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e uatuilIniTuieUszasRazdieandunngy Toiletries, Perfumes and Cosmetics
LUgszmausda JeaziseazBenludiuvemiisnuiiviiaveu sauvang szideudunounis
dndrdudinguil eg1elsiniu ng sedevvesun@aiinisilfsuulasionnss daseenaiunsn

dounudayaiuiulilaen s uM9BIE barreirastecnicas@inmetro.gov.br

dwsuldseen “ng 2oy’ (Regulations) WudafmuaifesufUifanu (Mandatory) Tu

Y

@109 “UMIFIU” (Standards) LunImsNIsmAmaasla (Voluntary) (mndilanivualily

LONaN36199983 ng) suLdau) way “douuzidn” (Guidelines) Wuuwimalunisandunisniuainy
ainsla (Voluntary) wuriy

YBULWAVBINGUAUAT (Scope)

duAnay Toiletries, Perfumes and Cosmetics ¥UI891UTURAYDUVDIUIITA ANVISA
(National Health Surveillance Agency) Imﬁﬁﬁ’ﬁ@mmﬁﬁﬂﬁ “...those products as preparations
of natural or synthetic substances, for external use on diverse parts of the human body, skin,
hair, nails, lips, external genital organs, teeth, and mucous membranes of the oral cavity, with
the sole or main objective of cleaning them, perfume them, alter their appearance and/or

correct body odors, and protect and maintain them in good shape.”

muszidau RDC 7/2015 ledwundudnguiioaniliu 2 ngudes auauaudh anudasnsie
Usgdnsnn nsld waztedndalunsldauntiu q

Group 1 U skin moisturizers (without sunscreen; except those for stretch marks), face
cleansing creams, lotions, gels and oils (except those for acne skin), perfumes, lipsticks (without
sunscreen), fingernail polishes, eye and facial makeup preparations (without sunscreen),
eyelash mascara, cleansing shampoos and hair conditioners (except those antidandruff, for
hair loss prevention or that claim other benefit), bath salts, oils, gel capsules and foam, facial
or body soap (except those with antiseptic action), deodorants (except those antiperspirants),
toothpastes (except those containing fluoride; for prevention of dental plaque or tooth decay;

indicated for sensitive teeth; chemical bleachers)

Group 2 ﬁa?ﬁuﬁwﬁﬂwﬁaaﬂﬁﬂumjmﬁ 1 52919 hydrogen peroxide 10 to 40 volumes
(including creamy products, except those for medicinal use); children’s products; sunscreen
lotions and creams; products for straightening, curling and/or dyeing hair; products for wrinkles;

antiseptic soap; insect repellent products.
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UszimaunBaiivanenhsauiifeidesiunisieng sedeu Ssdwlvgidumihenuseiu
$5u1anans (Federal Agencies) luniseanng seileouniesaumeaila (Technical regulations) 92l
nsafuiadlumidsde Official Journal (Enwazifedfuniedesvians vedlne) mireeuiiosn
npusenaLdugiiunssidounisiumeiiatuniies visldsunisdoseanyanadtan il
misuarifiisnguunefiovernuiivanyanaiiiedfessuisUssduransenuesing
ANy vidsntuazesnidungunesely finguunefieonsnagdivanssesiu 1w laws, decrees,

resolutions and ordinances 1Uudu auunAvs@aszliiailszuin 6 Weunounguueaziing

vy o

Jaruld welugnelvesdnaiusuma

Y

97l3 1A Technical regulations atulwiiinansznuneaniseiulssmedu o AlAusudu

Tagdivands WTO iielilssimaaundniausanudaiiunsusniunsesnifungrunessly

INMETRO (Instituto Nacional de Metrologia, Qualidade e Tecnolosia)

INMETRO 38 The National Institute of Metrology, Quality and Technology umieanu
nanawesUTBalunisuszaIuiu WTO (World Trade Organization) ienfuniseanngvisnglusidi
\Agadeefiu Technical regulations waz INMETRO wud i MuANInTgIuTesdUAIRIg 9 fae
uennifauiunuesnhenudu q vesusdalunsdstoyali WTO g the National Health
Surveillance Agency (ANVISA), Ministry of Agriculture, Livestock and Supply (MAPA) the National
Petroleum Agency ( ANP), the Ministry of Mines and Energy ( MME) , the National
Telecommunications Agency (ANATEL) Tae INMETRO aztdunuigaiunanliunissuainudnaiiiu
MnUsemAing q nuaRtesidlulssmasazuenussne wagardselugmhsauidies
Soufolnszinazaniunsdely (ondn/ufly ngmneviesyilov)

INMETRO wazuthenundndu 9 ssfudimuiuazinuansguiunistunismsiaaeususes
(Assessment conformity procedures) (AS8UARLNINTTH AD N1snAdaU (Testing and inspection),
N30 523 (Verification and assurance of conformity), N153U39952UUIU (Accreditation) YRR

aa « e v g v = = [y P
Bnsdu o ldlunsusulinesgiu ngszdeunionisnageuiusesiiduninsgiuvaina)

Tutliytudszimaus@agensunisnsivaeuiusedlunaigsunuy Wi certification, labeling,
inspection, sampling and/or a supplier’s declaration of conformity n15eensonlususes
(Certification) agAfiunislnsyaaaiiaty drulvgifuenvuiiniisauuidalinisiusess
(Accreditation) Aufuazusuisfidedld Certification Usznaunisunda (Mandatory) Aedudnd

NeatuaulaendeveusnAvisedawInges (Health and safety of consumer or environment)
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INMETRO a¢liinnseausu (Recognize) Tufusaes Aufuaznszuiunsd fieenlaeniaediu
#1991% (Foreign product certification bodies: OCP) tanizfifidennas (MOU/Agreement) fu
INMETRO 11y uanainil INVIETRO Sadumihosundnlunislinissusesnnsgiumng 4 (the
accreditation of certification, inspection and training bodies and calibration and testing

laboratories) Msilanusagtoyatiisndulan www.inmetro.gov.br

ANVISA (Aeéncia Nacional de Vieilancia Sanitaria)

ANVISA %38 The Brazilian Health Regulatory Agency a8in181An5ENII98157150aVV09
us1@a WmneieduatuuazUnlesguainvesszansu lnen1squasugueudeveansnandun
LAEMTUTIAAFAUAILAZUSNNT FITINRIUAMIAREN NTEUIUNITHER TaudvIngAunldlunsudn

naulaanunagdeyaiandulan http//portal.anvisa.cov.br

ABNT (Associacéo Brasileira de Normas Técnicas)

ABNT #1398 the Brazilian Association of Technical Standards Lﬂuﬁgywuwumazﬁﬂﬂum
Technical standards wuuasiasla (Voluntary) vesUssinAusn@a mirsanuidussdnslduaon
finls Aledunthsauresiguianas uwildsutuaduayuainiguianans ronstwiled 2483 Tny
LﬂuﬁLmumaﬂUi’@aiu International Organization for Standardization (ISO), the International
Electrotechnical Commission (IEC), the Pan American Standards Commission (COPANT) iLag
MERCOSUR Standardization Association (AMN).

= o = = @ o = = a Y =

Wielving szideulimnudiuady aziinamuniung seideuiierfuansgiugn 9 5 U lag
91983 ULUINIDID9ANTIENINUTEINA N155uTlaauAndiungTiieades ndentduaziinig
#1sudnmlsaesendn Ysuunlung seideudelunseld giaulaaruiagieyaiiuiulon

www.abnt.ore.br

ABIHPEC ( Associacao Brasileira da Industria de Higiene Pessoal, Perfumaria e

Cosméticos)

ABIHPEC %38 The Brazilian Association of the Toiletry, Perfume and Cosmetics Industry

¥ ¥
I v o= A

nefsvuilel 2538 sudunisimuinsuiatnauaunisins Adadulusgendila Al 2484
flaunTnisdudszana 400 u3en AndusenvieUszunadosay 94 vaspenuivdufInguilvianualy
UsenAuT@a ABIHPEC wansunumanayngla ABNT


http://www.inmetro.gov.br/
http://portal.anvisa.gov.br/
http://www.abnt.org.br/
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ng szil8uva9dun Toiletries, Perfumes and Cosmetics

Ministry of Health \Jugaiuaunisndnwaznisundidudingu Toiletries, Perfumes and
Cosmetics @i’jﬂLLﬁi% 2519 (Law no. 6.360 of September 23, 1976 and its Decree no. 79.094 of
January 5, 1977, revoked by Decree no. 8077 of August 14, 2013) diomnuvasndelunisld
AuAveuilag

ANVISA 1umieaundnfisuinveuludiuaesnisfiansanenaisang q Mieadesdiunis
naRLarn151Y1 1ag Department of Cosmetics (1816 the Directorate of Coordination of the
National Health Surveillance System: DSNVS) @LLa%’Uﬂmsuauﬂg‘wmaiu%umauriaumimmam
duA (Pre-market regulation) L¥u ngAu aa1ndual inaluladnisuan Tuwauel Directorate of
Health Control and Monitoring (DIMON) Wuffeuglsseuliindnaudn sauanisind naeaau
FunoundnmaIndudn (Post-market matters) Inefinsvheusaufumhenuiosdugie

iall nglanguune Law N° 6.360/76 wwnzu3ewmillasuayn1nain the Ministry of Health
wazniheauluviosdunlssudied Jsazanfunsuds duasien ussy suna dndn dween v

Snuwazuuasdual Cosmetics TuUsemAuIITala

M2891UYa93FUNaNaLaE Technical regulations (Mandatory)

Agency (#891u) Scope (VauLun)

Brazillian Health Regulatory Agency (ANVISA) Toiletries, Perfumes and Cosmetics sanitary
regulation including: authorization of the operation
of  manufacturers and  importers;  good
manufacturing practices; marketing authorization,
post-market sanitary control and sanitary border

control.

National Institute of Metrology, Quality and | Product safety, children’ s products, cosmetic

Technology (INMETRO) packaging and labeling relating to weight and
volume, unfair trade practices and product
performance

Brazilian Customs (Receita Federal Brasileira) Border control and country of origin (for most

imported products, licensing, and certification).

The Chief of Staff of the Presidency of the Republic | Consumer Law

(Casa Civil da Presidéncia da Republica)




wﬂ’aﬁlﬂ’]uﬁﬁﬂuaﬂ{] szU8U 8uA1 Toiletries, Perfumes and Cosmetics

ANVISA (Aeéncia Nacional de Vieilancia Sanitaria)

ng seidoufitAsadosiu ANVISA anunsaguisnduléainienaisuuuine 1 viefliuled
http://portal2.saude.gov.br/saudelegis/LEG_ NORMA PESQO CONSULTA.CFM

ﬂisU’JiJfﬁiEJigzmﬁ?if%?ﬁ 9Im8aUA7 (Anvisa’s Product Market Authorization Process)

AINTIU (Overview)

n13dd1/dmineduaingy Toiletries, Perfumes and Cosmetics Tulseineusn@a fas
l9sun1seugyInanuilsuieItesnou (Authorization) lagaunsaaiunists 2 LuIniaIy
anuwalraasduA lawa 1) nsamsileu (Registration) Way 2) NSLASEIRTNEMSURUATIIATUNNS

gnIUN1TaszLleu (Prior notification of a product exempted of registration)

1) Registration ABN1IANTUNITANUTUABUNNYNUIBAMUA LiNOATIVADUIIAUAIY 9 T
wa 1% [ 1% d‘ o Y A (Y] < P
AauaNURdonA DI UNYUUIEAIUATSITUAVAINN ANVISA Avualiviseld dudunssuiunisiive
| a v A ! Y a o ! Y a v Y N
AIUANABUNTINARIRFUATDRNB AR S UATIRRaY A MY US ARl N18MaIRINT ANVISA
ATIERUENANsTINgITeLiUSosLa NagUsenaSusesduaitiu Tu Official Journal (Diario Oficial
da Unigo: DOU) @sazanunsninvigluussineausi@ala (@uai Group 2)

2) Prior notification of a product exempted of registration AoNTFUIUNITLNBLTI ANVISA
Fazdimsdndrduilunguiliedmielulssinausalaeniudomisdianvseding (Electronic
communication) lagunfiussuuseaeay 97 %aqauﬁﬂﬂﬁjm Toiletries, Perfumes and Cosmetics

products M9ea1AlUUTIBaAEANTUNTNIUTDINT (FUuA Group 1)

(%

dudnlungquildesldsu Authorization neudmuleluusida lagdudns
TaMUUARIUAITITUAVN ANVISA finue ieanmud@eaiinduainnsidduan 73

dndrduiagseaduisuiiaveuludiuvasnunnuazarnuvaendelududiidiming

ngssdeuinngI9ad

nMINENENTB ANVISA fimaunududinguil léun Toiletries, Perfumes and Cosmetics
Technical Regulation RDC n°® 07/2015 Tagnstormuaiialy uag Technical requirements 13 R

aunsaglayaiiaudnled http/portal.anvisa.cov.br/legislacaott/visualizar/29327 dwsuseideu

NAYIVDIDU 9| @%@;ﬂﬁlﬁﬁ http://portal.anvisa.gov.br/legislacao#



http://portal2.saude.gov.br/saudelegis/LEG_NORMA_PESQ_CONSULTA.CFM
http://portal.anvisa.gov.br/legislacao#/visualizar/29327
http://portal.anvisa.gov.br/legislacao

YOULYAFUAIIIAIUAN
duAnilsedesdlulenaisuuunigseideu (Annex VIl of Technical Regulation RDC 07/
2015) Winu3eazaesUJURMUTUADUYDINTT Registration NauduAdl 1wy laduiuuan duan

¥ ¥
< A Y 1

dwsuin derdany srmdustas wadsileddelse lnedusnguiiideuddilunisiane 39

oY

Y a L3

AeansnangIw/deiigatainulasndeainnisiddum vieuseansamvesdudi sautadeininves

o«

A5k

1) Yunauyain1s Registration

USEnus@avisedusrasianiiidrdumnguiissidounmualvsesiniiun1stunaunis

Registration 9¥Ao38UAI0IHIUTEUUY http://portal.anvisa.gov.br/sistema-de-peticionamento
WaZHTUNDUNIAU 5 TURDU AL

[ '
U =

Tunauil 1 N15asnzisuuTEM (Company Registration)

£%

JunpudinnudnJuiiiaidnfie Petitioning System wazfosrnnidun1siaeusena 7

UszasAaziidndudmseusnisiinaunulag ANVISA wazdialiunsseadudunulaeyousssuves

U3 Toyaliiudinglian http//portal.anvisa.cov.br/cadastramento (nwiluseuna)

TUABUT 2 S¥YIUINYBIUTEN (Change of the size of the company)

ANVISA 92AnA1555UReUTUNTAIEUNITAINUIUINYBIUSEN LAESEUUM ALAIANSUAY

Duduusenuunalg mnusengunddlavsenvuaivg anunsoudadisundaddutuneut Joya

\aANgleaIn http:/portal.anvisa.gov.br/porte-de-empresa (nM91LU5HN4)

Jupauil 3 N3BUAITY (Request)

AoWLU138UY Petitioning System MU3891U ANVISA wuzilAusenseysiavessn

zfesvaligneas Iagluf http://portal.anvisa.gov.br/sistema-consulta-de-assuntos Li84310

nsEUIUMIALTUN SN INRzegn el sianua il

AnaulaauisagUeyaiiianiulaain htp://portal.anvisa.cov.br/peticionamento
(nMw1lusang)


http://portal.anvisa.gov.br/sistema-de-peticionamento
http://portal.anvisa.gov.br/cadastramento
http://portal.anvisa.gov.br/porte-de-empresa
http://portal.anvisa.gov.br/sistema-consulta-de-assuntos
http://portal.anvisa.gov.br/peticionamento

[
Y

dl o U Y1
Jupaun 4 N1sEsEAlEINe

Tuduneuaainevenszuiunisiudifos ssuua aveanionaraifielflunisdise
Aldd18 (Guia de Recolhimento da Unido: GRU) ludiuvesn@fiiendesiunszuiunis Taxa
de Fiscalizacdo de Vigilancia Sanitaria (TFVS) 5@13’1@"}1%’%]"1aﬁﬁﬁﬁumiﬂuﬂgwuﬁa Interministerial
Ordinance N°. 701, 31 Ausust, 2015 sﬁayjmﬁmau@lﬁﬁ]m http://portal.anvisa.gov.br/taxasl
(MwlUseang)

£
Y

- I A %
UABUN 5 NIFIAFUDNAITNLNEIVBY

99NN I5LANYTINUANNLDNETS GRU a7 USENY ABI9ndanasnIUsI8n1SNNINUe

19U ANVISA anufiegatuansil Inedeaduienansatuaseianun (Original documents) Inensan

Y
L4

Toyalinsuiuanysal mnenans/Jeyalinsuiiy nsruIun1saTgnanian

A Agéncia Nacional de Vigilancia Sanitaria

Aos cuidados da Geréncia de Gestao Documental
Ref: (Process Number)

SIA, trecho 5, area especial 57

CEP 71.205-050

Brasilia — DF, Brasil

Anaulaanunsagleyaiiiuiinlaain http://portal.anvisa.gov.br/protocolo (A1
TUsena)

dwsunisinniuauAuniinlun1sEua1re vSEngEuenase awnsavinlaniu

http:// portal. anvisa. gov. br/ consulta- a- situacao- de- documentosl 4 ® ga LWULAY @Jléfﬁl 1N

http://portal.anvisa.gov.br/acompanhamento (mwﬂﬂmma)

Tudiunan1siasan mnlasuniseuny1n (Authorization) axdinmsifiunly the Official
Journal (Diario Oficial da Unigo: DOU) fsnunsfis@uaiu o amisadvuieluusdald visil DOU
anunsadBenvala http://portalimprensanacional.gov.br

auennusenindnandmieluusdasdedinuantfduluniui ANVISA laayli@l
WMt AunszuIuNIsntaguases 11 wasldaygialviiniswasuwdadla o neuwds ANVISA
sudulumuunsn 13 ved the Law N° 6360/1976


http://portal.anvisa.gov.br/taxas1
http://portal.anvisa.gov.br/protocolo
http://portal.anvisa.gov.br/consulta-a-situacao-de-documentos1
http://portal.anvisa.gov.br/acompanhamento
http://portal.imprensanacional.gov.br/
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[

ANVISA @1unsafiagdesvetonasiintinla 9 (Additional evidence or tests) Wilalsh

19 wnfiwsmsedeyaiiufnindumiy 4 enaludunsiesedld vains Registration 01y 5 U 1y
wst Tui@nusily DOU

2) YunauvadnIs Prior notification of a product exempted of registration

Tudruvesdumiiliddes Registration fin1saniiunis ¢ duneu laedasdudiforiy
1) the Petitioning System (Funoudl 1-2) uaz 2) System for notification of Toiletries, Perfumes
and Cosmetics exempted of registration (SGAS) (Tuneuil 3-6)

[

dwsutunaud 1-2 Anfdunsiuieliunns Registration witumnaun 3-4 Jusall

5 Ql' A o w
YUNBDUN 3 ANTYUATDN

o
A o

AAgudA1509 Aaslur1u System for notification of Toiletries, Perfumes and

Cosmetics exempted of registration (SGAS) http://cosmeticos.anvisa.gov.br/peticionamento

:’I ldl (] 1 v
JUABUTA 4 N15EN5EANLTINY

lutunaugnyeveInIzUIuNIsEUA1TeY seUL Ageenanarsiiieldlunisdise
Al9918 (Guia de Recolhimento da Unido: GRU) Tugiuaein187Ae19e3iunseuiun1s Taxa
de Fiscalizacdo de Vigilancia Sanitaria (TFVS) §ag1anlgietinmualilunguung Interministerial

Ordinance N°. 701, 31 Ausust, 2015 Gé’faiﬂal,ﬁmau@lﬁmﬂ http://portal.anvisa.gov.br/taxas1

(nMwlusang)

dwmsunmsaaniuauAunt lunsEua1ves USENHEUenasT a1115aRARIUNIY
S¥UU SGAS b9

Tudhunanisiansan mnldsuniseyan (Authorization) asffinrieunsluivledves

ANVISA 7 http://cosmeticos.anvisa.gov.br/sgas/faces/relatorioExterno/consultaExterna.xhtml

Famnededuntu 9 awnsadmiigluundals

duinusdnindindmihgluvidaszdedinuantRdulunui ANVISA ldeydaly
Wity munsguIunsilagudios 13

ANVISA gnunsaazesatenaisiiiaiula ¢ (Additional evidence or tests) Wiolsnla
windwarsedeyaiiuifninduity q o1adusunsiesedld visiinng Notification fene 5 U duus
Fuiweunsluiuledvas ANVISA


http://cosmeticos.anvisa.gov.br/peticionamento
http://portal.anvisa.gov.br/taxas1
http://cosmeticos.anvisa.gov.br/sgas/faces/relatorioExterno/consultaExterna.xhtml

INMETRO (Instituto Nacional de Metrologia, Qualidade e Tecnologia)

INMETRO n1el@szileuiieniiu Conformity Assessment agid1u19uaLila ANVISA 39998

Insgdeyatiandulai http//www.inmetro.gov.br 8ils n1sseyuminuazyunsvesdudinguil
agnelanisiiuguaves INMETRO wuriu

ng sxidouass INVETRO saustulilutenaisuuy 1 wisdrutivled

http://www.inmetro.gov.br/legislacao/consulta.asp?seq classe=18&sig classe=RTAC

WUIBIUDY 9] NIV

" |nternal Revenue Service (Customs) (Receita Federal: Aduana) SURAY@ULNEINY

eNANIMIUD wazn 18 Toyaiiuiuglaain http./idg.receita.fazenda.gov.br
" The Chief of Staff of the Presidency of the Republic (Casa Civil da Presidéncia da
Republica) 1lunirsuszaulseine Fefiongrunedunsosuslan Jayaiiiuiugld

370 http://www.planalto.gov.br/ccivil 03/Leis/L8078.htm

MNBNUAIUNINAIUINIATFIU (Standards Developing Organization)

ABNT Wumhenundnlunsimuininsgiuaunmdudi ng sedeoviieadesegluenans

wuu 2 wiser vl http://www.abntcatalogo.com.br visll darldanelunsidndaenaisatuidu

ﬁaﬂﬂﬁﬁamﬁ%ﬂaau (Testine Laboratories)

A3A3I9deU Conformity assessment process Snduflazdosaniunsnigldiesuiifinng
Alasun1siuseslay ILAC

INMETRO 1uasn@nues ILAC LLazLﬂuEﬁﬁmﬁmaﬂ“’l (the Brazilian official accreditation
body) #esFuRAn"57 INMETRO $usesaraenndediuannsgIuued ILAC (ILAC-MRA: International
Laboratory Accreditation Cooperation Mutual Recognition Arrangement) waglasuniseeusulu
sziuana edievies fuRnsiilasunisiusesqldarn www.inmetro.gov.br/laboratorios/rble/


http://www.inmetro.gov.br/
http://www.inmetro.gov.br/legislacao/consulta.asp?seq_classe=1&sig_classe=RTAC
http://idg.receita.fazenda.gov.br/
http://www.planalto.gov.br/ccivil_03/Leis/L8078.htm
http://www.abntcatalogo.com.br/
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Brazilian Health Regulatory Agency

Agéncia Nacional de Vigilancia Sanitaria — ANVISA

Setor de Industria e Abastecimento (SIA) - Trecho 5, Area Especial 57
71205-050 Brasilia, DF, Brasil

Tel: + (55) 61 448.1078

Fax: + (55) 61 448.1089

E-mail: rel@anvisa.gov.br

Website: http://portal.anvisa.gov.br

Instituto Nacional de Metrologia, Qualidade e Tecnologia - INMETRO
Rua Santa Alexandrina, 416 - Rio Comprido

20.261-232 Rio de Janeiro, RJ, Brasil

Tel: + (55) 21 2563.2840

Fax: + (55) 21 2563.5637

Email: barreirastecnicas@inmetro.gov.br

Website: http://www.inmetro.gov.br/

Ministério da Industria, Comércio e Servigos — MDIC
Esplanada dos Ministérios, Bloco “J”,

70.053-900 Brasilia, DF, Brasil

Tel: +55 (61) 2027-7000

Website: http://www.mdic.gov.br/



http://portal.anvisa.gov.br/
http://www.inmetro.gov.br/
http://www.mdic.gov.br/
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Ministry of Justice and Citizenship — Ministério da Justica e Cidadania

Department of Consumer Protection - Departamento de Protecdo e Defesa do Consumidor (DPDC)
Esplanada dos Ministérios, Bloco “T”, sala 520

70064-900 Brasilia, DF, Brasil

Tel: +55 (61) 2025-3105

Website: http://www.mj.gov.br/senacon

Associagao Brasileira de Normas Técnicas — ABNT
Rua Conselheiro Nébias, 1.131, Campos Eliseos
01203-002 Sao Paulo, SP, Brasil

Tel: +55 (11) 3017-3645/ 3646

Website: http://www.abnt.org.br/

Associagéo Brasileira da Industria de Higiene Pessoal, Perfumaria e Cosméticos - ABIHPEC
Av. Paulista, 1313, 10° andar, conjunto 1080, Bela Vista

01311-923 Sao Paulo, SP, Brasil

Tel: +55 (11) 3372-9899

Fax: + 55 (11) 3266-5387

Website: https://www.abihpec.org.br/



http://www.mj.gov.br/senacon
http://www.abnt.org.br/
https://www.abihpec.org.br/
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ANINTHUNIFUAINGULATEIEDUATNIHIY 9

o
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Auh

Tariff (%)
P~ ' Ayo v w
mEUszanee 9 Agundades
FeaurduaIdvineluus®a

IPI

PIS

COFIN

ICMS

3301

Oils; essential (concretes, absolutes); concentrates thereof in
fats, fixed oils, waxes or the like (obtained by enfleurage or
maceration); aqueous distillates, solutions and terpenic

by-products thereof; resinoids; extracted oleoresins

14

2.1

9.65

3302

Odoriferous substances and mixtures (including alcoholic
solutions) with a basis of one or more of these substances,
of a kind used as raw materials in industry; other
preparations based on odoriferous substances, of a kind

used for beverage manufacture

14

2.1

9.65

5-18

3303

Perfumes and toiletries

18

a2

3.52

16.48

5-18

3304

Cosmetic and toiletries preparations; beauty, make-up and
skin care preparations (excluding medicaments, including
sunscreen or sun tan preparations), manicure or pedicure

preparations

18

22

3.52

16.48

5-18

3305

Hair preparations; for use on the hair

18

22

3.52

16.48

5-18

3306

Oral or dental hygiene preparations; including fixative pastes
and powders; yamn used to clean between the teeth (dental

floss), in individual retail packages

18

5-18

3307

"Perfumery, cosmetic or toilet preparations; pre-shave,

shaving, after-shave, bath preparations; personal deodorants

18

22

3.52

16.48

5-18

3401

Soap; organic surface-active preparations used as soap, skin
washing, in bars, cakes, moulded pieces, shapes, liquid or
cream, containing soap or not; for retail, paper, wadding, felt
and nonwovens, impregnated, coated or covered with soap

or detergent

18

10

2.1

9.65

5-18

3402

Organic surface-active agents (not soap); surface-active,
washing (including auxiliary washing) and cleaning

preparations, containing soap or not

2.1

9.65
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ANVISA Regulations

Law 6360/1976 - Regulates the health surveillance to which Medicines, Drugs, Pharmaceutical
Drugs and Related, Cosmetics, Sanitizing and Other Products are subject and give other

provisions.

Decree 8077/2013 - Regulates the functioning conditions for companies subject to health
licensing and regulates registration, control and monitoring, as part of health surveillance, of
the products mentioned in Law 6360, of September 23, 1976, and other provisions.

Law 6437/1977 - Establishes violations of federal health legislation, sanctions, and gives other

provisions.

Ordinance 295/1998 - Establishes criteria for inclusion, exclusion and concentration change of

substances used in toiletries, cosmetics and perfumes.

Ordinance 296/1998 - Provides that, for registration or change of registration purposes of
toiletries, cosmetics and perfumes, in MERCOSUR, other nomenclatures should be adopted in

a complementary manner to the original nomenclature of the formulation substances.
Ordinance 344/1998 - Prohibited substances in Brazil.

Resolution 481/1999 - Provides parameters for microbiological control of toiletries, cosmetics

and perfumes.

Resolution RDC 46/2002 - Technical Regulation for hydrated ethyl alcohol and anhydrous

ethyl alcohol, marketed by wholesalers and Retailers.

Resolution RDC 13/2003 - Provides for labeling to be included in oral hygiene products indi-

cated for dentine hypersensitivity.

Resolution RDC 13/2004 - Technical Regulation for Sanitary Surveillance of Entry, Consumption
and Exit of the National Territory, of Goods Under Surveillance Sanitary services not regularized
before the National Health Surveillance System, Exhibition, Demonstration or Distribution at

Fairs or Events.

Resolution 332/2005 - Provides that manufacturers and/or importers of Toiletries, Perfumes
and Cosmetics Products companies installed in the country should implement a Cosmetic

Vigilance System, as from December 31, 2005.

Resolution RDC 176/2006 - Approves the Technical Regulation “Outsourcing hiring for toilet-

ries, cosmetics and perfumes”
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Resolution RDC 42/2010 - Alcohol Products for Antiseptic Friction of Hands Indicated for Health

Services

Resolution RDC 3/2012 - Approves the Technical Regulation “Lists of substances that toiletries,
cosmetics and perfumes products should not contain, except subject to the conditions and

restrictions established” and other measures.

Resolution RDC 29/2012 - Approves the MERCOSUR Technical Regulation about “List of sub-
stances with preservative action allowed for toiletries, cosmetics and perfumes” and other

measures.

Resolution RDC 30/2012 - Approves the MERCOSUR Technical Regulation about sunscreens in
cosmetics and other measures.

Resolution RDC 44/2012 - Approves the MERCOSUR Technical Regulation about “List of col-

orants permitted for toiletries, cosmetics and perfumes” and other measures.

Resolution RDC 15/2013 - Approves the Technical Regulation about “List of substances for
cosmetic use: lead acetate, pyrogallol, formaldehyde and paraformaldehyde”, and other

measures.

Resolution RDC 19/2013 - Provides technical requirements for registration concession of cos-

metic insect repellent products , and other measures.

Resolution RDC 48/2013 - Approves the Technical Regulation of Good Manufacturing Practices

for toiletries, cosmetics and perfumes, and other measures.

Resolution RDC 16/2014 - Criteria for petition of Authorization of the operation (AFE) and

Special Authorization (EA) of Companies

Resolution RDC 7/2015 - Provides for technical requirements for the regularization of toiletries,

cosmetics and perfumes and other measures.

Resolution RDC 15/2015 - Provides technical requirements for the concession of registration

for children’s toiletries, cosmetics and perfumes, and other measures.

Resolution RDC 35/2015 - Acceptance of alternative methods of animal experimentation rec-

ognized by the National Council for Control of Animal Experimentation - Conceal.

Resolution RDC 69/2016 - Provides for “Technical Regulation MERCOSUR on ultraviolet filter

list permitted for toiletries, cosmetics and perfumes”.

Resolution RDC 83/2016 - Approves the MERCOSUR Technical Regulation about the list of

substances that cannot be used in toiletries, cosmetics and perfumes.

Resolution RDC 102/2016 - Transfer of product authorization ownership
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Resolution RDC 126/2016 - Provides on the definition and technical requirements of cosmetics

related to skin bronze and establish labeling warning for bronze activators / accelerators.

Resolution RDC 131/2016 - Provides the inclusion of a warning phrase in the labeling of
personal hygiene products, cosmetics and perfumes intended for governmental programs
linked to the Unified Health System (SUS).

Resolution RDC 142/2017 - Provides for the regularization of disposable personal hygiene
products intended for body cleanliness, which include toothbrushes and rods for oral hygiene,

dental floss and tapes, disposable absorbents, menstrual cups and cotton swabs.

INMETRO Regulations

Ordinance 330/2006 - Provide the proposed text of MERCOSUR Draft Resolution, attached, to

approve the MERCOSUR Technical Regulation on quantitative indication of cosmetics.

Ordinance 115/2001 - For prepackaged cosmetics and toiletries, marketed in units of mass or
volume, whose nominal content is between 5¢ and 20g, or 5ml and 20ml, the batch approval
criteria set out in item 5.1 of the Metrological Technical Regulation approved by INMETRO No.
74 of May 25, 1995, does not apply.

Decree 69/2001 - The cosmetic, personal hygiene and grooming products, which are present
in solid, semisolid, gel, a mixture of solid and liquid, and which are physically characterized
by the absence of flow, should have its quantitative indication expressed in mass legal units,

their multiples and submultiples.
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BAFAITHUY 2 - UINTZIY

ABNT standards can be purchased at http://www.abnt.ore.br/adquira-sua-norma

ABNT NBR 16160: 2013 - This standard establishes the minimum requirements for aluminum

tubes used in cosmetic industries, including definitions, receiving conditions and test methods.

ABNT NBR 16276: 2016 - This standard establishes the requirements and test methods for

safety protective creams used against chemical agents.

ABNT NBR 1SO 21149: 2008 - This standard provides a general guide for the enumeration and

detection of aerobic mesophilic bacteria.

ABNT NBR 1SO 21150: 2008 - This standard provides a general guide for detection and

identification of microorganism Escherichia coli in cosmetic products.

ABNT NBR 1SO 22717: 2008 - This standard provides a general guide for detection and

identification of microorganism Pseudomonas aeruginosa in cosmetic products.

ISO 22718: 2008 - This standard provides a general guide for detection and identification of

microorganism Staphylococcus aureus in cosmetic products.


http://www.abnt.org.br/adquira-sua-norma

