
LIST

of the medicines recommended for the registration by the Center according to the meeting decision N 06-2/23  on June  30, 2023

N Trade name
Common name of the 

active substance 
Pharmaceutical 

form
Strength and packaging, 

presentation
All manufacturing sites involved in the 

medicinal product manufacturing process 
(name, location)

Country
Registration certificate holder 

(name, location) Country
Legal 

status for 
supply

Conclusion number 
and date

1
Atectura 

Breezhaler
indacaterol (indacaterol ac-
etate), mometasone fuorat

inhalation 
powder, 

capsules hard

150mcg+320mcg; (30/3x10/) 
in blister and inhaler

Siegfried Barbera S.L., Ronda de Santa 
Maria 158, 08210 Barbera del Valles, 

Barcelona 
Spain

Novartis Pharma AG, Licht-
strasse 35, 4056 Basel Switzerland PoM

21457
30.06.2023

2
Norditropin 
NordiFlex somatropin

solution for 
injection

6,7mg/ml; pre-filled pen 
1,5ml

Novo Nordisk A/S, Novo Alle 1, 
Bagsvaerd, 2880- batch releaser, Novo 
Nordisk A/S Hallas Alle, Kalundborg, 

4400, Denmark- bulk manufacturer, pri-
mary packager, Novo Nordisk A/S Kirke 

Vaerlosevej 30, Vaerlose, 3500, Denmark- 
secondary packager, 1. Novo Nordisk A/S 
Hallas Alle, Kalundborg, 4400, Denmark, 

2. Novo Nordisk A/S, Hagedornsvej 1, 
Gentofte, 2820, Denmark- quality control 

(microbiological), Novo Nordisk A/S, 
Brogardsvej 66, Gentofte DK-2820, Den-
mark- quality control (physicochemical) 

Denmark
Novo Nordisk A/S, Novo Alle, 

Bagsvaerd, 2880 Denmark PoM
21458

30.06.2023



LIST

of the medicines recommended for the re-registration by the Center according to the meeting decision N 06-2/23  on June 30, 2023

N Trade name Common name of the 
active substance 

Pharmaceutical 
form

Strength and packaging, presentation
All manufacturing sites involved in 
the medicinal product manufactur-

ing process (name, location)
Country Registration certificate holder 

(name, location)
Country Legal status 

for supply
Conclusion num-

ber and date

1
Carvedi-Denk 

6,25 carvedilol tablets 6,25mg; (30/3x10/) in blister
Artesan Pharma GmbH & Co. KG, 
Wendlandstrasse 1, 29439 Luechow Germany

Denk Pharma GmbH & Co. 
KG, Prinzregentenstr. 79, 

81675 Muenchen 
Germany PoM

21459
30.06.2023

2 Carvedi-Denk 25 carvedilol tablets 25mg; (30/3x10/) in blister
Artesan Pharma GmbH & Co. KG, 
Wendlandstrasse 1, 29439 Luechow Germany

Denk Pharma GmbH & Co. 
KG, Prinzregentenstr. 79, 

81675 Muenchen 
Germany PoM

21460
30.06.2023

3 Biseptol Medana
sulfamethoxazole, 

trimethoprim suspension oral
200mg/5ml+40mg/5ml; 80ml glass bottle 

and measuring cup

Pharmaceutical Works POLPHAR-
MA S.A. Medana Branch in Sieradz, 
10 Wladyslawa Lokietka St., 98-200 

Sieradz- batch releaser, Pharma-
ceutical Works POLPHARMA 

S.A. Medana Branch in Sieradz, 57 
Polskiej Organizacji Wojskowej st., 
98-200 Sieradz, Poland- bulk manu-
facturer, packager, quality control 

Poland
Pharmaceutical Works POL-
PHARMA S.A., 19 Pelplinska 
St., 83-200 Starogard Gdanski 

Poland PoM
21461

30.06.2023

4 Sedavit herbal thick extract, 
vitamin B6, vitamin PP

tablets 170mg+3mg+15mg; (20/2x10/) in blister Kievmedpreparat PJSC, 01032, Kyiv, 
Saksaganskogo street, 139

Ukraine Kievmedpreparat PJSC, 01032, 
Kyiv, Saksaganskogo street, 139

Ukraine OTC 21462
30.06.2023

5 Augmentin
amoxicillin (amoxicillin 
trihydrate), clavulanic 
acid (potassium clavu-

lanate)

tablets 
film-coated

500mg+125mg; (14/2x7/) in blister
SmithKline Beecham Limited, Clar-
endon road, Worthing, West Sussex, 

BN14 8QH 
UK

Beecham Group PLC, 980 
Great West Road, Brentford, 

Middlesex, TW8 9GS
UK PoM 21463

30.06.2023



6 Augmentin
amoxicillin (amoxicillin 
trihydrate), clavulanic 
acid (potassium clavu-

lanate)

tablets 
film-coated

875mg+125mg; (14/2x7/) in blister
SmithKline Beecham Limited, Clar-
endon road, Worthing, West Sussex, 

BN14 8QH 
UK

Beecham Group PLC, 980 
Great West Road, Brentford, 

Middlesex, TW8 9GS 
UK PoM 21464

30.06.2023

7 Ursocam ursodeoxycholic acid tablets
250mg; (25) in plastic container, (100) 

in plastic container, (25/1x25/) in blister, 
(100/4x25/) in blister

Polfarmex S.A., Jozefow 9 Street, 
99-300 Kutno Poland

Polfarmex S.A., Jozefow 9 
Street, 99-300 Kutno Poland PoM

21465
30.06.2023

8 Lefluonia leflunomide tablets 
film-coated

20mg; (30/3x10/) in blister Pharmathen S.A., Dervenakion 6, 
15351 Pallini, Attiki

Greece Pharmathen S.A., Dervenaki-
on 6, 15351 Pallini, Attiki

Greece PoM 21466
30.06.2023

9 Entoban

holarrhena antidysenter-
ica, myrtus communis, 
berberis aristata, aegle 

marmelos, quercus infec-
toria, butea frondosa

capsules
400mg+400mg+100mg+100mg+100mg
+100mg; (20) in plastic container, (60) in 

plastic container

Herbion Pakistan Pvt. Ltd., Plot No. 
30 Sector 28 Korangi Industrial Area, 

Karachi
Pakistan

Herbion Pakistan Pvt. Ltd., 
Plot No. 30 Sector 28 Korangi 

Industrial Area, Karachi
Pakistan OTC

21467
30.06.2023

10 Alfagin

panax ginseng, eleuth-
erococcus senticosus , 

medicago sativa, emblica 
officinalis, trigonella 
foenum-graecum

capsules
50mg+200mg+500mg+800mg+500mg; 
(20) in plastic container, (60) in plastic 

container

Herbion Pakistan Pvt. Ltd., Plot No. 
30 Sector 28 Korangi Industrial Area, 

Karachi
Pakistan

Herbion Pakistan Pvt. Ltd., 
Plot No. 30 Sector 28 Korangi 

Industrial Area, Karachi
Pakistan OTC

21468
30.06.2023

11 Bobotic simeticone drops oral 66,66mg/ml; 30ml glass bottle

Pharmaceutical Works POLPHAR-
MA S.A. Medana Branch in Sieradz, 
10 Wladyslawa Lokietka St. 98-200 

Sieradz- batch releaser, Pharma-
ceutical Works POLPHARMA 

S.A. Medana Branch in Sieradz, 57 
Polskiej Organizacji Wojskowej st. 

98-200 Sieradz, Poland- bulk manu-
facturer, packager, quality control 

Poland
Pharmaceutical Works Pol-

pharma S.A., 19 Pelplinska Str., 
83-200 Starogard Gdanski

Poland OTC
21469

30.06.2023

12 Azaleptol clozapine tablets 100mg; (50/5x10/) in blister
PJSC «Technolog», 8, Staraprorizna 

street, Uman, Cherkassy region, 
20300

Ukraine
PJSC «Technolog», 8, Starapro-
rizna street, Uman, Cherkassy 

region, 20300
Ukraine PoM

21470
30.06.2023



13 Menopur menotropin

powder 
lyophilized for 
solution for i/m 
or s/c injection

75IU; (5) glass vials and (5) solvent in am-
poules 1ml, (10) glass vials and (10) solvent 

in ampoules 1ml

Ferring GmbH, Wittland 11, 24109 
Kiel- powder bulk manufacturer, 
powder primary packager, qual-
ity control, batch releaser, Haupt 

Pharma Wulfing GmbH, Bethelner 
Landstrasse 18, Gronau/Leine 31028, 
Germany- solvent bulk manufactur-
er, primary packager, Ferring-Leciva, 

a.s.(areal spol. ECP, a.s.) , Ke Skale 
455, Vestec u Prahy, 25242, Czech 

Republic- secondary packager

Germany
Ferring GmbH, Wittland 11, 

24109 Kiel Germany PoM
21471

30.06.2023

14 Zondan
ondansetron (ondan-
setron hydrochloride 

dihydrate)
solution for 
injection

2mg/ml; (5) ampoules 4ml
Incepta Pharmaceuticals Limited, 

Dewan Idris Road, Bara Rangamatia, 
Zirabo, Ashulia, Savar, Dhaka-1341

Bangladesh
Incepta Pharmaceuticals Lim-
ited, Dewan Idris Road, Bara 
Rangamatia, Zirabo, Ashulia, 

Savar, Dhaka-1341

Bangladesh PoM 21472
30.06.2023

15 Bisacodyl bisacodyl
tablets gas-
tro-resistant 
film-coated

5mg; (30/3x10/) in blister

Open joint stock company «Bor-
isovskiy zavod medicinskikh pre-

paratov», 24, Stroiteley str., Borisov, 
Minsk region 

Republic of 
Belarus

Open joint stock company 
«Borisovskiy zavod medicinski-

kh preparatov» 64, Chapaev 
str., Borisov 222518, Minsk 

region 

Republic of 
Belarus OTC

21473
30.06.2023

16 Levoflox-Denk 
5mg/ml

levofloxacin (levofloxa-
cin hemihydrate)

solution for 
infusion

5mg/ml; 100ml glass vial

Solupharm Pharmazeutische 
Erzeugnisse GmbH, Industriestr. 3, 

34212 Melsungen- bulk manu-
facturer, packager, quality control 
(physicochemical), batch releaser, 

Labor LS SE & Co. KG, Mangelsfeld 
4, 5, 6, Bad Bocklet, Germany- quali-

ty control (microbiological) 

Germany
Denk Pharma GmbH & Co. 
KG, Prinzregentenstr. 79, 

81675 Munchen
Germany PoM 21474

30.06.2023

17 Mastodynon

agnus castus Ã�, blue 
cohosh D4, european 

cyclamen D4, strychnos 
ignatia D6, iris versicolor 

D2, tiger lily D3

drops oral 
homeopatic

0,2g/g+0,1g/g+0,1g/g+0,1g/g+0,2g/g+0,1g/g; 
50ml glass bottle

Bionorica SE, Kerschensteinerstr. 
11-15, 92318 Neumarkt Germany

Bionorica SE, Kerschensteiner-
str. 11-15, 92318 Neumarkt Germany OTC

21475
30.06.2023

18 Troxerutin VP troxerutin gel for topical 
use

20mg/g; 40g aluminium tube Vetprom AD, Radomir, Otets Paisiy 
str. 26 Otez Paissij str. 26

Bulgaria Vetprom AD, Radomir, Otets 
Paisiy str. 26 Otez Paissij str. 26

Bulgaria OTC 21476
30.06.2023



19 Diclofenac
diclofenac (diclofenac 

sodium)
suppositories 

rectal 50mg; (6/1x6/)
Farmaprim SRL, Crinilor str., 5, 

Porumbeni, Criuleni dis., MD-4829 Moldova
Farmaprim SRL, Crinilor str., 
5, Porumbeni, Criuleni dis., 

MD-4829
Moldova PoM

21477
30.06.2023

20 Diclofenac
diclofenac (diclofenac 

sodium)
suppositories 

rectal 100mg; (10/2x5/)
Farmaprim SRL, Crinilor str., 5, 

Porumbeni, Criuleni dis., MD-4829 Moldova
Farmaprim SRL, Crinilor str., 
5, Porumbeni, Criuleni dis., 

MD-4829
Moldova PoM

21478
30.06.2023

21 Clotrimazole clotrimazole
solution for 
external use 10mg/ml; glass bottle 30ml

Arpimed LLC, Kotayk Marz, 
Abovyan, 2nd Micro-District, 19 

Building

Republic of 
Armenia

Arpimed LLC, Kotayk Marz, 
Abovyan, 2nd Micro-District, 

19 Building

Republic of 
Armenia OTC

21479
30.06.2023

22 Clotrimazole clotrimazole
cream for 

external use 10mg/g; 15g aluminium tube
Arpimed LLC, Kotayk Marz, 

Abovyan, 2nd Micro-District, 19 
Building

Republic of 
Armenia

Arpimed LLC, Kotayk Marz, 
Abovyan, 2nd Micro-District, 

19 Building

Republic of 
Armenia OTC

21480
30.06.2023

23 GONAL-f follitropin alfa

powder 
lyophilized for 

solution for 
injection

5,5mcg (75IU); (1) glass vial 3ml, (1) 
solvent in pre-filled syringe 1ml, (2) sterile 

needles

Merck Serono S.A., Succursale d 
Aubonne, Zone Industrielle de l 

Ouriettazz, 1170 Aubonne, Merck 
Serono S.A., Succursale d Aubonne, 
Zone Industrielle de l Ouriettazz, 

1170 Aubonne, Switzerland- solvent 
manufacturer 

Switzerland
Merck LLC,Valovaya Street 35, 

115054 Moscow Russia PoM
21481

30.06.2023

24 GONAL-f follitropin alfa
powder 

lyophilized for 
solution for 
injection

5,5mcg (75IU); (1) glass vial 3ml, (1) 
solvent in pre-filled syringe 1ml, (2) sterile 

needles

Merck Serono S.A., Succursale d 
Aubonne, Zone Industrielle de l 

Ouriettazz, 1170 Aubonne, Merck 
Serono S.p.A., Via delle Magnolie 15, 
70026- Modugno (BA), Italy- solvent 

manufacturer 

Switzerland Merck LLC,Valovaya Street 35, 
115054 Moscow

Russia PoM 21482
30.06.2023

25
Enterogermina 

Forte
spores of polyantibi-
otic-resistant Bacillus 

clausii
suspension oral 4x10^9/5ml; (10) plastic vials 5ml

Sanofi S.R.L., Viale Europa, 11, 
21040 Origgio Italy

Sanofi S.R.L., Viale Europa, 11, 
21040 Origgio Italy OTC

21483
30.06.2023

26 Femoston 1/10
white tablet- estradiol, 
gray tablet- estradiol, 

dydrogesterone

tablets 
film-coated

1mg+1mg+10mg; (28/2x14/(14 white 
tablets +14 gray tablets) in blister

ABBOTT Biologicals B.V., Veerweg 
12, 8121 AA Olst 

the Nether-
lands

ABBOTT Healthcare Products 
B.V., C.J. van Houtenlaan 36, 

NL-1381 CP Weesp 
the Netherlands PoM

21484
30.06.2023

27 Trinomia
acetylsalicylic acid, 

atorvastatin, ramipril capsules 100mg+20mg+2,5mg; (28/4x7/) in blister
Ferrer International, S.A., Joan 

Buscalla,1-9 08173 Sant Cugat del 
Valles, Barcelona 

Spain
Ferrer International, S.A., 

Gran Via Carlos III, 94, 08028, 
Barcelona

Spain PoM
21485

30.06.2023



28 Trinomia
acetylsalicylic acid, 

atorvastatin, ramipril capsules 100mg+20mg+5mg; (28/4x7/) in blister
Ferrer International, S.A., Joan 

Buscalla,1-9 08173 Sant Cugat del 
Valles, Barcelona 

Spain
Ferrer International, S.A., 

Gran Via Carlos III, 94, 08028, 
Barcelona

Spain PoM
21486

30.06.2023

29 Trinomia
acetylsalicylic acid, 

atorvastatin, ramipril capsules 100mg+20mg+10mg; (28/4x7/) in blister
Ferrer International, S.A., Joan 

Buscalla,1-9 08173 Sant Cugat del 
Valles, Barcelona 

Spain
Ferrer International, S.A., 

Gran Via Carlos III, 94, 08028, 
Barcelona 

Spain PoM
21487

30.06.2023

30 Rinocil
dimethindene maleate, 
phenylephrine (phenyl-
ephrine hydrichloride)

drops nasal
0,25mg/ml+2,5mg/ml; 15ml plastic 

vial-dropper
Rubicon LLC, 62B, M. Gorky street, 

210002, Vitebsk
Republic of 

Belarus
Rubicon LLC, 62B, M. Gorky 

street, 210002, Vitebsk
Republic of 

Belarus OTC
21488

30.06.2023

31
Lysobact Com-

plete Spray

lysozyme (lysozyme 
hydrochloride), 

cetylpyridinium chlo-
ride, lidocaine (lidocaine 

hydrochloride)

spray
20mg/ml+1,5mg/ml+0,5mg/ml; 30ml 

glass bottle with spraying pump and spray 
applicator

Bosnalijek d.d., Jukiceva 53, 71000 
Sarajevo

Bosnia And 
Herzegovina

Bosnalijek d.d., Jukiceva 53, 
71000 Sarajevo

Bosnia And 
Herzegovina OTC

21489
30.06.2023

32
Lysobact Spray 

with Peppermint 
flavour

lysozyme (lysozyme hy-
drochloride), cetylpyri-

dinium chloride
spray

20mg/ml+1,5mg/ml; 30ml glass bottle with 
spraying pump and spray applicator

Bosnalijek d.d., Jukiceva 53, 71000 
Sarajevo

Bosnia And 
Herzegovina

Bosnalijek d.d., Jukiceva 53, 
71000 Sarajevo

Bosnia And 
Herzegovina OTC

21490
30.06.2023

33 Cyclodynon agnus castus dry extract
tablets 

film-coated 4mg; (30/2x15/) in blister

Bionorica SE, Kerschensteinerstr. 
11-15, 92318 Neumarkt- packager, 
quality control, batch releaser, Rot-

tendorf Pharma GmbH, Ostenfelder 
Strasse 51-61, Ennigerloh, North 

Rhine, Westphalia, 59320, Germa-
ny- bulk manufacturer

Germany
Bionorica SE, Kerschensteiner-

str. 11-15, 92318 Neumarkt Germany PoM
21491

30.06.2023

34 Calgel
lidocaine (lidocaine hy-
drochloride), cetylpyri-

dinium (cetylpyridinium 
chloride)

gel 3,3mg/g+1mg/g; 10g aluminium tube Delpharm Poznan S.A., 189 Grun-
waldzka street, 60-322 Poznan 

Poland
Glaxo Wellcome UK Limited, 
980 Great West Road, Brent-
ford, Middlesex, TW8 9GS

UK PoM 21492
30.06.2023



LIST

of  variations requiring reformulation of registration certificate  approved by the Center according to the  meeting decision  N 06-2/23  

on  June 30, 2023

N Trade name Common name of the active 
substance

Pharmaceutical 
form

Strength and packaging, 
presentation

All manufacturing sites involved in 
the medicinal product manufacturing 

process (name, location)
Country Registration certificate holder 

(name, location)
Country

Legal 
status 
for 

supply

Conclusion number 
and date

1 Mexiprim
ethylmethylhydroxypyridine 

succinate
solution for i/m 
and i/v injection

50mg/ml; (10/2x5/) am-
poules 2ml in blister

Scientific Technological Pharmaceutical 
Firm POLISAN LLC, lit. A, building 2, 
Salova st. 72, Saint- Petersburg, 192102

Russia
Nizhpharm JSC, 603105, Nizhny 

Novgorod, Salganskaya st., 7 Russia PoM
19584/1/1
30.06.2023

2 Mexiprim
ethylmethylhydroxypyridine 

succinate
solution for i/m 
and i/v injection

50mg/ml; (5/1x5/) ampoules 
5ml in blister

Scientific Technological Pharmaceutical 
Firm POLISAN LLC, lit. A, building 2, 
Salova st. 72, Saint- Petersburg, 192102

Russia
Nizhpharm JSC, 603105, Nizhny 

Novgorod, Salganskaya st., 7 Russia PoM
19585/1/1
30.06.2023

3 CITOLEPT citicoline (citicoline sodium)
solution for 
i/v and i/m 
injection

125mg/ml; (5/1x5/) am-
poules 4ml in blister

SotexPharmFirm» CJSC, Bld. 11, village 
Belikovo, Sergiev Posad urban district, 
Moscow Region- quality control, batch 
releaser, «Sotex»PharmFirm» CJSC, Bld. 
10, village Belikovo, Sergiev Posad urban 

district, Moscow Region, Russia- bulk 
manufacturer, packager

Russia
«Sotex»PharmFirm» CJSC, Bld. 

11, village Belikovo, Sergiev 
Posad, Moscow Region, 141345

Russia PoM
20255/2/1
30.06.2023

4 CITOLEPT citicoline (citicoline sodium)
solution for 
i/v and i/m 
injection

250mg/ml; (5/1x5/) am-
poules 4ml in blister

SotexPharmFirm» CJSC, Bld. 11, village 
Belikovo, Sergiev Posad urban district, 
Moscow Region- quality control, batch 
releaser, «Sotex»PharmFirm» CJSC, Bld. 
10, village Belikovo, Sergiev Posad urban 

district, Moscow Region, Russia- bulk 
manufacturer, packager

Russia
«Sotex»PharmFirm» CJSC, Bld. 

11, village Belikovo, Sergiev 
Posad, Moscow Region, 141345

Russia PoM
20256/2/1
30.06.2023



5 Kardiotex
meldonium (meldonium 

dihydrate)
solution for i/v 
and parabulbar 

injection

100mg/ml; (5/1x5/) 
ampoules 5ml in blister, 

(10/2x5/) ampoules 5ml in 
blister

Sotex PharmFirm» CJSC, Bld. 10, village 
Belikovo, Sergiev Posad urban district, 
Moscow Region- batch releaser, bulk 

manufacturer, packager, «Sotex»Pharm-
Firm» CJSC, Bld. 11, village Belikovo, 
Sergiev Posad urban district, Moscow 

Region, Russia- quality control

Russia
«Sotex»PharmFirm» CJSC, Bld. 

11, village Belikovo, Sergiev 
Posad, Moscow Region, 141345

Russia PoM
18531/1/1
30.06.2023

6 Fungoterbin terbinafine (terbinafine 
hydrochloride)

cream for 
external use

10mg/g; aluminium or plas-
tic laminated tube 15g

Nizhpharm JSC, 603105, Nizhny 
Novgorod, Salganskaya st., 7

Russia Nizhpharm JSC, 603105, Nizhny 
Novgorod, Salganskaya st., 7

Russia OTC 18992/2/1
30.06.2023

7 Almigren almotriptan (almotriptan 
malate)

tablets film-
coated

12,5mg; (2/1x2/) in blister

Chanelle Medical Unlimited Company, 
Dublin Road, Loughrea, Co Galway, H62 

FH90- bulk manufacturer, packager, 
quality control (physicochemical), batch 
releaser, Complete Laboratory Solutions, 
Units 3A & 8, Small Business Park, Tuam 
Road, Galway, Ireland- quality control 

(microbiological)

Ireland ARGO-PHARM LLC, 13/9 
Sundukyan str., 0012 Yerevan

Republic of 
Armenia

PoM 19659/1/1
30.06.2023

8 Chondroxid Artra chondroitin sulfate (chondroi-
tin sulfate sodium)

gel for external 
use

50mg/g; 30g aluminium or 
plastic tube

Nizhpharm JSC, 603105, Nizhny 
Novgorod, Salganskaya st., 7

Russia Nizhpharm JSC, 603105, Nizhny 
Novgorod, Salganskaya st., 7

Russia OTC 17841/3/1
30.06.2023

9 Tadalafil Genericon tadalafil tablets film-
coated

20mg; (4/1x4/) in blister

Genericon Pharma Gesellschaft m.b.H., 
Hafnerstrasse 211, 8054, Graz, Styria- 

quality control (phisicochemical), batch 
releaser, Pharmactive Ilac San. Ve Tic 

A.S., Cerkezkoy Organize Sanayi Bolgesi 
Karaagac, Mah. Fatih Bulv. N32, Kapakli, 

Tekirdag, 59510, Turkey- bulk manu-
facturer, packager, AGES Graz IMED, 

Beethovenstrasse 6, Graz, 8010, Austria- 
quality control (microbiological)

Austria
Genericon Pharma Gesellschaft 
m.b.H., Hafnerstrasse 211, 8054, 

Graz, Styria
Austria PoM 21272/1/1

30.06.2023

10 Metoclopramide
metoclopramide 
(metoclopramide 
hydrochloride)

solution for 
i/v and i/m 
injection

5mg/ml; (10) ampoules 
2ml label banderol, (10) 

ampoules 2ml dividella, (10) 
ampoules 2ml CAMA

Open joint stock company “Borisovskiy 
zavod medicinskikh preparatov”, 64 ul. 

Chapaeva, Borisov, Minsk region
Republic of 

Belarus

Open joint stock company 
“Borisovskiy zavod medicinskikh 

preparatov”, 64 ul. Chapaeva, 
Borisov, Minsk region

Republic of Belarus PoM 20953/1/1
30.06.2023



11 Xeloda capecitabine
tablets film-

coated
500mg; (120/12x10/) in 

blister

F. Hoffmann-La Roche Ltd., 4303, 
Kaiseraugst- packager, batch releaser, 

EXCELLA GmbH & Co.KG, Nuernberg-
er st. 12, 90537 Feucht, Germany-bulk 
manufacturer, quality control (phys-
icochemical), Labor LS SE & Co. KG, 

Mangelsfeld 4, 5, 6, Bad Bocklet-Gros-
senbrach, Bayern, 97708, Germany-qual-

ity control (microbiological)

Switzerland
Cheplapharm Arzneimittel 
GmbH, Ziegelhof 24, 17489 

Greifswald
Germany PoM

18963/2/1
30.06.2023

12 Xeloda capecitabine
tablets film-

coated
500mg; (120/12x10/) in 

blister

F. Hoffmann-La Roche AG, Viadukt-
strasse 33, Basel, 4051- batch releaser, 

Excella GmbH & Co.KG, Nuernberger 
st. 12, Feucht, Bayern 90537, Germany- 

bulk manufacturer, packager, quality 
control (physicochemical), Labor LS 

SE & Co. KG, Mangelsfeld 4, 5, 6, Bad 
Bocklet, Germany- quality control 

(microbiological)

Switzerland
Cheplapharm Arzneimittel 
GmbH, Ziegelhof 24, 17489 

Greifswald
Germany PoM

20489/1/1
30.06.2023



LIST

of the variations not requiring reformulation of registration certificate  approved by the Center according to the meeting decision  N 06-2/23  

on June 30, 2023

N Trade name

Common name of the 

active substance Pharmaceutical form

Strength and packaging, 

presentation

All manufacturing sites involved in 

the medicinal product manufacturing 

process (name, location)

Country

Registration certificate holder (name, 

location) Country

Legal status for 

supply

Conclusion number 

and date

1. Levoflox-Denk 

5mg/ml

levofloxacin 

(levofloxacin 

hemihydrate)

solution for infusion 5mg/ml; 100ml glass vial

Solupharm Pharmazeutische Erzeu-

gnisse GmbH, Industriestr. 3, 34212 

Melsungen - bulk manufacturer, 

packager, quality control (physico-

chemical), batch releaser, Labor LS 

SE & Co. KG, Mangelsfeld 4, 5, 6, Bad 

Bocklet, Germany- quality control 

(microbiological) 

Germany

Denk Pharma GmbH & Co. 

KG, Prinzregentenstr. 79, 81675 

Munchen

Germany PoM 17482/6

30.06.2023

2.
Bendamustine 

Moosmann 2,5mg/

ml

bendamustine 

(bendamustine 

hydrochloride)

powder for concentrate for 

solution for infusion 25mg; (1) glass vial

Thymoorgan Pharmazie GmbH, 

Schiffgraben 23, 38690 Goslar Germany

Moosmann Pharmaceuticals LLC, 

Vanahovit 8, Proshyan v., Ashtarak 

Ave., Kotayk Marz 2413, 

Republic of Armenia PoM

16772/1

30.06.2023

3.
Bendamustine 

Moosmann 2,5mg/

ml

bendamustine 

(bendamustine 

hydrochloride)

powder for concentrate for 

solution for infusion 100mg; (1) glass vial

Thymoorgan Pharmazie GmbH, 

Schiffgraben 23, 38690 Goslar Germany

Moosmann Pharmaceuticals LLC, 

Vanahovit 8, Proshyan v., Ashtarak 

Ave., Kotayk Marz 2413, 

Republic of Armenia PoM

16773/1

30.06.2023

4. Sandostatin LAR

octreotide (octreotide 

acetate)

powder for suspension for 

injection.

20mg; glass vial, 2ml solvent 

in pre-filled syringe, adapter 

and needle

Novartis Pharma Stein AG, Schaff-

hauserstrasse, 4332 Stein- secondary 

packager, batch releaser, Sandoz 

GmbH, Biochemiestrasse 10, 6336 

Langkampfen, Austria- bulk manu-

facturer, primary packager, ABBOTT 

Biologicals B.V., Veerweg 12, 8121, 

AA Olst, the Netherlands- solvent 

manufacturer 

Switzerland

Novartis Pharma AG, 35, Licht-

strasse, 4056 Basel Switzerland PoM

18641/4/2

30.06.2023



5. Sandostatin LAR

octreotide (octreotide 

acetate)

powder for suspension for 

injection

20mg; glass vial, 2ml solvent 

in pre-filled syringe, adapter 

and needle

Novartis Pharmaceutica,S.A., Gran 

Via de les Corts Catalanes 764, 08013 

Barcelona- batch releaser, Sandoz 

GmbH, Biochemiestrasse 10, 6336 

Langkampfen, Austria- bulk manu-

facturer, primary packager, Sandoz 

GmbH, Biochemiestrasse 10, 6250 

Kundl,Tirol, Austria- quality control 

(physicochemical and microbio-

logical), ABBOTT Biologicals B.V., 

Veerweg 12, 8121, AA Olst,the Neth-

erlands- secondary packager, Solvent̀  

ABBOTT Biologicals B.V., Veerweg 

12, 8121, AA Olst,the Netherlands- 

bulk manufacturer, primary packager, 

quality control (physicochemical and 

microbiological) 

Spain

Novartis Pharma AG, 35, Licht-

strasse, 4056 Basel Switzerland PoM

20872/1

30.06.2023

6. Sandostatin LAR

octreotide (octreotide 

acetate)

powder for suspension for 

injection

30mg; glass vial, 2ml solvent 

in pre-filled syringe, adapter 

and needle

Novartis Pharma Stein AG, Schaff-

hauserstrasse, 4332 Stein- secondary 

packager, batch releaser, Sandoz 

GmbH, Biochemiestrasse 10, 6336 

Langkampfen, Austria- bulk manu-

facturer, primary packager, ABBOTT 

Biologicals B.V., Veerweg 12, 8121, 

AA Olst, the Netherlands- solvent 

manufacturer 

Switzerland

Novartis Pharma AG, 35, Licht-

strasse, 4056 Basel Switzerland PoM

18642/4/2

30.06.2023



7. Sandostatin LAR

octreotide (octreotide 

acetate)

powder for suspension for 

injection

30mg; glass vial, 2ml solvent 

in pre-filled syringe, adapter 

and needle

Novartis Pharmaceutica,S.A., Gran 

Via de les Corts Catalanes 764, 08013 

Barcelona- batch releaser, Sandoz 

GmbH, Biochemiestrasse 10, 6336 

Langkampfen, Austria- bulk manu-

facturer, primary packager, Sandoz 

GmbH, Biochemiestrasse 10, 6250 

Kundl,Tirol, Austria- quality control 

(physicochemical and microbio-

logical), ABBOTT Biologicals B.V., 

Veerweg 12, 8121, AA Olst,the Neth-

erlands- secondary packager, Solvent̀  

ABBOTT Biologicals B.V., Veerweg 

12, 8121, AA Olst,the Netherlands- 

bulk manufacturer, primary packager, 

quality control (physicochemical and 

microbiological) 

Spain

Novartis Pharma AG, 35, Licht-

strasse, 4056 Basel Switzerland PoM

20873/1

30.06.2023

8. Felogel

diclofenac (diclofenac 

sodium) gel 10mg/g; 60g aluminium tube

Sopharma JSC, str. Iliensko shosse 16, 

1220 Sofia-batch releaser, Sopharma 

JSC, Vrabevo vlg. 5660, district of 

Lovetch, Bulgaria-bulk manufacturer, 

packager 

Bulgaria

Sopharma JSC, str. Iliensko shosse 16, 

1220 Sofia Bulgaria OTC

18095/2

30.06.2023

9. Mastodynon

agnus castus Ã�, 

blue cohosh D4, 

european cyclamen 

D4, strychnos ignatia 

D6, iris versicolor D2, 

tiger lily D3

drops oral homeopatic

0.2g/g+0.1g/g+0.1g/g+0.1g/

g+0.2g/g+0.1g/g; 50ml glass 

bottle

Bionorica SE, Kerschensteinerstr. 

11-15, 92318 Neumarkt

Germany Bionorica SE, Kerschensteinerstr. 

11-15, 92318 Neumarkt

Germany OTC 17310/2/1

30.06.2023

10. Etacizin ethacizine tablets coated 50mg; (50/5x10/) in blister Olainfarm JSC, 5 Rupnicu Str., Olaine, 

LV-2114

Latvia Olainfarm JSC, 5 Rupnicu Str., 

Olaine, LV-2114

Latvia PoM 20113/1

30.06.2023



11. Prevenar 13

pneumococcal 

polysaccharide 

conjugate vaccine 

(pneumococcal 

polysaccharide 

serotype 1, 

pneumococcal 

polysaccharide 

serotype 3, 

pneumococcal 

polysaccharide 

serotype 4, 

pneumococcal 

polysaccharide 

serotype 5, 

pneumococcal 

polysaccharide 

serotype 6A, 

pneumococcal 

polysaccharide 

serotype 6B, 

pneumococcal 

polysaccharide 

serotype 7F, 

pneumococcal 

polysaccharide 

serotype 9V, 

pneumococcal 

polysaccharide 

serotype 14, 

pneumococcal 

polysaccharide 

serotype 18C, 

pneumococcal 

polysaccharide 

serotype 19A, 

pneumococcal 

polysaccharide 

serotype 19F, 

pneumococcal 

polysaccharide 

serotype 23F)

suspension for injection

2.2mcg/dose+2.2mcg/

dose+2.2mcg/dose+2.2mcg/

dose+2.2mcg/dose+4.4mcg/

dose+2.2mcg/dose+2.2mcg/

dose+2.2mcg/dose+2.2mcg/

dose+2.2mcg/dose+2.2mcg/

dose+2.2mcg/dose; (50) vials 

0,5ml

Pfizer Manufacturing Belgium N.V., 

Rijksweg 12, B-2870 Puurs 

Belgium Pfizer Europe MA EEIG, Boulevard 

de la Plaine 17 1050 Bruxelles

Belgium PoM 19005/5

30.06.2023



12. Berlipril plus

enalapril (enalapril 

maleate), 

hydrochlorothiazide

tablets

10mg+25mg (30/3x10/) in 

blister

Berlin-Chemie AG, Glienicker Weg 

125, 12489 Berlin- packager, quality 

control, batch releaser, Berlin-Chemie 

AG, Tempelhofer Weg 83, 12347 

Berlin, Germany- bulk manufacturer 

Germany

Berlin-Chemie AG, Glienicker Weg 

125, 12489 Berlin Germany PoM

19588/2

30.06.2023

13. Eneas

enalapril (enalapril 

maleate), nitrendipine tablets

10mg+20mg; (30/3x10/) in 

blister

Ferrer Internacional, S.A., Joan Bus-

calla, 1-9 08173 Sant Cugat del Valles, 

Barcelona 

Spain

Ferrer International, S.A., Gran Via 

Carlos III, 94, 08028, Barcelona Spain PoM

20210/2/1

30.06.2023

14. ESCITAM ACINO escitalopram 

(escitalopram oxalate)

tablets film-coated 10mg; (30/3x10/) in blister, 

(60/6x10/) in blister

Pharma Start LLC, Boulevard Vatslava 

Havela, 8, 03124, Kiev 

Ukraine Acino Ukraine LLC, Boulevard 

Vatslava Havela, 8, 03124, Kiev 

Ukraine PoM 19495/3

30.06.2023

15. ESCITAM ACINO escitalopram 

(escitalopram oxalate)

tablets film-coated 20mg; (30/3x10/) in blister, 

(60/6x10/) in blister

Pharma Start LLC, Boulevard Vatslava 

Havela, 8, 03124, Kiev 

Ukraine Acino Ukraine LLC, Boulevard 

Vatslava Havela, 8, 03124, Kiev 

Ukraine PoM 19496/3

30.06.2023

16. Sedavit

herbal thick extract, 

vitamin B6, vitamin 

PP

tablets

170mg+3mg+15mg; (20/2x10/) 

in blister

Kievmedpreparat PJSC, 01032, Kiev, 

Saksaganskogo street, 139 Ukraine

Kievmedpreparat PJSC, 01032, Kiev, 

Saksaganskogo street, 139 Ukraine OTC

17161/1

30.06.2023

17. Ducressa

dexamethasone 

(dexamethasone 

sodium phosphate), 

levofloxacin (levoflox-

acin hemihydrate)

drops eye 1mg/ml+5mg/ml; 5ml plastic 

vial-droper

Santen Oy, Kelloportinkatu 1, 

Tampere, 33100- batch releaser, 

Tubilux Pharma S.p.A., Via Costarica, 

20/22, 00071 Pomezia/Rome, Italy- 

bulk manufacturer, packager, quality 

control 

Finland Santen Oy, Niittyhaankatu 20, 33720 

Tampere 

Finland PoM 20402/2/1

30.06.2023

18. Diclac ID 75

diclofenac (diclofenac 

sodium) with immedi-

ate release, diclofenac 

(diclofenac sodium) 

with prolonged release

tablets modified-release

12,5mg+ 62,5mg; (20/2x10/) 

in blister

Salutas Pharma GmbH, Ot-

to-von-Guericke-Alle-1, 39179 

Barleben 

Germany

Sandoz Pharmaceuticals d.d., 

Verovskova Str. 57, 1000 Ljubljana Slovenia PoM

19071/3

30.06.2023

19. Diclac ID 150

diclofenac (diclofenac 

sodium) with immedi-

ate release, diclofenac 

(diclofenac sodium) 

with prolonged release

tablets modified-release

25mg+125mg; (100/10x10/) 

in blister

Salutas Pharma GmbH, Ot-

to-von-Guericke-Alle-1, 39179 

Barleben 

Germany

Sandoz Pharmaceuticals d.d., 

Verovskova Str. 57, 1000 Ljubljana Slovenia PoM

19072/2

30.06.2023

20.
Capecitabine 

Pharmacare capecitabine tablets film-coated 500mg; (120/12x10/) in blister

Pharmacare Premium Limited, HHF 

003, Hal Far Industrial Estate, Birzeb-

bugia BBg 3000

Malta

Pharmacare Premium Limited, 

HHF 003, Hal Far Industrial Estate, 

Birzebbugia BBg 3000

Malta PoM

20110/1

30.06.2023



21. Bobotic simeticone drops oral 66,66mg/ml; 30ml glass bottle

Pharmaceutical Works POLPHAR-

MA S.A. Medana Branch in Sieradz, 

10 Wladyslawa Lokietka St. 98-200 

Sieradz- batch releaser, Pharmaceu-

tical Works POLPHARMA S.A. 

Medana Branch in Sieradz, 57 Polskiej 

Organizacji Wojskowej st. 98-200 

Sieradz, Poland- bulk manufacturer, 

packager, quality control 

Poland

Pharmaceutical Works Polpharma 

S.A., 19 Pelplinska Str., 83-200 

Starogard Gdanski

Poland OTC

17849/3/1

30.06.2023

22. Votrient pazopanib tablets film-coated

400mg; (30) in plastic 

container

Glaxo Wellcome S.A., Avda Ex-

tremadura, 3, 09400 Aranda de Duero, 

Burgos- packager, batch releaser, 

Glaxo Operations UK Ltd, Priory 

Street, Ware, Hertfordshire, SG12 

0DJ, UK- bulk manufacturer, quality 

control 

Spain

Novartis Pharma AG, Lichtstrasse 

35, 4056 Basel Switzerland PoM

20270/2

30.06.2023

23. Gliatilin choline alfoscerate solution for injection 250mg/ml; (3) ampoules 4ml Italfarmaco S.p.A., Viale Fulvio Testi, 

330 - 20126 Milan

Italy Italfarmaco S.p.A., Viale Fulvio Testi, 

330 - 20126 Milan

Italy PoM 18346/2

30.06.2023

24. Augmentin

amoxicillin (amoxicil-

lin trihydrate), clavu-

lanic acid (potassium 

clavulanate)

tablets film-coated 500mg+125mg; (14/2x7/) in 

blister

SmithKline Beecham Limited, Clar-

endon road, Worthing, West Sussex, 

BN14 8QH 

UK

Beecham Group PLC, 980 Great 

West Road, Brentford, Middlesex, 

TW8 9GS

UK PoM 17633/6

30.06.2023

25. Augmentin

amoxicillin (amoxicil-

lin trihydrate), clavu-

lanic acid (potassium 

clavulanate)

tablets film-coated 875mg+125mg; (14/2x7/) in 

blister

SmithKline Beecham Limited, Clar-

endon road, Worthing, West Sussex, 

BN14 8QH 

UK

Beecham Group PLC, 980 Great 

West Road, Brentford, Middlesex, 

TW8 9GS

UK PoM 17634/7

30.06.2023

26. Victoza liraglutide solution for s/c injection 6mg/ml; (2) pre-filled pen 3ml

Novo Nordisk A/S, Novo Alle, DK-

2880 Bagsvaerd- bulk manufacturer, 

packager, quality control, batch 

releaser, Novo Nordisk A/S, Hallas 

Alle, DK-4400 Kalundborg, Denmark- 

secondary packager 

Denmark Novo Nordisk A/S, Novo Alle, DK-

2880 Bagsvaerd 

Denmark PoM 20181/1

30.06.2023

27. Actrapid Penfill insulin human solution for injection 100IU/ml; (5) glass cartridges 

3ml

Novo Nordisk A/S, Novo Alle, DK-

2880 Bagsvaerd

Denmark Novo Nordisk A/S, Novo Alle, DK-

2880 Bagsvaerd

Denmark PoM 18294/5

30.06.2023



28. Kapsikam

dimethyl sulfoxide, 

camphor racemic, 

turpentine oil, 

benzyl nicotinate, 

nonivamide

ointment for external use

50mg/g+30mg/g+30mg/

g+20mg/g+2mg/g; 30g alumin-

ium tube and applicator, 50g 

aluminium tube and applicator

Tallinn Pharmaceutical Plant JSC, 

Tondi 33, 11316 Tallinn Estonia

Grindeks JSC, Krustpils street 53, 

LV-1057, Riga Latvia OTC

19914/2

30.06.2023

29.
Ketonal Extra Plus 

50mg granules for 

oral solution

ketoprofen 

(ketoprofen lysine)

granules for oral solution 50mg; (12) bipartite sachets

Lek Pharmaceuticals d.d., Verovskova 

Str. 57, 1526 Ljubljana-batch releaser, 

Fine Foods & Pharmaceuticals N.T.M. 

S.p.A., Via Grignano, 43, 24041, Brem-

bate (BG), Italy-bulk manufacturer, 

packager, quality control 

Slovenia Lek Pharmaceuticals d.d., Verovsko-

va Str. 57, 1526 Ljubljana

Slovenia OTC 18583/5/1

30.06.2023

30. Otrivin

xylometazoline 

(xylometazoline 

hydrochloride)

spray nasal

1mg/ml; 10ml plastic vial with 

metering pump

GlaxoSmithKline Consumer Health-

care SARL, Route de l̀ Etraz, 1260 

Nyon, Switzerland

Switzerland

GlaxoSmithKline Consumer Health-

care SARL, Route de l̀ Etraz, 1260 

Nyon, Switzerland

Switzerland OTC

18339/3/2

30.06.2023

31. Hexaxim

diphtheria toxoid, tet-

anus toxoid, pertussis 

toxoid/filamentous 

haemagglutinin, 

poliovirus types 1/2/3, 

hepatitis B surface 

antigen, haemophilus 

infuenzae type b 

polysaccharide, hae-

mophilus infuenzae 

type b polysaccharide 

conjugated to tetanus 

protein

suspension for injection

20IU/0,5ml+40IU/0,5m-

l+25/25mcg/0,5ml+40/8/32 

DU/0,5ml+10mcg/0,5m-

l+12mcg/0,5ml+22-36mc-

g/0,5ml; (10) glass vials 0,5ml

Sanofi Pasteur, Parc Industriel d Ìn-

carville, 27100 Val de Reuil France

Sanofi Pasteur, 14 Espace Henry 

Vallee, 69007 Lyon France PoM

20298/6

30.06.2023



32. Hexaxim

diphtheria toxoid, tet-

anus toxoid, pertussis 

toxoid/filamentous 

haemagglutinin, 

poliovirus types 1/2/3, 

hepatitis B surface 

antigen, haemophilus 

infuenzae type b 

polysaccharide, hae-

mophilus infuenzae 

type b polysaccharide 

conjugated to tetanus 

protein

suspension for injection

20IU/0,5ml+40IU/0,5m-

l+25/25mcg/0,5ml+40/8/32 

DU/0,5ml+10mcg/0,5m-

l+12mcg/0,5ml+22-36mc-

g/0,5ml; pre-filled syringe 

0,5ml and (2) needles

Sanofi Pasteur, Parc Industriel d Ìn-

carville, 27100 Val de Reuil France

Sanofi Pasteur, 14 Espace Henry 

Vallee, 69007 Lyon France PoM

20299/6

30.06.2023

33. Stomatidin hexetidine solution for topical use 1mg/ml; 200ml glass vial Bosnalijek d.d., Jukiceva 53, 71000 

Sarajevo

Bosnia And 

Herzegovina

Bosnalijek d.d., Jukiceva 53, 71000 

Sarajevo

Bosnia And Herzegovina OTC 18051/3

30.06.2023

34. Wobenzym

pancreatin, trypsin, 

chymotrypsin, 

bromelain, papain, 

amylase, lipase, ruto-

side trihydrate

tablets gastro-resistant

300 prot.UA+360FIP-

U+300FIP-U+225FIP-

U+90FIP-U+50FIP-U+34FIP-

U+50mg (40/2x20/) and 

(200/10x20/) in blister, (800) in 

plastic container

Mucos Emulsionsgesellschaft mbH, 

Miraustrasse 17, D-13509 Berlin f

Germany Mucos Pharma GmbH & Co. KG, 

Miraustrasse 17, D-13509 Berlin

Germany OTC 21258/1

30.06.2023

35. Clotrimazole clotrimazole cream for topical use 10mg/g; 15g aluminium tube

Arpimed LLC, Kotayk Marz, 

Abovyan, 2nd Micro-District, 19 

Building

Republic of Armenia

Arpimed LLC, Kotayk Marz, 

Abovyan, 2nd Micro-District, 19 

Building

Republic of Armenia OTC

17807/1

30.06.2023

36. Diclofenac diclofenac (diclofenac 

sodium)

suppositories rectal 50mg; (6/1x6/) Farmaprim SRL, Crinilor str., 5, 

Porumbeni, Criuleni dis.,MD-4829

Moldova Farmaprim SRL, Crinilor str., 5, 

Porumbeni, Criuleni dis.,MD-4829

Moldova PoM 17774/1

30.06.2023

37. Diclofenac diclofenac (diclofenac 

sodium)

suppositories rectal 100mg; (10/2x5/) Farmaprim SRL, Crinilor str., 5, 

Porumbeni, Criuleni dis., MD-4829

Moldova Farmaprim SRL, Crinilor str., 5, 

Porumbeni, Criuleni dis.,MD-4829

Moldova PoM 17773/1

30.06.2023

38. Jakavi ruxolitinib (ruxolitinib 

phosphate)

tablets 5mg; (56/4x14/) in blister Novartis Pharma Stein AG, Schaff-

hauserstrasse, 4332 Stein 

Switzerland Novartis Pharma AG, Lichtstrasse 

35, 4056 Basel

Switzerland PoM 18505/9/1

30.06.2023

39. Jakavi ruxolitinib (ruxolitinib 

phosphate)

tablets 15mg; (56/4x14/) in blister Novartis Pharma Stein AG, Schaff-

hauserstrasse, 4332 Stein 

Switzerland Novartis Pharma AG, Lichtstrasse 

35, 4056 Basel

Switzerland PoM 18506/9/1

30.06.2023

40. Jakavi ruxolitinib (ruxolitinib 

phosphate)

tablets 20mg; (56/4x14/) in blister Novartis Pharma Stein AG, Schaff-

hauserstrasse, 4332 Stein 

Switzerland Novartis Pharma AG, Lichtstrasse 

35, 4056 Basel

Switzerland PoM 18507/9/1

30.06.2023



41. Lysobact Complete 

Spray

lysozyme (lysozyme 

hydrochloride), 

cetylpyridinium 

chloride, lidocaine 

(lidocaine hydrochlo-

ride)

spray

20mg/ml+1,5mg/ml+0,5mg/

ml; 30ml glass bottle with 

spraying pump and spray 

applicator

Bosnalijek d.d., Jukiceva 53, 71000 

Sarajevo

Bosnia And 

Herzegovina

Bosnalijek d.d., Jukiceva 53, 71000 

Sarajevo

Bosnia And Herzegovina OTC 17938/4

30.06.2023

42.
Lysobact Spray 

with Peppermint 

flavour

lysozyme (lysozyme 

hydrochloride), 

cetylpyridinium 

chloride

spray

20mg/ml+1,5mg/ml; 30ml 

glass bottle with spraying 

pump and spray applicator

Bosnalijek d.d., Jukiceva 53, 71000 

Sarajevo

Bosnia And 

Herzegovina

Bosnalijek d.d., Jukiceva 53, 71000 

Sarajevo

Bosnia And Herzegovina OTC 17939/2

30.06.2023

43. Clotrimazole clotrimazole solution topical 10mg/ml; 30ml glass bottle

Arpimed LLC, Kotayk Marz, 

Abovyan, 2nd Micro-District, 19 

Building

Republic of Armenia

Arpimed LLC, Kotayk Marz, 

Abovyan, 2nd Micro-District, 19 

Building

Republic of Armenia OTC

17808/1

30.06.2023

44. Cyclodynon agnus castus dry 

extract

tablets film-coated 4mg; (30/2x15/) in blister Bionorica SE, Kerschensteinerstr. 

11-15, 92318 Neumarkt

Germany Bionorica SE, Kerschensteinerstr. 

11-15, 92318 Neumarkt

Germany OTC 17299/1

30.06.2023

45. Omeprazol omeprazole capsules gastro-resistant, 

hard

20mg; (30/3x10/) in blister Balkanpharma-Razgrad AD, 68, 

Aprilsko vastanie Blvd, 7200 Razgrad 

Bulgaria

Balkanpharma-Dupnitsa 

AD, (ACTAVIS GROUP), 

str.»Samokovsko Shosse» N3, 

Dupnitsa 2600 

Bulgaria PoM 20907/1

30.06.2023

46. Fenistil New

dimetindene 

(dimetindene maleate) drops oral (solution) 1mg/ml glass bottle 20ml

GlaxoSmithKline Consumer 

Healthcare SARL, Route de l̀ Etraz, 

1260 Nyon

Switzerland

GlaxoSmithKline Consumer 

Healthcare SARL, Route de l̀ Etraz, 

1260 Nyon

Switzerland OTC

18328/3/2

30.06.2023

47. Diclac 75mg/3ml diclofenac (diclofenac 

sodium)

solution for injection 75mg/3ml; (5) ampoules 3ml, 

(10) ampoules 3ml

Lek Pharmaceuticals d.d., Verovskova 

Str. 57, 1526 Ljubljana 

Slovenia Sandoz Pharmaceuticals d.d., 

Verovskova Str. 57, 1000 Ljubljana

Slovenia PoM 20041/3

30.06.2023

48. Karnilev levocarnitine solution oral 1g/10ml; glass bottle 10ml

Help S.A., Pedini Ioanninon, Ioannina, 

45500 Greece

Spey Medical Ltd, Lynton House 

7-12 Tavistock square, WC1H 9LT, 

London 

UK PoM

20355/2

30.06.2023

49. Fraxiparine nadroparin calcium solution for injection

2850IU AXa/0,3ml; (10) pre-

filled syringes 0,3ml

Aspen Notre Dame de Bondeville, 1 

rue de l̀ Abbaye, 76960 Notre Dame 

de Bondeville 

France

Aspen Pharma Trading Limited, 

3016 Lake Drive, Citywest Business 

Campus, Dublin 24

Ireland PoM

19030/3

30.06.2023

50. Fraxiparine nadroparin calcium solution for injection

5700IU AXa/0,6ml; (10) pre-

filled syringes 0,6ml

Aspen Notre Dame de Bondeville, 1 

rue de l̀ Abbaye, 76960 Notre Dame 

de Bondeville 

France

Aspen Pharma Trading Limited, 

3016 Lake Drive, Citywest Business 

Campus, Dublin 24

Ireland PoM

19031/3

30.06.2023



51. Orabloc

articaine (articaine 

hydrochloride), 

adrenaline (adrenaline 

tartrate)

solution for injection

40mg/ml+10mcg/ml; 

(100/10x10/) cartridges 1,8ml 

in blister

Pierrel S.p.A., S.S. Appia, Capua (CE) 

81043 

Italy Pierrel S.p.A, Strada statale Appia, 7 

Bis, 46/48 Capua (CE) 81043 

Italy PoM 18536/2/1

30.06.2023

52. Tingreks

memantine 

(memantine 

hydrochloride)

tablets film-coated

10mg; (30/3x10/), (60/6x10/) 

and (90/9x10/) in blister

Grindeks JSC, Krustpils street 53, 

LV-1057, Riga Latvia

Grindeks JSC, Krustpils street 53, 

LV-1057, Riga Latvia PoM

18061/1

30.06.2023


