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Agency for medicinal products and medical devices, upon request from JADRAN
GALENSKI LABORA TORIJ d.d., Svilno 20, 51000 Rijeka, for issuing a manufacturing 
authorisation, based on Article 72, 77 and 212of the Medicinal Products Act (Official Gazette, 
number 76113) and Article 96 of the General Administrative Procedure Act (Official Gazette, 
number 47/09) brings the following 

DECISION 

1. the Company JADRAN-GALENSKI LABORA TORIJ d. d., abbreviated name JGL 
d. d., with headquarters on the address Svilno 20, 51000 Rijeka, Republic of Croatia, is issued a 
manufacturing authorisation for complete manufacturing process and for partial manufacturing 
processes for manufacturing lines on location Rijeka, Svilno 20, for activities of medicinal products 
manufacture, packaging, physical-chemical quality control, import and storage of raw materials; on 
location Rijeka, Pulac 4A, for activities of microbiological quality control -microbiological purity 
and sterility, storage of ra-vv materials and batch release and for location Rijeka, Osjecka 4 7, for 
activities of storage and distribution of finished medicinal products; in accordance with enlisted in 
Addendum IA, Addendum IB and Addendum IC Areas of performing the activities and 
pharmaceutical forms, which make integral part of this decision. 

2. By bringing of this decision, decision from Agency for medicinal products and 
medical devices Class: UP/1-530-01/13-03/02, Docket No: 381-13-04/151-13-09 from 25 March 
2013 ceases to be valid. 

Statement of grounds 

JADRAN GALENSKI LABORATORIJ d.d., with headquarters on the address Svilno 20, 
51000 Rijeka, has submitted to the Agency for medicinal products and medical devices on 7 August 
2013 the request for granting a new manufacturing authorization for complete manufacturing 
process and partial manufacturing processes for manufacturing lines on manufacturing locations: 

Svilno 20, Rijeka - for activities of medicinal products manufacture, packaging, physical
chemical quality control, import and storage of raw materials; 
Pulac 4A, Rijeka - for activities of microbiological quality control -microbiological purity 
and sterility, storage of raw materials and batch release; 
Osjecka 4 7, Rijeka- for activities of storage and distribution of finished medicinal products; 

which was supplemented on 15 November 2013 and 2 December 2013. 
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Request for issuing a new manufacturing authorisation has been submitted due to alignment 
with provisions of Medicinal Products Act (Official Gazette, number 76/13) and Ordinance on 
Conditions for Issuing a Manufacturing Authorisations, on the Requirements of Good 
Manufacturing Practice and on the Certificate of Good Manufacturing Practice for Medicinal 
Products (Official Gazette, number 83/13) and i 1 :tion of administrative changes: 

change of street number for location Pulac bb, Rijeka to Pulac 4A, Rijeka 
change of street number for location Svilno bb, Cavle to Svilno 20, Rijeka 
change company headquarters from Pulac bb, Rijeka to Svilno 20, Rijeka 
change of approved qualified person for batch release Masa Pupovac, M.Pharm to surname 
Zec because of marriage. 

Request if founded. 

Acting upon the submitted request it was detennined that the applicant delivered the 
requested documentation that contains information and documents prescribed by Article 75 of the 
Medicinal Products Act (Official Gazette, number 76113). 

According to Article 76 of the Medicinal Products Act (Official Gazette, number 76/13) and 
Article 26 of the Ordinance on Conditions for Issuing a Manufacturing Authorisations, on the 
Requirements of Good Manufacturing Practice and on the Certificate of Good Manufacturing 
Practice for Medicinal Products (Official Gazette, number 83/13), inspector of the Agency has 
given its opinion on the 16 December 2013 Class: 530-01/13-03/09, Docket No.: 381-13-04/151-
13-04 on fulfillment of the conditions of good manufacturing practice for complete process and 
partial manufacturing processes and importation of medicinal products on manufacturing location 
JADRAN-GALENSKI LABORA TORIJ d.d., Rijeka, Svilno 20; Rijeka, Pulac 4A and Rijeka, 
Osjecka 47. The opinion is given based on the documentation enclosed with the request for issuing 
a manufacturing authorisation and on the last conducted audit report. Audit for determining 
fulfilling the conditions of good manufacturing practice for in the process of issuing a 
manufacturing authorisation for manufacturer JADRAN-GALENSKI LABORATORIJ d.d. had 
been conducted by expert committee composed of phannaceutical inspector of Ministry of Health 
and a member of Agency for medicinal products and medical devices in the period from 6 till 8 
March 2013. Audit has been conducted according to then valid Medicinal Products Act (Official 
Gazette, number 71107, 45/09 and 124/11) and the Ordinance on Conditions and Procedures of 
Establishing Requirements of Good Manufacturing Practice and the Procedure "of Issuing 
Manufacturing Authorisation and Certificates of Good Manufacturing Practice (Official Gazette, 
number 74/09) and valid requirements of good manufacturing practice. Based on the conducted 
audit and the report on conducted audit (class: UP/I-530-01113-03/02, docket no.: 381-13-04/151-
13-07 from 18 March 2013) and the opinion of pharmaceutical inspector on fulfillment of the 
conditions of good manufacturing practice (class: 530-01113-03/09, docket no.: 534-07-2-2/1-13-08 
from 21 March 2013), Agency for medicinal products and medical devices has on 25 March 2013 
issued a manufacturing authorisation for complete process and individual manufacturing processes 
for medicinal products (class: UP/I-530-0 1113-03/02, docket no.: 381-13-04/151-13-09) for a period 
of 5 years. Article 238 of Medicinal Products Act (Official Gazette, number 76/13) has prescribed 
deadline of 12 months for adjustment with provisions of new Law for all medicinal products 
manufacturers to which manufacturing authorisation has been issued based on the Medicinal 
Products Act (Official Gazette, number 71107, 45/09 and 124111) and the Ordinance on Conditions 
and Procedures of Establishing Requirements of Good Manufacturing Practice and the Procedure of 
Issuing Manufacturing Authorisation and Certificates of Good Manufacturing Practice (Official 
Gazette, number 74/09). Enlisted Ordinance has ceased to be valid with coming into force of the 
Ordinance on Conditions for Issuing a Manufacturing Authorisations, on the Requirements of Good 
Manufacturing Practice and on the Certificate of Good Manufacturing Practice for Medicinal 
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Products (Official Gazette, number 83/13). Both Ordinances prescribe as a standard for good 
manufacturing practice Conditions and guidelines of good manufacturing practice for medicinal 
products and additional specifics for specific processes and pharmaceutical fonns »The Rules 
Governing Medicinal Products in the European Union«, Volume 4 - Good Manufacturing 
Practices, Medicinal Products for Human and Veterinary use, and so the last audit on the 
manufacturer JADRAN-GALENSKI LABORATORIJ d.d. has been conducted according to valid 
standard. 

In the opinion of inspector of the Agency (class: 530-01/13-03/09, docket no.: 381-13-
04/151-13-04 from 16 December 2013) it has been listed that the applicant fulfills conditions of 
good manufacturing practice prescribed by the Law and the Ordinance. 

Subsequently, in the conducted procedure it was determined that applicant fulfills all 
conditions of good manufacturing practice and that conditions for issuing a manufacturing 
authorisation for complete manufacturing process and pmtial manufacturing processes for 
medicinal products have been fulfilled for locations of JADRAN-GALENSKI LABORA TORIJ 
d.d., Rijeka, Svilno 20; Rijeka, Pulac 4A and Rijeka, Osjecka 4 7 and that based on Article 73 
Paragraph 1, Article 76, 77 and 212 of Medicinal Products Act (Official Gazette, number 83/13) it 
was needed to be decided as stated in the disposition of this decision. 

INSTRUCTION ON THE LEGAL REMEDY: 
This decision if final in the administrative procedure and it is not possible to file an appeal 

against this decision, but within 30 days from delivery of this decision it is possible to initiate 
administrative dispute before Administrative Court according to place of jurisdiction. 

The administrative fee in the amount of 300,00 kunas according to the Tariff no. 2 and 
Tariff no. 60 of the Administrative Tariff of the Tax Administrating Act (Official Gazette, no. 8/96, 
77/96, 95/97, 131/97, 68/98, 66/99, 145/99, 116/00, 163/03, 17/04, I 10/04, 141/04, 150/05, !53/05, 
129/06, 117/07, 25/08, 60/08,20/10, 69110, 126/11, 112/12, 19/13 and 80113) has been paid. 

Deliver to: 

(Seal: round shape -
Republic of Croatia 

2 
Zagreb 

Agencyfor Medicinal 
Products and Medical 

Devices) 

Director 
(signature: unreadable) 

Ph.D Viola Macolic Sarinic, MD 
spec. of clinical pharmacology and toxicology 

1. JADRAN-GALENSKI LABORATORIJ d.d. Pulac bb, 51000 Rijeka 
2. Archives-here 
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MANUFACTURING AUTHORISATION class: UP/1-530-01/13-03/09, docket no.: 381-13-
04/151-13-05 from 19 December 2013 

Addendum lA- AREAS OF PERFORMING THE ACTIVITIES AND 
PHARMACEUTICAL FORMS OF MEDICINAL PRODUCTS (delete parts that are not 
applicable) 
Annex JA- 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.) 
Svilno 20, 51000 Rijeka, Republic of Croatia 

Name and address of site: 
JADRAN-GALENSKI LABORATORIJ d.d. (abbreviated company name: JGL d. d.) 
Svilno 20. 51000 Rijeka, Republic of Croatia 

lXI Medicinal products 
Human Medicinal Product 

Authorised operations Authorised operations 

lXI Manufacturing (PART I) Manufacturing Operations (according to part 1) 

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

PART 1. MANUFACTURING 
Part I-MANUFACTURING OPERATIONS 

1.1 Sterile medicinal products Sterile products 

1.1.1 Aseptically prepared medicinal products Aseptically prepared 
1.1.1.4 Small volume liquids Small volume liquids 

1.2 Non-sterile medicinal products Non-sterile products 

1.2.1 Non-sterile medicinal products (manufacture in strict sense) Non-sterile products 
(processing operationsfor thefi;/lovving dosage forms 

1.2.1.1 Hard capsules Capsules, hard shell 
1.2.1.5 Liquids for external use Liquids for external use 
1.2.1.6 Liquids for internal use Liquidsfor internal use 
1.2.1.11 Semi-solid forms Semi-solids 
1.2.1.13 Tablets Tablets 
1.2.1.17 Other Other: 

Herbal tea Herbal tea 

1.4 Other medicinal products or manufacturing activities Other products or manufacturing 
activities 
1.4.1 Manufacturing: Manufacture of 

1.4.1.1 Herbal medicinal products Herbal products 

1.5 Packing Packing 

1.5.1 Primary packing Primary packing 

1.5.1.1 Hard Capsules Capsules, hard shell 
1.5.1.5 Liquids for external use Liquids for external use 
1.5.1.6 Liquids for internal use Liquidsj(Jr internal use 
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1.5.1.11 Semi-solid forms Semi-solids 
1.2.1.13 Tablets Tablets 
1.5.1.17 Other Other 

Granules Granules 

1.5.2 Secondary packing Secondary packing 

1.6 Quality control Quality control testing 

1.6.3 Chemical/Physical testing Chemical/Physical 

Limitation or explanations related to enlisted for manufacture: 

Page 5 of 11 
Rijeka, 21 January 2014 
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Any restriction or clarification remarks related to scope ofthese itfanufacturing operations: 

Aseptically prepared medicinal products manufactured in JGL d.d. are eye drops, nasal drops and 
nasal spray. 
Aseptically prepared sterile products that are manufactured by the company JGL d.d. are eye drops, nasal 
drops and nasal spray. 
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f'g" of" ·I 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 
2.1.3 Chemical/Physical testing Chemical/Physical 

2.3 Other importation activities Other importation activities 

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

Limitation or explanations related to enlisted for importation: I 
Any restriction or clarification remarks related to scope of these Importation operations: I 
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Page 7 of 11 
Rijeka, 21 January 2014 
Number: OV-07114 

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 JB- 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 ofsite: 
JADRAN-GALENSKI LABORATORIJ d.d. (abbreviated company name: JGL d. d.) 
Pulac 4A. 51000 Rijeka, Republic of Croatia 

0 Medicinal products 
Human Medicinal Product 

Authorised operations Authorised operations 

0 Manufacturing (PART I) Mant{[acturing Operations (according to part I) 

0 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 
Batch cert[fication 

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: I 
Any restriction or clar!fzcation remarks related to scope of these Manufacturing operations: I 
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PART 2. IMPORTATION OF MEDICINAL PRODUCTS 
Part 2-IMPORTAT/ONOF 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 

2.2 Batch release of imported medicinal products from qualified person for batch release 
Batch certification of imported medicinal products 
2.2.1 Sterile medicinal products Sterile products 

2.2.1.1 Aseptically prepared medicinal products Aseptically prepared 
2.2.1.1 Tenninally sterilised medicinal products Terminally sterilised 

2.2.2 Non-sterile medicinal products Non-sterile products 

Limitation or explanations related to enlisted for importation: I 
Any restriction or clarification remarks related to scope olthese Importation operations: I 
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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 JC- SCOPE OF AUTHORISATION (delete the section that do not apply) 

Name and address of manufacturing location: 
JADRAN-GALENSKI LABORA TORIJ d.d. (abbreviated company name: JGL d.d.) 
Osjecka 4 7, 51000 Rijeka, Republic of Croatia 

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

0 Medicinal products 
Human Medicinal Product 

Authorised operations Authorised operations 

D Manufacturing (PART I) Manufilcturing Operations (according to part!) 

0 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 
undergoesfurther processing 

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

Activities of storage and distribution of medicinal products are perfonned on above mentioned 
manufacturing site. 
Activities o_( storage and distribution of medicinal products are performed on above mentioned 
manufacturing site 

Ill 
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Republic of Croatia 
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I, Public notary MIROSLAV BANIC from Rijeka, Korzo 4, 
confinn that this is a copy of original document: 

DECISION, 
issued by: Republic of Croatia, Agency for medicinal products and medical 

devices; 

Class: UP/I-530-01113-03/09; 
Docket No.: 381-13-04/151-13-05, 

In Zagreb, 19 December 2013, 
with addendum 1A, 1B and 1C; 

Document for which a copy is notarized is written by mechanical means. Notarized copy 
consists of 9 (nine) pages, and has been issued in 1 (one) copy. Applicant of the document 
is Danijela Gudac Juresa, Kraljevica, Preradoviceva 12. Original document is kept by the 
applicant. 

Notary Public charge for notarization according to Tariff no. ll paragraph l of ZJP is charged in the 
amount 14,00 kn. 
Notary stamps posted and cancelled on the document that remains in archives. 
Notary Public fee charged according to Article 17 of PP JT is charged in the amount of 190,00 kn. 
Expense has been charged in the amount of 5,00 kn according to 37. VAT is charged in the amount 
of 48,75 kn. 

NUMBER: OV-297114 
In Rijeka, 21 January 2014 

(Seal: round shape - Republic 
of Croatia I Rijeka, Miroslav 
Bernie, Public Notary) 

NOTARY PUBLIC 
MIROSLA V BANIC 
(signature: unreadable) 

(Seal: PET AR BANIC 
PUBLIC NOTARY ASSISTANT) 

(Seal: round shape -
Republic of Croatia I 
Rijeka. Miroslav Bani( 
Public NolmJ) 

(Seal: round shape -
Republic of Croatia I 
Rijeka. lvliroslav Banic. 
Public Notmy) 

I, Iva Sunko, Pennanent Court Interpreter for the English language, as appointed by 
the President of the Country Court in Rijeka Decree No. 4-Su-472/2013 of 19 June 
2013 do hereby certify that the above translation is a faithful and complete translation 
of the original document written in the Croatian language. OV-07114, 21 January 2014 
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REPUBUKA HRVATSKA 
AGENC!JA ZA L!JEKOYE I MI.:DIC!NSKL PROIZVODE 

REPUBLIC OF CROATIA 
AGENCY FOR MEDICINAL PRODUCTS AND MEDICAL DEVICES 

Ksavcrska c. 4, !0000 ZAGREB, CROATIA 
Tel.: ++ 385 I 4884 l 00, Fax: + + 385 l 4884 II 0 

e-mail: ha!mcd@halmed.hr 

www.halmed.hr 
OIB 37926884937 

Klasa: UP/I-530-01113-03/09 
Ur. broj: 381-13-041151-13-05 

U Zagrebu, 19. prosinca 2013. godine 

Agencija za lijekove i medicinske proizvode, povodom zahijeva JADRAN-GALENSKI 
LABORATORIJ d.d., Svilno 20, 51000 Rijeka, za davanje proizvodne dozvole, na temelju clanka 
72., 77. i 212. Zakona o lijekovima (,Narodne novine", broj 76/13.) te Clanka 96. Zakona o 
opcem upravnom postupku (,Narodne novine", broj 47/09.) donosi sljedece 

RIESEN IE 

1. Trgovackom drustvu JADRAN-GALENSKI LABORA TORIJ d.d., skracenog 
naziva JGL d. d., sa sjedistem na adresi Svilno 20, 51000 Rijeka, Republika Hrvatska, daje se 
proizvodna dozvola za cjelovit postupak i pojedine dijelove proizvodnje za proizvodne pogone 
na lokaciji Rijeka, Svilno 20, za djelatnosti proizvodnje lijekova, opremanja, fizikalno-kemijske 
provjere kakvoce, uvoza te skladistenja ulaznih sirovina; na lokaciji Rijeka, Pulac 4A, za 
djelatnosti provjere mikrobioloske kakvoce - mikrobioloske Cistoce i sterilnosti, skladistenja 
ulaznih sirovina i pustanja serije lijeka u promet te na lokaciji Rijeka, Osjecka 47, za djelatnost 
skladistenja i distribucije lijekova; u skladu s navedenim u Dodatku 1 A, Dodatku 1 B i Dodatku 
lC - Podrucje obavljanja djelatnosti i farmaceutski oblici lijekova, koji cine sastavni dio ovog 
rjesenja. 

2. Donosenjem ovog rJesenJa prestaje vaziti rJesenJe Agencije za lijekove i 
medicinske proizvode klasa: UP/I-530-01/13-03/02, ur. broj: 381-13-041151-13-09 od25. ozujka 
2013. godine. 
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Obrazlozenje 

. , JADRAN-GALENSKI LABORATORIJ d.d., sa sjedistem na adresi Svilno 20, 51000 
Rijeka, podnio je Agenciji za lijekove i medicinske proizvode dana 07. kolovoza 2013. godine 
zahtjev za davanje nove proizvodne dozvole za cjelovit postupak i pojedine dijelove proizvodnje 
za proizvodne pogone na lokacijama: 

Svilno 20, Rijeka - za djelatnosti proizvodnje lijekova, opremanja, fizikalno
kemijske provjere kakvoce, uvoza te skladistenja ulaznih sirovina; 
Pulac 4A, Rijeka - za djelatnosti provjere mikrobioloske kakvoce - mikrobioloske 
cistoce i sterilnosti, skladistenja ulaznih sirovina i pustanja serije lijeka u promet; 
Osjecka 47, Rijeka- za djelatnost skladistenja i distribucije lijekova; 

koji je dopunio 15. studenog 2013. i 02. prosinca 2013. godine. 

Zahtjev za davanjem nove proizvodne dozvole podnesen je radi uskladivanja s 
odredbama Zakona o lijekovima (,Narodne novine" broj 76/13.) i Pravilnika o uvjetirna za 
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davanje proizvodne dozvole, zahtjevima dobre proizvodacke prakse te potvrdi o provodenju 
dobre proizvodacke prakse za lijekove (,Narodne novine" broj 83113.) i uvodenja 
administrativnih izmjena: 

promjena kucnog broja lokacije Pulac bb, Rijeka u Pulac 4A, Rijeka 
promjena kucnog broja lokacije Svilno bb, Cavle u Svilno 20, Rijeka 
promjena sjedista tvrtke iz Pulac bb, Rijeka u Svilno 20, Rijeka 
promjena prezimena odobrene odgovome osobe za pustanje serije lijeka u promet 
Mase Pupovac, mr. pharm. u prezime u Zec zbog udaje. 

Zahtjev je osnovan. 

Postupajuci po podnesenom zahtjevu utvrdeno je da je podnositelj zahtjeva dostavio 
dokumentaciju koja sadrzi podatke i dokumente propisane clankom 75. Zakona o lijekovima 
(,Narodne novine", 76/13.). 

Sukladno Clanku 76. Zakona o lijekovima (,Narodne novine", 76113.) te clanku 26. 
Pravilnika o uvjetima za davanje proizvodne dozvole, zahtjevima dobre proizvodacke prakse te 
potvrdi o provodenju dobre proizvodacke prakse za lijekove (,Narodne novine", broj 83/13.), 
inspektor AgencUeje dana 16. prosinca 2013. dao misljenje klasa: 530-01113-03/09, ur.broj: 381-
13-041151-13-04 o ispunjavanju uvjeta dobre proizvodacke prakse za cjeloviti postupak i 
pojedine dijelove proizvodnje te uvoz lijekova na mjestu proizvodnje JADRAN-GALENSKI 
LABORA TORIJ d.d., Rijeka, Svilno 20; Rijeka, Pulac 4A i Rijeka, Osjecka 47. Misljenje je 
dano temeljem dokumentacije prilozene u zahtjevu za davanje proizvodne dozvole te izvjesca o 
posljednjem provedenom ocevidu. Ocevid u svrhu utvrdivanja ispunjavanja zahtjeva dobre 
proizvodacke prakse u postupku davanja proizvodne dozvole proizvodaca JADRAN-GALENSKI 
LABORA TORIJ d. d. provelo je strucno povjerenstvo sastavljeno od farmaceutskog inspektora 
Ministarstva zdravlja te Clana Agencije za lijekove i medicinske proizvode u razdoblju od 06. do 
08. ozujka 2013. godine. Nadzor je proveden sukladno tada vazecem Zakonu o lijekovima 
(,Narodne novine", broj 71/07., 45/09. i 124/11.) i Pravilniku o uvjetima i postupku utvrdivanja 
zahtjeva dobre proizvodacke prakse te o postupku davanja proizvodne dozvole i potvrde o 
provodenju dobre proizvodacke prakse (,Narodne novine", broj 74/09.) te vazecim zahtjevima 
dobre proizvodacke prakse. Na temelju provedenog nadzora i izvjesca o izvrsenom ocevidu 
(klasa: UP/I-530-01/13-03/02, ur. broj: 381-13-041151-13-07 od 18. ozujka 2013.) te misljenja 
farmaceutskog inspektora o ispunjavanju uvjeta dobre proizvodacke prakse (klasa: 530-01113-
03/09, ur. broj: 534-07-2-2/1-13/08 od 21. ozujka 2013.), Agencija za 1ijekove i medicinske 
proizvode izdala je 25. ozujka 2013. godine proizvodnu dozvolu za cjelovit postupak i pojedine 
dijelove proizvodqje lijekova (klasa: UP/I-530-01113-03/02, ur. broj: 381-13-04/151-13-09) na 
rok od 5 godina. Clanak 238. Zakona o lijekovima (,Narodne novine", broj 76/13.) propisao je 
rok od 12 mjeseci za uskladenje s odredbama novog Zakona svim proizvodacima lijekova kojima 
je proizvodna dozvola dana temeljem Zakona o lijekovima (,Narodne novine", broj 71/07., 
45/09. i 124/11.) i Pravilnika o uvjetima i postupku utvrdivanja zahtjeva dobre proizvodacke 
prakse te o postupku davanja proizvodne dozvole i potvrde o provodenju dobre proizvodacke 
prakse (,Narodne novine", broj 74/09.). Navedeni Pravilnik je prestao vaziti stupanjem na snagu 
Pravilnika o uvjetima za davanje proizvodne dozvole, zahtjevima dobre proizvodacke prakse te 
potvrdi o provodenju dobre proizvodacke prakse za lijekove (,Narodne novine" broj 83113.). Oba 
pravilnika propisuju kao standard dobre proizvodacke prakse Zahtjeve i smjcmice dobre 
proizvodacke prakse za lijekove kao i dodatne posebnosti za pojedine postupke i oblike lijekova 
»The Rules Governing Medicinal Products in the European Union«, Volume 4 - Good 
Manufacturing Practices, Medicinal Products for Human and Veterinary use, stoga je posljednji 
ocevid kod proizvodaca JADRAN-GALENSKI LABORATORIJ d.d. proveden prema vazecem 
standardu. 

U navedenom misljenju inspektora Agencije (klasa: UP/I-530-01113-03/09, ur.broj: 381-
13-041151-13-04 od 16. prosinca 2013.) navedeno je da podnositelj zahtjeva ispunjava uvjete 
dobre proizvodacke prakse za lijekove propisane Zakonom i Pravilnikom. 

Slijedom navedenog, u provedenom postupku utvrdeno je da podnositelj zahtjeva 
ispunjava sve uvjete dobre proizvodacke prakse te da su ispunjeni uvjeti za davanje proizvodne 
dozvole za cjeloviti postupak proizvodnje i pojedine dijelove proizvodnje lijekova na mjestima 
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proizvodnje JADRAN-GALENSKI LAB ORA TORIJ d.d. Rijeka, Svilno 20; RUeka, Pulac 4A i 
Rijeka, Osjecka 47 te je na temelju clanka 73. stavka 1., clanka 76., 77. i 212. Zakona o 
lijekovima (,Narodne novine", broj 76/13.) valjalo odluciti kao u izreci ovog rjesenja. 

UPUTA 0 PRA VNOM LIJEKU: 
Ovo rjesenje je konacno u upravnom postupku te se protiv njega ne moze izjaviti zalba, 

ali se u roku od 30 dana od dana dostave ovog rjesenja moze pokrenuti upravni spor pred mjesno 
nadleznim Upravnim sudom. 

Upravna pristojba u iznosu od 300,00 kuna poT AR. br. 2. i TAR. br. 60. Tarife upravnih 
pristojbi Zakona o upravnim pristojbama (,Narodne novine", broj 8/96., 77/96., 95/97., 131197., 
68/98., 66/99., 145/99., 116/00., 163/03., 17/04., 110/04., 141104., 150/05., 153/05., 129/06., 
117/07., 25/08., 60/08., 20/10., 69/10., 126/11., 112/12., 19/13. i 80/13.) je placena. 

Maco1ic Sarinic, dr. med., 
e farmakologije i toksikologije 

Dostaviti: 
1. JADRAN-GALENSKI LAB ORA TORIJ d. d., Svilno 20, 51000 Rijeka 
2. Pismohrana-ovdje 
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PROIZVODNA DOZVOLA klasa: UP/1-530-01/13-03/09, ur. broj: 381-13-04/151-13-05 od 
19.12.2013. godine 

Dodatak 1A- PODRUCJE OBA VLJANJA DJELATNOSTI IF ARMACEUTSKI OBLICI 
LIJEKOVA (obrisati dijelove koji nisu primjenjivi) 
Annex JA -SCOPE OF AUTHORISATION (delete the sections that do not apply) 

Naziv i adresa mjesta proizvodnje: 
JADRAN-GALENSKI LABORATORIJ d.d. (skraceni naziv tvrtke: JGL d.d.) 
Svilno 20, 51000 Rijeka, Republika Hrvatska 

Name and address of site: 
JADRAN-GALENSKJ LABORATORIJ dd.(abbreviated company name: JGL dd) 
Svilno 20, 51000 Rijeka, Republic ofCroatia 

I [g] Lijekovi 
Human Medicinal Product 

Odobrene djelatnosti Authorised operations 

[gl Proizvodnja (DIO 1.) Manufacturing Operations (according to part 1) 

[gl Uvoz (DIO 2.) Importation of Medicinal Products (according to part 2) 

DIO 1. PROIZVODNJA 
Part I-MANUFACTURING OPERATIONS 

1.1. Sterilni lijekovi Sterile products 

1.1.1 Asepticki pripravljeni lijekovi Aseptically prepared 

1.1.1.4 Tekucine malih volumena Small volume liquids 

1.2. Nesterilni lijekovi Non-sterile products 

1.2.1 Nesterilni lijekovi (proizvodnja u uiem smislu) Non-sterile products (processing operations for the 
following dosage forms 

1.2.1.1 Tvrde kapsule Capsules, hard shell 

1.2.1.5 TekuCine za vanjsku uporabu Liquids for external use 

1.2.1.6 Tekucine za unutamju uporabu Liquids for internal use 

1.2.1.11 Polucvrsti oblici Semi-solids 

1.2.1.13 Tablete Tablets 

1.2.1.17 Ostalo Other: 

Biljni caj Herbal tea 

1.4. Ostali lijekovi iii proizvodne aktivnosti Other products or manufacturing activity 

1.4.1 Proizvodnja: Manufacture of 

1.4.1.1 Biljni lijekovi Herbal products 

1.5. Opremanje Packaging 

1.5.1 Unutamje pakiranje Primary packing 

1.5.1.1 Tvrde kapsule Capsules, hard shell 

1.5.1.5 TekuCine za vanjsku uporabu Liquids for external use 

1.5.1.6 Tekucine za unutamju uporabu Liquids for internal use 
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1.5.1.11 Polucvrsti oblici Semi-solids 

1.5.1.13 Tablete Tablets 

1.5. 1.1 7 Ostalo Other. 

Granule Granules 

1.5.2 Vanjsko pakiranje Secondary packing 

1.6. Provjera kakvoce Quality control testing 

1.6.3 Kemijskalfizicka ispitivanja Chemical/Physical 

Ogranicenje iii pojasnjenje vezano za navedeno za proizvodnju: 
Any restriction or clarifying remarks related to the scope of these Manufacturing operations: 

Asepticki pripremljeni lijekovi proizvedeni u JGL d.d. su kapi za oko, kapi za nos i sprej za nos. 
Aseptically prepared sterile products that are manufactured by the company JGL d. d. are eye drops, nasal drops and nasal 
spray. 
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DI02. UVOZ LIJEKOVA 
Part 2- IMPORTATION OF MEDICINAL PRODUCTS 

2.1. Provjera kakvoce uvezenih lijekova Quality control testing of imported medicinal products 

2.1.3 Kernijska/fizicka ispitivanja Chemical/Physical 

' 2.3. Ostale uvozne aktivnosti Other importation activities 
1 

2.3 .1 Mjesto fizickog uvoza lijeka Site of physical importation 

2.3.2 Uvoz meduproizvoda za daljnju proizvodnju Importation of intermediate which undergoes further 
process inK 

Ogranicenje iii pojasnjenje vezano za navedeno za uvoz lijekova: I 
Any restriction or clarifYing remarks related to the scope of these Importing operations:/ 
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PROIZVODNA DOZVOLA klasa: UP/1-530-01/13-03/09, ur. broj: 381-13-04/151-13-05 od 
19.12.2013. godinc 

Dodatak 1B- PODRUCJE OBA VLJANJA DJELATNOSTI I FARMACEUTSKI OBLICI 
LIJEKOVA (obrisati dijelove koji nisu primjenjivi) 
Annex JB- SCOPE OF AUTHORISATION (delete the sections that do not apply) 

Naziv i adresa mjesta proizvodnje: 
JADRAN-GALENSKI LABORATORIJ d.d. (skra6eni naziv tvrtke: JGL d.d.) 
Pulac 4A, 51000 Rijeka, Republika Hrvatska 

Name and address of site: 
JADRAN-GALENSKI LABORATOR!J d.d.(abbreviated company name: JGL d. d) 
Pulac 4A, 51000 Rijeka, Republic of Croatia 

I~ Lijekovi 
Human Medicinal Product 

Odobrene djelatnosti Authorised operations 

~ Proizvodnja (DIO 1.) Manufacturing Operations (according to part 1) 

~ Uvoz (DIO 2.) importation of Medicinal Products (according to part 2) 

DIO 1. PROIZVODNJA 
Part I-MANUFACTURING OPERATIONS 

1.1. Sterilni lijekovi Sterile products 

1.1.3 Pustanje serije lijeka u promet od odgovorne osobe za pustanje serije lijeka u promet 
Batch certification 

1.2. Nesterilni lijekovi Non-sterile products 

1.2.2 Pustanje serije lijeka u promet od odgovorne osobe za pustanje serije lijeka u promet 
Batch certification 

1.6. Provjera kakvoce Quality control testing 

1.6.1 Mikrobiolosko ispitivanje: sterilnost Microbiological: sterility 

1.6.2 Mikrobiolosko ispitivanje: mikrobioloska cisto6a Microbiological: non-sterility 

Ogranicenje iii pojasnjenje vezano za navedeno za proizvodnju: I 
Any restriction or clarifying remarks related to the scope of these Manufacturing operations:/ 

l/2 



DI02. UVOZ LIJEKOV A 
Part 2 -IMPORTATION OF MEDICINAL PRODUCTS 

2.1. Provjera kakvoce uvezenih lijekova Quality control testing of imported medicinal products 

2.1.1 Mikrobiolosko ispitivanje: sterilnost Microbiological: sterility 

2.1.2 Mikrobiolosko ispitivanje: mikrobioloska cistoca Microbiological: non-sterility 

2.2. Pustanje serije lijeka u promet uvezenih lijekova od odgovorne osobe za pustanje serije 
lijeka u promet 
Batch certification o(imported medicinal products 

2.2.1 Sterilni lijekovi Sterile products 

2.2.1.1 Asepticki pripravljeni lijekovi Aseptically prepared 

2.2.1.2 Zavrsno sterilizirani lijekovi Terminally sterilised 

2.2.2 Nesterilni lijekovi Non-sterile products 

Ogranicenje ili pojasnjenje vezano za navedeno za uvoz lijekova: I 
Any restriction or clarzfying remarks related to the scope ofthese Importing operations. I 
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PROIZVODNA DOZVOLA klasa: UP/1-530-01/13-03/09, ur. broj: 381-13-04/151-13-05 od 
19.12.2013. godine 

Dodatak 1C- PODRUCJE OBAVLJANJA DJELATNOSTI I FARMACEUTSKI OBLICI 
LIJEKOVA (obrisati dijelove koji nisu primjenjivi) 
Annex JC -SCOPE OF AUTHORISATION (delete the sections that do not apply) 

Naziv i adresa mjesta proizvodnje: 
JADRAN-GALENSKI LABORATORIJ d.d. (skraceni naziv tvrtke: JGL d.d.) 
Osjecka 47, 51000 Rijeka, Republika Hrvatska 

Name and address of site: 
JADRAN-GALENSKJ LABORATORJJ d.d.(abbreviated company name: JGL dd) 
Osjecka 47, 51000 Rijeka, Republic ofCroatia 

I [8] Lijekovi 
Human Medicinal Product 

Odobrene djelatnosti Authorised operations 

0 Proizvodnja (DIO 1.) Manufacturing Operations (according to part 1) 

~ Uvoz (DIO 2.) Importation of Medicinal Products (according to part 2) 

DI02. UVOZ LIJEKOV A 
Part 2 - IMPORTATION OF MEDICINAL PRODUCTS 

2.3. Ostale uvozne aktivnosti Other importation activities 

2.3 .1 Mjesto fizickog uvoza l ijeka Site of physical importation 

2.3.2 Uvoz meduproizvoda za daljnju proizvodnju Importation a/intermediate which undergoes further 
process in}? 

Ogranicenje ili pojasnjenje vezano za navedeno za uvoz lijekova: 
Any restriction or clarifying remarks related to the scope of these Importing operations: 

Dijelovi proizvodnje skladistenje i isporuCivanje lUekova odvijaju se na gore navedenom mjestu 
proizvodnje. 
Activities of storage and distribution of medicinal products are performed on above mentioned manufacturing site. 
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