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

1372 P.O. Box:450.
National Institute of Tel: +36 1 88 69-300, Fax: +36 1 88 69 460
Pharmacy and Nutrition E-mail: ogyei@ogyei.gov.hu, Web: www.ogyei.gov.hu

National Institute of Pharmacy and Nutrition

Union Format for Registration of Manufacturer, Importer
or Distributor of Active Substances to be used as Starting
Materials in Medicinal Products for Human Use

1. Registration Number : OGYEI/10809-2/2018

2. Name or corporate name of : CF Pharma Gydgyszergyarté Kft. (CF Phanma Kft.) / CF Pharma Ltd.
registrant

3. Permanent or legal address : Kén u. 5., Budapest, 1097, Hungakry

of registrant

4, Address(es) of site(s) : Kén u. 5., Budapest, 1097, Hungary

where registered activities

take place

5. National legal basis of . Act XCV of 2005, oh\Medicinal Products for Human Use

registration

6. Name of responsible officer : Csilla Pozsgay
of the competent authority of
the member state validating

the registration e
- Coe R / C ’?é
7. Signature » » )7 —
{
= \

8. Date : 2018-03-01

This registration form is valid only when presented with all pages. The authenticity of this registration
form may be verified in the Union database or with the validating authority.

The registration holder referred to in section 2 shall communicate annually to the competent authority
an inventory of the changes which have taken place as regards the information provided in this
registration form. Any changes that may have an impact on the quality or safety of the listed active
substances must be notified immediately.

1/5



OGYEL/10809-2/2018

SCOPE OF REGISTRATION

Name and address of the site: CF Pharma Gydgyszergyartd Kft. (CF Pharma Kft.) / CF Pharma Ltd.,
Kén u. 5., Budapest, 1097, Hungary

1. MANUFACTURING OPERATIONS
Active Substance : CABERGOLINE
(81409 90-7)

A Manufacture of Actlve Substance by Chemlcal Synthe5|s: :

A.1 Manufacture of active substance intermediates
A.2 Manufacture of crude active substance
A.3 Salt formation / Purification steps

E. General Finishing’ Steps

E.1 Physical processing steps

E.2 Primary Packaging (enclosing / sealing the active substance withip a packaging
material which is in direct contact with the substance)

E.3 Secondary Packaging (placing the sealed primary package'within an outer packaging
material or container. This also includes any labelling of thefmaterial which could be used
for identification or traceability (lot numbering) of the active substance)

F '_Quallty Control Testlng

F.1 Physical / Chemical testing

Active Substance : BICALUTAMIDE
(90357-06-5)

A Manufacture of Active Substanc@by%j hemlcal SyntheS|s

A.1 Manufacture of active substance intermediates
A.2 Manufacture of crutle @ctive‘substance
A.3 Salt formation / Purification steps

E GeneralFihishi%?@gﬁ%ﬁ;ﬁ:w., '
L N

E.1 Physical processing steps

E.2 Primary Packaging (enclosing / sealing the active substance within a packaging
material which is in direct contact with the substance)

E.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 traceablllty (lot numberlng) of the active substance)

E ' :,Quahty Control Testing ‘

F.1 Physical / Chemical testing

Active Substance : BIPERIDEN
(514- 65 -8)

A Manufacture of Actlve Substance by Chemlcal Synthe5|s “

A.1 Manufacture of active substance intermediates
A.2 Manufacture of crude active substance
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A.3 Salt formation / Purification steps

E | General Finishing Steps

E.1 Physical processing steps

E.2 Primary Packaging (enclosing / sealing the active substance within a packaging
material which is in direct contact with the substance)

E.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 /dentlf/cat/on or traceab///ty ( lot number/ng ) of the active substance)

F Quality Control Testlng

F.1 Physical / Chemical testing

Active Substance : ATRACURIUM BESYLATE
(64228-81-5)

A Manufacture of Actlve Substance by Chemlcal Synthes1s :

A.1 Manufacture of active substance intermediates
A.2 Manufacture of crude active substance
A.3 Salt formation / Purification steps

E | General Finishing Steps

E.1 Physical processing steps

E.2 Primary Packaging (enclosing / sealing the active substance within a packaging
material which is in direct contact with the substance)

E.3 Secondary Packaging (placing“the‘sealed primary package within an outer packaging
material or container. This als@ includes any labelling of the material which could be used
for identification or traceability ( Jot' numberlng ) of the actlve substance)

‘F ‘Quahty Control Test g%ﬂ}

F.1 Physical / Chemigal testing

Active Substance : BIPERIDEN HYDROCHLORIDE
(1235 82 1)

A Manufacture of Active Substance by Chemlcal Synthesns

A.1 Manufacture of active substance intermediates
A.2 Manufacture of crude active substance
A.3 Salt formation / Purification steps

E | General Finishing Steps

E.1 Physical processing steps

E.2 Primary Packaging (enclosing / sealing the active substance within a packaging
material which is in direct contact with the substance)

E.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)
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F | Quality Control Testing

F.1 Physical / Chemical testing

Active Substance : CISATRACURIUM BESYLATE
(96946-42- 8)

A ;;/, j Manufacture of Active Substance by Chemlcal SyntheSIs

A.1 Manufacture of active substance intermediates
A.2 Manufacture of crude active substance
A.3 Salt formation / Purification steps

E General(Finis’hinngteﬁa

E.1 Physical processing steps

E.2 Primary Packaging (enclosing / sealing the active substance within a packaging
material which is in direct contact with the substance)

E.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 traceablllty (lot numberlng ) of the activé substance)

F » Quallty Control Testlng . - g ?@ﬁ

F.1 Physical / Chemical testing

Active Substance : METHOTREXATE

{5915 2)

A i Manufacture of Actlve Substance li’f]y(‘hemlcal Synthes:s
. - A

A.1 Manufacture of active substanceintermediates
A.2 Manufacture of crude active substance
A.3 Salt formation / Pdrification steps

E | General FirlohigSs sy

E.1 Physical processing steps

E.2 Primary Packaging (enclosing / sealing the active substance within a packaging
material which is in direct contact with the substance)

E.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 ldentlflcat/on or traceab///ty (lot number/ng) of the act/ve substance)

F Quallty Control Testlng

F.1 Physical / Chemical testing

Active Substance : LERCANIDIPINE HYDROCHLORIDE HEMIHYDRATE
(100427-27- -8)

‘A Manufacture of Actlve Substance by Chemlcal SyntheSIs

A.1 Manufacture of active substance intermediates
A.2 Manufacture of crude active substance
A.3 Salt formation / Purification steps
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E. Geheral Finishihg Steps

E.1 Physical processing steps

E.2 Primary Packaging (enclosing / sealing the active substance within a packaging
material which is in direct contact with the substance)

E.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 traceablllty (Iot number/ng ) of the act/ve substance)

FE ,’Quallty Control Testmg

F.1 Physical / Chemical testing

2. IMPORTATION AND DISTRIBUTION OPERATIONS

B | Distribution

| LAMO":‘F‘R’I‘(VS,iNE (’2’3405>7—8;1-1v)>” :
CABERGOLINE (81409-90-7)
BICALUTAMIDE (90357-06-5)

BIPERIDEN (514-65-8)

ATRACURIUM BESYLATE (64228%81-5)
BIPERIDEN HYDROCHLORIDE (1235-82-1)
CISATRACURIUMBESYLATE (96946-42-8)
LERCANIDIPINE HYDROCHLORIDE HEMIHYDRATE (100427-27-8)

METHOTREXATE (59-05-2)
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