O G Y E l H-1051 Budapest, Zrinyi u. 3.

Noror - 1372 P.0. Box:450,
Pstiuna Insti;u]:je o.f. Tef: +36 1 88 69-300, Fax: +36 1 88 69 460
armacy and Nutrition E-mail: ogyei@ogyei.gov.hu, Web: www.ogyei.gov.hu

National Institute of Pharmacy and Nutrition
CERTIFICATE NUMBER: OGY1/26154-7/2015

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER '~

Part1

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

The competent authority of Hungary confirms the following:

The manufacturer: Symed Laboratories Limited, Unit-IT

Site address: Plot No. 25/B Phase III, IDA Jeedimetla, Hyderabad, Telangana, 500055, India
DUNS Number: 67-639-6796

Is an active substance manufacturer that has been inspected in accordance with Art. 111(1) of Directive
2001/83/EC.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2016-02-16 , 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 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.
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Part 2

Manufacture of active substance. Names of substances subject to inspection :
AGOMELATINE (FORM I)( en)

AMISULPRIDE( en)

CINITAPRIDE HYDROGEN TARTRATE( en)

DAPOXETINE HYDROCHLORIDE( en)

DEFERASIROX( en)

HYDROXYZINE HYDROCHLORIDE( en)

IRON SUCROSE (LIQUID)( en)

IRON SUCROSE (POWDER)( en)

ITOPRIDE HYDROCHLORIDE( en)

KETOROLAC TROMETAMOL (KETOROLAC TROMETHAMINE)( en)
LEVOCETIRIZINE DIHYDROCHLORIDE( en)

LINEZOLID (FORM III)( en)

MECLOZINE HYDROCHLORIDE (MECLIZINE HYDROCHLORIDE)( en)
RACECADOTRIL( en)

3. MANUFACTURING OPERATIONS - ACTIVE SUBSTANCES

Active Substance : AGOMELATINE (FORM I)
31| 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 :
not published
SRl ;General Flnlshmg Steps

3.5.1 Physical processing steps

drying, pulverisation
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
1dent1 ﬁcatlon or traceablhty (lot numbenng) of the actlve substance)

3 6 1 Physmal f Chcrmcal testlng
3.6.2 Microbiological testing excluding sterility testing

Active Substance : AMISULPRIDE

31 Manufacture of Actlve Substance by Chemlcal Synthes1s g

3.1.1 Manufacture of actlve substance 1ntermed1ates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps :
not published
35| GemeralFimishimgSteps
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3.5.1 Physical processing steps :

drying, pulverisation, blending
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 traceab1l1ty (lot numbenng) of the actwe substance)
3.6 | .Quahty Control Testmg : T

3.6.1 Physmal / Chemlcal testing
3.6.2  Microbiological testing excluding sterility testing

Active Substance : CINITAPRIDE HYDROGEN TARTRATE

31| }Manufacture of Actlve Substance by Chemlcal Synthes1s

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

not published

35 Ge"" ral Fm:shmg Steps

3.5.1 Physical processing steps
drying, pulverisation
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 numbermg) of the actlve substance)
3.6 '.-Quahty Control Testlng : T :

3.6.1 Physical/ Chemical testmg
3.6.2 Microbiological testing excluding sterility testing

Active Substance : DAPOXETINE HYDROCHLORIDE
Slile Manufact" e of Actlve Substance by Chemmal Synthesis

3:1:1 Manufacture of active substance 1ntermed1ates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps :

not published
3.5 | General leshmg Steps

3.5.1 Physical processing steps
drying, milling, blending

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 thc actwe substance)

3.6 _"Quahty Control Testmg i - . s
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3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing excluding sterility testing

Active Substance : DEFERASIROX

3 1 e;Manufacture of Actwe Substanc

3.1.1 Ma.nufacture of active substance mtermedlates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps :

not published

35 | General Finishing Steps

3.5.1 Physical processing steps :

drying, milling, blending
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 numbenng) of the act1ve substance)
301 Quallty Control Testlng . : o

3.6.1 Phys1ca1 / Chermcal testlng
3.6.2 Microbiological testing excluding sterility testing

Active Substance ; HYDROXYZINE HYDROCHLORIDE

3l Manufacture of Actlve Substance by Chemlcal Synthe51s

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps :
not published
3500 General Fnushmg Steps =0 o0 0

3 5 1 Physical processing steps
drying, pulverisation, blending

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

Identlﬁcauon or traceability (lot numbermg) of the act1ve substance)

36| Qu ntrol Testing : -

3.6.1 Physwal / Chcrmcal testmg
3.6.2 Microbiological testing excluding sterility testing

Active Substance : IRON SUCROSE (LIQUID)
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 :
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not published

35 General leshmg Steps

3.5.2 Primary Packaging (enclosing / sealing the active substance w1th1n a packagmg matenal
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 traceab111ty (lot numbenng) of the actlve substance)
3.6 | '_Quahty Control Testlng : L L o

3.6.1 Physical/ Chemlcal testmg
3.6.2 Microbiological testing excluding sterility testing

Active Substance : IRON SUCROSE (POWDER)

811 :f:Manu =;cture of Active Substance by Chemical Synthesis

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

not published

3.5/ Rcencral Finishine StensERIIREREE e i e

3.5.1 Physical processing steps :
drying, milling, blending

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

1dent1ﬁcat10n or traceablhty (lot numbenng) of the actwe substance)

3.6.1 Physmal / Chemlcal testmg |
3.6.2 Microbiological testing excluding sterility testing

Active Substance ;: ITOPRIDE 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 :

not pubhshed

3i5 1

3 5 1 Physwal processing steps

drying, pulverisation, blending
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 traceab1hty (lot numbenng) of the actwe substance)
3.6 | Quallty Control Testmg """ L L e
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3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing excluding sterility testing

Active Substance : KETOROLAC TROMETAMOL (KETOROLAC TROMETHAMTNE)
E 321:: DE_‘;Manumcture‘!ot Actwe Subs hemica ' . i

3.1.1 Manufacture of active substance 1ntermed1ates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps :

not published

3.‘5__ ; General Flmshmg Steps

3.5.1 Physical processmg steps

drying, pulverisation, blending
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

1dent1ﬁcat10n or traceab111ty (lot numbering) of the actwe substance)
3% "?‘i_ b

3 6 1 Phys1cal / Chemmal testing
3.6.2 Microbiological testing excluding sterility testing

Active Substance ;: LEVOCETIRIZINE DIHYDROCHLORIDE

3.1 Manufacture of ACthE Substance by Chemtcal Synthesm :

3.1.1 Manufacture of active substance intermediates

3.1.2 Manufacture of crude active substance

3.1.3 Salt formation / Purification steps :
not published

3.5 | General Finishing Steps

3.5.1 Physical processing steps :

drying, pulverisation
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 numbermg) of the actlve substance)
13:08 f.fQuallty Control Testmg o e e
3.6.1 Phys1ca1 / Chemical testmg
3.6.2 Microbiological testing excluding sterility testing

Active Substance : LINEZOLID (FORM III)

3.1.1 Manufacture of actlve substa.nce 1ntermed1ates
3.1.2 Manufacture of crude active substance

3.1.3 Salt formation / Purification steps :
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not published

3.5 | General Finishing Steps

3.5.1 Physical processing steps :

drying, milling, micronisation, blending
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
1dent1ﬁcat1on or traceablhty (lot numbermg) of the actlve substancc)

36|

3.6.1 Phys1ca1 / Chemlcal testing
3.6.2 Microbiological testing excluding sterility testing

Active Substance : MECLOZINE HYDROCHLORIDE (MECLIZINE HYDROCHLORIDE)

311 Manufacmre of Actwe Substance by Chemlcal Synthe51s

3.1.1 Manufacture of active substance 1ntermed1ates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps :

not published

1350 "General Finishing Step'::‘ e

3.5.1 Phys:ca] 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 traceablhty (lot numbenng) of the actlve substance)
3.6 '..Quahty C"’:"trol Testmg . e e

3.6. 1 Physical / Chcmlcal testlng
3.6.2 Microbiological testing excluding sterility testing

Active Substance : RACECADOTRIL
3.1 ':E;Manufacture of Active Substance by Chemlcal Synthes:s

3.1.1 Manufacture of act1ve substance 1ntenned1ates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps :

not published
3.5:| General leshmg Steps

3.5.1 Physical processing stcps

drying, milling, blending
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
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_identiﬁcation or traceability (lot numbering) of the active substance)

3.6 | Quality Control Testi

3.6.1 Physical/ Chemica.l. testing
3.6.2 Microbiological testing excluding sterility testing

2016-07-15 Name and signature of the authorised person of the

Competent Authority of Hungary

Mr. Szilard Nagy
National Institute of Pharmacy and Nutrition
Tel: +36 1886 9305
Fax +36 1886 9461
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