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MINISTRY OF HEALTH
BRAZILIAN HEALTH REGULATORY AGENCY

GOOD MANUFACTURING PRACTICES CERTIFICATE

Issued by Automatic Renewal foreseen in RDC 39/2013

The Brazilian Health Regulatory Agency (ANVISA), under its duties, certifies the company indicated below is periodically Inspected and
monitored by the National Health Surveillance System and complies with the Good Manufacturing Practices guidelines given by Brazilian legislation,
which is in accordance with the recommendations of the World Health Organization.

Novartis Biociéncias S.A.

Av Nossa Senhora da Assungéo, 736
SAO PAULO Séo Paulo
BRASIL

Manufacturing Lines:

1) Steriles: Aseptically Processed Oitments ; Aseptically Processed Solutions; Aseptically Processed Suspensions

Valid until: 09/23/2021
Published on the Brazilian Official Gazette — Resolution — RE n.% 2.617, on: 09/23/2019
Requested by: NOVARTIS BIOCCIENCIAS S.A, CNPJ: 56.994.502/0001-30

D 1t electrc y i d at: 10:56:00 on 09/23/2019 (Date/Brasilia Time Zone - UTC/GMT -3 hours)
Safety Control Code: FT6S.NWTD.M6MF.7HON.WDIX.0G76.CLNB.MVRL.EYE2 4WOA

Check the authenticity on: http:/Avww8.anvisa.gov.br/Peticionamento/validarcertificadoBPF_BPDA/

https://www9.anvisa.gov.br/peticionamento/sat/formularios/COIME/CertificadoCertid... 23/09/2019
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(Convention de La Haye du 5 octobre 1961)

- gats: | REPUBLICA FEDERATIVA DO BRASIL

(Country / Pays):

Este documento publico
(This public document / Le présent acte public)

2, Foi assinado por: NAO APLICAVEL

(Has been signed by / A été signé par)
3. Na qualidade de; NAO APLICAVEL

(Acting in the capacity of / Agissant en qualité de)
4, Tem o selo / carimbo de; MINISTRY OF HEALTH

(Bears the seal / stamp of / Est revétu du sceau/ timbre de)

Certificado
(Certified / Attesié)

5.Em: s 6.No dia:

@t A Sdo Paulo (The / Le) 30/09/2019
7. Por:

(By ! Pan: AVELINO LUIS MARQUES
8. Ne:

{Ne/ Sous n°) 10257202
9. Selo / Carimbo: 10. Pirma:

(Seal / Stamp / Scean / Timbre RAS“' (Signature) Assinatura Eletrnica

.mpos'nue
Electronic Signature
Signature Electronique

Tipo de documento:
Typilt dodloent ATy b at) GOOD MANUFACTURING PRACTICES CERTIFICATE
Nome do titular:

(Name of holder of document/ Nom du titulaire) NOVARTIS BIOCIENCIAS S.A.

Esta Apusﬂln certifica apenas a assinatura, a ApmsenmApoelilﬂoiﬂnnndammr Paorfavor, utilize este QR Code

& quando 1e#i pama checar a autenticidade
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qual fol emitida. This Apostille was el ically copiadod piblico

signed in accandence with 1aw 0 subjacents também estd
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capacity of the pemon signing it and whemre
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document beers. It does not cartify tt tent of the d'aprés la
document forwhich itwas issted., Loi n°11.418/2006. Plemse use this QR Code to
s o = check the authenticity of this
Cette Apostille ne ceitifie gue fa signatute, la qualité Apostille and its electunic

en laquelle le signataire de I'acte & agi, et, le cas Dividas a mspeito desta Apostila signature. A copy of the

échéant, les sceat ou le imbre dont cet acte public . underdying public document Codi, 3
est revétu, Elle ne certifie pas le contenu de 1'acte z?)‘(]ml;}em GaipeonlalOudica is also acgcgssible from the 2 o)
pourlequel elle a été émise, = same page. 10237202
e . - Anyguaﬂnna about this Apostille CRC:
maybedirected tothe Ombudsman
A autenticidade desta Apostila e de sua assinatura  oftheCNJ; BO4FESEC

eletibnica, bem come o documento piiblico U REG o G

b Venillez_contacter 'Ombudsman  Pour vérifier lauthenticiss de
subjacente, podem serverificadas em: de la CN] pour toute question o:ma Apostille et de sa
The authenticity of this & file and its el i relativ an signatilre glecuqum‘\a Une
signate, along with the undedying public ;:g::tde'::" p“gg‘;fﬂ;;’:;;
document, maybeverified at: disponiblesurlamémepage.
Lauth ité de cette A ille, de la
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poutémviniéesur O 5612064507
www.cn] )usbr!apnsulnlmnfé}mcla @ ouvidoria@cnj jus.bt 19.0.01402425-1
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[Sello federal]
MINISTERIO DE SALUD
AGENCIA NACIONAL DE VIGILANCIA SANITARIA
CERTIFICADO BUENAS PRACTICAS DE MANUFACTURA
Emitido por renovacion automatica en RDC 39/2013

La Agencia Nacional de Vigilancia Sanitaria (ANVISA), bajo sus responsabilidades, certifica que
la compaiiia indicada abajo es peridédicamente inspeccionada y monitoreada por el sistema
Nacional de Alta Vigilancia y cumple con los lineamientos de las Buenas Practicas de Mahufactura
dadas por la legislacion brasilefia, que se encuentran en concordancia con las recomendaciones de
la Organizacion Mundial de la Salud.

Novartis Biociencias S.A

Av. Nossa Senhora da Assuncao, 736
Sao Paulo Sao Paulo,

Brasil

Lineas de Manufactura:
1) Estériles: Ungiientos procesados asépticamente, Soluciones procesadas asépticamente,
Suspensiones procesadas asépticamente.

Valido hasta: 23-09-2021

Publicado en la Gaceta Oficial Brasilefia — Reoslucion- RE n® 2,617 en 23-09-2019

Solicitado por: Novartis Biociencias S.A, CNPJ: 56.994.502/0001-30

Cdédigo de Seguridad: FT6S. NWTD.M6MF.7HOIN.WDIX. OG76. CLNB. MVRL.EYE2.4WOA.

Declarq que la traduccipn es fiel a la original

Bernardita Gax,
Director Técnico
Novwartis Chile S.



	GMP_apostilado_CHI_2021.09.23 Novartis biociencias
	Untitled 4

