethyl Cyanoacetate, ETHYL
CYANOACRYLATE. POLYMETHYL METHACRYLATE. Isocyanic acid,

772

polymethylenepolyphenylene ester a CI 77266. Na zakladé vypoéti MoS zaloZenych na hodnotach
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NOAEL je pouzivani tohoto pfipravku bezpeéné, MoS > 100. Hodnoty MoS nebyly poéitany pro
POLYMETHYL METHACRYLATE, protoZe je tato piisada bezpe¢na, na zakladé udaju piisluénych
odbornych komisi CIR.

Hranice bezpeénosti jsou vyssi nez 100, takze mmize byt uéinén zavér, ze pouzivani hodnocenych
lepidel podle navodu k pouziti a pii dodrzovani uvedenych opatieni (viz ¢ast B, oddil 2) je bezpeéné
pro lidské zdravi.

Posouzeni bylo provedeno na zakladé informaci poskytnutych dodavatelem v dobé vypracovani této
zpravy o bezpecnosti kosmetického piipravku.

2. Upozornéni a navod k pouZiti uvedené na etiketé

Pro oznaceni piipravku se nevyzaduji zadna zvlasini upozornéni a pokyny pro pouziti v souladu s
¢lankem 19 (1)(d) uvedené v Prilohach ITT az VI Natizeni (ES) €. 1223/20009.

Navod k pouziti je uveden na etiketé takto:

Upozornéni:

Pouze k zevnimu pouziti.

Zabraiite styku s kizi a o¢ima.

Nevhodné pro osoby s citlivou pokoZkou.

Aplikaci lepidla provadéjte na dobie vétraném misté s adekvatni vihkosti vzduchu. Béhem aplikace
musi byt o¢i zaviene.

Pouze pro profesionalni pouziti.

Pouziti:

Hodinu pied pouzitim ponechte lepidlo pii pokojové teploté. Pied pouzitim lepidlo vzdy protiepejte.
Vlozte fasu nebo obodi do lepidla. Pote odstraite piebytecné mnozstvi lepidla a piilozte na fasu nebo
oboéi, které ma byt prodlouzeno.

Dalsi informace:

Po kazdé aplikaci lepidlo dikladné uzaviete a uchovavejte jej v chladu a mimo dosah déti. Chraiite
produkt pred mrazem a piehiatim. Nevystavujte piimému sluneéninm zafeni. Po ofevieni se
doporuéuje spotiebovat do 2 mésict. Zaruéni doba uzavieného lepidla je 6 mésict.

Ingredients:
Ulira Super Glue: Ethyl Cyanoacetate; ETHYL CYANOACRYLATE: POLYMETHYL
METHACRYLATE: Isocyanic acid, polymethylenepolyphenylene; AQUA: CI77266.

Premium Glue: Ethyl Cyanoacetate; ETHYL CYANOACRYLATE; POLYMETHYL
METHACRYLATE: Isocyanic acid, polymethylenepolyphenylene; AQUA: CI77266.

Ulira Bonding Glue: Ethyl Cyanoacetate; ETHYL CYANOACRYLATE: POLYMETHYL
METHACRYLATE: Isocyanic acid. polymethylenepolyphenylene; AQUA: CI77266.

Sensitive Glue: Ethyl Cyanoacetate: ETHYL CYANOACRYLATE: POLYMETHYL
METHACRYLATE: Isocyanic acid. polymethylenepolyphenylene: AQUA; CI77266.

Safety Glue: Ethyl  Cyanoacetate; POLYMETHYL  METHACRYLATE; ETHYL
CYANOACRYLATE:; Isocyanic acid, polymethylenepolyphenylene; AQUA; CI77266.

Soft Tension Glue: Ethyl Cyanoacetate; ETHYL CYANOACRYLATE: POLYMETHYL
METHACRYLATE: Isocyanic acid., polymethylenepolyphenylene: AQUA: CI77266.

Ultimate Bond Glue: Ethyl Cyanoacetate; ETHYL CYANOACRYLATE: Isocyanic acid,
polymethylenepolyphenylene; POLYMETHYL METHACRYLATE; AQUA; CI77266.
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Clear Bond Glue: Ethyl Cyanoacetate;, ETHYL CYANOACRYLATE: POLYMETHYL
METHACRYLATE: Isocyanic acid, polymethylenepolyphenylene; AQUA.

Clear  Glue: Ethyl Cyanoacetate: ETHYL CYANOACRYLATE; POLYMETHYL
METHACRYLATE: Isocyanic acid, polymethylenepolyphenylene; AQUA.

WV souladu s chemickou legislativou jsou produkty povazovany za chemické smeési (Nafizeni (ES) €.
1907/2006). musi proto splitovat pozadavky tohoto nafizeni tykajici se oznaovani.

3. Oduvodnéni

Posouzeni bezpeénosti vyrobkt bylo provedeno na zdkladé informaci od dodavatele a dalsich veiejné
dostupnych udaji.

Lepidla jsou klasifikovana podle Naiizeni Evropskeého parlamentu a Rady (ES) ¢. 1272/2008 jako:
Skin Irrit. 2, H315 (Drazdi kazi.); Eye Irrit. 2, H319 (Zpusobuje vazné podrazdéni o¢i.); STOT SE
3. H335 (Muze zpusobit podrazdéni dychacich cest.). Vyse zminéna klasifikace se nevztahuje na
vyrobek SAFETY GLUE. ktery obsahuje pouze 5 % ETHYL CYANOACRYLATE.

Z tohoto divodu je nezbytné provadét aplikaci piipravku na dobie vétraném misté s adekvatni
vihkosti. Tyto vyrobky jsou uréeny pouze pro profesionalni pouziti. Je nezbytné zabranit styku s kazi
a ofima.

Hodnocena lepidla maji fyzikilné chemické wvlastnosti mikrobiologicky malo rizikovych vyrobki.
Z tohoto divodu neni nutné mikrobiologické testovani.

Hranice bezpecnosti jsou vyssi nez 100, takze muze byt uéinén zavér, Zze pouzivani hodnocenych
lepidel podle navodu k pouziti a pii dodrzovani uvedenych opatieni je bezpeéneé pro lidské zdravi.

4. Udaje o posuzovateli a schvaleni éasti B

Jmeéno a adresa posuzovatele:
Lubica Murinova, MD, PhD.,
Ekotoxikologické centrum Bratislava s.r.o., TomaSikova 10/F. 821 03 Bratislava, Slovenska republika

Doklad kvalifikace posuzovatele:
Doktor mediciny, PhD. v oboru Hygiena
Praxe: 18 let

Diplom v Piiloze 2
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Annex 1 - Assessor diploma
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