AL

BE IT KNOWN that I, Sunita Kumeri of, 268 Bath Road, Slough, Berkshire United
Kingdom a duly authorised Notary Public

CERTIFY that

1. The signature set and subscribed to the certificate at the foot of the first page of
the copy document annexed hereto is genuine having been subscribed thereto
by Zoe Bruce whose identity I the Notary attest and who is duly authorised by
Pfizer Limited (“the Company”) to represent them in this matter, and

2. Zoe Bruce has thereby certified on behalf of the company that Certificate of
GMP Compliance of a Manufacturer issued to GlaxoSmithKline Manufacturing
S.P.A annexed hereto is a true copy of the original document.

SIGNED and sealed at 26 Road, Slough, Berkshire
i

id on 30t April 2020.

ur umerl
otary Public
England and Wales

Protocol No. q § /2,




ynaohaoialess||sodefiian mmm o 05 sjjnsode siyy Ajuan o)

Asiunod jey) Bunussaides UCISS|W By Jo UDHIBS 1BINSUOS BU} 0} pejuasaid aq pINoYS )1 “L86 L
4840130 4o YG 34} O uohusauo) anbey auy o} Aued jou Aunod e ul pasn aq o) SIUBWNDOP SIY) &

"Aem Aue u) Juawnoop [euiBuo sy} 1o S1UBILGS 8} 10 1USLWINGOP [BUIBLIO aU) o sIMeUBIS ay) JsLis 2}Eo|UBLINE JOU SBOP 1]
"AJUO UoREIYILISD U} PBIANPUCS OUM [BIDHO 3 3Y) 10 Sinjeubis SU) WILLED MM 8Y) LI paYies pue paidooojoyd usaq sasy
jeuyy sjusLunoop o) payaene sajpsody Juswnoop Buifyepun sy jo Ajsjusyine 28U} WU Jou s80p | Juswnoop oqnd N
peyoene ay) uo dwess Jo [eas ‘auneubls suy) Jo AIRUSINE 8y} SWIYUOI AJUo PUE MM 3U) Ul pasn aq 0} 10U s Sjpisody Syl

W

el aiqu / oo

aimeubig aiqui / neasg
uipiep ‘o @anjeubis gL dwejs / [eag ‘6

olawnu |9 oleq / ou snos
Zv.106L-0dv 1PquINN ‘g

slieyy yjjesmuowiwoy pue ubiaio 10} 1od / 1ed
81e1s Jo Auejesoeg |edpuld shselepy seH Ag 2

Eip |2 /3| ua /e
0202 KB 10 Gox on uopuo- 20

OpeIlINaY / f158nY
paiiya)

ap aiqui} / o||9s |ap oplisaial 2)sa A

211gnd AUjoN ples ay ap siquWl} / NBAJS Np NJ@ABI 150
jo dwejs / |eas ay) sieaqg ‘p

ap PEpPIeD U enjpow
algnd AigjoN ap syenb ua jur
jo Aj1oedeos ayy ur Bunoy ‘g
Jod opeun .
Lawny eyung Jed aubs 9)g

Aq paubis ueaq sey ‘7z

oolignd cjuswinoop sjussald |3/ ongnd e)oe Juespd 0

juswnoop alqnd sy

810 / WAUY

uejai] uisyuo ue ulel J

puejad] YHON p lejug jeals Jo wopbuly penun Anunon ‘|

(1961 8190100 § Np aABH 7 8p UOHUBALOD)
IFTTLSOdY




Italian Medicines Agency
CERTIFICATE NUMBER: IT/I09%/H/2019

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER '’

Part 1

Issued following an inspection in accordance with :
Art. 111(5) of Directive 2001/83/EC as amended

The competent authority of Italy confirms the following:
The manufacturer: GLAXOSMITHKLINE MANUFACTURING S.P.A.
Site address: VIA A. FLEMING, 2, VERONA (VR), 37135, Italy

Has been inspected under the national inspection programme in ¢ennection with manufacturing
authorisation no. aM74/2019 in accordance with. Art. 40 of Directive 2001/83/EC .

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2019-04-19 , 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 Clarifying 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.

" The certificate referred to in paragraph 111(5) of Directive 2001/83/EC and 80(5) of Directive 2001/82/EC, shall also be required for imports
coming from third couniries into a Member State.

? Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database.
3 These requirements fulfil the GMP recommendations of WHO.
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Part 2

Human Medicinal Products

1 MANUFACTURING OPERATIONS

1.1

Sterile products

1.1.1  Aseptically prepared (processing operations for the following dosage forms)
1.1.1.6  Other: Other aseptically prepared products: Powders(en)

Special Requirements
1 B-lactam Antibiotics

1.1.3  Batch certification

1.5

Packaging

1.5.2 Secondary packaging

1.6

Quality control testing

1.6.1 Microbiological: sterility
1.6.3 Chemical/Physical
1.6.4 Biological

2 IMPORTATION OF MEDICINAL PRODUCTS

Zel Quality control testing of imported medicinal products
2.1.3 Chemical/Physical
22 Batch certification of imported medicinal products

2.2.2 Non-sterile products

Clarifying remarks (for public users)

1.1.1.6 Other aseptically prepared products (Powders): Betalctamic antibiotics: cephalosporins. ; 1.6.4
Biological: Lal Test; 2.2.2 Non-sterile products: tablets and granules for oral suspension containing
beta-lactams antibiotics (cephalosporins).
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2019-05-30 Name and signature of the authorised pe
Competent Authority of Italy

Confidential
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