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CERTIFICATE NUMBER: 21434/ASR11378

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 Ireland confirms the following:
The manufacturer: Pfizer Ireland Pharmaceuticals
Site address: Little Island, Co. Cork, Ireland

2001/83/EC transposed in the following national legislation:
Medicinal Products (Control of Manufacture) Regulations 2007 to 2013.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2018-08-31 , it is considered that it complies with :

» The principles of GMP for active substances ’ referred to in Article 47 of Directive 2001/83/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.

Is an active substance manufacturer that has been inspected in accordance with Art. 111(1) of Directive ‘
|
|

! 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 countries into a Member State.

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

| certify that that this document is a true and

faithful copy of the origingl document or of the « HUGH Mc GRODDY
relevant extracts theretg produced to me and 33 Upper Merrion Street
which after r:ar?fui examination | attest Dublin 2.

this /?//W Recee le v ZOZX

Hugh McGroddy, Notagy Publi
33 Upper Merrion St. /Dublin 2. e
Commissioned for Life

|

Notary Public for the
County and City of Dublin
Commissioned for Life
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Part 2

Manufacture of active substance. Names of substances subject to inspection :
ATORVASTATIN CALCIUM( en) - confidential
AXITINIB (EN)( en) - confidential

CRIZOTINIB (EN)( en) - confidential

TEMSIROLIMUS( en) - confidential

VARENICLINE TARTRA TE( en) - confidential

VORICONAZOLE( en) - confidential

TOLTERODINE L- TARTRA TE( en) - confidential

3, MANUFACTURING OPERATIONS - ACTIVE SUBSTANCES

Active Substance : ATORVASTATIN CALCIUM - confidential

3.1 | Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps :

Crystallisation

3.5 | General Finishing Steps

3.5.1 Physical processing steps :

Drying & milling

3.5.2 Primary Packaging (enclosing / sea
which is in direct contact with the substance,

353 Secondary Packaging (placing the se:

ling the active substance within a packaging material

APOSTILLE \
(Convention de La Haye du S octobre 1

961

material or container. This also includes any

. . ) - 2 1. Country:
identification or traceability (lot numbering) IRELAND

Pays/Pais:

This public document
Le présent acte public El presente documento pliblico

3.6 | Quality Control Testing

3.6.1 Physical / Chemical testing 2. has been signed by

ha sido firmado por

a été signé par Hugh McGroddy

3. acting in the capacity of
agissant en qualité de Notary Public
quien actda en calidad de

Active Substance : AXITINIB (EN) - confidential
3.1 | Manufacture of Active Substance by Che)

4, bears the seal / stamp of
est revétu du sceau / timbre de Notary Public
y estd revestido del sello / timbre de

3.1.1 Manufacture of active substance inte

3.1.2 Manufacture of crude active substanc
3.1.3 Salt formation / Purification steps : Certified
Crystallisation 5.at A Ccrzﬁ;udo
. al . . the
3.5.1 Physical processing steps : 7'22 / por Department of Foreign Affairs and Trade

Drying 8.No
3.5.2 Primary Packaging (enclosing / seali sous no 5807602018

which is in direct contact with the substance LD i
3.5.3 Secondary Packaging (placing the se
material or container. This also includes any
identification or traceability (lot numbering)
3.6 | Quality Control Testing

#‘.' Lartifies tha authentcity of the signature and tha capacity of the persan wha Thas signed the public
po era appropriats, the idantity of the seal or stamp which e public docament baars, This Apaulille
sl content of the documant for which it was lssued T verify the issuance of thia Apcstille, see
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3.6.1 Physical / Chemical testiff" ~ °0uc Regulatory Authoriy

Active Substance ; CRIZOTINIB (EN) - confidential

3.1 | Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates
3.1.2  Manufacture of crude active substance
3.1.3 Salt formation / Purification steps :
Crystallisation
3.5 | General Finishing Steps
3.5.1 Physical processing steps :
Drying & milling
3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)
3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)
3.6 | Quality Control Testing
3.6.1 Physical / Chemical testing

Active Substance : TEMSIROLIMUS - confidential

3.1 | Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps :
Crystallisation
3.5 | General Finishing Steps
3.5.1 Physical processing steps :
Drying
3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)
3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)
3.6 | Quality Control Testing. i Y
3.6.1 Physxcal / Chemical testing

Active Substance : VARENICLINE TARTRATE - confidential

3.1 | Manufacture of Active Substance by Chemical Synthesis AR Vs, o
3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps :
Crystallisation
3.5 [ General Finishing Steps
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3.5.1 Physical processing stefl§3th Products kegulatory Authority \]
Drying & milling

3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)
3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)
3.6 | Quality Control Testing

3.6.1 Physical / Chemical testing

Active Substance : VORICONAZOLE - confidential

3.1 | Manufacture of Active Substance by Chemical Synthesis

.1 Manufacture of active substance intermediates

.3 Salt formation / Purification steps :
Crystallisation of intermediate

3.5 | General Finishing Steps

B
2.
~
2.

3.5.1 Physical processing steps :

Drying
3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)
3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)
3.6 | Quality Control Testing

3.6.1 Physical / Chemical testing

Active Substance : TOLTERODINE L- TARTRATE - confidential
3.1 | Manufacture of Active Substance by Chemica] Synthesis

3.1.1 Manufacture of active substance intermediates

3.1.3 Salt formation / Purification steps :
Crystallisation of Tolterodine L- Tartrate Intermediate 3 (TLJ)

3.5 | General Flmshing Steps - ST A

3.5.1 Physical processing steps :

Drying
3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)
3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)
3.6 | Quality Control Testmg 3] LA

3.6.1 Physical / Chemical testing

4. Other Activities - Active Substances :
Distribution: Atorvastatin Calcium, Crizotinib, Temsirolimus, Varenicline Tartrate, Axitinib,
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2018-11-28 Name and signature of the authorised person of the
Competent Authority of Ireland

e |
210 @ (./
{ 77 in L @
Mr. Oisin Daly ) %
Health Products Regulatory /&Qﬂ{}
Tel: +353 31 6764971
Fax
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