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Medicines and Healthcare products Regulatory Agency
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

Issued following an inspection In dccordance with Art. 111(5) of Directive 2001/83/EC.
The competent authority of the United Kingdom confirms the following:

The manufacturer ¢
Site address f

L}

UNITED KINGDOM

|s an active substance manufacturer that has been inspected in accordance with Art. 111(1) of Directive 2001/83/EC
transposed In the following national Iggisiation: The Medicines for Human Use (Manufacturing, Wholesale Dealing
and Miscellaneous Amendments) Regulations 2005 (S| 2005/2789).

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted
on 12/03/2012, It is considered that if complies with the principles of GMP for active substances

This certificate reflects the status of the manufacturing site at the fime of the inspection noted above
and should not be ralied upon to refléct the compliance status if more than three years have elapsed
since the date of that inspection, after which time the [ssuing autharity should be consulled.

The authenticlty of this certificate may be verified with ihe lssuing autharity,

Medijcines and Healthoere products Regulatory Agency
161 Bluckingham Palace Road London BW1W 882
T 0203 08O 6000 www.mnra.gov.uk




Part 2

Human Medicinal Products

1. MANUFACTURING OPERATIONS
1.1 | Sterile products

[ 1.1:1 _ Aseplically prepared (list of dosage forms)

1.1.1.1 Large volume liquide | Not Authorised
1.1.1.2 Lyophilisates Not Authorised
1.1,1.3 Semi-solids Not Authorlsed
1.1.1.4 Small volume liquids Not Authorised
1.1.1.6 Solids and implants Not Authorisad
1.1.1.6 Other aseptically prepared products Not Authorised

1.1.2| Terminally sterillsed {list of dosage forms)

1.1.21 Large volume liquids Not Authorised
1.1.2.2 Semi-sclids Not Authorlsed
1.1.2.3 Small volume liquids Not Authorised
1.1.2.4 Solids and Implants Not Authorised

1.1.2.6 Dther terminally sterllised prepared products | Not Authorised

L_' 1,1.3 | Batch certffication only Not Authorised
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1.2 [ Non-sterile products
1.2.7 | Non-sterile products (list of dosage forms)
1.2.1.1 Capsules, hard shrtl Not Authorised
1.2.1.2 Capsules, soft shall Not Authorised
1.2.1.3 Chewing gums Not Authorised
1.2.1.4 Impregnated matrices Not Authorised
1.2.1.5 Liquids for exte use Not Authorisad
1.2.1.8 Liquids for inlernaf use Not Authorised
1.2.1.7 Medicina! gases Not Authorised
1.2.1.8 Other solid dossg? forms Not Authorised
1.2.1.9 Pressurised prepﬁnllrons Not Authorised
1.2.1.10 Radlenuclide gengrators Not Authorised
1.2.1.11 Seml-solids Not Authorised
1.2,1.12 Suppositories Not Authorised
1.2,1.13 Tablets Not Authorised
12.1.14 Transdermal patches Not Authorised
1.2,1.15 intraruminal devices Not Authorised
1.2.1.16 Veterinary premixgs Not Authorlsed
1.2,1.17 Other non-sterile medicinal product | Not Authorised
1.2.2 | Batch certification only Not Authorised
1.3 | Blological medicinai products
7.3.7| Blological medicinal produtls
1.3.1.1 Blood products Not Authorised
1.3.1,2 Immunoclogical products Not Authorised
1.3.1.3 Cell therapy predutis Not Authorised
1.3.1.4 Gene therapy products Not Autharised
1.3.1.5 Biotechnology profucts Not Authorised
1.3.1.8 Human of animal fdrac.led products | Not Authorised
1.3.1.7 Other biological medicinal products | Not Autherised
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1.3.2 | Balch oertification anly (list of product types)
1.3.2.1 Blood produicts Not Authorised
1.3.2.2 Immunological products Not Authorised
1.3.2.3 Cell therapy products Not Authorised
1.3.2.4 Gene therapy products Not Authorised
1.3.2.5 Biotechnology products Not Authorised
1 1.3.2.8 Human or animal extracted products Not Authorised
| 1.3.2.7 Other biological medicinal products Not Autherised
1.4 | Other prodicts or manufacturing activity "~ .
1747  |Menufacture of e
1.4.1.1 Herbal products Not Authorised
1,4.1.2 Homoeopathic producis Not Authorised
1.4.1.3 Biological active stating materials Not Authorlsed
1.4.1.4 Other Not Authorised
1.4.2 Sterilisation of active substances/exclpienisAinished product:
1,4.2.1 Filtration Not Authorised
1.42.2 Dry heat Not Authorised
1.4.2.3 Malst heal Not Authorised
1.4.2.4 Chemical Not Authorised
14.2.6 Gamma irradiation . Not Authorised
1.4.2.6 Electron beam Not Authorised
1.4.3 Other Not Authorised
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1.6 |Packaging only
7.5.1 | Primery packaging
1.5.1.1 Capsules, harF shell Not Authorised
1.5.1.2 Capsules, sof' shell Not Authorised
15.1.3 Chewing gums Not Authorised
1.6.1.4 Impregneted matrices Not Authofised
1.5.1.5 Liquids for ex?rnal use Not Authorised
1.5.1.8 Llquids for Inﬁmal use Not Authorised
1.5.1.7 Madicinal ﬂ'ﬂiPS Not Authorised
1,5.1.8 Other solid dosage forms Not Authorised
{1.5.1.8 Pressurised preparations Not Authorised
1.5.1.10 Radionuciide|generators Not Authorised
1.5.1.11 Semi-solids Not Authorised
1.5.1.12 Suppositories Not Authorised
1.5.1.13 Tablets Not Authorised
1.5.1.14 Transdermal patches Not Autharised
1.5.1.15 Intraruminal devices Not Authorised
1.5.1.16 Veterinary prﬂnixéa Not Authorised
1.5.1.17 Other non-stérile medicinal Not Authorised
products
152 | Secondary packaging Not Authorised
1.6 |Qualily control testing
1.6.1 | Microbiological: sterll Not Authorléed
1.8.2 | Microbiological: non-slerility Not Authorised
168.3 | Chemical/Physical Not Authorised
1.6.4 |Biological Not Authorised
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2. IMPORTATION OF MEDICINAL PRODUCTS

2.1 |Quality duqtrol-tn_tlng of imported medicinal products
2.1.1 | Microdiological: sterfiity Not Authorised
2.1.2 | Microbiological: non-sterility Noi Authorised
2.1.3 | Chemical/Physical Not Authorised
2.1.4 | Biological Not Authorjsed
2.2 |Batch certification of Imported medicinal products =
(227 | Sterile Producls
2.2.1.1 Aseptically prepared Not Authorised
2.2.1.2 Terminally sterilisad Not Authorised
2.2.2 |Non-sterile Products Not Authorised
2.2.3 | Biological medicinal producls
2.23.1 Blood products Not Authorised
2.2.3.2 Immunoclogical product Not Authorised
2,2.3.3 Celltherapy products Not Authorlsed
2.2.34 Gene therapy preducts Not Authorised
22.3.5 Biotechnology products Not Authorised
2.2.3.6 Human or animal extractet products Not Authorised
22.3.7 Other blological medicinal products Not Authorised
2.2.4 | Other Imporiation activities
22.4.1 Radiopharmaceuticals/Radlonuclide [ Not Authorised
generalors
2.2.42 Medicinal gases Not Authorised
2.2,4.3 Herbal products Net Authorisad
2.2.4.4 Homoeopathlc products Not Authorised
2.2.4.5 Biological active starting materials Not Authorised
2248 Other Not Authorised
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Manufacture of active substante. Names of substances subject to inspection:
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Any restrictions or clarifylng remarks related to the scope of this certificate:

N/A

Bullding(s)/Area(s)

Room(s)

N/A

Line(s) Equipment(s)

NIA

QC testing

Performed in .

Finished Active Substances.

Active substance intermediates,

Raw materials.

Process water and purified water (Chemical testing only).

Medicinal Product(s)/IMP(s)

As detalled above. Also (intermediate for Active Steroids)

Name of the authorised persen of the
Competent Authority of the United Kingdom

GMP Inspector

@mbhra.gsl.gov,uk

Date: 23/05/2012
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