BE IT KNOWN that [, 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 the Certificate of
GMP Compliance of a Manufacturer issued to Pfizer Manufacturing Belgium
NV annexed hereto is a true copy of the original docume

SIGNED and sealed at 268 BatiiRo re id bn 13t May 2020,

Notary Public
England and Wales

Protocol No. iz/2¢
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This public document
Le présent acte public / El presente documento pliblico

2. Has been signed by \
a été signé par Sunita Kumerj
ha sido firmado por
3. Acting in the capacity of \
agissant en qualité de Notary Public
quien actua en calidad de

4. Bears the seal / stamp of e

est revétu du sceau / timbre de The Said Notary Public
Y esta revestido del sello / timbre de

A
Pays / Paia. United Kingdom of Great Britain and Northern Irelang

Certified R
Attesté / Certificado

5. at 6. the

by London 1o/ ¢l dia 14 May 2020
7. by Her Majesty's Principal Secretary of State

par / por for Foreign and Commonwealth Affairs
e
2. Number APO-1906024

S0us no / bajo el numero

i R.
9. Seal / stamp 10. Slgntature James
Sceau / timbre g_lgna ure
Sello / timbre irma
--------—_

i ignature, seal or stamp on the attached
kil i i nly confirms the authenticily of tne signa illes attached to documents that
Psmsglcl:ecnlﬁn?:t‘?t ﬁé'iiiiuhn?#’nﬁﬁs dazihgnttciiy of the undariylng daﬁ:‘;”i;‘ém:g"cm ducted the certification only,
e 2een photocapied and cerified in the UK confirm the signature of 1:3 CoREES SPUHA SIS GG oy
It dogg not authenticate either the s on the original document or .
gnature to the Hague Convention of the 5th of October
yﬁon of the mission representing that country

e.service.gov.uk

I this document ig 1o he ysed in a country not Pﬂ"tc
1961, it should be presented to the consular 58

ostill
To verify this apostille go to www.verifyap




Medicines and Health Products
CERTIF
[FICATE NUMBER: BE/GMP/2020/009

MPLIANCE OF A MANUFACTURER '

Federal Agency for

CERTIFICATE OF GMP CO

Part 1
ssued following an inspection in accordance with :
ded

I
Art. 111(5) of Directive 2001/83/EC as amen
The competent authority of Belgium confirms the following:
The manufacturer: Pfizer Manufacturing Belgium NV
gite address: Rijkswes 12, Puurs, 28 70, Belgium
nal inspection programme T Thmens
manufacturin
2

ed under the natio
277 H in accordance with Art. 40 of Directive 2001/83/EC tr
ansposed in th
e followin
g

Has been inspect
authorisation no.
national legislation:

Article 12 pis, §1of the Law of 25th March 1964 related
to the Medicinal
Products

ained during inspection of thi
: s manufactu
dered that it complies with : uldetares; ihelaestot whihiv
: as cond
f Good Manufacturi : Hetedon
uring Practice laid down in Directi
ective 2003/9
4/EC’

wledge 8
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and guidelines o
T; 8 lc:jem?;ztferﬁé]:its th": Sta'rfl.]ls of the manufacturing site at the tim
u no 1 on to re z .
s f0| + Tsgpecti Hoi rh' sakitie compliance status if more th ¢ of the inspection noted
of that insp® e : ?er’ this period of validity may be reduced an three years have ela above and
iples by an entry in the Restricti ) or extended usi psed since
ions or Clarifying remarks fi Il:im"rjl‘g regulatory risk e
eld. This certi
ificate is val
valid

mallagcu I : e art an I C ty
t p Zes and bOth Parts 1 d 2 he authent' i rtif
a IC1 Df thlS C i
ertifi

only when presente
in EudraGMDP. If it does not appear, please contact the issui
ing authority

From the kno
2020—01—29 , it
+ The princip]es

ca
te may be verifieg

! "
The certificate referred to in paragmp!r 111(5, :
; " S of Directiv,
coming from (hird countries into @ Member sz)u of Directive 2001/83/EC and 80(5) of Di
- % irectiv
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= S0 be requir
od for im
iports

e
3 y
These requirements Sfulfil the GMP recommendations of WH
L 0.
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] DP databa
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Online EudraGMDP, Ref ke
\ y: 86202
Issuance Date: 2020-04
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Signatory:
ry:Mr. X.D
- X.D. Guyper
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( Human Medicinal Products

1 MANUFACTURING OPERATIONS

1.1 Sterile products
red (processing operations for the following dosage forms)

sl T
1.3.22

1.1.1 Aseptically prepa
1.1.1.2 Lyophilisates

Special Requirements
7 Other: highly potent products/certain hormones(en)

1.1.1.3 Semi-solids

Special Requirements
7 Other: highly potent products(en)

1.1.1.4 Small volume liquids

Special Requirements
7 Other: highly potent products/ certain hormones(en)

1 ] 2 7erminally Sterilised @rocessin operi ol f
oA g operations jor thefb”()w[n d
g osagefo,,ms)

1.1.2.3 Small volume liquids

7.1.3 Batch certification

.
1.3 Biological medicinal products (list of product types)
 —— & . . P
7.3.1 Biological medicinal products (list of product types)
1.3.1.2 Immunological products
1.3.1.5 Biotechnology products
1.3.1.6 Humanor animal extracted products

Special Requirements
7 Other: low molecular weight heparin(en)

2 Batch Certification (list of product types)

Immunological products

1.3.2.5 Biotechnology products
1.3.2.6 Human or animal extracted products

__.-—-—'-'_'J"_'_‘__—

Clarifyin
[nspected areda:

filling only

g remarks (for public users)

Aseptic Area South”/ 1.3.1.2: formulati
s dodis an -

1.3.1.6: formulation and filling only on and filling only 1.3.].5- ol
) ation and

online EudraGMDP, Ref key: 86202

Issuance Date: 2020-04-22 Sigr atmy. Mr. X.D. C
u
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Name and signature of the authorised person of the

2020-04-22
Competent Authority of Belgium

in name of
#=  géyerine Brasseur

afmps £ (signature)
f 2020.04.23 09:57:03
dgg ozor
Mr. Xavier De Cuyper
Federal Agency Jfor Medicines and Health Products
Tel: +32 2 5284000
Fax +32 2 5284001

Online EudraGMDP, Ref key: 86202 lssuance Date: 2020-04-22 s]gnamry. T
<Mr. X. D. Cuyper
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