NEW REGULATION

TATTOO & PERMANENT MAKE-UP INKS

COMPLIANCE

WHAT YOU NEED TO KNOW
TO WORK IN SAFETY



NEW REGULATION
TATTOO & PERMANENT MAKE-UP INKS

COMPLIANCE

REACH is the European Union Regulation developed to guarantee
the health and safety of people and the natural environment
the risks posed by a number of chemicals.

Regis’rro’rion Evaluation Au’rhoriza’rion and restriction of CHemichs
significa

REGISTRAZIONE, VALUTAZIONE, AUTORIZZAZIONE
E RESTRIZIONE DELLE SOSTANZE CHIMICHE.
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The European Regulation No. 1907/2006 (REACH)
has been amended with a

INTEGRATION OF A NEW RESTRICTION RELATING TO INKS FOR TATTOOS
AND PMU IN FORCE FROM 14.12.2020

in agreement with

the Higher Institute of Health and Ministry of Health (REACH Competent Authority)
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” COMPLIANCE

POTENTIALLY DANGEROUS SUBSTANCES

The REACH Regulation limits the use and / or
concentrationof some substances considered
dangerouswithin the inks / colors for tattooing and
permanent make-up.
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POTENTIALLY DANGEROUS SUBSTANCES

The color implanted under the skin can release harmful subbstances
in the long term defined:

CARCINOGEN MUTAGENIC AND TOXIC FOR REPRODUCTION
SENSITIZING / CORROSIVE / IRRITATING TO THE SKIN
IRRITATING / HARMFUL TO THE EYES
PROHIBITED IN COSMETIC PRODUCTS
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OBLIGATIONS OF THE MANUFACTURER

COMPANIES MANUFACTURING COLOR FOR TATTOO
AND PERMANENT MAKEUP
MUST ADAPT THEIR PRODUCTION WITHIN 4.01.2022
The colors ALLOWED on the market are ONLY

those compliant

COMPLIANT,

to the new regulation.
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TATTOO & PERMANENT MAKE-UP INKS

IN or OUT

COMPLIANCE

Based on the new production indications,
KNOWN AND POPULAR BRANDS
already on the market

ARE NO LONGER REGULAR




NEW REGULATION

TATTOO & PERMANENT MAKE-UP INKS

ATTENTION!I
COMPLIANCE | NOT ALL PIGMENTS ARE THE SAME

COMPLIANT TO EUROPEAN STANDARD
100% SAFE and RELIABLE
HYPOALLERGENIC

NICKEL TESTED

..........
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=¥ NOT UNDER EUROPEAN STANDARD
UNSAFE
POTENTIALLY TOXIC
POTENTIALLY CARCINOGENIC




MORE THAN EVER

NEW BIOTEK COLOR LINE

The new line of BIOTEK colors for PERMANENT MAKEUP &
MICROBLADING has already been formulated in
anficipation of the new REACH Regulation.




NEW REGULATION

TATTOO & PERMANENT MAKE-UP INKS

COMPLIANCE
NOT ALL PIGMENTS ARE EQUAL

THE NEW BIOTEK LINE
COMPLIES WITH THE NEW
EUROPEAN
REGULATION
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NEW REGULATION

TATTOO & PERMANENT MAKE-UP INKS

PROTOCOL OF
BIOTEK PRODUCTION

Security Rating Levels:

SEARCH OF ALLOWED RAW MATERIALS
CHEMICAL ANALYSIS OF PIGMENTS PRELIMINARY PHASE

CHEMICAL ANALYSIS OF PIGMENTS PRODUCTION PHASE
CLINICAL AND TOXICOLOGICAL TESTS

ISO 11137 STERILIZATION / VDmax25 method
STABILITY TESTS OF THE FINISHED PRODUCT
TRACEABILITY OF THE FINISHED PRODUCT
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NEW REGULATION

TATTOO & PERMANENT MAKE-UP INKS

ANALYSES
RAW MATERIAL

BIOTEK TESTS ARE CARRIED OUT
BY AUTHORITATIVE LABORATORIES

L'ENTE ITALIANO DI ACCREDITAMENTO
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NEW REGULATION

TATTOO & PERMANENT MAKE-UP INKS

CONCENTRATION
OF HEAVY METALS

THE NEW BIOTEK LINE
COMPLIES WITH THE
SPECIFIED LIMITS




NEW REGULATION

TATTOO & PERMANENT MAKE-UP INKS

CONCENTRATION
OF HEAVY METALS

COMPLIANCE |
REACH REACH LoQ
Ve Sesia A Numero Numero CAS Valore lIimite Valore _Iimite Lir.n_ite .
CE concentrazione peso concentrazione peso quantificabile

% ppm ppm

Mercurio 231-106-7 7439-97-6 0,00005 % 0,5 0,3
Nichel 231-111-4 7440-02-0 0,0005 % 5 0,3
Stagno organometallico 231-141-8 7440-31-5 0,00005 % 0,5 0,3
Antimonio 231-146-5 7440-36-0 0,00005 % 0,5 0,3
Arsenico 231-148-6 7440-38-2 0,00005 % 0,5 0,3
Bario ** 231-149-1 7440-39-3 0,05 % 500 0,3
Cadmio 231-152-8 7440-43-9 0,00005 % 0,5 0,3
Cromot 231-157-5 7440-47-3 0,00005 % 0,5 0,02
Cobalto 231-158-0 7440-48-4 0,00005 % 0,5 0,3
Rame ** 231-159-6 7440-50-8 0,025 % 250 0,3
Zinco ** 231-175-3 7440-66-6 0,2% 2.000 0,3
Piombo 231-100-4 7439-92-1 0,00007 % 0,7 102
Selenio 231-957-4 7782-49-2 0,0002 % 2 0,3
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NEW REGULATION

TATTOO & PERMANENT MAKE-UP INKS

CONCENTRATION
NICKEL

REACH LIMIT
spmm

<Tppm
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TATTOO & PERMANENT MAKE-UP INKS

CONCENTRATION
PAH - HYDROCARBONS

THE NEW BIOTEK LINE
COMPLIES WITH THE
SPECIFIED LIMITS




NEW REGULATION

TATTOO & PERMANENT MAKE-UP INKS

CONCENTRATION
COMPLIANCE | AROMATIC AMI N ES

Aniline

g THE NEW BIOTEK LINE
. COMPLIES WITH THE
979" SPECIFIED LIMITS i, o8
9 Q 2 X &
’ @ M REACHY7¢|
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NEW REGULATION
TATTOO & PERMANENT MAKE-UP INKS
CONCENTRATION

AZO DYES

THE NEW BIOTEK LINE
COMPLIES WITH THE
SPECIFIED LIMIT
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TATTOO & PERMANENT MAKE-UP INKS

ANALYSES
FINAL PRODUCT

TOXICOLOGICAL ANALYSIS
CITOXICITY
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TATTOO & PERMANENT MAKE-UP INKS

ANALYSES
FINAL PRODUCT

BIOLOGICAL EVALUATION
SKIN IRRITATION
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NEW REGULATION

TATTOO & PERMANENT MAKE-UP INKS

ANALYSES
FINAL PRODUCT

BIOLOGICAL EVALUATION
INTRACUTANEOUS REACTION

21



NEW REGULATION

TATTOO & PERMANENT MAKE-UP INKS

ANALYSES
FINAL PRODUCT

POTENTIAL PHOTOTOXIC
ASSESSMENT
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DICHIARAZIONE DI CONFORMITA
COLOREDATRI' "=~ = =smmsm

DENOMINAZIONE LINEA

DENOMINAZIONE PRODOTTO

CODICE PRODOTTO

BIOTEK

ooty

DICHIARAZIONE DI CONFORMITA

NEW REGULATION

TATTOO & PERMANENT MAKE-UP INKS

DECLARATION OF
CONFORMITY

ALL COLORS come with @
DECLARATION of CONFORMITY

DESCRIZIONE COLORE DA TRUCCO PERMANENTE
uTiuzZzO
PRODUTTORE DENOMINAZIONE LINEA BiOTEK
CONTATTO DENOMINAZIONE PRODOTTO  BITE
coDice PRODOTTO 2 O]
CONFEZION| M&‘K
DESCRIZIONE wise
unuzo o
i prosdorts borigiale, progerars e F— sor  DICHIARAZIONE DI CONFORMITA
12 seguente Dishiarazione d Conforn p— 7a-  COLORE DA TRUCCO PERMANENTE
permanent. Taie prodort & desting
qualifiche adeguate che soddisfino 1 CONFEZONI 18m
#prodotto &finalizzato 2d eszguive ¢ DENOMINAZONE PRODOTIO BT
micropigmentazicne, microblading t - o
tramite apposit histure el .
mite apposite apparecchiature ele 2 seguente Ditiarazione di Conformicd  rec oescrzone Micsspertanaggio tuccoparmanence
BIOTEK adopera tutte be possisili pre permanente. Tale prodotzo & destinato eschsiv i [
garentire un prodotio diqualits. A TR 3568 2 oo R sropuTrone SIOTE r Misno Vi 8. Farmes 8 sy £, Migaiz7a0152
2007 . = v 2
s g microblading, rucco st oo Te 425027380188 et secury@bicokin
02072081 - che modifica Fallegato: rarite spposits pparecchisturs secriche o1 conseaom 18m10.61 oz 7m1 0.2 o (cantamonemnai)
- T2 valt e o sl racauson PR
riguarda le sostanze contenute negii il i iaaisppne
intemo di convaiida dei fivelidi sicur P
BIOTEX cosi come segue: 202072081 - r
o concarnente laregistadon, a valcadione. a1
Livelsdi valucazione sicwrezza: e
I uveo M
NUVELLO  -MAPPATURAE AN Bi0TEx co come segue:
VLD I i esor A
WUVELO ~ -TESTCUNKIETO
Vo mwmee  nwe ewmotdn
VIUVELO  pROWE DI STABAT heio  mamotioscons e
VILVELG - TRAGCIABIITA PR VUVELO  STERUZAZIONE 5011137/ e
veno = s sz
wiineo et

DICHIARAZIONE tii CONFORMITA
ver. 1 del 01012021

BIOTEK srl Via R. Fameti 8 - 20129 M

DICHIARAZIONE di CONFORMITA
ver. 1 del01.02.2021

1418001

. ;
PLITI0921760152 CCIAA 141891 Phone 39

e 3 de 01013023

secutyetiontx
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Scheda Dati di Sicurezza (MSDS)

Documento redatto secondo i Regolamenti (CE) n* 1907/2006 REACH e 453/2010

VERSION 02 REVISION DATE 01.02.2021
BIOTEK srl Viz . Farneti & 20139 Milano italy P.L. IT10511720152

-
SEZIONE | - IDENTIFICAZIONE PROL 3|
Nome commerciale 8
Denominazions prodotto 8ER .
Scheda Dati d
Codice prodotto E15 )
Documents radatto secondo i Ragaiamenti (CE) n 1907/2008 REACH & 453/2010
Descriziane Mis VERSION 02 REVISION DATE 01.02.2021
BIOTEK r1 Via . Farnet 8 20129 Miano sy ... T10911780152

Produttore 8

- SEZIONE 1 - IDENTIFICAZIC p—

e 3iOEK
Cole
Denominazians prodetto

Contenuta 18n Codice prodotte Scheda Dati di Sicurezza (MSDS)

+3t  Descrizions
NUMERC DI EMERGENZA Version 0 EvsON DATE 0 22021

9PE produttore SOTER 1V . Fame 2012 s K . A0SR0
SEZIONE Il - IDENTIFICAZIONE DEI§  Soncotte e
=R AR urilizza Nome cammrcale sorex
Questo prodotta & sostanzialments  Concenuto Denominsine prodere SERLI
Prodotto privo di classificazions di 1 coticeprocorto 1508 8 £5.03 7m0
£ 1272/2008. Informazioni applicat ~ NUMERODIEMERGENZA bescrione [ pep—
trattamenti e sulla base dei test ese Froduors SOTEC o Miona Vi . Farnt 8 iy P2 TIGSETTRCISE

SEZIONE Il - IDENTIFICAZY

Effetti potenziali sulla salute, segnall Contaun 70 +39.02.7380144 securty@biotek e
Occhi Utiizzo
Comenseo Lom081 e/ Tmi024 1
it Seingeritopud " 1272/2008. Informasior s .
et e e e g AV et e e £
Inalazione Elevate concent ;
Occhi In ale 'CLASSE DI EMERGENZA
iritsz . 1272008
ingestions seimg ook
SEZIONE Il - COMPOSIZIONE E ING B [ v e
e paraniah e e et v .
| componenti di questa prodetto NC nause o e v Sy e
SOPROPYL ALCOHOL T
R 05517 SEHONCHI COMPOSIZ  "wwiore  Seingurts pucovaremovsn o /o dren.
Xi, R 36 [irritante per gli occhi) | companaral i guese pr nausea.
oE 1SOPROPYL ALCOHOL
FRI1 200 semowem-
R 67 [linalazione dei vapori pus pr X, % 36 (mtant per gi
somnolenza e vertigini) FR11 (cimenteinfisn  SoPiorLAConoL
R67 (Vinalazione deivap %% omveme cor ooy
Ssnnolenza s vertigini) %1 (ucimerc i)
e Weasions e vaer i provocrs

il sonnolanza e verigi]
I%_HK SiOtEK '
OTEK

MSDS Material Safety Data Sheet - Versione o

MSDS Material Safety Data shet

oS o sty Ot S -erdons 62 3t evions 01032028 e e

NEW REGULATION

TATTOO & PERMANENT MAKE-UP INKS

MSDS - DATA SAFETY
SHEETS

ALL COLORS are provided with
SAFETY SHEET
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MILANO

CHOOSE A RELIABLE AND SAFE BRAND
FOR YOU AND YOUR CUSTOMERS.
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