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VELDERMA BABY POMADA

CERTIFICADOS

CERTIFICADOS

1. Licenca de Comercializagao no Pais de Origem

2. Certificado de Registo no Pais de Origem

3. Certificado de Autorizacao de Fabrico (AF)

4. Certificado de Boas Praticas de Fabrico (GMP)

5. Certificado de analise do Produto

Nas proximas pdginas sao apresentados todos os certificados disponiveis para o produto

em apreco, de entre os certificados acima enumerados.

Outros certificados ou documentos similares poderao ser disponibilizados se solicitados.
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National Authority of Medicines and Health Products, I.P.

UNION FORMAT FOR A WHOLESALE DISTRIBUTION AUTHORISATION

(MEDICINAL PRODUCTS FOR HUMAN USE)

1. Authorisation Number
2. Name of Authorisation Holder

3. Legally registered address of Authorisation
Holder

4. Address(es) of Site(s)

5. Scope of authorisation (complete for each site
under 4)

6. Legal basis of authorisation

7. Name of responsible officer of the competent
authority of the member state granting the
wholesaling authorisation

8. Signature
9. Date

10. Annexes attached

Union Format for a Wholesale Distribution Authorisation (Medicinal

Products for Human Use)

A056/13/H/002/2018
Velvet Med - Healthcare Solutions, S.A.

Estrada Nacional 118, Km 38,8, Edificio
Mulemba, Benavente, 2130-073 Benavente,
Portugal

Casa Meada, Lote n.% 4, Coimbra, 3040-584
Antanhol, Portugal

ANNEX 1

Art.77(1) of Directive 2001/83/EC

Maria Fernanda Ralha Henriques Matos, +351
21 7987278

Maria Fernanda e .
Ralha Henriques o coveeaer:
2018-07-06 Matos bemerde Soba Herdaques Ml

Annex 1 Scope of wholesale distribution
authorisation

Annex 2 (Optional) Address(es) of contract
wholesale distribution sites and their
authorisation number

Annex 3 (Optional) Name(s) of responsible
person(s)

Annex 4 (Optional) Date of Inspection on which
authorisation was granted

Annex 5 (Optional) Additional provisions based
on national requirements

Authorisation Number A056/13/H/002/2018, Page 1/2



ANNEX 1
SCOPE OF WHOLESALE DISTRIBUTION AUTHORISATION

Name and address of the site: Velvet Med - Healthcare Solutions, S.A., Casa Meada, Lote n.° 4,
Coimbra, 3040-584 Antanhol, Portugal

1. MEDICINAL PRODUCTS

1.1 with a Marketing Authorisation in EEA country(s)
1.3 without a Marketing Authorisation in the EEA and intended for exportation

2. AUTHORISED WHOLESALE DISTRIBUTION OPERATIONS

2.1 Procurement
2.2 Holding
2.3 Supply
2.4 Export

3. MEDICINAL PRODUCTS WITH ADDITIONAL REQUIREMENTS

3.1 Products according to Art. 83 of 2001/83/EC **
3.1.1 Narcotic or psychotropic products
3.3 Cold chain products(requiring low temperature handling)

Any restrictions or clarifying remarks (for all users): National legal basis of authorisation: Art.
94.0 of Decree-law 176/2006, of 30th August.

Updating of the WDA Header regarding a change in the legal name and in the legal address of the
Authorisation Holder.

The Authorisation number A056/13/H/002/2018 replaces the previous one with the Authorisation
number A056/H/2013, of 2013-12-10.

*Art 5 of Directive 2001/83/EC or Art 83 of Regulation EC/726/2004
**Without prejudice to further authorisations as may be required according to national legislation

Union Format for a Wholesale Distribution Authorisation (Medicinal Authorisation Number A056/13/H/002/2018, Page 2/2

Products for Human Use)



Anexo 3 / Annex 3

Nome(s) do(s) Director(es) Técnico(s) / Name(s) of Responsible Person(s)

Dr (a). Pedro Jorge Lemos de Oliveira

Authorisation (Medicinal Products for Human Use) A056/13/H/002/2018 Responsible Person - Version 001



National Authority of Medicines and Health Products, I.P.

Certificate No: A056/13/H/002/2018/002

CERTIFICATE OF GDP COMPLIANCE OF A WHOLESALE DISTRIBUTOR

Issued following an inspection in accordance with Art. 111 of Directive 2001 /83/EC
The competent authority of Portugal confirms the following:

The wholesale distributor: Velvet Med - Healthcare Solutions, S.A.

Site address: Casa Meada, Lote n.° 4, Coimbra, 3040-584 Antanhol, Portugal

Has been inspected under the national inspection programme in connection with authorisation number
A056/13/H/002/2018 in accordance with Art. 77 (1) of Directive 2001/83/ EC

From the knowledge gained during inspection of this wholesale distributor, the latest of which was
conducted on 2013-11-20, it is considered that it complies with the Good Distribution Practice
requirements laid down in Article 84 of Directive 2001/83/EC.

This certificate reflects the status of the premises at the time of the inspection noted above and
should not be relied upon to reflect the compliance status if more than five years have elapsed since
the date of that inspection. However this period of validity may be reduced using regulatory risk
management principles, by an entry in the Restrictions or Clarifying Remarks field.

This certificate is valid only when presented with all pages.

The authenticity of this certificate may be verified in the Union database. If it does not appear please
contact the issuing authority.

Any restrictions or clarifying remarks related to the scope of this certificate(For All Users):

National legal basis of authorisation: Art. 177.° (10) of Decree-law 176/2006, of 30th August.
Updating of the WDA Header regarding a change in the legal name and in the legal address of the
Authorisation Holder.

The Certificate number A056/13/H/002/2018/002 replaces the previous one with the Certificate

number A056/H/2013/001, of 2013-12-18.

2018-07-27 Name and signature of the authorised person of the
Competent Authority of Portugal

Maria Fernanda it bt e

Ralha Henriques »- -

TMasa Terr

MatOS Mo wng o Vain

Dby JITEOY 02" 258 0012

Ms Maria Fernanda Ralha Henriques Matos

National Authority of Medicines and Health Products, I.P.
Union Format for a Good Distribution Practice Certificate (Medicinal Products for Certificate No: A056/13/H/002/2018/002

Human Use) 1/2
EMA/171905/2012



Tel: +351 21 7987278
MFernanda.Ralha@infarmed.pt

Details of the authorisation can be found in the Union Database.

Union Format for a Good Distribution Practice Certificate (Medicinal Products for Certificate No: A056/13/H/002/2018/002
Human Use) 22
EMA/171905/2012



General information

CPNP Reference: 1987030

Industry Reference: ELISA CAMARA, LDA
Version: 1

Date first notification: 06/08/2015 16:59:56
Last modification date: 30/07/2018 17:37:59

Product Name Shades (if applicable) Language
VELDERMA BABY POMADA 50g Portugués
VELDERMA BABY POMMADE 50g Francais
VELDERMA BABY OINTMENT 50g English

Product specifically intended for children under 3 years of age: Yes

ID: 77119

Responsible person: VELVET MED - HEALTHCARE SOLUTIONS,LDA

Responsible person address: Quinta dos Militares, Casa Meada, Lote 4 3040-584 ANTANHOL- COIMBRA Portugal
Phone:

Fax:

Email: geral@velvet-med.pt

Contact person: PEDRO OLIVEIRA

Contact person address: QUINTA DOS MILITARES, CASA MEADA, LOTE 4 3040-584 ANTANHOL-COIMBRA
Portugal

Phone: +351966795041

Additional phone 1: +351239811431

Additional phone 2:

Fax:

Email: pedro.oliveira@velvet-med.pt

Product ready to go on the market or product already on the market Yes

Product imported in the Community: No
Member State of first placing on the market: Portugal

Created on: 30/07/2018 Status: Notified Page: 1 of 4
DG GROW



Product details

Category level (1>2>3): Skin products > Skin care products > Other skin care products
Physical form: Cream / paste
Notification type: Concentration ranges

Substance Value

(%ow/w)

Ingredients of concern (specific information)

Not
ETHANOL
applicable
Not
ISOPROPANOL ]
applicable
anti-pigmenting and depigmenting Not
agent(s) applicable
. _ Not
chemical exfoliating agents )
applicable
vitamin A or its Not
derivatives applicable
. o Not
xanthine derivatives )
applicable
N
essential oils, camphor,
See
menthol or eucalyptol
attachment
total level
essential oils, camphor, menthol See
or eucalyptol names and quantities attachment
Complete composition
Formulation name: Other Skin Care Products( VELDERMA)
Qualitative and quantitative composition document
CMR
None
Nanomaterials
None
Original packaging (photograph)
Name Options
Velderma-Baby-pomada-50.jpg L
Original labelling (image)
Name Options
Velderma_PO50_EM_072018 (1).pdf L
Created on: 30/07/2018 Status: Notified

DG GROW

Page: 2 of 4



Velderma_PO50_BI_072018 (1).pdf L

Created on: 30/07/2018 Status: Notified Page: 3 of 4
DG GROW



CAs/PICs Comments

Created on: 30/07/2018 Status: Notified Page: 4 of 4
DG GROW



2. INFORMACOES
ADMINISTRATIVAS

DOSSIER DE REGISTO DE PRODUTO DE SAUDE EM ANGOLA

- DOCUMENTAGAO CONFIDENCIAL -



VELDERMA BABY POMADA

Informagoes Administrativas

Informagoes Administrativas

1. Tipo de Processo

= Registo em Angola de produto ja registado e comercializado em Portugal / Unido
Europeia

2. Nome proposto para o produto (Nome fantasia/marca)

Nome do produto: VELDERMA BABY POMADA

3. Composicao qualitativa e quantitativa relativa a (s) substancia (s) activa (s) e excipiente

(s)

Substancia(s) Ativa(s) e Excipiente(s)

Substancia(s) Activa(s):

100 mg Zinc Oxide; 50 mg Zea Mays Starch; 15 mg Persea Gratissima Oil;10 mg Allantoin; 5
mg Tocopheryl Acetate; 5 mg Panthenol; 1 mg Propolis Extract.

Excipiente(s):

200 mg Paraffinum Liquidum; 120 mg Polyglyceryl Methyl Glucose Distearate, 20 mg Cetyl
Acetate; 12 mg Gluconolactone, 6 mg Sodium Benzoate, 3 mg Magnesium Sulfate, 3 mg
Imidazolidinyl Urea; 1 mg Parfum.

4. Forma Farmacéutica

Forma farmacéutica Pomada

Substancia(s) activa(s) Oxido de zinco

Paginalde3




VELDERMA BABY POMADA

Informagoes Administrativas

5. Apresentacao

Acondicionamento primario, fecho e dispositivo(s)
de administragdo: (incluindo o material de que é
constituido)

Bisnaga de aluminio

Apresentacao(oes)

Bisnaga de Aluminio de 50g

6. Via de administracao

| Via(s) de administracdo

\ Uso topico

7. Prazo de Validade/Condig¢6es de Conservagao

Prazo de validade proposto

3 anos

Prazo de validade proposto (apods
abertura do acondicionamento primario):

primeira

N3o aplicavel

Prazo de validade proposto (apds reconstituicao
ou dilui¢do):

N3o aplicavel

propostas apos primeira abertura:

Condigoes de armazenamento/conservag¢do | Conservar em local seco na embalagem original e a

propostas: temperatura inferior a 252C. Preservar da luz e do
calor. Manter fora do alcance e da visdo das
criangas.

Condigoes de armazenamento/conservag¢ido | N3o aplicavel

8. Nome e enderec¢o do requerente

Nome da empresa

VELVET MED — Healthcare Solutions, S.A

Morada Quinta dos Militares, Casa Meada, Lote 4
3040-584 Antanhol-Coimbra

Pais Portugal

Telefone +351 239811431

E-mail geral@velvet-med.pt

Pagina2de3




VELDERMA BABY POMADA

Informagoes Administrativas

9. Nome e endere¢o do responsavel pela colocagdao no mercado no pais de origem

Nome da empresa VELVET MED — Healthcare Solutions, S.A

Morada Quinta dos Militares, Casa Meada, Lote 4
3040-584 Antanhol-Coimbra

Pais Portugal

Telefone +351 239811431

E-mail geral@velvet-med.pt

Pagina3de3




2. CARACTERISTICAS DO
PRODUTO

DOSSIER DE REGISTO DE PRODUTO DE SAUDE EM ANGOLA

- DOCUMENTAGAO CONFIDENCIAL -



VELDERMA BABY POMADA

Caracteristicas do Produto

Caracteristicas do Produto

1. Conteudo do Resumo das Caracteristicas do Produto

1. Nome do Produto
VELDERMA BABY POMADA
2. Composicao qualitativa/quantitativa em substancia (s) activa (s) e excipientes:

Substancia(s) Activa(s):

100 mg Zinc Oxide; 50 mg Zea Mays Starch; 15 mg Persea Gratissima Oil;10 mg Allantoin; 5
mg Tocopheryl Acetate; 5 mg Panthenol; 1 mg Propolis Extract.

Excipiente(s):

Ingredientes: 200 mg Paraffinum Liquidum; 120 mg Polyglyceryl Methyl Glucose Distearate,
20 mg Cetyl Acetate; 12 mg Gluconolactone, 6 mg Sodium Benzoate, 3 mg Magnesium
Sulfate, 3 mg Imidazolidinyl Urea; 1 mg Parfum.

3. Validade/Condicdes de Conservagao

Conservar em local seco na embalagem original e a temperatura inferior a 252C. Preservar
da luz e do calor. Manter fora do alcance e da visao das criancas.

4. IndicagOes para o uso

Seguir as indicagdes de uso constantes da embalagem.

5. Modo de administracao

Uso toépico.
Aplicar suavemente e de forma homogénea uma camada de pomada sobre a pele varias
vezes ao dia ou quando necessario, até completa regeneracdo cutanea.

Pagina1lde 2




VELDERMA BABY POMADA

Caracteristicas do Produto

6. Segurancga do Produto

A producao e formulacao foram cuidadosamente estudadas em laboratério de modo a
evitar a interacdo dos diversos componentes e possivel formacdo de produtos téxicos. E
de salientar que na formula¢ao todos os seus componentes se encontram dentro dos
limites impostos no Regulamento (CE) n? 1223/2009, de 30 de novembro.

7. Contra-Indicagdes

N3ao sdao conhecidas contra-indicagdes.
8. Interagdes com outros produtos
N3o sdo conhecidas.

9. ReagOes Adversas

Nao foram detectadas reac¢des adversas.

Pagina 2 de 2



4. ROTULO E CARTONAGEM

DOSSIER DE REGISTO DE PRODUTO DE SAUDE EM ANGOLA

- DOCUMENTAGAO CONFIDENCIAL -



VELDERMA BABY POMADA

Rotulo

1. Rotulo e Cartonagem

1. Nome do Produto
VELDERMA BABY POMADA
2. Composicao qualitativa e quantitativa relativa as substancias ativas e excipientes:

Substancia(s) Ativa(s) e Excipiente(s)

Substancia(s) Activa(s):

100 mg Zinc Oxide; 50 mg Zea Mays Starch; 15 mg Persea Gratissima Qil;10 mg Allantoin; 5
mg Tocopheryl Acetate; 5 mg Panthenol; 1 mg Propolis Extract.

Excipiente(s):

200 mg Paraffinum Liquidum; 120 mg Polyglyceryl Methyl Glucose Distearate, 20 mg Cetyl
Acetate; 12 mg Gluconolactone, 6 mg Sodium Benzoate, 3 mg Magnesium Sulfate, 3 mg
Imidazolidinyl Urea; 1 mg Parfum.

3. Informagao Complementar
Ver rotulagem.
4. Forma farmacéutica

Pomada.

5. Via de administragao

Uso tépico

6. Numero de Lote

LOT:XXXXXXXX

Paginalde3




VELDERMA BABY POMADA

Rotulo

7. Nimero de registo em Portugal

CNP: 6035618

8. Prazo de Validade

PAO (prazo apds abertura) - 9 meses. Data de validade — 3 anos

9. Condi¢coes de Armazenamento

Conservar em local seco na embalagem original e a temperatura inferior a 259C. Preservar
da luz e do calor.

10. A expressao “fora do alcance das criangas”, se aplicavel

Manter fora do alcance e da visao das criancas

11. Classificagdao quanto ao modo de dispensa.

Produto de saude (PCHC).

12. Condigdes e indicagdes de uso

Ver rotulagem.
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VELDERMA BABY POMADA

Rotulo

13. Nome do responsavel pela colocagdao no mercado no pais de origem

VELVET MED — HEALTHCARE SOLUTIONS,S.A.

Quinta dos Militares, Casa Meada, Lote 4
3040-584 Antanhol-Coimbra

Portugal

14. Nome e endere¢o do requerente

VELVET MED — HEALTHCARE SOLUTIONS,S.A.

Quinta dos Militares, Casa Meada, Lote 4
3040-584 Antanhol-Coimbra

Portugal

2. Folheto Informativo

Em anexo

3. Projeto de Embalagem para Angola

As rotulagens (acondicionamento 13 e acondicionamento 23°) do produto encontram-se

em anexo a presente secc¢ao.

4. Amostras

Se necessario e solicitado, serdo enviadas amostras de produto acabado.
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