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Rijeka, 21 January 2014
Number: OV-07/14

[PART 2. IMPORTATION OF MEDICINAL PRODUCTS
Part 2— IMPORTATION OF MEDICINAL PRODUCTS
Quality control of imported medicinal products Quality control testing of imported

21 medicinal products
2.1.3 Chemical/Physical testing Chemical/Physical
2.3 Other importation activities Other importation activities

2.3.1 Location of physical importation of medicinal product Site of physical importation
2.3.2 Importation of intermediates for further manufacture Importation of intermediate which
undergoes further processing

Limitation or explanations related to enlisted for importation: /
Any restriction or clarification remarks related to scope of these Imporiation operations: /
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Rijeka, 21 January 2014
Number: OV-07/14

MANUFACTURING AUTHORISATION class: UP/I-530-01/13-03/09, docket no.: 381-13-
04/151-13-05 from 19 December 2013

Addendum 1B - AREAS OF PERFORMING THE ACTIVITIES AND
PHARMACEUTICAL FORMS OF MEDICINAL PRODUCTS (delete parts that are not
applicable)

Annex 1B — SCOPE OF AUTHORISATION (delete the section that do not apply)

Name and address of manufacturing location:
JADRAN-GALENSKI LABORATORIJ d.d. (abbreviated company name: JGL d.d.)
Pulac 4A, 51000 Rijeka, Republic of Croatia

Name and address of site:
JADRAN-GALENSKI LABORATORIJ d.d. (abbreviated company name: JGL d.d.)
Pulac 44, 51000 Rijeka, Republic of Croatia

Medicinal products
Human Medicinal Product

Authorised operations Authorised operations
Manufacturing (PART I) Manufacturing Operations (according to part 1)
Importation (PART 2) Importation of Medicinal Products (according to part 2)

PART 1. MANUFACTURING
Part 1 - MANUFACTURING OPERATIONS

1.1 Sterile medicinal products Sterile products

1.1.3 Batch release from qualified person for batch release
Batch certification

1.2 Non-sterile medicinal products Non-sterile products

1.2.2  Batch release from qualified person for batch release
Bateh certification

1.6 Quality control Quality control testing

1.6.1 Microbiological testing: sterility Microbiological: sterility
1.6.2 Microbiological testing: microbiological purity Microbiological: non-sterility

Limitation or explanations related to enlisted for manufacture: /
Any restriction or clarification remarks related to scope of these Manufacturing operations: /
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Rijeka, 21 January 2014
Number: OV-07/14

PART 2. IMPORTATION OF MEDICINAL PRODUCTS
Part 2 — IMPORTATION OF MEDICINAL PRODUCTS
2.1 Quality control of imported medicinal products Quality control testing of imported
medicinal products
2.1.1 Microbiological testing: sterility Microbiological: sterility
| 2.1.2 Microbiological testing: microbiological purity Microbiological: non-sterility
22 Batch release of imported medicinal products from qualified person for batch release
i Batch certification of imported medicinal products
2.2.1 Sterile medicinal products Sterile products
2.2.1.1 Aseptically prepared medicinal products Adseptically prepared
2.2.1.1 Terminally sterilised medicinal products Terminally sterilised
2.2.2 Non-sterile medicinal products Non-sterile products

Limitation or explanations related to enlisted for importation: /
Any restriction or clarification remarks related to scope of these Importation operations. /
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Rijeka, 21 January 2014
Number: OV-07/14

MANUFACTURING AUTHORISATION class: UP/1-530-01/13-03/09, docket no.: 381-13-
04/151-13-05 from 19 December 2013

Addendum 1C - AREAS OF PERFORMING THE ACTIVITIES AND
PHARMACEUTICAL FORMS OF MEDICINAL PRODUCTS (delete parts that are not

applicable)
Annex 1C— SCOPE OF AUTHORISATION (delete the section that do not apply)

Name and address of manufacturing location:
JADRAN-GALENSKI LABORATORIJ d.d. (abbreviated company name: JGL d.d.)
Osjecka 47, 51000 Rijeka, Republic of Croatia

Name and address of site:
JADRAN-GALENSKI LABORATORIJ d.d. (abbreviated company name: JGL d.d.)
Osjecka 47, 51000 Rijeka, Republic of Croatia

Medicinal products
Human Medicinal Product

Authorised operations Authorised operations
3 Manufacturing (PART 1) Manufacturing Operations (according to part 1)

Importation (PART 2) Importation of Medicinal Products (according to part 2)

PART 2. IMPORTATION OF MEDICINAL PRODUCTS
Part 2 — IMPORTATION OF MEDICINAL PRODUCTS

2.3 Other importation activities Other importation activities

2.3.1 Location of physical importation of medicinal product Site of physical importation

2.3.2 Importation of intermediates for further manufacture Importation of intermediate which
undergoes further processing

Limitation or explanations related to enlisted for importation:
Any restriction or clarification remarks related to scope of these Importation operations:

&
Activities of storage and distribution of medicinal products are performed on above mentioned
manufacturing site.
Activities of storage and distribution of medicinal products are performed on above mentioned
manufacturing site
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