Joinville (Brasil), 24 de julho 2017.

Endereco do Fabricante:

DENTSCARE LTDA

Av. Edgar Nelson Meister, 474 - Distrito
Industrial - 89219-501 — Joinville — SC -
Brasil - Autorizagédo de funcionamento - MS

P5X44XY0XX28 - CNJP/Tax ID:
05.106.945/0001-06 - INDUSTRIA
BRASILEIRA

Técnico Responsavel: Friedrich Georg
Mittelstédt. CRQ: 13100147-SC
Marca: FGM ®

DECLARACAO DE
CONFORMIDADE

Regulamento aplicavel: RDC 185 -—
Regulamento Técnico de Produtos Médicos
na Agéncia Nacional de Vigilancia Sanitaria
- ANVISA

1. Clareadores
Whiteness HP Maxx
Whiteness HP Blue
Whiteness HP
Whiteness HP AutoMixx
White Class with Calcium

Whiteness Perfect

DeCam

Joinville (Brazil), July 24 2017.

Manufactor Andress:

DENTSCARE LTDA

Av. Edgar Nelson Meister, 474 - Distrito
Industrial - 89219-501 — Joinville — SC —
Brazil - Authorization of Functioning MS

P5X44XY0OXX28 - CNPJ/Tax ID:
05.106.945/0001-06 - BRAZILIAN
INDUSTRY - Technical Responsible:
Friedrich  Georg  Mittelstadt. CRQ:
13100147-SC —

Brand: FGM ®

DECLARATION of CONFORMITY

Application Regulation: RDC 185 -
Technical Regulations of medical products
through the National Health Surveillance
Agency — ANVISA

1. Bleaching agenfs
Whiteness HP Maxx
Whiteness HP Blue
Whiteness HP

Whiteness HP AutoMixx
White Class with Calcium

Whiteness Perfect ﬁ(_,()
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Whiteness Simple
Whiteness HP Home

Classificagao: Classe | (Regulamento ANVISA -
RDC 185 - Regra 5)

2.  Llis — Resina Composta Fotopolimerizavel

Classificagdo: Classe Il (Regulamento ANVISA -
RDC 185 - Regra 8)

3. Condac 37 - Condicionador Acido para

esmalte e dentina

Classificagdo: Classe Il (Regulamento ANVISA -
RDC 185 - Regra 6)

Composic¢ao do produto:

A composicao do produto é livre de
substancias de origem animal, Latex,
Ftalato, materiais de origem biolégica e
ativos medicinais.

Dentscare Ltda declara que implementou
e mantem um Sistema de Gestiao da
Qualidade baseada na norma ISO 13485
— Gstao da Qualidade para Dispositivos
Médicos e de acordo com os requisitos
de qualidade do Brasil, em especial a
Resolugcdo ANVISA RDC n° 16 de 28 de
margo de 2013..
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Subsecreteria-Geral das Com

DenCare

Whiteness Simple
Whiteness HP Home

Classification: Class | (Regulation ANVISA - RDC
185 - Rule 5)

2. Llis - Composite for anterior and

posterior teeth

Classification: Class Il (Regulation ANVISA - RDC
185 - Rule 8)

3 Condac 37 — Phosphore acid etchant for

enamel and dentin

Classification: Class Il (Regulation ANVISA - RDC
185 - Rule 6)

Product Composition: The formula is free
of materials of animal origin, Latex,
Phthalate, blood — derived and/or active
medicine ingredient products

Dentscare Ltda declares that
implements and maintains a Quality
Management System based on ISO
13485 - Medical devices — Quality
management systems and the Brazilian
quality requirements, specially the
resolution RDC ANVISA n° 16 of March
28th 2013.

T Liana Lustosa Leal Musy - Congalhaira

Felipe Pinchemel Cotr
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Nome / Name: Bianca de Oli‘geira Luiz Mitteistadt
RG: 2189371-3 SESP/SC

CPF: 665.031.679-20

Titulo / Title: General Director/ Diretor Geral

Razio Social / Company Name: Dentscare Ltda
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Em testemunho da verdade.
Selo Digital de Fiscalizagio - Selo normal ETX571
Confira os dados do ato em: selo.tjsc.jus.br
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EMBASSY OF THE S.R OF VIETNAM IN BRAZIL [
CHUNG NHAN / HOP PHAP HOA LANH SU |
CONSULAR AUTHENTICATION |

1o PUBE I wvisninasimnanis VietNam f
Country
This public document

]

do Gng (Ba) . Mbnica Marinho de Albuquerque iy

|

Gidly td, tai liéu nay l\

|

has been signed by Q

3. Vi chitc danh........ccoeeeeeeend Congchl.rc ...................
acting in the capacity of vy HPH va LS ngoai nudc
4. VA CON AU CUB 1tieeieiieiiccce s siee e er e s oo, |
bears the seal/stamp of B8 Ngoai giao Bra-xin
duge chiing nhan / hop phap hoéa Ianh su
Certified
L - | TR Brasilia ... 6. ngéy.17/08/2017 !
at the |
7. Co quan cip ..., Dai sir qudn Viét Nam tai Bra-xin :
by
8.55........ 158/17-LS
NO

Ky tén va déng déu |
Signature and seal/stamp {
s/ Minister Counselior




