An tUdaras Rialéla T4irgi Slainte
Health Products Regulatory Authority

Health Products Regulatory Authority
CERTIFICATE NUMBER: /5440/IMP070

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

Issued following an inspection in accordance with :
Art. 15 of Directive 2001/20/EC

The competent authority of Ireland confirms the foliowing:
The manufacturer: Pfizer Ireland Pharmaceuticaly
Site address: Little C onnell, Newbridge, Kildare, Irelund

2001/20/EC transposed in the following national legislation:
Medicinal Products (Control of Muanufacture) Regulations 2007 to 2013.

Has been inspected under the national Inspection programme in accordance with Art. 13 of Direclive

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted un

2017-02-17 , it is considered that it complies with :

* The principles and guidelines of Good Manu facturing 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 1o 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 certifi

cate is valid

only when presented with all pages and both Parts | and 2. The authenticity of this certificate may be verified

in EudraGMDP, If it does not appear, please contact the issuing authority.

"1he certificate referred to in paragraph 111(5) of Directive 2001 $3/EC and § G(5) of Divectve 2001:82.C, shull also be required foy nuperts

conung fran shied conntries into ¢ Member State.,
" Grdance ot the mierpretation of tius remplate can be found in the Help menu of ExdraGMDP database.

! These reqruremenrs fulfil the GMP recommendations of WHO.

| certify that that this dpcument is a true and _
faithful copy of the origgial document or of the T1GH Mc GRODDY

relevant extracts thereft produced to me and 33 Uit Mekrion Street
which after careful exdmination | attest Notary Public for the

County and City of Dublin

% .
LL Conumissioned for Life

this ks n day g
M
Hugh McGroddy, Ndtaly Public,
33 Upper Marrian Sth ublin 2.
Commissioned for Life

Online EudraGMDP, Rel key: 4‘??&\) Issuance Date: 2017-08-30 Signatory: Ms, Cathaerlne Nnary

Teach Kevin O’Malley, lonad Phort an larla, Ardian Phort an larla, Baile Atha Cliz
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country:
Pays/Pafs: IRELAND

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

2. has been signed by

a ¢té signé par

ha sido firmado por Hugh McGroddy
3. acting in the capacity of

agissant en qualité de No tary Public

quien actia en calidad de

4. bears the seal / stamp of
est revétu du sceau / timbre de
y esté revestido del sello / timbre de

Certified
Attesté / Certificado
5.at . 6. the
a/en Dublin le /el dia 08/11/2017

Department of Foreign Affairs and Trade

8.No
sous no 7362582017

bajo el nimero

10. Signature:
Signature: |
Firma:

Ahl carifion the duthanticity of he sighalute and the capacity of the persan who has signad the public

pgfare approptiate, the ldentity of the seal or stamgz which tha pubidic document bears, Thix Apostille
ntant of the doduwment Far which i@ was Bsued. To verlty the Issuance of this Apoalils, see

dfal o




@1‘.8:\ Investigativnal Medicinal Products ]

[1 MANUFACTURING OPERATIONS
1.2 Non-sterile products
1.2.1  Non-sterile products {processing operctions for the following dosage ferms)

1.2.4.1 Capsules, hard siell
1.2.1.13 Tablets

Bateh certification

L

i
1.5 | Packaging
i iJ’_iI Primary Packing
| | [.5.1.1  Capsules, hard shell
1 1.5.1.13 Tablets
| |
! P 3.2 Secondary packing
|
:
RE Quality control testing

-

' 6.2 Microhiclogicalr non-sterility

163 Chemical/Physica!

Clavitving remarks (for public users)

Manutacruring operations include the manufacture af products with hormonal activify.

201 7-06-30 Nanie and signature of the authorised person of the
Competent Authority of Ireland

C@ﬂw HPRA
Ms. Catherine Neary \U’ )
Health Products Regulatory AuthoXjt

Tel: +353 1 6764971

Fax: +353 1 6764061
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