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MINISTERIO DA SAUDE
. AGENCIA NACIONAL DE VIGILANCIA SANITARIA
GERENCIA GERAL DE INSPECAQ E CONTROLE DE INSUMOS MEDICAMENTOS E PRODUTOS

CERTIFICADO DE BOAS PRATICAS DE FABRICACAO

periodicamente i
Boas Praticas d
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CHILE

A Agénciz Nacional de Vigilancia Sanitaria ANVISA na exercicio de suas atribuicdes certifica que a empresa abaixo é
specionada e monitorada pelo Sisterna Nacional de Vigitdncia Sanitdria e que cumpre com as diretrizes de
Fabricacio dadas pela legislacBo brasileira, a gual estd em consondncia com as recomendacBes da
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MINISTERIO DAS RELAGOES EXTERIORE
Subsecreleria-Garal das Comunidedes Brasiaas no Fxte.
Salor de Legalizacdes @ Reda Cansular Estrangsira - 5L
Cépla autenticada em servigo notaralide regist -

18 JuL 2014

Liana Lustosa Leal Muay - Primeira Sstreida

Andrea Prado Dislioski - Oficial de Chanceladia

Renalo Agueda Nogusira da Sitva ~ Oficlal de Chancslos:
Ana Carolina Afonsa Valladares - Oficial de Chaneslaria
Elienildo Vidal de Negredo - Assistenta de Chancelaric
Marllda de Andrade Figueire - Aseistonte da Chancalar

INSTITUTO DE SALUD PUBLICA

Certifico que la presente
| original

la vista casili

Vaiido até: 05/05/2016
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FLAVIA NEVES ROCHA ALVES
GERENTE-GERAL SUESTITUTA DE INSPECAC, MONITORAMENTO DA QUALIDADE, CONTROLE E FISCALIZACAO DE INSUMOS,
MEDICAMENTOS E PRODUTOS, PROPAGANDA E PUBLICIDADE

Publicado no Bidrio Oficial da Unido por meio da Resolugdo - RE n.2: 1608, na date de: 5/5/2014. Ceriificago solicitada por:
GlaxoSmithkline Brasil Lide, CNPJ: 33.247.743/0001-10
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MARIANA ERTKA HEYNEMANN

TRADUTOR PUBLICO JURAMENTADO E INTERPRETE COMERCIAL
SWORN PUBLIC TRANSLATOR AND COMMERCIAL INTERPRETER
INGLES - PORTUGUES /| PORTUGUESE - ENGLISH

Rua Joaquim Silva, n®. 11 — Salas_ﬁ101 a 1103 — Centro — Rio de Janeiro —~ RJ
Cep.: 20.241-110 - Telefone: (021) 2232-9241

Translation N° 12.07.2014

I, the undersigned, sworn-in public translator and commercial
interpreter in and for this city and State of Rio de Janeiro,
Federative Republic of Brazil, duly appointed and commissioned by
the Board of Trade of the State of Rio de Janeiro and registered
therewith under no. 091, do hereby certify and attest that a
document set forth in the Portuguese language was submitted to
me for translating it into English, which | hereby perform, by virtue
of my office, as follows: ———

[contains coat of arms] |

MINISTRY OF HEALTH
NATIONAL HEALTH SURVEILLANCE AGENCY
GENERAL MANAGEMENT OF INSPECTION AND CONTROL OF
MEDICINES AND SUPPLIES

CERTIFICATE OF GOOD MANUFACTURING PRACTICES =---m-==--=mnn==

The National Health Surveillance Agency ANVISA in the exercise of its
powers certifies below that the company is regularly inspected and
monitored by the National Health Surveillance System and that it
complies with the guidelines of Good Manufacturing Practices issued by

the Brazilian legislation, which is in line with the recommendations of the

World Health Organization.

GlaxoSmmithkline Brasil Ltda.

Address -
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MARIANA ERIKA HEYNEMANN

TRADUTOR PUBLICO JURAMENTADO E INTERPRETE COMERCIAL
SWORN PUBLIC TRANSLATOR AND COMMERCIAL INTERPRETER
INGLES - PORTUGUES /| PORTUGUESE - ENGLISH

Rua Joaguim Silva, n°. 11 — Salas 1101 a 1103 - Centro — Rio de Janeiro — RJ
Cep.: 20.241-110 - Telefone: (021) 2232-9241

Translation N° 12.07.2014
Estrada dos Bandeirantes, 8464 —Jacarepagua — Rio de Janeiro-----------

RJ

Brazil

Production Line(s) / Pharmaceutical Form(s).

Non sterile solids: tablets, effervescent tablets, coated tablets,

effervescent powders. Non sterile solids: pills ( primary and secondary

package). Non sterile solids: secondary package.

[contains seal of the 4th Notary's Office. In which is acknowledged, by

similarity, the signature of Flavia Neves Rocha Alves.|

[contains stamp of the 4th Notary's Office from Rio de Janeiro] -------------

Valid up to: 05/05/2016

[contains signature]

Flavia Neves Rocha Alves
GENERAL MANAGER OF INSPECTION AND CONTROL OF

MEDICATIONS AND SUBSTITUTE PRODUCTS

Published in the Official Gazette of the Union through Resolution RE No.
1608, on 5/5/2014. Required to certify by: GlaxoSmithkline Brazil Ltda
CNPJ: 33.247.743/0001-10.
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MARIANA ERIKA HEYNEMANN

SWORN PUBLIC TRANSLATOR AND COMMERCIAL INTERPRETER
PORTUGUESE - ENGLISH
Rua Joaquim Silva, n.° 11 salas 1101/1102/1103 — Centro — Rio de Janeiro — RJ
Cep.: 20241-110 - Telefone: (021) 2232-9241

Translation N° 12.07.2014

Number of internal control: 277

Brasilia, DF, 08/05/2014.

Valid only with the dry seal of the National Health Surveillance Agency ---

Printed at 4:40 PM.

***This was the full text of said document, the true
Translation whereof | attest

Witness my hand and seal, this 09" day of July 2014, at Rio de
Janeiro.
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MINISTERIO DA SAUDE
AGENCIA NACIONAL DE VIGILANCIA SANITARIA
GERENCIA GERAL DE INSPECKO E CONTROLE DE INSUMOS MEDICAMENTOS E PRODUTOS

CERTIFICADO DE BOAS PRATICAS DE FABRICACAO

A Agéncia Nacional de Vigilancia Sanitdria ANVISA no exercicio de suas atribuicBes certifica que a empresa abaixo é
periodicamente inspecionada e monitorada pelo Sistera Nacional de Vigilancia Sanitéria e que cumpre com as diretrizes de

Boas Praticas de Fabricaciio dadas pela legislagiio brasileira, a gqual estd em consonancia com as recomendactes da
Organizagdo Mundial de Satide.

GlaxoSmithkline Brasil Ltda
Enderaco

Estrada dos Bandeirantes, n2 8464, Jacarepagusd, Rio de Janeiro - Rl
Rl

Brasil

| Linha(s) de Producdo/ Formal(s) Farmacgutica(s)
Liquidos ndo estérels: elixires, emulsées, soluctes, suspensdes e xarapes. Semissdlidos ndo estéreis: cremes e pomadas.

2l S Secandaria de produtos estéreis.
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FLAVIA NEVES ROCHA ALVES
GERENTE-GERAL SUBSTITUTA DE #NSPECEO, MONITORAMENTO DA QUALIDADE, CONTROLE E FISCALIZAC.KG DE INSUMOS,
MEDICAMENTOS E PRODUTOS, PROPAGANDA E PUBLICIDADE

Publicado no Didrio Oficial da Unido por méio da Resoluco - RE n.2: 639, na data de: 24/2/2014. CertificacZo solicitada por:
GlaxoSmithkline Brasil Ltda, CNPJ: 33.247.743/0001-10

Nimero de controle interno: 67

Velido somente com a preseiga
da selo seco du

Brasilia, DF, 27/02/2014, dgdneia Navional de Vigitdneia Sanitiria Impresso as 13:53,
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MARIANA ERIKA HEYNEMANN

TRADUTOR PUBLICO JURAMENTADO E INTERPRETE COMERCIAL
SWORN PUBLIC TRANSLATOR AND COMMERCIAL INTERPRETER
INGLES — PORTUGUES / PORTUGUESE - ENGLISH
Rua da Assembleia, n°. 15 - 6° andar — Gentro — Rio de Janeiro — RJ

Cep.: 20.011;001 - Telefone: (021) 2232-9241

TRANSLATION N°, 93.05.2014 ..

SUBSTITUTE GENERAL MANAGER FOR INSPECTION, QUALITY
MONITORING, CONTROL AND INSPECTION OF RAW-MATERIALS,
MEDICATIONS AND PRODUCTS, ADVERTISING AND PROMOTION

Published at the Official Gazette by means of Resolution Number 639,
dated from: 02/24/2014. Certification requested by: GlaxoSmithkline
Brasil Ltda., CNPJ 33.247.743/0001-10

Internal Control Number: 67

Brasilia, DF, 02/27/2014Valid only in the presence of dry seal from the

Brazilian Health Surveillance Agency -------mvemmmmuuv-- Printed at 01:53 p.m.

“***This was the full text of said document, the true
Translation whereof | attest
Witness my hand and seal, this 20" day of May 2014, at Rio de
Janeiro.

A NONO BE
255 "’o,»\
Y v
Feesunn w

1 2« Patlo £gar ANGIGs %&n Arsgo

Escroventis Autaifzada
Av. Atmiranie: Barroga,
Ul Sobrelola - Canjre Lp

0w




Matr. JUCERJA No. 091 C.P.F. N.°021286117-00

7

MARIANA ERIKA HEYNEMANN

TRADUTOR PUBLICO JURAMENTADO E INTERPRETE COMERCIAL
SWORN PUBLIC TRANSLATOR AND COMMERCIAL INTERPRETER
INGLES - PORTUGUES / PORTUGUESE - ENGLISH

Rua da Assembleia, n°.-15 - 6° andar — Centro — Rio de Janeiro — RJ
Cep.: 20.011-001 - Telefone: (021) 2232-9241

N

TRANSLATION N°. 93.05.2014 -1-

I, the undersigned, sworn-in public translator and commercial
interpreter in and for this city and State of Rio de Janeiro,
Federative Republic of Brazil, duly appointed and commissioned by
the Board of Trade of the State of Rio de Janeiro and registered
therewith under no. 091, do hereby certify and attest that a
document set forth in the Portuguese language was submitted to
me for translating it into English, which | hereby perform, by virtue
of my office, as follows:

[Contains seal |

MINISTRY OF HEALTH

BRAZILIAN HEALTH SURVEILLANCE AGENCY

GENERAL MANAGEMENT FOR INSPECTION AND CONTROL OF
RAW MATERIAL, MEDICATIONS AND PRODUCTS

GOOD MANUFACTURING PRACTICES CERTIFICATE ----- e

The Brazilian Health Surveillance Agency ANVISA in the exercise of its

attributions certifies that the company described below is periodically

inspected and monitored by the Health Surveillance National Program

and complies with the Good Manufacturing Practices’ directivef’@ss“mmDESALUDPUME\

determined by Brazilian Legislation, which is in compliance | withtifco que a presente
fotocopia es fiel al original

recommendations from the World Health Organization. Jue hefepifo a Ja vista
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MARIANA ERIKA HEYNEMANN

TRADUTOR PUBLICO JURAMENTADO E INTERPRETE COMERCIAL
SWORN PUBLIC TRANSLATOR AND COMMERCIAL INTERPRETER
INGLES - PORTUGUES / PORTUGUESE - ENGLISH

Rua da Assembleia, n°. 15 - 6° andar — Centro — Rio de Janeiro — RJ
Cep.: 20.011-001 - Telefone: (021) 2232-9241

TRANSLATION N°, 93.05.2014 -2-

GlaxoSmithkline Brasil Ltda

Address -

Estrada dos Bandeirantes, No 8464, Jacarepagua, Rio de Janeiro — RJ--

RJ

Brasil

Production Line / Pharmaceutical Formulations

Non-Sterile Liquids: elixirs, emulsions, solutions, suspensions and syrup.

Non-Sterile Semi-Solids : creams and ointments.

Secondary packaging for sterile products. --

Expiration Date: 02/24/2016

[CONTAINS SIGNATURE]

FLAVIA NEVES ROCHA ALVES




