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Health Products Regulatory Authority
CERTIFICATE NUMBER: /5416/ASR11426/00001 *

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: Swords Laboratories
Site address: Watery Lane, Swords, Co. Dublin, Ireland

Is an active substance manufacturer that has been inspected in accordance with Art. 11 1(1) of Directive

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
2017-01-13 | 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.

! The certificate referred to in paragraph 111(5) of Directive 2001/83/EC and 86(5) of Directive 2001:82/EC, shall also be required for imports
conting from third countries into a Member State.

" Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database.

? These requirements fulfil the GMP recommendations of TVHO.
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Part 2

Manufacture of active substance. Names of substances subject to inspection :
APIXABAN( en)

ATAZANAVIR SULPHATE( en)
CAPTOPRIL( en)

DACLATASVIR DIHYDROCHLORIDE( en)
DAPAGLIFLOZIN PROPANEDIOL( en)
DASATINIB( en)

ENTECAVIR( en)

FOSINOPRIL SODIUM( en)
IXABEPILONE( en)

PACLITAXEL( en)

SAXAGLIPTIN( en)

STAVUDINE( en)

BECLABUVIR HYDROCHLORIDE (en)

3. MANUFACTURING OPERATIONS - ACTIVE SUBSTANCES

Active Substance : APIXABAN

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 (Purification step only)

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 numbenng) of the active substance)
3.6 | Quality Control Testing e i RIS MR ey

3.6.1 Physical / Chemical testing

Active Substance : ATAZANAVIR SULPHATE

3.1 Manufacture of Active Substance by Chemncal 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

35 Geneml Finislﬁngstepls 4 ,-'!\‘:_':' =_E{-;.I.-_:.I,- I‘- I_'; :r”._. AL sl e ..‘ .“ :' ._-._- : e 4 ik ).w ‘I N

3.5.1 Physical processing steps :
Drying, Delumping
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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

3.6

identification or traceability (lot numbering) of the active substance)
Quality Control Testing .

3.6.1 Physical / Chemical testing

Active Substance : CAPTOPRIL

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, Delumping
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 numbermg) ofthe active substance)
3.6 | Quality Control Testing : : : i el

3.6.1 Physical / Chemical testing

Active Substance : DACLATASVIR DIHYDROCHLORIDE

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 2
3.5.1 Physical processing steps :
Drying, Delumping
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 numbenng] ofthe active subslance)
3.6 | Quality Control Testing ' - ;

3.6.1 Physical / Chemical tcslmg

Active Substance : DAPAGLIFLOZIN PROPANEDIOL

3.1

‘Manufacture of ActIVe Substnnce by Chemical Sy‘nthesis : il Ly
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3.1.1 Manufacture of active substance intermediates

3.1.2  Manufacture of crude active substance

3.1.3  Salt formation / Purification steps :
Crystallisation (Purification step only)

3.5

:gfneml 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

3.6

identification or traceability (lot numbering) of the active substance)
Quality Control Testing e

3.6.1 Physical / Chemical testing

Active Substance : DASATINIB

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 (Purification step only)
3.5 | General Finishing Steps B AU L SO
3.5.1 Physical processing steps :
Drying, Delumping
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)
36| Quality Control Testing

k! ! ‘ il &

3.6.1 Physical / Chemical testing

Active Substance : ENTECAVIR

35

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 (Purification step only)

‘General Finishing Steps

B

3.5.1 Physical processing steps :
Drying, Wet 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
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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 ; FOSINOPRIL SODIUM

8T

_Manufaﬂture of Active Substance by Chemical Synthems

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

- General Finishing Steps

3.5.1 Physical processing steps :

Drying, Delumping
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 traceablhty (lot numbering) of the actlve substance)

3.6

' :Qualuty Coutrol Testmg

3.6.1 Physical / Chemical testing

Active Substance : IXABEPILONE

3.1 | Manufacture of Active Substance by Chemical Synthesis R * -.-Ihl'*;!}.-.;i,-~.
3.1.2  Manufacture of crude active substance
3.1.3  Salt formation / Purification steps :
Crystallisation (Purification step unly)
35 ‘_:--._General leslung BLEpSyRti S e G ey _ e

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

ldentlf'catlon or traceablhly (lot numbermg) oflhe active substance)

3.6.1 Physmal / Chemlcai testing
3.6.2 Microbiological testing excluding sterility testing

Active Substance : PACLITAXEL

3 I 3 Salt mrmatlon / Punf'catlon stcps
Crystallisation (Purification step only)
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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

3.6.1 Physical / Chemical testing
3.6.2  Microbiological testing excluding sterility testing

Active Substance : SAXAGLIPTIN

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 (Purification step only)
3.5 | General Finishing Steps
3.5.1 Physical processing steps :
Drying, Delumping
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 RS

3.6.1 Physical / Chemical testing

Active Substance : STAVUDINE

3.1 | Manufacture of Active Substance by Chemical Synthesis el LR
3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps :
Crystallisation (Purification step only)
3:5)1 General Finishing Steps 15 7 N A R
3.5.1 Physical processing steps :
Drying, Delumping
3.5.2  Primary Packaging (enclosing / seal ing 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 __Qﬁi_!iti&a(hiiﬁ‘hi Testing SRR 2 *‘? g - u o
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3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing excluding sterility testing

Active Substance : BECLABUVIR HYDROCHLORIDE

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, Delumping
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 AL ey

3.6.1 Physical / Chemical testing

2017-04-24 Name and signature of the authorised person of the
Competent Authority of Ireland

&
CERTIFIED HPRA
ZA oyl

Mr. Richard O'Sullivan

Health Products Regulatory Authority
i Tel: +353 31 6764971
e Fax
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APOSTILLE
_____(Convention de La Haye du 5 octobre 1961)

| IRELAND

“l..(‘l-lllnl'l' >
Pay«/Pais:

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

1

2. has been signed by =
a é1¢ signé par Agata Kusak-Thion

ha sido firmado por

% a'c!ing in the capac"i:_).. of
agissant en qualité de Chamber of Commerce

quien actia en calidad de

4. bears the seal / stamp of
est revétu do sceau / timbre de S
¥y estid revestido del sello / timbre de

Certified
= o Allesié [ Centificado

| _ :
e Dublin gty TP 19/07/2017

— ;

ny | Department of Foreign Affairs and Trade

i?.l!’ / F\s‘-l = | S
8.No ) i
o ‘ 6073642017

bijo el ntimero

9. Seal stamp: | 10. Signature:

Signature (‘

Firmu:

e auinenficity of the signature and the capacity of the parson who has signed tha public
niate. The identity of the seal or stamp which the public document bears, This Apastilie
'he document lor which 1t was issued. To verily the Issuance of this Apostille, sea




