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"Custom moulding specialists... to take you further"”




ILIHFAPLAST \Vision & Missionfle=

Being recognized in the market as a manufacturer of
high quality Plastic Pharma Primary Packaging products

Vision
To satisfy our customers’ needs
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ILIHAFPLAST

‘... make us proud with their confidence"
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The management sysiom of

Certificate of Registration ILHAPLAST - SOCIEDADE
Cartificaco de Conformudage: z
This is a Translation of PT10/03171 TRANSFORMADORA DE PLASTICOS, SA 0
Zona Industrial de Vagos, Lote 87 B
The Management System of 3840385 Vagos, Portugal %:F)‘
ILHAPLAST - Sociedade S68
Transformadora de Plasticos, S.A. F o 1SO 15378:2017
Zona Industrial de Vagos, Lote 87 %; Primary packaging materials for medicinal products —
18983 VAG0s S_GS Particular requirements for the application of ISO 8001:2015,
i ith refel to Good Manufacturing Practice (GMP
has been assessed and certified as meeting the requirements of with reference to LA (h’:‘h:’f;(muz
NP EN ISO 9001:2015 (rr—
For the following activities: Production and Commercialisation of Plastic Parts and Packaging.
Production and Commerclalisation of Plastic Parts and Packaging.
This certificate is valid from T i e o
28 August 2020 unﬁlE;T Au’,},'f%g I mc This cerificate i valid from 24 February 2021unti 23 February 2024
and remains valid xu’l!;j;edln satisfactory surveillance audits acreditagao o mm,;;";ﬂmmn?m",} ﬂm’%‘xﬁmygﬁ
’“"""'”"""’“"""l“':“; BN Rt B s batara st e 2073 yaid Issue 1. Certied with SGS since Febnuary 2021
Auditoria de Renovagho & makzar antes do 27 de junio de 2023 snm:_@

Issue 6. Certified with SGS since April 2010

Versdo 6. Certificadopels SGS desde abril de 2010

The audit leading to this certificate commenced on 17 July 2020
dejulho de 2002

174
Pravious issue certificate valiity dato was until 27 Auust 2025
A ol a9 27 LM‘
Authorized by e
Autorizado por:
| A Luis Neves
58 ICS - Senigos Infemacionais de Certhcagao
- i Poio Tecnolbgico 88 Lisboa, 6 iso 0~ 1600-546 Lisboa

Luis Neves Luis Santos
Certiication
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Certificate of Drug_l\-f[ster File (DMF)

Service Period
June 1, 2021 — May 31, 2022

This cerrifies that:

Ilhaplast, S.A,

Lote 87, Zona Industrial de Vagos,
Vagos, Aveiro 3840-385

Portugal

is a Drug Master File holder with the U.S. Food and Drug Administration pursuant to part 314 of Title 21, US Code of
Federal Regulations, such filing having been verified as currently effective on the date hereof by Registrar Corp,

Drug Master File Number: 30228

Status: Active

Type: il

Subject: PHARMACEUTICAL PRIMARY PACKAGING

Registrar Corp will confirm that such filing remains effective upon request and presentation of this certificate uniif May
31, 2022, unless terminated afier issuance of this ceriificate. Registrar Corp makes no other representations or
warranties, nor does this certificate make any represeniations or warranties lo any person or eniity other than the
named certificate holder, for whose sole benefit it is issued. Registrar Corp assumes no liability to any person or entity
in connection with the foregoing. Filing of a Drug Master File does not in any way denote approval of the firm or its
products by the U.S. Food and Drug Administration. Any represeniation that creates an impression of official approval
because of filing of Drug Master File is misleading. The U.S. Food and Drug Administration does nol issue a
ceriificate of Drug Master Files. Regisirar Corp is noi affiliated with the U.S. Food and Drug Administration.

Registrar C:clr-pt
144 Research Drive, Hampton, Virginia, 23666, USA
Telephone: +1-757-224-0177 # Fax: +1-757-224-0179 Registr:
info@registrarcorp.com * www.registrarcorp.com Dated:

©2007-2021 Regiswar Corp

DMF Holder
With the FDA

(U.S. Food and Drug Administration

Drug Master File Nr.2
30228



Focused on people, high productivity, effectiveness, efficiency and
differentiation in products and services through continual improvement.




ILIHAFPLAST

te of theart production facilities complia with the international
standards. —

Quality chgcke at every proguMge through s
sampling anditesting base Mha very | deedme

imple

]



i I ' @
. Vs
' g
!

el® @lv




LS T Manufacturing Processes

and Equipment

At llhaplast 3 distinct manufacturing processes are implemented, for which we have
modern equipment properly prepared to produce HDPE, PP and PET primary packaging
and plastic parts in controlled environments and / or Clean Rooms (3 units);

- Extrusion Blow Moulding (EBM). Equipment of different types and capacities, among
which 4 "Magic" electric machines suitable for operating in Clean Rooms (one of them
operates exclusively under these conditions).

- Injection Blow Moulding (IBM) and (ISBM-ret). State-of-the-art equipment, such as Jomar
65 (with a clean room incorporated) to produce HDPE and PP plastic containers and
Nissei ASB 12M, for the production of PET plastic bottles, which operates exclusively in
a Clean Room.

- Injection. Different machines with adequate capacity to produce HDPE and PP plastic
parts, such as caps, measuring devices, elc.




6. Consistent labelling and pallet tagging ensure seamless traceability of materials.
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