GOOD MANUFACTURING PRACTICES CERTIFICATE
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BRAZILIAN HEALTH REGULATORY AGENCY

GOOD MANUFACTURING PRACTICES CERTIFICATE

The Brazilan Health Regulatory Agency (ANVISA), under its duties, certifies the company indicated below is pericdically 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,

MERCK SHARP & DOHME FARMACEUTICA LTDA

RUA TREZE DE MAIO, N* 1161

CAMPINAS Sao Paulo

BRASIL

1) Non Sterile Solids Tablets; Coated Tablets

Manufacturing Lines:

2) Non Starile Solids (Primary Packaging; Secondary Packaging): Capsules; Soft Capsules; Granules

Valid until. 08/10/2022

Published on the Brazilian Official Gazetle — Resolution - RE n.” 2.854, on- 08/10/2020

Requested by: MERCK SHARP & DOHME FARMACEUTICA LTDA, CNPJ: 45.987.013/0001-34

Document electronically issued at:

Safety Control Code:

10:09:23 on 08/10/2020 {Date/Brasilia Time Zone - UTC/GMT -3 hours)

8JJ3.KT3H.HQGF ¥YS55.P3W6.QWV1.0QSB.DSMV.TTFC.Y1ED

Check the authenticity on: http:/Aww9.anvisa.gov.br/Peticionamento/validarcertificadoBPF_BPDA/
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CONSELHO
NACIONAL
DE JUSTICA

(Convention de La Haye de 5 octo

BRASIL

APOSTILLE
bre 1961)

1. Pais:

(Country / Pays):

REPUBLICA FEDERATIVA DO BRASIL

Este documento publico
{ This public document  Le présent acte public)

2. Foi assinado por:

(Has been signed by * A é1é signé par)

ALEX SILVA CARDOSO

3. Na qualidade de:

(Acting in the capacity of / Agissant en qualité de)

ESCREVENTE AUTORIZADO

4. Tem o selo/ carimbo de:

{Bears the seal / stamp of / Est revétu du sceaw / timbre de)

AUI072AU0583886 — ORCPN 39° SUB
VILA MADALENA, SAO PAULO - SP

Certificado
{Certified / Attestc)

5. Em:
(At :"A}:

SAO PAULO

6. No dia:
(The / Lek

11/08/2020

7. Por:
(By / Par);

GABRIELA DA AFRICA LAPA

8. N
(N®/ Sous n®);

9. Selo / Canmbo:
(Scal / Stamp / Sceau / Timbre)

10. Firm

{Sienat i Assinatura Elemmonica

Electronic Signature

Signature Electromique

Tipo de Documento:
(Type of document / Type d'acte)

Nome do titular:

MERCK SHARP & DOHME FARMACEUTICA LTDA

(Name of holder of document / Nom du titulaire)

MATERIALIZA(Q

O DE DOQUMENTO

Esia Apostila certifica apenas a assinalura. 3
capacidade do signesino ¢. quando aprmopnado. o
sclo ou canmbe constanies no documento publico.
I:]a nido cernfica o ceptetde Jo documento para o

qual for eminda

I'his Apostille certifies only the signature, the
capacity of the persun signing 1t and where
appropriate, the scal or stamp which the public
ducument bears 1t dees not certi™s the content of
the docurment for wheeh it was 1esued

Cette Apostulle ne cerlific quo la signature. la
qualité en laguele le sgnatarie de : scie a agl, e, le
ca écheant. les scesw ou le timbic dont cet acle
public est revétu Elle ne cemific pas e contenu de
I'acte pour legue clic a ¢fic couse

A sutenticidade desm Aposnila £ de sua assinatura
eletrinica bem come o documente publice
subiacente, podem <er venficadas em

The authentroily of tes Apostille and 1ts eletronie
signature, along with the underlving public
dociment may be venbwed al

L ‘authenthicity Je come Apostille, Jdela <ignature
;,.'ilfull'l""llq: £. Anwl e ite 'ncie :"'L:bllu' SO - e |

peut éire vénhee sl

apostilcnj.jus.br/pt

A presenic Apostila for firmada com
assinatura eletrdémica. conforme a
Lein™ 11 4192006,

This Apostille was electromically
signed in sccordance with Law n”
[ 141920006

Cetter Apostille a elé signée par une
‘IE:hlIlLHL' [f;,‘l.'ll'ﬂl]ll.“]l.'. ij'il]'lfl.;"' la
Lain™ 114192006

Navidas a respeite desta Apostila
entrar em ontale coam a Ouvidona

do CNJ

Any guestions about this Apostille
may be drected to the Ombudsman
of he UNJ

Vauwllez contacter 'Ombudsman de
Is ONJ pour toule question relanve a

celte Apostlle

6123265353

sisternasnacionais@cnj.jus.br

Por favor, utihec gste QR Code
para checar a auteniterdade desia
Apostilla ¢ de sua assmatura
cletronmica Uma copia do
documento publico subjacenic
tambym esta disponivel na mesna

pagina

Please use this QR Code o chouk
the authenticity of this Apostiiic
and its clectrome signature A
copy of the underlving public
document 15 alse acecssible from

the <ame page

Lo L awl T T

0234631-20

LRl

B2A05915

quostil

Veulies utihzer ce Code QR pour
verlier 'suthenticnne de celle
Apostille 21 de <a signature
¢lectromgue. Une copie de Dacte
public sousiacenl est egalement
dispomible sur la meme Page

RE035242
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