Fisher Clinical Fisher Clinical Services UK Ltd.

Services Langhurstwood Road
Horsham

West Sussex

RH12 4QD

Tel: +44-(0)1403-212700
MIA(IMP) 18693

QUALIFIED PERSON’S DECLARATION OF EQUIVALENCE TO EU GMP FOR
INVESTIGATIONAL MEDICINAL PRODUCTS MANUFACTURED IN THIRD COUNTRIES
(ARTICLE 13(3)(b) OF DIRECTIVE 2001/20/EC)

EudraCT Number: 2017-003679-75 Protocol Reference: SG015

Name of IMP(s)

Interferon-p1a (SNG001) solution for inhalation pre-filled syringe

Placebo to match Interferon-B1a (SNG001) solution for inhalation pre-filled syringe

Manufacturing and/or Importation Authorisation under which this declaration is made:
MIA(IMP) 18693

Part A
Name of IMP(s) Manufacturing site(s) Activity Performed
Interferon-B1a (SNG001) Vetter Development Services USA Inc.
8025 Lamon Avenue Manufacturing of drug
Placebo to match Skokie, IL 60077 product

Interferon-p1a (SNG001) USA
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Fisher Clinical Services UK Ltd.
Langhurstwood Road
Horsham

West Sussex

RH12 4QD

Tel: +44-(0)1403-212700
MIA(IMP) 18693

Fisher Clinical
Services

QUALIFIED PERSON’S DECLARATION OF EQUIVALENCE TO EU GMP FOR
INVESTIGATIONAL MEDICINAL PRODUCTS MANUFACTURED IN THIRD COUNTRIES
(ARTICLE 13(3)(b) OF DIRECTIVE 2001/20/EC)

EudraCT Number: 2017-003679-75 Protocol Reference: SG015

Part B
| confirm that | am a QP and am authorised to make this declaration.

| declare that compliance with GMP at least equivalent to EU GMP has been verified on the

basis of:
(i) Audit

Manufacturing site(s) Auditing Party

Date of last audit
(completion)

Vetter Development Services USA Inc.
8025 Lamon Avenue

Skokie, IL 60077 Vetter Qualified Person 18 May 2017
USA
(i) If an audit of the site has not been performed, please provide a brief justification

and explanation on how the QP knows that standards at least equivalent to EU
GMP are being followed at the site.

Manufacturing site(s) Justification

N/A N/A

This declaration is submitted by:

Signatory: -l Print Name: G. Goodban Date: /% gi;gg/l)//"

Job Title:  Qualified Person
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