LAGEMIDDEL
STYRELSEN

Y/ Av/4

DANISH MEDICINES AGENCY

Tilladelse til fremstilling og indfersel af lagemidler og mellemprodukter til veterinar brug
Manufacturer's / Importer's Authorisation regarding Veterinary Medicinal Products

Leaegemiddelstyrelsen godkender hermed, at
The Danish Medicines Agency hereby authorises

1. Autorisationsnummer Authorisation No. 16251

2. Virksomhed/fremstiller Name of manufacturer Sterigenics Denmark A/S

3. Fremstillingssted(er) Aa, Louis-Hansens Allé 11
Manufacturing site(s) DK-3060 Espergerde
Virksomhedsnummer DKMA No. 13955

udferer de i vedheeftede annekser naevnte aktiviteter
fo carry out the activities mentioned in the Annexes attached

4. Virksomhedens registrerede hovedadresse Aa. Louis-Hansens Allé 11
Legally registered address DK-3060 Espergaerde Virk.nr. DKMA No. 13955
5. Tilladelsens gyldighedsomrade Annex 1, Annex 2

Scope of authorisation

6. Lovgrundlag for tilladelsen Leegemiddelloven - Lov nr. 1180 af 12. december 2005
Legal basis of authorisation § 39, stk. 1 og 2. The Medicines Act - Act No. 1180 of 12th Dec 2005 as
amended by Act No. 538 of 8 June 2006 and Act No. 1557 of 20 Dec 2006

Bekendtgorelse nr. 1242 af 12. december 2005 om fremstilling og indfoersel af laegemidler og mellemprodukter.
Regulations by the Danish Medicines Agency on the Manufacturing and Importation of Medicinal Products, including Semi-Finished Prod-
ucts. Bekendtgerelse nr. 1243 af 12. december 2005 om distribution af leegemidler. Tilhorende @ndringer.
Regulations by the Danish Medicines Agency on the Distribution of Medicinal Products - plus additional amendments.

Anden relevant lovgivning/bekendtgerelser. Additional Acts and Regulations.

7. Ansvarlig for udstedelsen Responsible Officer Maria Skiffard, cand.pharm. MSc Pharm
8. Underskrift Signature ()Q/Q : %/ > k& ......
9. lkrafttreedelsesdato Applies as from 25. juni 2010 25 June -;0;0
Tilladelsen er gyldig indtil Valid until 1. juni 2014 1 June 2014
10. Bilag Annexes attached Annex 1, Annex 2, Annex 5, Annex 6

Det er en betingelse for opretholdelse af tilladelsen, at der ikke uden Leegemiddelstyrelsens forudgéende godken-
delse gennemfores @endringer i de forhold vedrerende virksomheden, der ligger som grundlag for udstedelsen. It is
a conditioti for maintaining the authorisation that no changes are made to the circumstances that form the basis of the authorisation.

Ansoagning om forleengelse skal indgives senest tre maneder forud for udlob. Application for renewal must be filed no less
than three months before the expiry date.

Denne tilladelse erstatter tilladelse med aut.nr. 11135 Substitutes authorisation with Aut. No. 11135
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TILLADELSENS GYLDIGHEDSOMRADE ANNEX 1

Scope of Authorisation

Adresse pa site Address of the site Aa. Louis-Hansens Allé 11, DK-3060 Espergeerde

LZAGEMIDLER TIL VETERIN/ZER BRUG VETERINARY MEDICINAL PRODUCTS

GODKENDTE AKTIVITETER AUTHORISED OPERATIONS

X

Fremstillingsaktiviteter (iht. del 1) Manufacturing Operations(according to part 1)
Indfersel af leegemidler (iht. del 2) Dmportation of Medicinal Products (according to part 2)

ANNEX1-DEL1 FREMSTILLINGSAKTIVITETER MANUFACTURING OPERATIONS

Godkendte fremstillingsaktiviteter inkluderer fuld og delvis fremstilling (alle produktionsprocesser og pakkeoperationer,
markning, opdeling, ompakning, etikettering), frigivelse, indforsel /udforsel samt modtagelse, oplagring og engrosforhand-
ling af de anforte leegemiddelformer, medmindre andet er anfart. Authorised manufacturing operations include total and partial
mantfacturing (including various processes of dividing up, packaging or presentation), batch release and certification, importation, stor-
age and distribution of the specified dosage forms unless informed fo the contrary.

Sdfremt der fremstilles specielle produkter, fx radioaktive legemidler eller produkter, der indeholder penicilliner, cytotoxi-
ner, cepha-losporiner, hormoner og hormonlignende stoffer eller andre potentielt risikable aktive stoffer, er dette anfort un-
der relevant produkttype og leegemiddelform. If the company is engaged in manufacture of products with special requirentents e.g.
radiopharmaceuticals or products containing penicillin, cytotoxics, cephalosporins, substarces with hormonal activity or other pofentially
hazardous active ingredients this is stated under the relevant product type and dosage form.

Feerdigkonfektionering udelukkende (1.5): Indforsel/ frigivelse er ikke inkluderet, medmindre andet er anfort. Packaging only
(1.5): Importation and batch certification are nof included unless informed to the contrary.

Udlevering af leegemidler med apoteksforbehold ma, hvad enten dette er forbundet med betaling eller ej, ikke ske direkte til
forbrugere. Distribution of medicinal products comprised by the Pharmacy Monapoly directly to consumers must not take place,
whether or not payment is involved.

1.4

Andre leegemidler eller andre fremstillingsaktiviteter
Any other velevant manufacturing activitylproduct type that is not covered above

14.2 Sterilisation af Sterilisation of
Aktive stoffer Active substance/Ravarer Excipients/Fardigvarer Finished products
1.4.2.6  Elektronstraling Electron beam

1.6

Analyse Quality Control testing

1.6.1 Mikrobiologisk, sterilitet Microbiological, sterility
1.6.2  Mikrobiologisk, ikke-sterilitet Microbiological, non-sterility

Begraensninger eller uddybende bemarkninger til ovennavnte fremstillingsaktiviteter
Restrictions or clarifying remarks related to the scope of these mannfacturing operations:

Endvidere foretages bestréling af laegemiddelkomponenter frradiation of medicinal components is also peried
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ANNEX 1 (fortsat / contd)

ANNEX1-DEL2 INDF@RSEL AF LAEGEMIDLER TIL VETERINZER BRUG FRA LANDE UDENFOR
EU/E@S (3. lande) IMPORTATION OF VETERINARY MEDICINAL PRODUCTS FROM COUN-
TRIES OUTSIDE THE EC/EEA

. Godkendte indforselsaktiviteter uden fremstillingsaktivitet Authorised importation activities without manufacturing activity

i Godkendte indferselsaktiviteter inkluderer modtagelse, oplagring og distribution, medmindre andet er anfort. Authorised
itmportation activities include storage and distribution uniess informed to the contrary

= Udlevering af leegemidler med apoteksforbehold ma, hvad enten dette er forbundet med betaling eller ej, ikke ske direkte til
forbrugere. Distribution of medicinal products comprised by the Pharmacy Monopoly directly to consumers must not take place,
whether or not payment is invelved.

2.1 Reanalyse af indforte leegemidler Quality control testing of imported medicinal products

241 Mikrobiologisk, sterilitet Microbiological, sterility
2.1.2 Mikrobiologisk, ikke-sterilitet Microbiological, non-sterility

Begransninger eller uddybende bemarkninger til ovennzavnte indforselsaktiviteter
Restrictions or clarifying remarks related to the scope of these importing operations:

Ingen Noxe.
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TILLADELSENS GYLDIGHEDSOMRADE ANNEX 2
Scope of Authorisation

Adresse pa site Address of the site Aa. Louis-Hansens Allé 11, DK-3060 Espergzerde

LAGEMIDLER TIL VETERINZR BRUG - KLINISKE FORSGG
VETERINARY INVESTIGATIONAL MEDICINAL PRODLUCTS

GODKENDTE AKTIVITETER AUTHORISED OPERATIONS

X

X

Fremstillingsaktiviteter med laegemidler til brug for kliniske forsog (iht. del 1)
Manufactiring Operations - Investigational Medicinal prodiccts (according to part 1)

Indfersel af laegemidler til brug for kliniske forseg (iht. del 2)

Importation of Medicinal Products (according to part 2)

ANNEX2-DEL1 FREMSTILLINGSAKTIVITETER MED LZEGEMIDLER TIL BRUG FOR KLINISKE

FORSGG MANUFACTURING OPERATIONS OF INVESTIGATIONAL MEDICINAL PRODUCTS

Godkendte fremstillingsaktiviteter inkluderer fuld og delvis fremstilling (alle produktionsprocesser og pakkeoperationer,
macrkning, opdeling, ompakning, etikettering, herunder evt. blinding), frigivelse, indfersel /udforsel samt modtagelse, op-
lagring og engrosforhandling af de anforte lasgemiddelformer, medmindre andet er anfort. Authorised manufacturing opera-
tions include total and partial manufacturing (including various processes of dividing up, packaging or presentation), batch release and
certification, importation, storage and distribution of the specified dosage forms unless informed to the contrary,

Sdfremt der fremstilles specielle produkter, fx radioaktive legemidler eller produkter, der indeholder penicilliner, cytatoxi-
ner, cepha-losporiner, hormoner og hormonlignende stoffer eller andre potentielt risikable aktive stoffer, er dette anfort un-
der relevant produkttype og leegemiddelfarm, If the company is engaged in manufacture of products with special requirements e.g.
radiopharmacenticals or products containing penicillin, cytotoxics, cephalosporins, substances with hormonal activity or other potentially
hazardous active ingredients this is stated under the relevant product type and dosage form.

Der mé ikke gennemfores kliniske forsog, for de individuelle forsog er godkendt af Laegemiddelstyrelsen. No clinical testing
may be condircted before the Danish Medicines Agency has authorised the individual trials.

Ferdigkonfektionering udelukkende (1.5): Indfersel/frigivelse er ikke inkluderet, medmindre andet er anfort. Packaging only
(1.5): Importation and batch certification are not included unless informed to the contrary.

Udlevering af l;egemidler m4, hvad enten dette er forbundet med betaling eller ¢j, ikke ske direkte til forbrugere. Distribution
of medicinal products directly to consumers must 1ot take place, whether or not payment is involved.

14

Andre legemidler til brug for kliniske forsog eller andre fremstillingsaktiviteter
Other investigational medicinal products or manufacturing activity

1.4.2 Sterilisation af Sterilisation of
Aktive stoffer Active substance/Rivarer Excipients/Feaerdigvarer Finished products
1.4.2.6 Elektronstraling Electron beam

1.6

Analyse Quality Control testing

L6.1  Mikrobiologisk, sterilitet Microbiological, sterility
1.6.2 Mikrobiologisk, ikke-sterilitet Microbiological, non-sterility

Begraensninger eller uddybende bemzerkninger til ovennzvnte fremstillingsaktiviteter vedr. kliniske
forsog Restrictions or clarifying remarks related to the scope of these manufacturing operations, IMP;

Endvidere foretages bestraling af leegemiddelkomponenter Irradiation of medicinal components is also perned
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ANNEX 2 (fortsat / contd)

ANNEX 2-DEL2 INDFORSEL AF LZEGEMIDLER TIL VETERINAR BRUG FRA LANDE UDENFOR
EU/E@S (3. lande) TIL BRUG FOR KLINISKE FORS@G IMPORTATION OF INVESTIGA-
TIONAL VETERINARY MEDICINAL PRODUCTS FROM COUNTRIES OUTSIDE THE EC/EEA

. Godkendte indforselsaktiviteter uden fremstillingsaktivitet Authorised importation activities without manufacturing activity

. Godkendte indforselsaktiviteter inkluderer modtagelse, oplagring og distribution, medmindre andet er anfort. Authorised
importation activities include storage and distribution unless informed to the contrary

. Udlevering af lzegemidler med apoteksforbehold ma, hvad enten dette er forbundet med betaling eller ej, ikke ske direkte til
forbrugere. Distribution of medicinal products comprised by the Pharmacy Monopoly directly to consumers must not take place,
whether or not payment is involved.

21 Reanalyse af indforte legemidler til brug for kliniske forsog
Quality control testing of imported investigational medicinal products

211 Mikrobiologisk, sterilitet Microbiological, sterility
212 Mikrobiologisk, ikke-sterilitet Microbiological, non-sterility

Begransninger eller uddybende bemarkninger til ovennavnte indforselsaktiviteter vedr. kliniske forsog
Restrictions or clarifying remarks related to the scope of these importing operations, IMP:

Ingen Nore.

Navn pd sagkyndig person Name of qualified person ANNEX 5

Lars Pedersen, Business Support Manager

Navn og titel pd ansvarlig leder Name and title of responsible management person ANNEX 6

Kim Harboe, General Manager
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