MIAIMP)  MIA(IMP) MHRA Site No: 27971 TR
NUMBER; 15058 | i

Manufacture

1.3.1 | Biological medicinal products (list of product types)

1.3.1.1 Blood products Not Authnﬁsed
1.3.1.2 Immunological products Not Authurised
1.3.1.3 Cell therapy products Not Authorised F
1.3.1.4 Gene therapy products Not Authorised .
1.3.1.5 Biotechnology products Not Authon‘se}ﬁ ;
1.3.1.6 Human or animal extracted products : Nﬁt Authorised
1347 ogher biological medicinal products it 'Authmse 4
1.3.2 | Batch certification 6!1!5/ (list of product types)

1.3.2.1 Blood [.Jl‘Dd.LIClS Not Authorised
1.3.2.2 Immunological products Not Authorisaed
1.3.2.3 Cell therapy products Not Authorised
1.3.2.4 Gene therapy pmduéts Not Authorised
1.3.25 éiutechnolngy products Not Authorised
1.3.2.6 Human or animal extracted products Not Authorised
1.3.2.7 Other biological medicinal products

Not Authorised
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MIACMP)  MIA(MP)  MHRA Site No: 27971..
15059 P

NUMBER:

VERsION; 1

Manufacture
1.4.7 Manufact'ure of:
1.4.1.1 Herbal products Not Authorised
1 1.4.1.2 Homoeopathic products Nat Authorisad
-1.4.1.3 Biological active starting materials Not Authorssd
1 1.4.1.4 Other
: Not Authorised
1.4.2 | Sterilisation of active substances/excipients/finished
| products:
i
| 1.4.2.1 Filtration Not Authorised
1.4.2.2 Dry heat Not Authorised
1.4.2.3 Moist heat Not Authorised
1.4.2.4 Chemical Naot Authorised
1.4.2.6 Gamma irradiation Not Authorised
1.4.2.6 Electron beam Not Authorised
143 | Others Not Autharised
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MIA(IMP)
NUMBER:

MIA(IMP) " MHRA Site No: 27971
- 15059 _

T

1 e

VERsion: 1

Packdging o 'Packaging
1.5.1 | Primary pa;:king
1.5.1.1 Capsules, hard shell Not Authorised
1.5.1.2 Capsules, soft shell Not Authorised
1.5.1.3 Chewing gums ‘Not Authorised
1.5.1.4 Impregnated matrices Not Authorised
1.5.1.5 Liquids for external use Not Authorised
1.5.1.8 Liquids for internal use 'Not Authorised
1.5.1.7 Medicinal gases Not Authorised
1.5.1.8 Other solid dosage forms Authorised
1.5.1.9 Pressurised preparations Not Authorised
1.5.1.10 Radionuclide geherﬁlors Not Authorised
1.5.1.11 Semi-solids Authorised
1.5.1.12 Suppositories Not Authorised
1.5.1.13 Tablets Authorised
1.5.1.14 Transdermal patches Not Authorised
1.5.1.15 Other non-sterile médl_r:inal praducts
Not Authorised
1.5.2 | Secondary packing Authorised
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MIA(MP)  MIA(IMP) MHRA Site No: 27971
NumBER: 15059 el

VERSION: 1

1.6.1 Microbiological: sterility Not Authorised
1.6.2 Microbiological: nnﬁ-sterility Not Authorised
1.6.3 Chemical/Physical Nt Authorised
1.6.4 Biological Not Authorised

Any restriclions or clarifying remarks related to the scope of these Manufacturing operations:
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MIA(IMP) = MIA(IMP) ~  MHRA Site No: 27971 VERSION: 1
Numser: - 15058 e .

ANNEX 2 - SITE INFORMATION (continued) -

Part 2 - IMPORTATION OF INVESTIGATIONAL MEDICINAL PRODUCTS

- authorised importation activities without manufacturing activity

- authorised importation activities include storage and distribution unless informed to the
contrary

Import
2.1.1 Microbiological: sterility Not Authorised
2.1.2 Microbiological: non-sterility. T Not Authorised
A.3cC i i3
2.1.3 Chemical/Physical Not Authorised
1.4 Bi
44 Siptogical Not Authorised
2.2.1 | Sterile Products
2.2.1.1 Aseptically prepared Not Authorised
2.2.1.2 Terminally sterilised Naot Authorised
2.2.2 | Non-sterile products Not Authorised
2.2.3 | Biological medicinal products
2.2.3.1 Blood products Not Authorised
2.2.3.2 Immunological products Not Authorised
2.2.3.3 Cell therapy products Not Authorised
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MIA(IMP)  MIA(IMP) MHRA Site No: 27971 VERSION: 1
- NUMBER: 15068 3 ;

2.2.3.4 Gene therapy products Not Authorised
2.2.3.5 Biotechnology products Not Authorised
2.2.3.6 Human or animal extracted products Not Authorised
2.2.3.7 Other biological medicinal products

; Not Authorised

2.2.4 | Other importation acﬁﬁﬂes
(any other relevant importation activity that is not covered
above e.g. importation of radiopharmaceuticals, medicinal
gases, herbal or homeaopathic products, etc.)
2.2.4.1 Radiopharmaceuticals/Radionuclide generators Not Authorised -
2.2.4.2 Medicinal gases Not Authorised
2.2.4.3 Herbal products Not Authorised
2.2.4.4 Homoeopathic products Not Authorised
2.2.4.5 Biological active starting materials “"Not Authorised
2.2.4.6 Other
Not Authorised

Any restrictions or clarifying remarks related to the scope of these importing operations:
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MIA(MP) - MIA(MP) ~ MHRA Site No: 27971 - VEmsion: 1
NUMBER: 15059 - _ '

ANNEX 5/6 — SITE INFORMATION (cq_ntinu_ed)

Personnsl

Key to Roles:

QP - Qualified Person

TQP — Transitional Qualified Parsan

PM — Praduction Manager/Supervisor

QC —Person responsible for Quality Control
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MIA(IMP) MIA(IMP) 15059

NUMBER:

ANNEX 9 — STORAGE SITES

VERSION: 1

MHRA SITE NUMBER;

SITE NAME:

ADDRESS:

27971

MDS PHARMA SERVICES (22-24 LISBURN ROAD, BELFAST, BT9 6AD,

GB LIMITED

UNITED KINGDOM
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