MINISTRY OF HEALTH / KOSOVO MEDICINES AGENCY
Licensing Department / Date: 13.02.2026
Narcotic and Precursor Division

Official Register of Psychotropic Medicines Authorized for Use in the Republic of Kosovo

. Solution for 10 ALKALOID AD -
DIAZEPAM ALKALOID Diazepam 10mg2ml .. NO5BA01  SKOPJE, North PMA-049/17/11/2016
injection ampoules .
Macedonia
0.75mg/1  Oral drops, Bottle ABC FARMACEUTICI
ALPRAZOLAM ABC Alprazolam ml solution with 20ml NO5BA12 SPA. ITALY RMA-2529/01/10/2021
_ Sublingual 7& _28 ALKALOID AD -
BUPRENORFIN ALKALOID Buprenorphine 8 mg tablet sublingual NO7BC01  SKOPJE, North RMA-02201/07/05/2025
tablets Macedonia
' Sublingual 7& _28 ALKALOID AD -
BUPRENORFIN ALKALOID Buprenorphine 2mg tablet sublingual NO7BC01  SKOPJE, North RMA-02202/07/05/2025
tablets Macedonia
ALKALOID AD -
LEXILIUM ® Bromazepam 6 mg Tablet 30 tablets NO5BA08 SKOPJE, North PMA-153/06/03/2017
Macedonia
ALKALOID AD -
LEXILIUM ® Bromazepam 1.5mg Tablet 30 tablets NO5BA08 SKOPJE, North PMA-151/06/03/2017
Macedonia
ALKALOID AD -
LEXILIUM ® Bromazepam 3mg Tablet 30 tablets NO5BA08 SKOPJE, North PMA-152/06/03/2017
Macedonia
Fluoxetine Capsule 30 ALKALOID AD -
FLUOXETIN ALKALOID hydrochloride, 20 mg ’ NO6AB03 SKOPJE, North PMA-229/29/03/2017
. hard capsules .
Fluoxetine Macedonia
. Coated ALKALOID AD -
DIAZEPAM ALKALOID Diazepam 5mg tablet 30 tablets NO5BA01 SKOPJE, North PMA-048/17/11/2016
Macedonia
_ Coated ALKALOID AD -
DIAZEPAM ALKALOID Diazepam 2 mg tablet 30 tablets NO5BAO01 SKOF;JE, North PMA-047/17/11/2016
Macedonia
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Narcotic and Precursor Division

MAPRAZAX

MAPRAZAX

MAPRAZAX

Midazolam

Midazolam

Midazolam B.Braun 1mg/ml

Midazolam Bioindustria
L.I.M.

TRAZEM

Clobazam Tablets

Clobazam Tablets

Alprazolam

Alprazolam

Alprazolam

Midazolam

Midazolam

Midazolam

Midazolam
hydrochloride

Nitrazepam

Clobazam

Clobazam

0.25 mg

0.5mg

1mg

5 mg/5 ml

15 mg/3 ml

Img/ ml

5 mg/1 ml

5 mg

20mg

10mg

Tablet

Tablet

Tablet

Solution for
injection/inf
usion
Solution for
injection/inf
usion
Solution for
injection/inf
usion

Solution for

injection

Tablet

Tablet

Tablet

30 tablets

30 tablets

30 tablets

10
ampoules

10
ampoules

20
ampoules/
5ml

10
ampoules

10 tablets

30 tablets

30 tablets
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NO5BA12

NO5BA12

NO5BA12

NO5CDO08

NO05CD08

NO5CDO08

NO05CD08

NO5CD02

NO5BA09

NO5BA09

ALKALOID AD -
SKOPJE, North
Macedonia
ALKALOID AD -
SKOPJE, North
Macedonia
ALKALOID AD -
SKOPJE, North
Macedonia

AS KALCEKS, Latvia

AS KALCEKS, Latvia

B.BRAUN
MELSUNGEN AG,
Germany

Bioindustria Laboratorio
Italiano Medicinali
S.p.A, ltaly
BOSNALIJEK D.D.,
BOSNIA AND
HERCEGOVINA

Brown& Burk UK
Ltd,United Kingdom

Brown& Burk UK
Ltd,United Kingdom

Date: 13.02.2026

RMA-3489/22/08/2023

RMA-3490/22/08/2023

RMA-3491/22/08/2023

MA-0177/12/07/2022

MA-0154/07/07/2022

RMA-04534/02/04/2024

MA-0018/11/03/2021

RMA-2240/16/02/2021

MA-00330/27/02/2024

MA-00332/27/02/2024
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Narcotic and Precursor Division

DIAZEM

Phenobarbital

Flormidal

BENSEDIN

BENSEDIN

BENSEDIN

KSALOL

KSALOL

KSALOL

TITUS

Diazepam

Phenobarbital

Midazolam

Diazepam

Diazepam

Diazepam

Alprazolam

Alprazolam

Alprazolam

Lorazepam

10 mg/2 ml

100 mg

15 mg

2 mg

5mg

10 mg

0.25 mg

0.5mg

1mg

2.5mg

Solution for
injection/inf
usion

Tablet

Film coated
tablet

Tablet

Tablet

Tablet

Tablet

Tablet

Tablet

Tablet

ampoules

20 tablets

30 tablets

30 tablets

30 tablets

30 tablets

30 tablets

30 tablets

30 tablets

20 tablets
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NO5BAO1

NO3AAQ2

NO5CDO08

NO5BAO1

NOSBAO1

NO5BAO1

NOS5BA12

NO5BA12

NO5BA12

NO5BA06

Date: 13.02.2026

DEVA HOLDING ASS, -

TURKEY RMA-04738/22/08/2024

Egyptian International
Pharmaceutical Industries MA-0335/16/10/2023
Co. (EIPICO),Egypt

Galenika a.d. Serbia MA-08563/11/03/2025

Galenika a.d. Serbia RMA-02120/30/12/2024

Galenika a.d. Serbia RMA-02119/30/12/2024

Galenika a.d. Serbia RMA-02118/30/12/2024

Galenika a.d. Serhia RMA-04758/12/07/2024

Galenika a.d. Serbia RMA-04759/12/07/2024

Galenika a.d. Serbia RMA-04757/12/07/2024

HELP SA, GREECE RMA-47590/20/09/2024
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TITUS

DEMETRIN

Diazepam HF

Diazepam HF

Diazepam HF

BROMAZEPAM HF

BROMAZEPAM HF

BROMAZEPAM HF

LORAZEPAM HF

LORAZEPAM HF

Lorazepam

Prazepam

Diazepam

Diazepam

Diazepam

Bromazepam

Bromazepam

Bromazepam

Lorazepam

Lorazepam

1mg

10 mg

5mg

10 mg

2mg

1.5mg

3mg

6 mg

1mg

2.5mg

Tablet

Tablet

Tablet

Tablet

Tablet

Tablet

Tablet

Tablet

Tablet

Tablet

20 tablets

20 tablets

30 tablets

30 tablets

30 tablets

30 tablets

30 tablets

20 tablets

30 tablets

20 tablets
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NO5BA06

NO5BA11

NO5BAO1

NO5BAO1

NOSBAO1

NO5BA08

NOSBA08

NO5BA08

NO5BA06

NO5BA06

HELP SA, GREECE

Hemofarm
AD,Vrsac,Republic of
Serbia

Hemofarm
AD,Vrsac,Republic of
Serbia

Hemofarm
AD,Vrsac,Republic of
Serbia

Hemofarm
AD,Vrsac,Republic of
Serbia

Hemofarm
AD,Vrsac,Republic of
Serbia

Hemofarm
AD,Vrsac,Republic of
Serbia

Hemofarm
AD,Vrsac,Republic of
Serbia

Hemofarm
AD,Vrsac,Republic of
Serbia

Hemofarm
AD,Vrsac,Republic of
Serbia

Date: 13.02.2026

RMA-3297/03/03/2023

RMA-02258/06/08/2025

RMA-02283/13/08/2025

RMA-02328/30/10/2025

RMA-02329/30/10/2025

RMA-2281/16/03/2021

RMA-2280/16/03/2021

RMA-2279/16/03/2021

RMA-2421/19/07/2021

RMA-2422/19/07/2021
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Licensing Department /
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Date: 13.02.2026

Industria quimica y

LORMETAZEPAM VIR 1mg Lormetazepam 1mg Tablet 30 tablets NO5CDO06 farmaceutica vir.s.a- MA-08843/20/11/2025

comprimidos EFG

Fluphenazine

Solution for 5

Spain
KRKA D.D, NOVO

MODITEN® DEPO Dooam 2Bmghml e on ampoutes NOBABOZ et VENIa  RMA-0422104/12/2023
HELEX® SR Alprazolam 1mg i Losr;gg:)'let 30 tablets NOSBAL2 ﬁs(?o?& (')\'\%\ﬂ A RMA-04734/02/08/2024
HELEX® SR Alprazolam 2 mg fgl‘; Losggtzcé'let 30 tablets NO5SBAL2 I\K/IRI;E'I'?\OI?.SDL, c')\'\?;/,\ﬁ  RMA-04733002/08/2024
HELEX® SR Alprazolam 0.5 mg ZIC; Losr;gtz(:)'let 30 tablets NOSBA12 I\K/IRElg'II?\OE,)gL, g\(/);/,\ﬁ RMA-04735/02/08/2024
APAURIN® Diazepam 10 mg Tablet 30 tablets NOSBAOL I\Kﬂiﬁ‘o‘?& cl)\l\?gll\ﬁ  RMA-03614/07/02/2024
HELEX® Alprazolam 0.5mg Tablet 30 tablets NO5BA12 I\K/IRE|;¢ ODSI?L g\(/);/l\(ljl A RMA-047570/02/08/2024
HELEX® Alprazolam 1mg Tablet 30 tablets NO5BA12 I\K/IFé:'? ODSDL Cl)\l\?;\ﬁ A RMA-047569/02/08/2024
HELEX® Alprazolam 0.25 mg Tablet 30 tablets NO5BA12 I\K/IREE_'?‘ ODSL g\?;/l\(l)l A RMA-047563/02/08/2024
LEXAURIN® Bromazepam 1.5mg Tablet 30 tablets NO5BA08 KRKA D.D, NOVO RMA-03569/04/12/2023

Page 5

MESTO, SLOVENIA
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Licensing Department /

Narcotic and Precursor Division

LEXAURIN®

APAURIN®

Alprazolam Basi

Alprazolam Basi

Alprazolam Pazolam 0.5 mg

comprimidos de libertacéo

modificada

LORAM ®

Rivoril

SONGAR

Rivo 2

Rivo 0.5

Bromazepam

Diazepam

Alprazolam

Alprazolam

Alprazolam

Lorazepam

Clonazepam

Triazolam

Clonazepam

Clonazepam

5mg

1mg

0.25mg

0.5 mg

2.5mg

2mg

0.375
mg/ml

2 mg

0.5mg

Tablet

Coated
tablet

Tablet

Tablet

Modified-

30 tablets

30 coated
tablets

60 tablets

60 tablets

60 tablets

release tablet

Tablet

Tablet

20 tablets

30 tablets

Oral solution 19 mi

Tablet

Tablet

30 tablets

50 tablets
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NO5BA08

NO5BAO1

NO5BA12

NO5BA12

NOS5BA12

NO5BA06

NO3AEO1

NO5CD05

NO3AEO1

NO3AEO1

KRKA D.D, NOVO
MESTO, SLOVENIA

KRKA D.D, NOVO
MESTO, SLOVENIA

LADURA I URI DAJI-

INDUSTRIA
FARMACEUTICA

C A DNDTILIC AL
LADURAIT URI DAJOI-

INDUSTRIA
FARMACEUTICA

C A DNDTILICCAI

LABORATORIES
ATRAL S.A,
PORTUGAL

LEK
PHARMACEUTICALS
D.D SLOVENIA

MEDOCHEMIE LTD
,CYPRUS

Neopharmed Gentili
S.p.A-ltaly

Orion Pharma
Ltd,Bangladesh

Orion Pharma
Ltd,Bangladesh

Date: 13.02.2026

RMA-03598/04/12/2023

RMA-03615/07/02/2024

RMA-02091/30/08/2024

RMA-02092/30/08/2024

RMA-02254/07/07/2025

PMA-213/24/03/2017

RMA-3526/28/09/2023

MA-08790/09/10/2025

RMA-02270/09/12/2024

RMA-47674/09/07/2024



MINISTRY OF HEALTH / KOSOVO MEDICINES AGENCY
Licensing Department /
Narcotic and Precursor Division

Clonazepam Novumgen 2mg

Tablets

Midazolam Panpharma 1
mg/ml Injektionslosung

ALZOLAX

ALZOLAX

DIAZEPAM

AFEBRIL

LUMINAL

LUMINAL

DIAZEPAM

DILEMY

Clonazepam

Midazolam

Alprazolam

Alprazolam

DIAZEPAM

Diazepam

Phenobarbital

Phenobarbital

Diazepam

Midazolam

2 mg

5 mg/5 ml

0.25 mg

0.5mg

0.5%

5mg/2.5 ml

60 mg

15mg

5mg

5 mg/5 ml

Tablet
Solution for
injection/inf

usion

Tablet

Tablet

Solution for
injection

Rectal
solution

Tablet

Tablet

Tablet

Solution for
injection/inf
usion

30 tablets

10 x 5ml

30 tablets

30 tablets

10
ampoules/
2ml

5 plastic
vials of
2.5ml

30 tablets

30 tablets

30 tablets

5
ampoules
of 5mL
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NO3AEO1

NO5CDO08

NO5BA12

NO5BA12

NOSBAO1

NO5BAO1

NO3AA02

NO3AAQ2

NO5BAO1

NO5CDO08

Osgen Pharmaceuticals
Limited,United Kingdom

PANPHARMA
GmbH,Germany

PROFARMA SH.A,
ALBANIA

PROFARMA SH.A,
ALBANIA

PROFARMA SH.A,
ALBANIA

PROFARMA SH.A,
ALBANIA

PROFARMA SH.A,
ALBANIA

PROFARMA SH.A,
ALBANIA

PROFARMA SH.A,
ALBANIA

Saba lla¢ San.Ve
Tic.A.S, Turkey

Date: 13.02.2026

MA-08844/25/11/2025

MA-0360/07/12/2022

MA-0036/11/03/2021

MA-0037/11/03/2021

RMA-2552/14/10/2021

RMA-2582/01/11/2021

RMA-2660/16/12/2021

RMA-2659/16/12/2021

RMA-2551/14/10/2021

MA-08373/06/08/2024



MINISTRY OF HEALTH / KOSOVO MEDICINES AGENCY
Licensing Department / Date: 13.02.2026
Narcotic and Precursor Division

. 10 SWISS
Diazepam Injection BP Diazepam 10mg/2ml _So_luu_on for ampoules NO5BA01 PARENTERALS, MA-08505/22/01/2025
injection .
x 2 ml LTD,India
Solution for SWISS
Midazolam injection BP Midazolam Img/ml o 5mlvial NO5CD08 PARENTERALS, MA-08654/18/06/2025
injection A
LTD,India
Tarchominskie Zaklady
CLONAZEPAMUM TZF Clonazepam 2mg Tablet 30 tablets NO3AEO1 Farmaceutyczne Polfa MA-0054/11/03/2022

Spotka Akcyjna, Poland

Tarchominskie Zaklady
CLONAZEPAMUM TZF Clonazepam 0.5mg Tablet 30 tablets NO3AEO1 Farmaceutyczne Polfa MA-0055/11/03/2022
Spotka Akcyjna, Poland

Trepharm SH.P.K.,

XALAM® Alprazolam 0.5mg Tablet 30 tablets NO5BA12 . RMA-02148/11/03/2025
Republic of Kosovo
XALAM Alprazolam 0.25mg  Tablet 30 tablets NOSBA12 1 /cPharm SHP.K., RMA-02128/11/03/2025
Republic of Kosovo
DIAZEPAM Diazepam 5 mg Film coated ) plets NosBAQL 1 repnarm SHP.K,, RMA-2984/28/09/2022
tablet Republic of Kosovo

Solution for |5 Troikaa Pharmaceuticals

Midazolam Troikaa Midazolam 5 mg/ml injection/inf ampoules NO5CDO08 L . MA-05829/23/02/2024
g Limited,India
usion x3ml
Solution for 15 Troikaa Pharmaceuticals
Midazolam Troikaa Midazolam 5 mg/ml injection/inf ampoules NO05CDO08 L . MA-05828/23/02/2024
. Limited,India
usion x 10 ml
5 rectal .
. Rectal VEM llac San. ve Tic.
DIAKSI Diazepam 5 mg/2.5 ml solution tzugre;Lof NO5BAO01 AS.- TURKEY MA-0413/21/12/2023
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Licensing Department /
Narcotic and Precursor Division

Zolamid

XANAX

XANAX

Luminalum UNIA

Midazolam

Alprazolam

Alprazolam

Phenobrarbitalum

1mg/ml
(5mg/5ml)

0.5mg

0.25 mg

100 mg

Solution for
injection/inf

. ampoules
usion
Tablet 50 tablets
Tablet 50 tablets
Tablet 10 tablets

NO5CDO08

NO5BA12

NO5BA12

NO3AA02

Date: 13.02.2026

VEM llac San. ve Tic. - o1 » 65084/16/12/2024

A.S.- TURKEY

Viatris Healthcare, MA-08572/28/03/2025
Belgium

Viatris Healthcare, MA-08573/28/03/2025

Belgium

Zaklady Farmaceutyczne
"UNIA" Spodzielnia RMA-2851/26/05/2022
Pracy, Poland

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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