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LEFISYO®
Levomethadone 

hydrochloride
5 mg/1 ml Oral solution

100 ml 

solution
N07BC05

ALKALOID AD Skopje, 

North Macedonia
MA-0025/16/02/2023

LEFISYO®
Levomethadone 

hydrochloride
5 mg/1 ml Oral solution

500 ml 

solution
N07BC05

ALKALOID AD Skopje, 

North Macedonia
MA-0026/16/02/2023

LEFISYO®
Levomethadone 

hydrochloride
5 mg/1 ml Oral solution

1000 ml 

solution
N07BC05

ALKALOID AD Skopje, 

North Macedonia
MA-0027/16/02/2023

MORFIN HIDROHLORID 

ALKALOID ®

Morphine 

hydrochloride 

trihydrate

20 mg/1 ml
Solution for 

injection

10 ampoules 

of 1 ml
N02AA01

ALKALOID AD, North 

Macedonia
PMA-168/07/03/2017

TRAMADOL ALKALOID ®
Tramadol 

hydrochloride
50 mg Capsule, hard 20 capsules N02AX02

ALKALOID AD- Skopje, 

North Macedonia
PMA-169/07/03/2017

METADON ALKALOID ®
Methadone 

hydrochloride
10 mg/1 ml Oral solution

10 ml; 100 

ml; 1000 ml 

solution

N07BC02
ALKALOID AD-Skopje, 

North Macedonia
PMA-154/06/03/2017

FENTANYL B.BRAUN 0.1mg Fentanyl 0.1 mg/2 ml
Solution for 

injection

10 ampoules 

of 2 ml
N01AH01

B.Braun Melsungen AG, 

Germany 

RMA-

04535/02/04/2024

LUMIDOL
Tramadol 

Hydrochloride
100 mg/1 ml Oral drops

10ml (30 

pika)
N02AX02

Belupo 

Pharmaceuticals&Cosmetics

.Croatia, Croatia

RMA-2736/02/03/2022

LUMIDOL®RETARD
Tramadol 

hydrochloride
 200 mg

Film coated 

tablet
30 tablets N02AX02

BELUPO Pharmaceuticals 

& Cosmetics Ltd, Croatia
RMA-2735/02/03/2022

Morfine HCl Expharma
Morphine 

hydrochloride
10mg Tablet 30 tablets N02AA01

ExtractumPharma Co. Ltd, 

Hungary
MA-08340/19/07/2024

Metadon EP 20 mg tabletta
Methadone 

hydrochloride
20 mg Tablet 150 tablets N07BC02

ExtractumPharma Co. Ltd., 

Hungary
MA-0214/15/10/2021
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Oxygerolan
Oxycodone 

hydrochloride
80 mg

Prolonged-

release tablet
30 tbl N02AA05 GL Pharma GmbH, Austria MA-0297/03/12/2021

Tradolan
Tramadol 

hydrochloride
50 mg  

Film coated 

tablet

20 film coated 

tablets
N02AX02

G.L. Pharma GmbH, 

Austria
RMA-3544/20/10/2023

Oxygerolan
Oxycodone 

hydrochloride
10 mg

Film coated 

tablet
30 tbl N02AA05 G.L.Pharma GmbH, Austria RMA-2720/16/02/2022

Oxygerolan
Oxycodone 

hydrochloride
20 mg

Prolonged-

release tablet
30 tbl N02AA05 G.L.Pharma GmbH, Austria RMA-2719/16/02/2022

Trodon
Tramadol-

hydrochloride
50 mg Capsule, hard 20 capsules N02AX02 Hemofarm A.D., Serbia RMA-2454/27/08/2021

Trodon
Tramadol-

hydrochloride
100 mg/2 ml

Solution for 

injection

5 ampoules x 

2ml
N02AX02 Hemofarm A.D., Serbia RMA-2455/27/08/2021

Tramadol Krka
Tramadol 

Hydrochloride
50 mg/ml

Solution for 

injection

5 ampoules of 

1 ml 
N02AX02

Krka, d.d., Novo mesto, 

Slovenia

RMA-

03572/26/11/2023

Tramadol Krka
Tramadol 

Hydrochloride
100 mg/2 ml

Solution for 

injection

5 ampoules of 

2 ml 
N02AX02

Krka, d.d., Novo mesto, 

Slovenia

RMA-

03573/26/11/2023

Adolax

Oxycodone 

hydrochloride1, 

Naloxone 

hydrochloride 

dihydrate1

40 mg/20 mg
Prolonged-

release tablet
30 tbl N02AA55

Krka, d.d., Novo mesto, 

Slovenia; TAD Pharma 

GmbH, Germany 

RMA-3401/05/06/2023

Adolax

Oxycodone 

hydrochloride1, 

Naloxone 

hydrochloride 

dihydrate1

10 mg+5 mg
Prolonged-

release tablet
30 tbl N02AA55

Krka, d.d., Novo mesto, 

Slovenia; TAD Pharma 

GmbH, Germany 

RMA-3383/05/06/2023
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Adolax

Oxycodone 

hydrochloride1, 

Naloxone 

hydrochloride 

dihydrate1

20 mg/10 mg
Prolonged-

release tablet
30 tbl N02AA55

Krka, d.d., Novo mesto, 

Slovenia; TAD Pharma 

GmbH, Germany 

RMA-3384/05/06/2023

Tramadol Krka
Tramadol 

Hydrochloride
50 mg Capsule, hard

20 hard 

capsules 
N02AX02

Krka, d.d., Novo mesto, 

Slovenia

RMA-

03571/26/11/2023

DORETA

Tramadol 

Hydrochloride, 

Paracetamol

 37.5 

mg+325 mg

Film coated 

tablet

10 tablets, 20 

tablets
N02AJ13

KRKA, D.D., NOVO 

MESTO, Slovenia
RMA-2992/28/09/2022

Doreta®

Tramadol 

Hydrochloride, 

Paracetamol

75 mg+650 

mg

Film coated 

tablet

30; 60 film 

coated tablets
N02AJ13

Krka, d.d., Novo Mesto, 

Slovenia

RMA-

47707/09/12/2024

Doreta®

Tramadol 

Hydrochloride, 

Paracetamol

75 mg/650 

mg 

Film coated 

tablet

10 film coated 

tablets
N02AJ13

KRKA, d. d., Novo mesto, 

Slovenia

RMA-

47758/26/11/2024

FENTANYL RENAUDIN Fentanyl as citrate 0.005 %
Solution for 

injection

10 ampoules 

x 10ml
N01AH01

LABORATOIRE 

RENAUDIN, France
MA-0103/24/03/2023

FENTANYL RENAUDIN 0.05 

mg/ml Solution for injection in 

ampoule (IV and epidural)

Fentanyl as citrate 0.005 %
Solution for 

injection
 10 ampoules N01AH01

LABORATOIRE 

RENAUDIN, France
RMA-3231/01/02/2023

Fentadur Fentanyl 75 mcg/1 h
Transdermal 

patch

 5 transdermal 

patches
N02AB03 Lavipharm S.A., Greece RMA-2649/13/12/2021

Fentadur Fentanyl 100 mcg/1 h
Transdermal 

patch

 5 transdermal 

patches
N02AB03 Lavipharm S.A., Greece RMA-2645/13/12/2021

Fentadur Fentanyl 50 mcg/1 h
Transdermal 

patch

 5 transdermal 

patches
N02AB03 Lavipharm S.A., Greece RMA-2648/13/12/2021

Fentadur Fentanyl 25 mcg/1 h
Transdermal 

patch

 5 transdermal 

patches
N02AB03 Lavipharm S.A., Greece RMA-2647/13/12/2021
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TRAMADOL 

HYDROCHLORIDE INJECTION 

50MG/mL,2mL

Tramadol 

Hydrochloride
50MG/mL

Solution for 

injection

10 x 2 mL 

Ampoule
N02AX02

SWISS PARENTERALS 

LTD., India
MA-08402/11/09/2024

Morfina Cloridrato Monico
Morphine 

hydrochloride
20 mg/1 ml

Solution for 

injection
5 ampoules N02AA01 Monico S.P.A, Italy

RMA-

47605/01/10/2024

Morfina Cloridrato Monico
Morphine 

hydrochloride
10 mg/1 ml

Solution for 

injection
5 ampoules N02AA01 Monico S.P.A, Italy

RMA-

47604/01/10/2024

Fentanyl Panpharma 0,1 mg Fentanyl citrate 0.1 mg/2 ml
Solution for 

injection

10 x 2 mL 

Ampoule
N01AH01

PANPHARMA GmbH, 

Germany 
MA-0175/12/07/2022

MORFINE
Morphine 

hydrochloride
10 mg/1 ml

Solution for 

injection
10 ampoules N02AA01

"PROFARMA"- sh.a, 

Albania

RMA-

02387/16/11/2025

TRAMADOL
Tramadol 

hydrochloride
100 mg/2 ml

Solution for 

injection

10 x 2 mL 

Ampoule
N02AX02 PROFARMA sha, Albania RMA-3158/09/12/2022

tramadol
Tramadol 

hydrochloride
100 mg/1 ml

Oral drops, 

solution
 10ml N02AX02 profarma, Albania RMA-3140/01/12/2022

TRAMADOL MCC
Tramadol 

hydrochloride
50 mg Tablet 20 Tab N02AX02

S.C.MAGISTRA C&C 

S.R.L., Romania
RMA-2242/16/02/2021

TRAMALIN Tramadol 100mg
Prolonged-

release tablet
20 Tab N02AX02

G.L. Pharma GmbH, 

Austria
MA-08256/30/04/2024

TRAMALIN Tramadol 200mg
Prolonged-

release tablet
30 Tab N02AX02

G.L. Pharma GmbH, 

Austria
MA-08252/30/04/2024

TALINAT Fentanyl Citrate 0.1 mg/2 ml
Solution for 

injection
10 ampoules N01AH01

VEM Ilac San. ve Tic. A.S., 

Turkey 
MA-0218/12/06/2023

Note: Should you identify any errors or inaccuracies in the above list, please notify us via email at dukagjin.zabergja@rks-gov.net
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