State of California
Secretary of State

This Certificate is not valid for use anywhere within the United States of America, its territories or possessions.

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country:

Pays / Pals: United States of America

This public document
Le présent acte public / El presente documento publico

2. has been signed by
a été signé par J. Cranston

ha sido firmado por

3. acting in the capacity of
agissant en qualité de
guien actua en calidad de

Notary Public, State of California

4, bears the seal / stamp of
lest revétu du sceau / timbre de J. Cranston , Notary Public, State of California
'y esta revestido del sello / timbre de 4

Certified
Attesté / Certificado
5. at 6. the
) 5 e Sacramento, California le/eldia | 7th day of June 2018
7. by P
Secretary of State, State of California

par / por
8. Ne 72986

s0uUs n°

bajo el nimero

9./ Seal / stamp:
| Sceau / timbre:

| Sello / timbre:

10. Signature: C;)QJFQAQ_Q_Q_,

Signature:
Firma:

This Apostille only certifies the authenticity of the signature and the capacity of the person who has signed the public document, and, where appropriate, the
identity of the seal or stamp which the public document bears.

This Apostille does not certify the content of the document for which it was issued.

To verify the issuance of this Apostille, see: www.sos. ca gov/business/notary/apastille-search/,

This certificate does not constitute an Apostille under the Hague Convention of 5 October 1961, when it is presented in a country which is not a party
to the Convention. In such cases, the certificate should be presented to the consular section of the mission representing that country.

Cetlte Apostille atteste uniguement la véracité de la signature, la qualité en laquelle le signataire de 'acte a agi et, le cas échéant, I'dentité du sceau ou timbre dont
cet acte public est revétu.

Cette Apostille ne cerlifie pas le contenu de I'acte pour lequel elle a été émise.

Cette Apostille peut éire vérifiée 3 |'adresse suivante: www.s0s ca.gov/business/notary. ille- !

Ce certificat ne constitue pas une Apostille en vertu de la Convention de La Haye du § Octobre 1961, lorsque présenté dans un pays qui n'est pas

partie a cette Convention. Dans ce cas, le certificat doit &tre présenté 4 la section consulaire de la mission qui représente ce pays.

Esta Apostilla certifica Unicamente la autenticidad de la firma, la calidad en que el signatario del documento haya acluado y, en su caso, la identidad del sello o
timbre del gue el documento publico esté revestido.
Esta Apostilla no certifica el contenido del documento para el cual se expidié.

Esta Apostilla se puede verificar en la direccion siguiente: www sos.ca gov/business/notary/apostille-search/.
Este certificado no constituye una Apostilla en virtud del Convenio de La Haya de 5 de octubre de 1961 cuando se presenta en un pais que no es parte

del Convenio. En estos casos, el certificado debe ser presentado a la seccién consular de la misién que representa a ese pais.
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~:eAllergan.
_5 June 2018

To Whom It May Concern:

I, Meredith Sewell, certify that after sufficient due diligence and to the best of my
knowledge, the attached document is a true and correct copy of the Certificate of GMP
Compliance of a Manufacturer, certificate number: 18363/M11938, issued on 2018-01-23.

Respectfully,

Meredith Sewell
Executive Director
Regulatory Submissions

A notary public or other officer completing this certificate verifies only the identity of the individual who
signed the document to which this certificate is attached, and not the truthfulness, accuracy, or validity
of that document.

State of California)
County of Orange)

On June ;5 » 2018 before me, J. Cranston, Notary Public, personally appeared Meredith
Sewell, who proved to me on the basis of satisfactory evidence to be the person(s) whose
name(s) is/are subscribed to the within instrument and acknowledged to me that he/she/they
executed the same in his/her/their authorized capacity(ies), and that by his/her/their

signature(s) on the instrument the person(s), or the entity upon behalf of which the person(s)
acted, executed the instrument.

I certify under PENALTY OF PERJURY under the laws of the State of California that the
foregoing paragraph is true and correct.

WITNESS my hand and official seal.

B T e o
J. CRANSTON E
Commission # 2134121 L4
=

>

Signature Q{/’I ﬂ/f G2y

Notary Public - California

2525 Dupont Drive « Irvine, CA « 92612
Tel: 714-246-4500




HPRA

An tUdara: Rialala Tairgi Slainta
Health Praducts Regulatory Authority

Health Producis Regulatory Authority
CERTIFICATE NUMBER: /8363/M 11938

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER '’

Part 1
Issued following an inspection in accordance with :
Art. L11(5) of Directive 2001/83/EC as amended

The competent authority of Ireland confirms the following:

The manufacturer: Allergan Sales LLC

Site address: 8307 Mars Drive, Waco, Texas, 76712, United States
i

Has been inspected in connection with marketing authorisation(s) listing manufacturers located outside of
the European Economic Area in accordance with Art. 111(4) of Directive 2001/83/EC transposed in the
following national legislation:

Medicinal Products (Control of Manufacture) Regulations 2007 to 2013,

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2017-10-13 , it is considered that it complies with ;
* The principles and guidelines of Good Manufacturing Practice laid down in Directive 2003/94/EC

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and
should not be relied upon to reflect the compliance status if more than three years have elapsed since the date
of that inspection. However, this period of validity may be reduced or extended using regulatory risk
management principles by an entry in the Restrictions or Clarifving remarks field. This certificate is valid
only when presented with all pages and both Parts 1 and 2, The authenticity of this certificate may be verified
in EudraGMDP. If it does not appear, please contact the issuing authority,

h The cevtificate referred o in poragraph 11(35) of Dircenve 2001 /83/EC and 8073) of Directive 2001/82/EC, shall alse be re: Juired for imparis
coming from third countries infa a Member Stare

4 Cinidanee an the interpretarion of this template can be found i the Help menn of EndraGMDP database

! These requirements filfil the GMP recommundations of WHO,

Online EudraGMDF, Ref key: 45968 Issuance Dale: 2018-01-23 Signatory: Ms, Dearbhla Cullen Page 10l 2
Antldaras Rialala Tangr Slante, Teach Kevin O'Malley, lonad Phort an larla, Ardan Phort an larla, Baile Atha Cliath 2, Eire
Health Frodocts Regulatery Authority, Kevin O'Malley House, Earlsfort Centre, Earlsfort Terrace, Dublin 2, Ireland

T: +353 1 676 4971 . F: +353 1 676 7836 . info@hpra.ie . www.hpra.ie



Part 2

Human Medicinal Products

1 MANUFACTURING OPERATIONS

Sterile products

1.1.1 Asepiically prepared (processing operations for the following dosage forms)

I.1.1.3  Semi-solids
1.1.1.4  Small volume liquids

1.2

Non-sterile products

1.2.1  Non-sterile producis (processing operations jor the following dosage forms)
1.2.1.11 Semi-solids

1.5

Packaging

15,1 Primary Packing
1.5.1.11 Semi-solids

1.5.2 Secondary packing

1.6

Quality control testing

1.6, Micrabiological: sterility
1.62 Microbiological: non-sterility
1.6.3 Chemical/Physical

2018-01-23 Name and signature of the authorised person of the

Competent Authority of Ireland

Decuinke. C;_w'..mfl DRA 0

Ms. Dearbhla Cullen
Health Products Regulatory Authority
Tel: +35 31676 4971
Fax +35 31676 7836

Oniine EudraGMDP, Ruf kay: 45868 Issuance Date: 2018-01-23 Signatory: Ms. Dearbhla Cullen Paga 2of 2






