
LIST

of the medicines recommended for the registration by the Center according to the meeting decision N 09-2/26 on September 30, 2026

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 Somazina citicoline (citicoline sodium) solution for 

injection

1000mg/4ml; (5) ampoules 4ml Famar Health Care Services Madrid, S.A.U., 

Avenida de Leganes, 62, 28923 Alcorcon, Madrid 

Spain Ferrer International, S.A., Gran Via 

Carlos III, 94, 08028, Barcelona

Spain PoM 25565 30.09.2026



LIST

of the medicines recommended for registration under the EAEU procedure by the Center according to the meeting decision N 09-2/26  on September 

30, 2026

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 KapsiKam

dimethyl sulfoxide, camphor racemic, 

turpentine oil, benzyl nicotinate, 

nonivamide

ointment for 

external use

50mg/g+30mg/g+30mg/g+20mg/g+2mg/g; 15g 

aluminium tube and applicator, 30g aluminium 

tube and applicator, 50g aluminium tube and 

applicator

Grindeks JSC, Krustpils street 53, LV-1057, 

Riga

Latvia Grindeks JSC, Krustpils street 53, 

LV-1057, Riga

Latvia OTC 24594 (024260) 30.09.2026  

2 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 

aluminium 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 24595 (024260) 30.09.2026

3 Phlebodia 600 diosmin tablets film-coated

600mg; (15/1x15/) in blister, (18/1x18/) in blister, 

(30/2x15/) in blister, (60/4x15/) in blister

Innothera Chouzy, Rue Rene Chantereau, 

Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150 France

Laboratoire Innotech International, 

22, Avenue Aristide Briand, 94110 

Arcueil 

France OTC 24596 (007490) 30.09.2026

4 Glucophage XR metformin (metformin hydrochloride) tablets prolonged-

release

500mg; (30/2x15/) in blister, (60/4x15/) in blister Merck Sante s.a.s., 2 rue du Pressoir Vert, 

45400, Semoy 

France Merck LLC, Valovaya Str. 35, 

115054 Moscow 

Russia PoM 24597 (010836) 30.09.2026

5 Glucophage XR metformin (metformin hydrochloride) tablets prolonged-

release

500mg; (30/2x15/) in blister, (60/4x15/) in blister

LLC Nanolek, 612079, Kirov region, 

Orichevsky municipal district, Levinskoye 

urban settlement, Biomedical complex 

NANOLEK territory 

Russia Merck LLC, Valovaya Str. 35, 

115054 Moscow 

Russia PoM 24598 (010836) 30.09.2026

6 Indometacin Sopharma indometacin

ointment for 

external use 100mg/g; 40g aluminium tube

Sopharma JSC, str. Iliensko shosse 16, 

1220 Sofia- batch releaser, Sopharma JSC, 

Vrabevo vlg. 5660, district of Lovetch, 

Bulgaria- bulk manufacturer, packager, 

quality control 

Bulgaria

Sopharma JSC, str. Iliensko shosse 

16, 1220 Sofia Bulgaria OTC 24599 (010836) 30.09.2026 



7 Rengalin

affinity purified antibodies to 

bradykinin, affinity purified antibodies 

to histamine, affinity purified 

antibodies to morphine

solution oral 2000UMA+2000UMA+2000UMA; glass bottle 

100ml

NPF Materia Medica Holding LLC, 54, 

Buguruslanskaya st., Chelyabinsk 454139 

Russia

NPF Materia Medica Holding 

LLC, 9 bld., 3rd Samotyochny per., 

Moscow 127473

Russia OTC 24600 (000057) 30.09.2026 

8 Fervex

paracetamol, ascorbic acid, 

pheniramine (pheniramine maleate)

powder for oral 

solution with lemon 

flavour and sugar

500mg+200mg+25mg; (8) sachets 13,1g

UPSA SAS, 979, Avenue des Pyrenees, 

47520 Le Passage France

UPSA SAS, 3, rue Joseph Monier- 

92500 Rueil- Malmaison France OTC 24601 (021359) 30.09.2026 

9 Fervex paracetamol, ascorbic acid, 

pheniramine (pheniramine maleate)

powder for oral 

solution with 

raspberry flavour 

and sugar

500mg+200mg+25mg; (8) sachets 12,75g UPSA SAS, 979, Avenue des Pyrenees, 

47520 Le Passage 

France UPSA SAS, 3, rue Joseph 

Monier-92500 Rueil-Malmaison

France OTC 24602 (021359) 30.09.2026 

10 Tobradex tobramycin, dexamethasone drops eye 3mg/ml+1mg/ml; 5ml plastic vial Novartis Manufacturing N.V., Rijksweg 14, 

Puurs-Sint- Amands, 2870 

Belgium Novartis Pharma AG, Lichtstrasse 

35, 4056 Basel 

Switzerland PoM 24603 (015732) 30.09.2026 

11 Bripressia brimonidine (brimonidine tartrate) drops eye 1,5mg/ml; (1) glass vial 5ml

S.C. Rompharm Company S.R.L., 1A 

Eroilor str., Otopeni, 075100, Ilfov Romania

S.C. Rompharm Company S.R.L., 

1A Eroilor str., Otopeni, 075100, 

Ilfov

Romania PoM 24604 (003260) 30.09.2026 

12
Bripressia brimonidine (brimonidine tartrate) drops eye 2mg/ml; (1) glass vial 5ml S.C. Rompharm Company S.R.L., 1A 

Eroilor str., Otopeni, 075100, Ilfov

Romania

S.C. Rompharm Company S.R.L., 

1A Eroilor str., Otopeni, 075100, 

Ilfov

Romania PoM 24605 (003260) 30.09.2026 

13 Dexamethason dexamethasone (dexamethasone 

sodium phosphate)

solution for injection 4mg/ml; (25/5x5/) ampoules 1ml in blister KRKA d.d., Novo mesto, Smarjeska cesta 6, 

8501 Novo Mesto

Slovenia KRKA d.d., Novo mesto, Smarjeska 

cesta 6, 8501 Novo Mesto

Slovenia PoM 24606 (012346) 30.09.2026 

14 Dexamethason dexamethasone (dexamethasone 

sodium phosphate)

solution for injection 4mg/ml; (25/5x5/) ampoules 1ml in blister

AO Vector-Medica, 630559, Novosibirsk 

Region, City District Industrial Community 

Koltsovo, rp Koltsovo, Reaserach and 

Production Zone, bld. 13- secondary 

packager, quality control, batch releaser, 

KRKA d.d., Novo mesto, Smarjeska cesta 

6, 8501 Novo Mesto, Slovenia- bulk 

manufacturer, primary packager 

Russia KRKA d.d., Novo mesto, Smarjeska 

cesta 6, 8501 Novo Mesto 

Slovenia PoM 24607 (012346) 30.09.2026



15 Tabrecta capmatinib tablets film-coated 150mg; (60/5x12/) in blister, (120/10x12/) in blister

Lek Pharmaceuticals d.d., Trimlini 2D, 

Lendava, 9220- packager, batch releaser, 

Novartis Pharma Produktions GmbH, 

Oeflinger Strasse 44, 79664 Wehr, 

Germany- bulk manufacturer, quality 

control (physicochemical), Novartis 

Pharma Stein AG, Schaffhauserstrasse, 

4332, Stein, Switzerland- quality control 

(microbiological)  

Slovenia

Novartis Pharma AG, Lichtstrasse 

35, 4056 Basel Switzerland PoM 24608 (001332) 30.09.2026

16 Tabrecta capmatinib tablets film-coated 200mg; (60/5x12/) in blister, (120/10x12/) in blister

Lek Pharmaceuticals d.d., Trimlini 2D, 

Lendava, 9220- packager, batch releaser, 

Novartis Pharma Produktions GmbH, 

Oeflinger Strasse 44, 79664 Wehr, 

Germany- bulk manufacturer, quality 

control (physicochemical), Novartis 

Pharma Stein AG, Schaffhauserstrasse, 

4332, Stein, Switzerland- quality control 

(microbiological) 

Slovenia

Novartis Pharma AG, Lichtstrasse 

35, 4056 Basel Switzerland PoM 24609 (001332) 30.09.2026

17 Nurofen Express ibuprofen capsules

200mg; (4/1x4/) in blister, (8/2x4/) in blister, 

(12/3x4/) in blister, (6/1x6/) in blister, (12/2x6/) 

in blister, (18/3x6/) in blister, (8/1x8/) in blister, 

(16/2x8/) in blister, (24/3x8/) in blister, (10/1x10/) 

in blister, (20/2x10/) in blister, (30/3x10/) in 

blister, (40/4x10/) in blister, (12/1x12/) in blister, 

(24/2x12/) in blister, (36/3x12/) in blister

Reckitt Benckiser Healthcare International 

Ltd, Thane Road, Nottingham, NG90 

2DB- packager, batch releaser, Patheon 

Softgels B.V., De Posthoornstraat 7, 5048 AS 

Tilburg, Netherlands- bulk manufacturer, 

quality control 

UK

Reckitt Benckiser Healthcare 

International Ltd, Thane Road, 

Nottingham, NG90 2DB 

UK OTC 24610 (019669) 30.09.2026

18 Ibuprofen ibuprofen tablets film-coated 200mg; (20/2x10/) in blister, (50/5x10/) in blister

Open joint stock company "Borisovskiy 

zavod medicinskikh preparatov" 64a, 

Chapaev str., Borisov 222518, Minsk region 

Republic of 

Belarus

Open joint stock company 

"Borisovskiy zavod medicinskikh 

preparatov" 64, Chapaev str., 

Borisov 222518, Minsk region, 

Republic of Belarus OTC 24611 (020597) 30.09.2026

19 Edarbi Clo azilsartan medoxomil, chlortalidone tablets film-coated 40mg+12,5mg; (14/1x14/) in blister, (28/2x14/) in 

blister, (56/4x14/) in blister, (98/7x14/) in blister

Hemofarm LLC, 249035, Obninsk, Kaluga 

Region, Kievskoye highway 62- bulk 

manufacturer, packager, batch releaser, 

Hemofarm LLC, 249035, Obninsk, 

Kaluga Region, Kievskoye highway 

62, Bldg. 5, Russia- quality control 

(physicochemical), FARMOBORONA 

LLC, 141074, Korolyov, Moscow Region, 

Gagarin St., 46A, Russia- quality control 

(microbiological) 

Russia Nizhpharm JSC, 603105, Nizhny 

Novgorod, Salganskaya st., 7 

Russia PoM 24612   (023339) 

30.09.2026 



20 Edarbi Clo azilsartan medoxomil, chlortalidone tablets film-coated 40mg+12,5mg; (14/1x14/) in blister, (28/2x14/) in 

blister, (56/4x14/) in blister, (98/7x14/) in blister

Hemofarm LLC, 249035, Obninsk, Kaluga 

Region, Kievskoye highway 62- bulk 

manufacturer, packager, batch releaser, 

Hemofarm LLC, 249035, Obninsk, Kaluga 

Region, Kievskoye highway 62, Bldg. 5, 

Russia- quality control (physicochemical), 

FARMOBORONA LLC, bldg. 72A, 

Serkovo, Shchelkovo city district, 

Moscow region, Russia- quality control 

(microbiological) 

Russia Nizhpharm JSC, 603105, Nizhny 

Novgorod, Salganskaya st., 7 

Russia PoM 24613 (023339) 30.09.2026

21 Edarbi Clo azilsartan medoxomil, chlortalidone tablets film-coated 40mg+25mg; (14/1x14/) in blister, (28/2x14/) in 

blister, (56/4x14/) in blister, (98/7x14/) in blister

Hemofarm LLC, 249035, Obninsk, Kaluga 

Region, Kievskoye highway 62- bulk 

manufacturer, packager, batch releaser, 

Hemofarm LLC, 249035, Obninsk, 

Kaluga Region, Kievskoye highway 

62, Bldg. 5, Russia- quality control 

(physicochemical), FARMOBORONA 

LLC, 141074, Korolyov, Moscow Region, 

Gagarin St., 46A, Russia- quality control 

(microbiological) 

Russia Nizhpharm JSC, 603105, Nizhny 

Novgorod, Salganskaya st., 7

Russia PoM 24614 (023339) 30.09.2026

22 Edarbi Clo azilsartan medoxomil, chlortalidone tablets film-coated 40mg+25mg; (14/1x14/) in blister, (28/2x14/) in 

blister, (56/4x14/) in blister, (98/7x14/) in blister

Hemofarm LLC, 249035, Obninsk, Kaluga 

Region, Kievskoye highway 62- bulk 

manufacturer, packager, batch releaser, 

Hemofarm LLC, 249035, Obninsk, Kaluga 

Region, Kievskoye highway 62, Bldg. 5, 

Russia- quality control (physicochemical), 

FARMOBORONA LLC, bldg. 72A, 

Serkovo, Shchelkovo city district, 

Moscow region, Russia- quality control 

(microbiological) 

Russia Nizhpharm JSC, 603105, Nizhny 

Novgorod, Salganskaya st., 7 

Russia PoM 24615 (023339) 30.09.2026 

23 Valtrex valaciclovir (valaciclovir 

hydrochloride)

tablets film-coated 500mg; (10/1x10/) in blister, (42/3x14/) in blister Glaxo Wellcome S.A., Avda  Extremadura, 

3, 09400 Aranda de Duero, Burgos

Spain

JSC GlaxoSmithKline Trading, 

125167, 37A Leningradsky 

Prospekt, Building 4, 3rd Floor, 

Premises XV, Room 1, Moscow 

Russia PoM 24616 (005863) 30.09.2026



24 Perjeta pertuzumab concentrate for 

solution for infusion

30mg/ml; glass vial 14ml

F. Hoffmann-La Roche Ltd., Wurmisweg, 

4303, Kaiseraugst- secondary packager, 

batch releaser, Roche Diagnostics GmbH, 

Sandhofer Strasse 116, Mannheim, 68305, 

Germany- bulk manufacturer, primary 

packager, quality control 

Switzerland F. Hoffmann-La Roche Ltd, 

Grenzacherstrasse 124 Basel, 4058

Switzerland PoM 24617 (005647) 30.09.2026 

25 Perjeta pertuzumab

concentrate for 

solution for infusion 30mg/ml; glass vial 14ml

ORTAT JSC, Kostromskaya distr., 

Susaninsky region, vil. Severnoe, microdistr. 

Kharitonovo, 157092- secondary packager, 

batch releaser, Roche Diagnostics GmbH, 

Sandhofer Strasse 116, Mannheim, 68305, 

Germany- bulk manufacturer, primary 

packager, quality control 

Russia

 F. Hoffmann-La Roche Ltd, 

Grenzacherstrasse 124 Basel, 4058 Switzerland PoM 24618 (005647) 30.09.2026

26 Perjeta pertuzumab

concentrate for 

solution for infusion 30mg/ml; glass vial 14ml

Nobel Almaty Pharmaceutical Factory 

JSC, 050008, c. Almaty, 162E Shevchenko 

Street- secondary packager, batch releaser, 

Roche Diagnostics GmbH, Sandhofer 

Strasse 116, Mannheim, 68305, Germany- 

bulk manufacturer, primary packager, 

quality control 

Kazakhstan

F. Hoffmann-La Roche Ltd, 

Grenzacherstrasse 124 Basel, 4058 Switzerland PoM 24619 (005647) 30.09.2026



27 Prevenar 20

pneumococcal polysaccharide 

conjugate vaccine pneumococcal 

conjugate 1 (polysaccharide 

-CRM197):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 i/m 

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; 

(1) glass pre-filled syringe 0,5ml and (1) neddle 

in plastic pack, (10/2x5/) glass pre-filled syringes 

0,5ml in plastic pack and (10) needles, in bulk 

pack-not more than (100) glass pre-filled syringes 

0,5ml in plastic pack

Pfizer Manufacturing Belgium N.V., 

Rijksweg 12, Puurs-Sint-Amands, 2870- 

secondary packager, batch releaser, Pfizer 

Ireland Pharmaceuticals, Grange Castle 

Business Park, Clondalkin, Dublin 22, 

Ireland- bulk manufacturer, primary 

packager, quality control 

Belgium

Pfizer Inc., 66 Hudson Boulevard 

East New York, NY 10001-2192 USA PoM 24620 (012212) 30.09.2026 

28 Magvit forte

magnesium citrate, pyridoxine 

hydrochloride capsules

618,8mg+10mg; (30/3x10/) in blister, (50/5x10/) 

in blister

Minskintercaps U.V., 26/3, Inzhenernaya 

str., 220075, Minsk 

Republic of 

Belarus

Minskintercaps U.V., 26, 

Inzhenernaya str., 220075, Minsk Republic of Belarus OTC 24621 (020557) 30.09.2026 

29 Enterogermina spores of polyantibiotic-resistant 

Bacillus clausii

suspension oral 2x10̂ 9/5ml; (10) plastic vials 5ml Opella Healthcare Italy S.R.L., Viale Europa, 

11, 21040 Origgio (VA) 

Italy

Opella Healthcare Italy S.R.L., 

Viale Luigi Bodio 37/b, 20158 

Milano(MI) 

Italy OTC 24622 (017326) 30.09.2026

30 Zalain sertaconazole (sertaconazole nitrate) cream for external 

use

20mg/g; aluminium tube 20g Ferrer International, S.A., Joan Buscalla,1-9 

08173 Sant Cugat del Valles, Barcelona 

Spain Egis Pharmaceuticals PLC, 1106 

Budapest, Kereszturi st. 30-38 

Hungary OTC 24623 (002217) 30.09.2026 

31 Zalain sertaconazole (sertaconazole nitrate) cream for external 

use

20mg/g; aluminium tube 20g

Egis Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-120- batch releaser, 

Ferrer International, S.A., Joan Buscalla,1-9 

08173 Sant Cugat del Valles, Barcelona, 

Spain- bulk manufacturer, packager, quality 

control 

Hungary Egis Pharmaceuticals PLC, 1106 

Budapest, Kereszturi st. 30-38 

Hungary OTC 24624 (002217) 30.09.2026 



32 Sodium chloride sodium chloride solution for injection

9mg/ml; (10/1x10/) ampoules 5ml label banderol, 

(10/1x10/) ampoules 5ml dividella, (10/1x10/) 

ampoules 5ml CAMA

Open joint stock company "Borisovskiy 

zavod medicinskikh preparatov", 24, 

Stroiteley str., Borisov, Minsk region 

Republic of 

Belarus

Open joint stock company 

"Borisovskiy zavod medicinskikh 

preparatov" 64, Chapaev str., 

Borisov 222518, Minsk region 

Republic of Belarus PoM 24625 (016121) 30.09.2026 

33 Omarens T tamsulosin (tamsulosin hydrochloride)

capsules modified-

release 0,4mg; (30/3x10/) in blister

Synthon Hispania, S.L.,C/ Castello, N 1, Sant 

Boi de Llobregat, Barcelona, 08830 Spain

Spey Medical Ltd, Lynton house 

7-12 Tavistock square, London, 

WC1H9LT 

UK PoM 24626 (016146) 30.09.2026 

34 Azibakta

azithromycin (azithromycin 

dihydrate) drops eye 15mg/g; (6) single-dose containers 0,25g

Rompharm Company SRL, 1A Eroilor str., 

Otopeni, Ilfov, 075100, building Rompharm 

1- quality control (microbiological), batch 

releaser, Rompharm Company SRL, str. 

Drumul Garii Otopeni, No 52, Otopeni, 

Ilfov, 075100, building Rompharm 3, 

Romania- bulk manufacturer, primary 

packager, Rompharm Company SRL, 

1A Eroilor str., Otopeni, Ilfov, 075100, 

building Rompharm 2, Romania-secondary 

packager, quality control(physicochemical) 

Romania

Rompharm Company SRL, 1A 

Eroilor str., Otopeni, Ilfov, 075100 Romania PoM 24627 (003358) 30.09.2026 

35 Folispey folic acid tablets 5mg; (20/2x10/) in blister

Replek Farm Ltd Skopje, Kozle str. No188, 

1000 Skopje 

Republic of North 

Macedonia

Spey Medical Ltd, Lynton house 

7-12 Tavistock square, London, 

WC1H9LT 

UK OTC 24628 (019462) 30.09.2026 

36 Herceptin trastuzumab solution for s/c 

injection

600mg/5ml; glass vial 5ml F. Hoffmann-La Roche Ltd., Wurmisweg, 

4303, Kaiseraugst 

Switzerland F. Hoffmann-La Roche Ltd, 

Grenzacherstrasse 124 Basel, 4058 

Switzerland PoM 24629 (007682) 30.09.2026 

37 Herceptin trastuzumab

solution for s/c 

injection 600mg/5ml; glass vial 5ml

Nobel Almaty Pharmaceutical Factory, 

050008, Almaty city, 162E Shevchenko 

st.- secondary packager, batch releaser, F. 

Hoffmann-La Roche Ltd., Wurmisweg, 

4303, Kaiseraugst, Switzerland - bulk 

manufacturer, primary packager, quality 

control 

Kazakhstan

F. Hoffmann-La Roche Ltd, 

Grenzacherstrasse 124 Basel, 4058 Switzerland PoM 24630 (007682) 30.09.2026 

38 Arixtra fondaparinux (fondaparinux sodium) solution for injection

5mg/ml; (10/2x5/) pre-filled syringes 0,3ml in 

blister

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 24631 (019305) 30.09.2026



39 Arixtra fondaparinux (fondaparinux sodium) solution for injection 5mg/ml; (10/2x5/) pre-filled syringes 0,3ml in 

blister

SKOPINPHARM LTD, Zdanie 1, 

Promyshlennaya Zona No 1, Skopinsky 

Rayon, Ryazan Oblast, 391800- secondary 

packager, quality control (physicochemical), 

batch releaser, Aspen Notre Dame de 

Bondeville, 1 rue de l̀ Abbaye, 76960 

Notre Dame de Bondeville, France- 

bulk manufacturer, primary packager, 

FARMOBORONA LLC,  bldg. 72A, 

Serkovo village, Shchelkovo city district, 

Moscow region, Russia- quality control 

(microbiological) 

Russia

Aspen Pharma Trading Limited, 

3016 Lake Drive, Citywest Business 

Campus, Dublin 24

Ireland PoM 24632  (019305) 30.09.2026

40 Arixtra fondaparinux (fondaparinux sodium) solution for injection

5mg/ml; (10/2x5/) pre-filled syringes 0,5ml in 

blister

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 24633 (019305) 30.09.2026 

41 Arixtra fondaparinux (fondaparinux sodium) solution for injection 5mg/ml; (10/2x5/) pre-filled syringes 0,5ml in 

blister

SKOPINPHARM LTD, Zdanie 1, 

Promyshlennaya Zona No 1, Skopinsky 

Rayon, Ryazan Oblast, 391800- secondary 

packager, quality control (physicochemical), 

batch releaser, Aspen Notre Dame de 

Bondeville, 1 rue de l̀ Abbaye, 76960 

Notre Dame de Bondeville, France- 

bulk manufacturer, primary packager, 

FARMOBORONA LLC,  bldg. 72A, 

Serkovo village, Shchelkovo city district, 

Moscow region, Russia- quality control 

(microbiological) 

Russia

Aspen Pharma Trading Limited, 

3016 Lake Drive, Citywest Business 

Campus, Dublin 24 

Ireland PoM 24634 (019305) 30.09.2026 



42 Zanidip-Recordati lercanidipine (lercanidipine 

hydrochloride)

tablets film-coated

10mg; (7/1x7/) in blister, (10/1x10/) in blister, 

(14/1x14/) in blister, (15/1x15/) in blister, 

(20/1x20/) in blister, (21/3x7/) in blister, (25/1x25/) 

in blister, (28/1x28/) in blister, (30/1x30/) in blister, 

(35/5x7/) in blister, (40/4x10/) in blister, (42/6x7/) 

in blister, (45/3x15/) in blister, (49/7x7/) in blister, 

(50/5x10/) in blister, (56/7x8/) in blister, (60/6x10/) 

in blister, (70/7x10/) in blister, (75/3x25/) 

in blister, (80/4x20/) in blister, (84/6x14/) in 

blister, (90/6x15/) in blister, (98/7x14/) in blister, 

(100/4x20/) in blister, (105/7x15/) in blister, 

(112/4x28/) in blister, (120/6x20/) in blister, 

(125/5x25/) in blister, (140/7x20/) in blister, 

(150/5x30/) in blister, (168/1x28/) in blister, 

(175/5x35/) in blister, (180/6x30/) in blister, 

(196/7x28/) in blister, (210/7x3

Recordati Industria Chimica e Farmaceutica 

S.p.A., Via Civitali, 1-20148 Milano 

Italy Recordati Ireland Ltd., Raheens 

East, Ringaskiddy, Co Cork 

Ireland PoM 24635 (022088) 30.09.2026

43 Zanidip-Recordati lercanidipine (lercanidipine 

hydrochloride)

tablets film-coated

10mg; (7/1x7/) in blister, (10/1x10/) in blister, 

(14/1x14/) in blister, (15/1x15/) in blister, 

(20/1x20/) in blister, (21/3x7/) in blister, (25/1x25/) 

in blister, (28/1x28/) in blister, (30/1x30/) in blister, 

(35/5x7/) in blister, (40/4x10/) in blister, (42/6x7/) 

in blister, (45/3x15/) in blister, (49/7x7/) in blister, 

(50/5x10/) in blister, (56/7x8/) in blister, (60/6x10/) 

in blister, (70/7x10/) in blister, (75/3x25/) 

in blister, (80/4x20/) in blister, (84/6x14/) in 

blister, (90/6x15/) in blister, (98/7x14/) in blister, 

(100/4x20/) in blister, (105/7x15/) in blister, 

(112/4x28/) in blister, (120/6x20/) in blister, 

(125/5x25/) in blister, (140/7x20/) in blister, 

(150/5x30/) in blister, (168/1x28/) in blister, 

(175/5x35/) in blister, (180/6x30/) in blister, 

(196/7x28/) in blister, (210/7x3

Rekordati Ilach Sanayi ve Tidzharet 

Anonim Shirketi, Cerkezkoy Organized 

Industrial Zone, Karaagac, Ataturk Street 

No. 36, Kapakli, Tekirdag 

Turkey Recordati Ireland Ltd., Raheens 

East, Ringaskiddy, Co Cork 

Ireland PoM 24636 (022088) 30.09.2026



44 Zanidip-Recordati lercanidipine (lercanidipine 

hydrochloride)

tablets film-coated

20mg; (7/1x7/) in blister, (10/1x10/) in blister, 

(14/1x14/) in blister, (15/1x15/) in blister, 

(20/1x20/) in blister, (21/3x7/) in blister, (25/1x25/) 

in blister, (28/1x28/) in blister, (30/1x30/) in blister, 

(35/5x7/) in blister, (40/4x10/) in blister, (42/6x7/) 

in blister, (45/3x15/) in blister, (49/7x7/) in blister, 

(50/5x10/) in blister, (56/7x8/) in blister, (60/6x10/) 

in blister, (70/7x10/) in blister, (75/3x25/) 

in blister, (80/4x20/) in blister, (84/6x14/) in 

blister, (90/6x15/) in blister, (98/7x14/) in blister, 

(100/4x20/) in blister, (105/7x15/) in blister, 

(112/4x28/) in blister, (120/6x20/) in blister, 

(125/5x25/) in blister, (140/7x20/) in blister, 

(150/5x30/) in blister, (168/1x28/) in blister, 

(175/5x35/) in blister, (180/6x30/) in blister, 

(196/7x28/) in blister, (210/7x3

Recordati Industria Chimica e Farmaceutica 

S.p.A., Via Civitali, 1-20148 Milano 

Italy Recordati Ireland Ltd., Raheens 

East, Ringaskiddy, Co Cork 

Ireland PoM 24637 (022088) 30.09.2026

45 Zanidip-Recordati lercanidipine (lercanidipine 

hydrochloride)

tablets film-coated

20mg; (7/1x7/) in blister, (10/1x10/) in blister, 

(14/1x14/) in blister, (15/1x15/) in blister, 

(20/1x20/) in blister, (21/3x7/) in blister, (25/1x25/) 

in blister, (28/1x28/) in blister, (30/1x30/) in blister, 

(35/5x7/) in blister, (40/4x10/) in blister, (42/6x7/) 

in blister, (45/3x15/) in blister, (49/7x7/) in blister, 

(50/5x10/) in blister, (56/7x8/) in blister, (60/6x10/) 

in blister, (70/7x10/) in blister, (75/3x25/) 

in blister, (80/4x20/) in blister, (84/6x14/) in 

blister, (90/6x15/) in blister, (98/7x14/) in blister, 

(100/4x20/) in blister, (105/7x15/) in blister, 

(112/4x28/) in blister, (120/6x20/) in blister, 

(125/5x25/) in blister, (140/7x20/) in blister, 

(150/5x30/) in blister, (168/1x28/) in blister, 

(175/5x35/) in blister, (180/6x30/) in blister, 

(196/7x28/) in blister, (210/7x3

Rekordati Ilach Sanayi ve Tidzharet 

Anonim Shirketi, Cerkezkoy Organized 

Industrial Zone, Karaagac, Ataturk Street 

No. 36, Kapakli, Tekirdag 

Turkey Recordati Ireland Ltd., Raheens 

East, Ringaskiddy, Co Cork 

Ireland PoM 24638 (022088) 30.09.2026 

46 Sindranol ropinirol (ropinirol hydrochloride) tablets prolonged-

release film-coated

2mg; (28/2x14/) in blister, (56/4x14/) in blister, 

(84/6x14/) in blister

Egis Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-12, Hungary (legal 

address- Egis Pharmaceuticals PLC, 1106 

Budapest, Kereszturi ut 30-38, Hungary)- 

batch releaser, Pharmathen International 

S.A., Industrial Park Sapes, Rodopi 

Prefecture, Block No5, 69300, Greece- bulk 

manufacturer, packager, quality control 

Hungary Egis Pharmaceuticals PLC, 1106 

Budapest, Kereszturi st. 30-38

Hungary PoM 24639 (020647) 30.09.2026



47 Sindranol ropinirol (ropinirol hydrochloride) tablets prolonged-

release film-coated

4mg; (28/2x14/) in blister, (56/4x14/) in blister, 

(84/6x14/) in blister

Egis Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-12, Hungary (legal 

address- Egis Pharmaceuticals PLC, 1106 

Budapest, Kereszturi ut 30-38, Hungary)- 

batch releaser, Pharmathen International 

S.A., Industrial Park Sapes, Rodopi 

Prefecture, Block No5, 69300, Greece- bulk 

manufacturer, packager, quality control 

Hungary Egis Pharmaceuticals PLC, 1106 

Budapest, Kereszturi st. 30-38

Hungary PoM 24640 (020647) 30.09.2026 

48 Sindranol ropinirol (ropinirol hydrochloride) tablets prolonged-

release film-coated

8mg; (28/2x14/) in blister, (56/4x14/) in blister, 

(84/6x14/) in blister

Egis Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-12, Hungary (legal 

address- Egis Pharmaceuticals PLC, 1106 

Budapest, Kereszturi ut 30-38, Hungary)- 

batch releaser, Pharmathen International 

S.A., Industrial Park Sapes, Rodopi 

Prefecture, Block No5, 69300, Greece- bulk 

manufacturer, packager, quality control 

Hungary Egis Pharmaceuticals PLC, 1106 

Budapest, Kereszturi st. 30-38 

Hungary PoM 24641 (020647) 30.09.2026

49 Eliquis apixaban tablets film-coated

2,5mg; (20/2x10/) in blister, (20/1x20/) in blister, 

(60/6x10/) in blister, (60/3x20/) in blister

Pfizer Manufacturing Deutschlad GmbH, 

Mooswaldallee 1, 79108 Freiburg Im 

Breisgau- packager, quality control, batch 

releaser, Pfizer Ireland Pharmaceuticals 

Unlimited Company, Little Conell 

Newbridge, Co. Kildare, W12HX57, 

Ireland- bulk manufacturer 

Germany

Pfizer Inc., 66 Hudson Boulevard 

East, New York, New York 

10001-2192 

USA PoM

24642   (022088) 

30.09.2026 

50 Eliquis apixaban tablets film-coated

5mg; (20/2x10/) in blister, (20/1x20/) in blister, 

(60/6x10/) in blister, (60/3x20/) in blister

Pfizer Manufacturing Deutschlad GmbH, 

Mooswaldallee 1, 79108 Freiburg Im 

Breisgau- packager, quality control, batch 

releaser, Pfizer Ireland Pharmaceuticals 

Unlimited Company, Little Conell 

Newbridge, Co. Kildare, W12HX57, 

Ireland- bulk manufacturer 

Germany

Pfizer Inc., 66 Hudson Boulevard 

East, New York, New York 

10001-2192 

USA PoM 24643 (022088) 30.09.2026 

51 Urofuragin furazidin tablets 50mg; (30/1x30/) in blister

Adamed Pharma S.A., 5, Marszalka Jozefa 

Pilsudskiego St., 95-200 Pabianice Poland

Adamed Pharma S.A., 6A, 

Pienkow, Mariana Adamkiewicza 

St., 05-152 Czosnow 

Poland PoM 24644 (006998) 30.09.2026



52 Alflutop bioactive concentrate from small 

sea fish

solution for injection 0,1ml/ml; (10/2x5/) ampoules 1ml In blister

S.C.Biotehnos S.A., Str. Gorunului nr. 3-5, 

Otopeni, Jud. Ilfov, 075100- secondary 

packager, quality (physicochemical) control, 

batch releaser, S.C. Zentiva S.A., Theodor 

Pallady Blvd No 50, sector 3, 032266 

Bucharest, Romania- bulk manufacturer, 

primary packager, quality (microbiological) 

control 

Romania S.C.Biotehnos S.A., Str. Gorunului 

nr. 3-5, Otopeni, Jud. Ilfov, 075100 

Romania PoM 24645 (020836) 30.09.2026 

53 Alflutop

bioactive concentrate from small 

sea fish solution for injection 0,1ml/ml; (10/2x5/) ampoules 1ml In blister

S.C.Biotehnos S.A., Str. Gorunului nr. 3-5, 

Otopeni, Jud. Ilfov, 075100- secondary 

packager, batch releaser, S.C. Zentiva 

S.A., Theodor Pallady Blvd No 50, sector 

3, 032266 Bucharest, Romania- bulk 

manufacturer, primary packager, quality  

control 

Romania

S.C.Biotehnos S.A., Str. Gorunului 

nr. 3-5, Otopeni, Jud. Ilfov, 075100 Romania PoM 24646 (020836) 30.09.2026

54 Alflutop bioactive concentrate from small 

sea fish

solution for injection 0,1ml/ml; (5/1x5/) ampoules 2ml, in blister, 

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

S.C.Biotehnos S.A., Str. Gorunului nr. 3-5, 

Otopeni, Jud. Ilfov, 075100- secondary 

packager, quality (physicochemical) control, 

batch releaser, S.C. Zentiva S.A., Theodor 

Pallady Blvd No 50, sector 3, 032266 

Bucharest, Romania- bulk manufacturer, 

primary packager, quality (microbiological) 

control 

Romania S.C.Biotehnos S.A., Str. Gorunului 

nr. 3-5, Otopeni, Jud. Ilfov, 075100 

Romania PoM 24647 (020836) 30.09.2026 

55 Alflutop bioactive concentrate from small 

sea fish

solution for injection 0,1ml/ml; (5/1x5/) ampoules 2ml, in blister, 

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

S.C.Biotehnos S.A., Str. Gorunului nr. 3-5, 

Otopeni, Jud. Ilfov, 075100- secondary 

packager, quality (physicochemical) control, 

batch releaser, S.C. Zentiva S.A., Theodor 

Pallady Blvd No 50, sector 3, 032266 

Bucharest, Romania- bulk manufacturer, 

primary packager, quality (microbiological) 

control 

Romania S.C.Biotehnos S.A., Str. Gorunului 

nr. 3-5, Otopeni, Jud. Ilfov, 075100 

Romania PoM 24648 (020836) 30.09.2026

56 Anaferon kids

affinity purified antibodies to human 

interferon gamma drops oral 10000UMA/ml; 25ml glass vial-dropper

NPF Materia Medica Holding LLC, 54, 

Buguruslanskaya st., Chelyabinsk 454139 Russia

NPF Materia Medica Holding 

LLC, 9 bld., 3rd Samotyochny per., 

Moscow 127473 

Russia OTC 24649 (000059) 30.09.2026



57 Uperio sacubitril, valsartan (valsartan sodium) tablets film-coated

24,3mg+25,7mg; (28/2x14/) in blister, (56/4x14/) 

in blister

Novartis Farma S.p.A., Via Provinciale 

Schito 131, 80058 Torre Annunziata, (NA)- 

packager, batch releaser, Novartis Singapore 

Pharmaceutical Manufacturing Pte. Ltd., 

10 Tuas Bay Lane, 637461 Singapore, 

Singapore- bulk manufacturer, quality 

control 

Italy

Novartis Overseas Investments AG, 

Lichtstrasse 35, 4056 Basel Switzerland PoM 24650 (004665) 30.09.2026 

58 Uperio sacubitril, valsartan (valsartan sodium) tablets film-coated

48,6mg+51,4mg; (28/2x14/) in blister, (56/4x14/) 

in blister

Novartis Farma S.p.A., Via Provinciale 

Schito 131, 80058 Torre Annunziata, (NA)- 

packager, batch releaser, Novartis Singapore 

Pharmaceutical Manufacturing Pte. Ltd., 

10 Tuas Bay Lane, 637461 Singapore, 

Singapore- bulk manufacturer, quality 

control 

Italy

Novartis Overseas Investments AG, 

Lichtstrasse 35, 4056 Basel Switzerland PoM 24651 (004665) 30.09.2026

59 Uperio sacubitril, valsartan (valsartan sodium) tablets film-coated

97,2mg+102,8mg; (28/2x14/) in blister, (56/4x14/) 

in blister

Novartis Farma S.p.A., Via Provinciale 

Schito 131, 80058 Torre Annunziata, (NA)- 

packager, batch releaser, Novartis Singapore 

Pharmaceutical Manufacturing Pte. Ltd., 

10 Tuas Bay Lane, 637461 Singapore, 

Singapore- bulk manufacturer, quality 

control 

Italy

Novartis Overseas Investments AG, 

Lichtstrasse 35, 4056 Basel Switzerland PoM 24652 (004665) 30.09.2026 

60 Uperio sacubitril, valsartan (valsartan sodium) tablets film-coated

24,3mg+25,7mg; (28/2x14/) in blister, (56/4x14/) 

in blister

Novartis Neva LLC, Saint Petersburg, Road 

to Kamenka, Building 40, Block 3, Letter A Russia

Novartis Overseas Investments AG, 

Lichtstrasse 35, 4056 Basel Switzerland PoM 24653 (004665) 30.09.2026 

61 Uperio sacubitril, valsartan (valsartan sodium) tablets film-coated 48,6mg+51,4mg; (28/2x14/) in blister, (56/4x14/) 

in blister

Novartis Neva LLC, Saint Petersburg, Road 

to Kamenka, Building 40, Block 3, Letter A 

Russia Novartis Overseas Investments AG, 

Lichtstrasse 35, 4056 Basel

Switzerland PoM 24654 (004665) 30.09.2026

62 Uperio sacubitril, valsartan (valsartan sodium) tablets film-coated 97,2mg+102,8mg; (28/2x14/) in blister, (56/4x14/) 

in blister

Novartis Neva LLC, Saint Petersburg, Road 

to Kamenka, Building 40, Block 3, Letter A 

Russia Novartis Overseas Investments AG, 

Lichtstrasse 35, 4056 Basel

Switzerland PoM 24655   (004665) 

30.09.2026 

63 Uperio sacubitril, valsartan (valsartan sodium) tablets film-coated

24,3mg+25,7mg; (28/2x14/) in blister, (56/4x14/) 

in blister,

Novartis Farma S.p.A., Via Provinciale 

Schito 131, 80058 Torre Annunziata, (NA) Italy

Novartis Overseas Investments AG, 

Lichtstrasse 35, 4056 Basel Switzerland PoM 24656 (004665) 30.09.2026



64 Uperio sacubitril, valsartan (valsartan sodium) tablets film-coated

48,6mg+51,4mg; (28/2x14/) in blister, (56/4x14/) 

in blister,

Novartis Farma S.p.A., Via Provinciale 

Schito 131, 80058 Torre Annunziata, (NA) Italy

Novartis Overseas Investments AG, 

Lichtstrasse 35, 4056 Basel Switzerland PoM 24657 (004665)  30.09.2026

65 Uperio sacubitril, valsartan (valsartan sodium) tablets film-coated 97,2mg+102,8mg; (28/2x14/) in blister, (56/4x14/) 

in blister,

Novartis Farma S.p.A., Via Provinciale 

Schito 131, 80058 Torre Annunziata, (NA) 

Italy Novartis Overseas Investments AG, 

Lichtstrasse 35, 4056 Basel 

Switzerland PoM 24658 (004665) 30.09.2026

66 Uperio sacubitril, valsartan (valsartan sodium) tablets film-coated

24,3mg+25,7mg; (28/2x14/) in blister, (56/4x14/) 

in blister

Lek Pharmaceuticals d.d.,Trimlini 2D, 

Lendava, 9220- packager, batch releaser, 

Novartis Pharmaceuticals Manufacturing 

LLC, Verovskova Ulica 57, 1000, Ljubljana, 

Slovenia- bulk manufacturer, quality control 

Slovenia 

Novartis Overseas Investments AG, 

Lichtstrasse 35, 4056 Basel Switzerland PoM 24659 (004665) 30.09.2026 

67 Uperio sacubitril, valsartan (valsartan sodium) tablets film-coated

48,6mg+51,4mg; (28/2x14/) in blister, (56/4x14/) 

in blister

Lek Pharmaceuticals d.d.,Trimlini 2D, 

Lendava, 9220- packager, batch releaser, 

Novartis Pharmaceuticals Manufacturing 

LLC, Verovskova Ulica 57, 1000, Ljubljana, 

Slovenia- bulk manufacturer, quality control  

Slovenia

Novartis Overseas Investments AG, 

Lichtstrasse 35, 4056 Basel Switzerland PoM 24660 (004665) 30.09.2026 

68 Uperio sacubitril, valsartan (valsartan sodium) tablets film-coated

97,2mg+102,8mg; (28/2x14/) in blister, (56/4x14/) 

in blister

Lek Pharmaceuticals d.d.,Trimlini 2D, 

Lendava, 9220- packager, batch releaser, 

Novartis Pharmaceuticals Manufacturing 

LLC, Verovskova Ulica 57, 1000, Ljubljana, 

Slovenia- bulk manufacturer, quality control 

Slovenia

Novartis Overseas Investments AG, 

Lichtstrasse 35, 4056 Basel Switzerland PoM 24661 (004665) 30.09.2026 

69 Uperio sacubitril, valsartan (valsartan sodium) tablets film-coated 24,3mg+25,7mg; (28/2x14/) in blister, (56/4x14/) 

in blister

Novartis Neva LLC, Saint Petersburg, 

Road to Kamenka, Building 40, Block 3, 

Letter A- packager, batch releaser, Novartis 

Farma S.p.A., Via Provinciale Schito 131, 

80058 Torre Annunziata, (NA), Italy- bulk 

manufacturer, quality control 

Russia Novartis Overseas Investments AG, 

Lichtstrasse 35, 4056 Basel

Switzerland PoM 24662 (004665) 30.09.2026

70 Uperio sacubitril, valsartan (valsartan sodium) tablets film-coated 48,6mg+51,4mg; (28/2x14/) in blister, (56/4x14/) 

in blister

Novartis Neva LLC, Saint Petersburg, 

Road to Kamenka, Building 40, Block 3, 

Letter A- packager, batch releaser, Novartis 

Farma S.p.A., Via Provinciale Schito 131, 

80058 Torre Annunziata, (NA), Italy- bulk 

manufacturer, quality control 

Russia Novartis Overseas Investments AG, 

Lichtstrasse 35, 4056 Basel

Switzerland PoM 24663 (004665) 30.09.2026



71 Uperio sacubitril, valsartan (valsartan sodium) tablets film-coated 97,2mg+102,8mg; (28/2x14/) in blister, (56/4x14/) 

in blister

Novartis Neva LLC, Saint Petersburg, 

Road to Kamenka, Building 40, Block 3, 

Letter A- packager, batch releaser, Novartis 

Farma S.p.A., Via Provinciale Schito 131, 

80058 Torre Annunziata, (NA), Italy- bulk 

manufacturer, quality control 

Russia Novartis Overseas Investments AG, 

Lichtstrasse 35, 4056 Basel 

Switzerland PoM 24664 (004665) 30.09.2026

72 Uperio sacubitril, valsartan (valsartan sodium) tablets film-coated 24,3mg+25,7mg; (28/2x14/) in blister, (56/4x14/) 

in blister

Novartis Neva LLC, Saint Petersburg, 

Road to Kamenka, Building 40, Block 3, 

Letter A- packager, batch releaser, Novartis 

Pharmaceuticals Manufacturing LLC, 

Verovskova Ulica 57, 1000, Ljubljana, 

Slovenia- bulk manufacturer, quality control 

Russia Novartis Overseas Investments AG, 

Lichtstrasse 35, 4056 Basel 

Switzerland PoM 24665 (004665) 30.09.2026 

73 Uperio sacubitril, valsartan (valsartan sodium) tablets film-coated 48,6mg+51,4mg; (28/2x14/) in blister, (56/4x14/) 

in blister

Novartis Neva LLC, Saint Petersburg, 

Road to Kamenka, Building 40, Block 3, 

Letter A- packager, batch releaser, Novartis 

Pharmaceuticals Manufacturing LLC, 

Verovskova Ulica 57, 1000, Ljubljana, 

Slovenia- bulk manufacturer, quality control 

Russia Novartis Overseas Investments AG, 

Lichtstrasse 35, 4056 Basel 

Switzerland PoM 24666 (004665) 30.09.2026 

74 Uperio sacubitril, valsartan (valsartan sodium) tablets film-coated 97,2mg+102,8mg; (28/2x14/) in blister, (56/4x14/) 

in blister

Novartis Neva LLC, Saint Petersburg, 

Road to Kamenka, Building 40, Block 3, 

Letter A- packager, batch releaser, Novartis 

Pharmaceuticals Manufacturing LLC, 

Verovskova Ulica 57, 1000, Ljubljana, 

Slovenia- bulk manufacturer, quality control 

Russia Novartis Overseas Investments AG, 

Lichtstrasse 35, 4056 Basel 

Switzerland PoM 24667 (004665) 30.09.2026 

75 Ibrance palbociclib tablets film-coated 75mg; (21/3x7/) in blister

Pfizer Manufacturing Deutschlad GmbH, 

Mooswaldallee 1, 79090 Freiburg Germany

Pfizer Inc., 66 Hudson Boulevard 

East, New York, New York 

10001-2192

USA PoM 24668 (013359) 30.09.2026

76 Ibrance palbociclib tablets film-coated 100mg; (21/3x7/) in blister Pfizer Manufacturing Deutschlad GmbH, 

Mooswaldallee 1, 79090 Freiburg 

Germany

Pfizer Inc., 66 Hudson Boulevard 

East, New York, New York 

10001-2192

USA PoM 24669 (013359) 30.09.2026 

78 Ibrance palbociclib tablets film-coated 125mg; (21/3x7/) in blister Pfizer Manufacturing Deutschlad GmbH, 

Mooswaldallee 1, 79090 Freiburg 

Germany

Pfizer Inc., 66 Hudson Boulevard 

East, New York, New York 

10001-2192

USA PoM 24670 (013359) 30.09.2026



79 Botvimo botensilimab

concentrate for 

solution for infusion 50mg/ml; (2) glass vials 1ml

Patheon Manufacturing Services LLC, 5900 

Martin Luther King Jr. Higway, Greenville, 

North Carolina 27834- bulk manufacturer, 

primary packager, quality control, batch 

releaser, AndersonBrecon Inc., 4545 

Assembly Drive, Rockford, Illinois (IL) 

61109, USA- secondary packager 

USA

Agenus Ink., 3 Forbes Road, 

Lexington, Massachusetts 02421 USA PoM 25592 (040362) 30.09.2026

80 Evamplix balstilimab concentrate for 

solution for infusion

50mg/ml; (5) glass vials 1ml

Vetter Pharma-Fertigung GmbH & 

Co. KG, Mooswiesen 2, Ravensburg, 

88214- quality control, batch releaser, 

Vetter Pharma-Fertigung GmbH & Co. 

KG, Eisenbahnstrasse 2-4, Langenargen, 

Baden-Wuerttemberg, 88085, Germany- 

bulk manufacturer, primary packager, 

AndersonBrecon Inc., 4545 Assembly 

Drive, Rockford, Illinois (IL) 61109, USA- 

secondary packager 

Germany Agenus Ink., 3 Forbes Road, 

Lexington, Massachusetts 02421

USA PoM 25593 (040363) 30.09.2026

81 Zinc ointment 10% zinc oxide

ointment for 

external use 100mg/g; 25g aluminium tube

ESCO-PHARM LLC, Nor-Norq V block, 

Mikoyan 13, Yerevan 0079

Republic of 

Armenia

ESCO-PHARM LLC, Nor-Norq V 

block, Mikoyan 13, Yerevan 0079 Republic of Armenia OTC 24566 (041621) 30.09.2026

82 Menovazine menthol racemic, procaine (procaine 

hydrochloride), benzocaine

solution for external 

use

25mg/ml+10mg/ml+10mg/ml; glass vial 30ml, 

glass vial 100ml

ESCO-PHARM LLC, Nor-Norq V block, 

Mikoyan 13, Yerevan 0079

Republic of 

Armenia

ESCO-PHARM LLC, Nor-Norq V 

block, Mikoyan 13, Yerevan 0079

Republic of Armenia OTC 24567 (045206) 30.09.2026 

83 Sulfocamphocaine-

Darnytsia

DL-sulfocamphoric acid, novocaine 

base

solution for injection 49,6mg/ml+50,4mg/ml; (10/2x5/) ampoules 2ml 

in blister

PrJSC "Pharmaceutical firm" Darnytsia", 

02093, Kyiv, Boryspilska Str.,13

Ukraine

PrJSC "Pharmaceutical firm" 

Darnytsia", 02093, Kyiv, Boryspilska 

Str.,13

Ukraine PoM 24568 (032404) 30.09.2026 

84 Carvedilol carvedilol tablets 6,25mg; (40/1x40/) in blister

Arpimed LLC, Kotayk Marz, 2204, 

Abovyan, 2nd Micro-District, 19 Building

Republic of 

Armenia

Arpimed LLC, Kotayk Marz, 2204, 

Abovyan, 2nd Micro-District, 19 

Building

Republic of Armenia PoM 24569 (042249) 30.09.2026 

85
Carvedilol carvedilol tablets 12,5mg; (40/1x40/) in blister Arpimed LLC, Kotayk Marz, 2204, 

Abovyan, 2nd Micro-District, 19 Building

Republic of 

Armenia

Arpimed LLC, Kotayk Marz, 2204, 

Abovyan, 2nd Micro-District, 19 

Building

Republic of Armenia PoM 24570 (042249) 30.09.2026 



86 Carvedilol carvedilol tablets 25mg; (40/1x40/) in blister Arpimed LLC, Kotayk Marz, 2204, 

Abovyan, 2nd Micro-District, 19 Building

Republic of 

Armenia

Arpimed LLC, Kotayk Marz, 2204, 

Abovyan, 2nd Micro-District, 19 

Building

Republic of Armenia PoM 24571 (042249) 30.09.2026 

87 Ichthiol ichthammol

ointment for 

external use 100mg/g; aluminium tube 25g

ESCO-PHARM LLC, Nor-Norq V block, 

Mikoyan 13, Yerevan 0079

Republic of 

Armenia

ESCO-PHARM LLC, Nor-Norq V 

block, Mikoyan 13, Yerevan 0079 Republic of Armenia OTC 24572 (040820) 30.09.2026 

88 Ichthiol ichthammol ointment for 

external use

200mg/g; 25g aluminium tube ESCO-PHARM LLC, Nor-Norq V block, 

Mikoyan 13, Yerevan 0079

Republic of 

Armenia

ESCO-PHARM LLC, Nor-Norq V 

block, Mikoyan 13, Yerevan 0079

Republic of Armenia OTC 24573 (040820) 30.09.2026

89 Validol-Darnitsa menthol solution in menthyl 

isovalerate

tablets sublingual 60mg; (10) in blister, (10/1x10/) in blister Darnitsa Pharmaceutical Firm PrJSC, 02093, 

Kyiv, Boryspilska Str.,13

Ukraine

Darnitsa Pharmaceutical Firm 

PrJSC, 02093, Kyiv, Boryspilska 

Str.,13

Ukraine OTC 24574 (034760) 30.09.2026 

90 STREPTOCID sulfanilamide

powder for external 

use 300mg; (10) sachets

ESCO-PHARM LLC, Nor-Norq V block, 

Mikoyan 13, Yerevan 0079

Republic of 

Armenia

ESCO-PHARM LLC, Nor-Norq V 

block, Mikoyan 13, Yerevan 0079 Republic of Armenia OTC 24575 (041624) 30.09.2026

91 Citramon-Pharmstandard

acetylsalicylic acid, paracetamol, 

caffeine (caffeine monohydrate) tablets

240mg+180mg+30mg; (10) in blister, (10/1x10/) 

in blister, (20/2x10/) in blister

Pharmstandard-Leksredstva JSC, Kursk 

region, Kursk, Agregatnaya 2nd str., 1a/18 Russia

ARGO-PHARM LLC, 13/9 

Sundukyan str., 0012 Yerevan Republic of Armenia OTC 24576 (043712) 30.09.2026 

92 ESKOMECOL chloramphenicol, methyluracil ointment for 

external use

7,5mg/g+40mg/g; aluminium tube 25g ESCO-PHARM LLC, Nor-Norq V block, 

Mikoyan 13, Yerevan 0079

Republic of 

Armenia

ESCO-PHARM LLC, Nor-Norq V 

block, Mikoyan 13, Yerevan 0079

Republic of Armenia OTC 24577 (042511) 30.09.2026 

93 Anti Gripp complex for 

children

paracetamol, vitamin C, pheniramine 

(pheniramine maleate)

powder for oral 

solution with 

strawberry flavor

280mg+100mg+10mg; (10) sachets 8g ESCO-PHARM LLC, Nor-Norq V block, 

Mikoyan 13, Yerevan 0079

Republic of 

Armenia

ESCO-PHARM LLC, Nor-Norq V 

block, Mikoyan 13, Yerevan 0079

Republic of Armenia OTC 24578 (042587) 30.09.2026

94 DIMEXID dimethylsulfoxide

concentrate for 

solution for external 

use

100ml; glass bottle 100ml

ESCO-PHARM LLC, Nor-Norq V block, 

Mikoyan 13, Yerevan 0079

Republic of 

Armenia

ESCO-PHARM LLC, Nor-Norq V 

block, Mikoyan 13, Yerevan 0079 Republic of Armenia OTC 24579 (044067) 30.09.2026



95 Escadent dental drops

oleum menthae piperitae, camphor, 

valerianae radix drops

31mg/ml+64mg/ml+48mg/ml; plastic vial-

dropper 10ml

ESCO-PHARM LLC, Nor-Norq V block, 

Mikoyan 13, Yerevan 0079

Republic of 

Armenia

ESCO-PHARM LLC, Nor-Norq V 

block, Mikoyan 13, Yerevan 0079 Republic of Armenia OTC 24580 (044935) 30.09.2026

96 CORVALOL alfa-bromisovalerianic acid ethyl ether, 

phenobarbital, peppermint oil

drops oral 20mg/ml+18,26mg/ml+1,42mg/ml; glass bottle 

30ml

ESCO-PHARM LLC, Nor-Norq V block, 

Mikoyan 13, Yerevan 0079

Republic of 

Armenia

ESCO-PHARM LLC, Nor-Norq V 

block, Mikoyan 13, Yerevan 0079

Republic of Armenia OTC 24581   (045247) 

30.09.2026

97 Anti Gripp complex with 

lemon flavor

paracetamol, vitamin C, pheniramine 

(pheniramine maleate)

powder for oral 

solution with lemon 

flavor

500mg+200mg+25mg; (10) sachets 8g ESCO-PHARM LLC, Nor-Norq V block, 

Mikoyan 13, Yerevan 0079

Republic of 

Armenia

ESCO-PHARM LLC, Nor-Norq V 

block, Mikoyan 13, Yerevan 0079

Republic of Armenia OTC 24582 (042593) 30.09.2026 

98 Furacilin ointment 0,2% nitrofural ointment 2mg/g; 25g aluminium tube

ESCO-PHARM LLC, Nor-Norq V block, 

Mikoyan 13, Yerevan 0079

Republic of 

Armenia

ESCO-PHARM LLC, Nor-Norq V 

block, Mikoyan 13, Yerevan 0079 Republic of Armenia OTC 24583 (044942) 30.09.2026 

99 Flucopt fluconazole drops eye 3mg/ml; vial-dropper 5ml

Liqvor CJSC, 0089, Yerevan, str. Kochinyan, 

7/9

Republic of 

Armenia

Liqvor CJSC, 0089, Yerevan, str. 

Kochinyan, 7/9 Republic of Armenia PoM 24584 (044942) 30.09.2026

100 RubiDol

thiamine (thiamine hydrochloride), 

pyridoxine (pyridoxine 

hydrochloride), cyanocobalamin, 

lidocaine (lidocaine hydrochloride)

solution for i/m 

injection

100mg/2ml+100mg/2ml+1mg/2ml+20mg/2ml; 

(5) glass vials 2ml

Liqvor CJSC, 0089, Yerevan, str. Kochinyan, 

7/9

Republic of 

Armenia

Liqvor CJSC, 0089, Yerevan, str. 

Kochinyan, 7/9

Republic of Armenia PoM 24585 (045736) 30.09.2026 

101 Iodine 5% alcoholic 

solution

iodine solution for external 

use

50mg/ml; 10ml glass bottle, 15ml glass bottle, 

30ml glass bottle, 250ml glass bottle

Alfa-Pharm CJSC, Khrimyan Hayrik 62, 

Gyumri

Republic of 

Armenia

Alfa-Pharm CJSC, Khrimyan 

Hayrik 62, Gyumri

Republic of Armenia OTC 24586 (044866) 30.09.2026 

102 Tenoxin tenoxicam

powder lyophilized 

for solution for 

injection

20mg; glass vial 3ml and solvent in ampoule 2ml

Anfarm Hellas S.A., 61st Km National Road 

Athens-Lamia, Schimatari Viotias, 32009 Greece

Anfarm Hellas S.A., 4 Achaias str. & 

Trizinias, 14564, Kifissia, Attiki Greece PoM 24587 (044866) 30.09.2026 

103
Monox etoricoxib tablets film-coated 60mg; (30/3x10/) in blister Synthon Hispania,S.L., C/ Castello, N 1, Sant 

Boi de Llobregat, Barcelona, 08830 

Spain

Family Pharm Group LLC., 85 

Marshal Baghramyan ave., 0033, 

Yerevan

Republic of Armenia PoM 24588 (044541) 30.09.2026 



104 Monox etoricoxib tablets film-coated 90mg; (30/3x10/) in blister

Synthon Hispania,S.L., C/ Castello, N 1, Sant 

Boi de Llobregat, Barcelona, 08830 Spain

Family Pharm Group LLC., 85 

Marshal Baghramyan ave., 0033, 

Yerevan 

Republic of Armenia PoM 24589 (044541) 30.09.2026 

105 Monox etoricoxib tablets film-coated 120mg; (28/4x7) in blister Synthon Hispania,S.L., C/ Castello, N 1, Sant 

Boi de Llobregat, Barcelona, 08830 

Spain

Family Pharm Group LLC., 85 

Marshal Baghramyan ave., 0033, 

Yerevan 

Republic of Armenia PoM 24590 (044541) 30.09.2026

106 Catafast diclofenac (diclofenac potassium) powder for oral 

solution

50mg; (3) sachets, (21) sachets Mipharm S.p.A., VIA Bernardo Quaranta, 

12, 20141 Milano (MI) 

Italy Novartis Pharma AG, Lichstrasse 

35, 4056 Basel 

Switzerland PoM 24591 (042949) 30.09.2026



LIST

of the variations requiring registration by the Center according to the meeting decision N 09-2/26  on September 30, 2026

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 Codelac Neo Tabs butamirate (butamirate citrate) tablets film-coated 

prolonged-release

50mg; (10/1x10/) in blister

JSC "Oticipharm Pro", Kaliningrad region, 

Zelenogradsky m.d., ter. Industrial park Khrabrovo, 

Innovatorov str., 6, building 1 

Russia

JSC "Oticipharm Pro", Kaliningrad 

region, Zelenogradsky m.d., 

ter. Industrial park Khrabrovo, 

Innovatorov str., 6, building 1, 238315

Russia OTC 24519 30.09.2026



LIST

of the medicines with extented of the regitration certificate term by the Center according to the meeting decision  N 09-2/26  on September 30, 2026

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 Coldrex HotRem

paracetamol, phenylephrine 

(phenylephrine hydrochloride), 

ascorbic acid

powder for oral 

solution with lemon 

flavour

750mg+10mg+60mg; (10) sachets 

5g

SmithKline Beecham S.A. Ctra. de Ajalvir, KM-2500-

28806, Alcala de Henares, Madrid Spain

STADA Arzneimittel AG, Stadastrasse 

2-18, 61118 Bad Vilbel Germany OTC 24671 30.09.2026



LIST

of  variations requiring reformulation of registration certificate  approved by the Center according to the  meeting decision  N 09-2/26  on September 30, 

2026

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 Codelac Neo Tabs butamirate (butamirate citrate) tablets film-coated 

prolonged-release

50mg; (10/1x10/) in blister Pharmstandard-UfaVITA OJSC, Ufa, str. 

Khudaiberdina 28, Republic of Bashkortostan 

Russia

JSC "Oticipharm Pro", Kaliningrad 

region, Zelenogradsky m.d., 

ter. Industrial park Khrabrovo, 

Innovatorov str., 6, building 1, 238315

Russia OTC 22990/1/1 30.09.2026

2 Monosorb XL 60mg 

Prolonged-Release Tablets

isosorbide mononitrate tablets prolonged-

release

60mg; (28/2x14/) in blister

Dexcel-Pharma Ltd., 2nd Floor, Bourn, 1 Manor 

House Drive, Coventry, CV1 2FX- batch releaser, 

Dexcel Ltd., 1 Dexcel Street, Or-Akiva 3060000, 

Israel- bulk manufacturer, packager, quality 

control (physicochemical), The Institute for 

Food Microbiology and Consumer Goods Ltd.,9 

HaShalom Road, Nesher, 3665112, Israel- quality 

control (microbiological) 

UK

Dexcel-Pharma Ltd., 2nd Floor, 

Bourn, 1 Manor House Drive, 

Coventry, CV1 2FX

UK PoM 21849/1/1 30.09.2026



LIST

of  variations under the EAEU procedure requiring reformulation of registration certificate  approved by the Center according to the  meeting decision  N 

09-2/26  on September 30, 2026

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 VALIDOL levomenthol solution in menthyl 

isovalerate

capsules 100mg; (15/1x15/) in blister, 

(30/2x15/) in blister

Minskintercaps U.V., 26/3, Inzhenernaya str., 

220075, Minsk 

Republic of 

Belarus

Minskintercaps U.V., 26, 

Inzhenernaya str., 220075, Minsk

Republic of Belarus OTC ЛП-№006468-ГП-АМ 

30.09.2026

2 Panthomecol Plus

dexpantenol, chlorhexidine 

(chlorhexidine digluconate)

cream for external 

use

52,5mg/g+8,02mg/g; aluminium 

tube 25g, aluminium tube 30g, 

aluminium tube 50g, plastic tube 

25g, plastic tube 30g, plastic tube 

50g

Nizhpharm JSC, 603105, Nizhny Novgorod, 

Salganskaya st., 7, c.1- quality control, batch 

releaser, Nizhpharm JSC, 603105, Nizhny 

Novgorod, Salganskaya st., 7, Russia- bulk 

manufacturer, packager 

Russia

Nizhpharm JSC, 603105, Nizhny 

Novgorod, Salganskaya st., 7 Russia OTC

ЛП-№004440-ГП-АМ 

30.09.2026 

3 Noliprel A perindopril arginine, indapamide tablets film-coated

2,5mg+0,625mg; (30) in plastic 

container, (90) in plastic container

SERVIER RUS Ltd, 108828, block 159, possession 

2, build.1, Krasnopakhorskoye Municipal District 

(intra-city territory), Moscow 

Russia

Les Laboratoires Servier, 50, rue 

Carnot, 92284 Suresnes cedex France PoM

ЛП-№000179-ГП-АМ 

30.09.2026

4 Noliprel A perindopril arginine, indapamide tablets film-coated 2,5mg+0,625mg; (30) in plastic 

container

Les Laboratoires Servier Industrie 905, route de 

Saran, 45520 Gidy 

France Les Laboratoires Servier, 50, rue 

Carnot, 92284 Suresnes cedex

France PoM ЛП-№000179-ГП-АМ 

30.09.2026 

5 Noliprel A perindopril arginine, indapamide tablets film-coated

2,5mg+0,625mg; (30) in plastic 

container

Servier (Ireland) Industries Ltd, Gorey Road, 

Arklow-Co. Wicklow, Y14 E284- batch releaser, 

packager, Les Laboratoires Servier Industrie 

905, route de Saran, 45520 Gidy, France- bulk 

manufacturer, quality control 

Ireland

Les Laboratoires Servier, 50, rue 

Carnot, 92284 Suresnes cedex France PoM

ЛП-№000179-ГП-АМ 

30.09.2026



6 Noliprel A perindopril arginine, indapamide tablets film-coated 2,5mg+0,625mg; (30) in plastic 

container, (90) in plastic container

SERVIER RUS Ltd, 108828, block 159, possession 

2, build.1, Krasnopakhorskoye Municipal District 

(intra-city territory), Moscow - packager, batch 

releaser, Les Laboratoires Servier Industrie 

905, route de Saran, 45520 Gidy, France- bulk 

manufacturer quality control 

Russia Les Laboratoires Servier, 50, rue 

Carnot, 92284 Suresnes cedex

France PoM ЛП-№000179-ГП-АМ 

30.09.2026 

7 Noliprel A Forte perindopril arginine, indapamide tablets film-coated 5mg+1,25mg; (30) in plastic 

container

Les Laboratoires Servier Industrie 905, route de 

Saran, 45520 Gidy 

France Les Laboratoires Servier, 50, rue 

Carnot, 92284 Suresnes cedex

France PoM ЛП-№000175-ГП-AM 

30.09.2026

8 Noliprel A Forte perindopril arginine, indapamide tablets film-coated 5mg+1,25mg; (30) in plastic 

container, (90) in plastic container

SERVIER RUS Ltd, 108828, block 159, possession 

2, build.1, Krasnopakhorskoye Municipal District 

(intra-city territory), Moscow - packager, batch 

releaser, Les Laboratoires Servier Industrie 

905, route de Saran, 45520 Gidy, France- bulk 

manufacturer quality control 

Russia Les Laboratoires Servier, 50, rue 

Carnot, 92284 Suresnes cedex

France PoM ЛП-№000175-ГП-AM 

30.09.2026

9 Noliprel A Forte perindopril arginine, indapamide tablets film-coated

5mg+1,25mg; (30) in plastic 

container, (90) in plastic container

SERVIER RUS Ltd, 108828, block 159, possession 

2, build.1, Krasnopakhorskoye Municipal District 

(intra-city territory), Moscow

Russia

Les Laboratoires Servier, 50, rue 

Carnot, 92284 Suresnes cedex France PoM

ЛП-№000175-ГП-AM 

30.09.2026

10 Noliprel A Forte perindopril arginine, indapamide tablets film-coated

5mg+1,25mg; (30) in plastic 

container

Servier (Ireland) Industries Ltd, Gorey Road, 

Arklow-Co. Wicklow, Y14 E284- batch releaser, 

packager, Les Laboratoires Servier Industrie 

905, route de Saran, 45520 Gidy, France- bulk 

manufacturer, quality control 

Ireland

Les Laboratoires Servier, 50, rue 

Carnot, 92284 Suresnes cedex France PoM

ЛП-№000175-ГП-AM 

30.09.2026 

11 Velaxin venlafaxine (venlafaxine 

hydrochloride)

capsules prolonged-

release

75mg; (28/2x14/) in blister, 

(30/3x10/) in blister,

Egis Pharmaceuticals PLC, 9900, Kormend, 

Matyas Kiraly u. 65 

Hungary Egis Pharmaceuticals PLC, 1106 

Budapest, Kereszturi ut 30-38 

Hungary PoM ЛП-№002093-ГП-

АМ30.09.2026

12 Velaxin

venlafaxine (venlafaxine 

hydrochloride)

capsules prolonged-

release

75mg; (28/2x14/) in blister, 

(30/3x10/) in blister

Egis Pharmaceuticals PLC, 9900, Kormend, 

Matyas Kiraly u. 65- bulk manufacturer, batch 

releaser, Egis Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-120, Hungary- packager, 

quality control 

Hungary

Egis Pharmaceuticals PLC, 1106 

Budapest, Kereszturi ut 30-38 Hungary PoM

ЛП-№002093-ГП-АМ 

30.09.2026 

13 Velaxin venlafaxine (venlafaxine 

hydrochloride)

capsules prolonged-

release

150mg; (28/2x14/) in blister, 

(30/3x10/) in blister

Egis Pharmaceuticals PLC, 9900, Kormend, 

Matyas Kiraly u. 65 

Hungary Egis Pharmaceuticals PLC, 1106 

Budapest, Kereszturi ut 30-38 

Hungary PoM ЛП-№002093-ГП-АМ 

30.09.2026



14 Velaxin

venlafaxine (venlafaxine 

hydrochloride)

capsules prolonged-

release

150mg; (28/2x14/) in blister, 

(30/3x10/) in blister

Egis Pharmaceuticals PLC, 9900, Kormend, 

Matyas Kiraly u. 65- bulk manufacturer, batch 

releaser, Egis Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-120, Hungary- packager, 

quality control 

Hungary

Egis Pharmaceuticals PLC, 1106 

Budapest, Kereszturi ut 30-38 Hungary PoM

ЛП-№002093-ГП-АМ 

30.09.2026 



LIST

of variations not requiring reformulation of registration certificate  approved by the Center according to the  meeting decision N 09-2/26  on September 

30, 2026

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 Coldrex HotRem

paracetamol, phenylephrine 

(phenylephrine hydrochloride), 

ascorbic acid

powder for oral 

solution with lemon 

flavour

750mg+10mg+60mg; (10) sachets 

5g

SmithKline Beecham S.A. Ctra. de Ajalvir, KM-

2500-28806, Alcala de Henares, Madrid Spain

STADA Arzneimittel AG, Stadastrasse 

2-18, 61118 Bad Vilbel Germany OTC 19506/3/1  30.09.2026

2 Coldrex HotRem

paracetamol, phenylephrine 

(phenylephrine hydrochloride), 

ascorbic acid

powder for oral 

solution with honey 

and lemon flavour

750mg+10mg+60mg; (10) sachets 

5g

SmithKline Beecham S.A. Ctra. de Ajalvir, KM-

2500-28806, Alcala de Henares, Madrid Spain

STADA Arzneimittel AG, Stadastrasse 

2-18, 61118 Bad Vilbel Germany OTC 19633/2/1   30.09.2026

3 ZETOR PLUS rosuvastatin (rosuvastatin calcium), 

Ezetimibe

tablets film-coated 5mg/10mg; (30/3x10/) in blister

ELPEN Pharmaceutical CO., INC, Marathonos 

Avenue 95, Pikermi Attiki, 19009- bulk 

manufacturer, packager, quality control 

(microbiological), batch releaser, Qualimetrix 

S.A., 579, Mesogeion Ave., Agia Paraskevi 15343 

Athens, Greece- quality control (physicochemical) 

Greece GM Pharmaceuticals LTD, Rustavi 

Highway 52,Tbilisi

Georgia PoM 23264/1 30.09.2026 

4 ZETOR PLUS rosuvastatin (rosuvastatin calcium), 

ezetimib

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

ELPEN Pharmaceutical CO., INC, Marathonos 

Avenue 95, Pikermi Attiki, 19009- bulk 

manufacturer, packager, quality control 

(microbiological), batch releaser, Qualimetrix 

S.A., 579, Mesogeion Ave., Agia Paraskevi 15343 

Athens, Greece- quality control (physicochemical) 

Greece GM Pharmaceuticals LTD, Rustavi 

Highway 52,Tbilisi

Georgia PoM 23265/1 30.09.2026

5 ZETOR PLUS rosuvastatin (rosuvastatin calcium), 

ezetimib

tablets film-coated 20mg/10mg; (30/3x10/) in blister

ELPEN Pharmaceutical CO., INC, Marathonos 

Avenue 95, Pikermi Attiki, 19009- bulk 

manufacturer, packager, quality control 

(microbiological), batch releaser, Qualimetrix 

S.A., 579, Mesogeion Ave., Agia Paraskevi 15343 

Athens, Greece- quality control (physicochemical) 

Greece GM Pharmaceuticals LTD, Rustavi 

Highway 52,Tbilisi

Georgia PoM 23266/1 30.09.2026



LIST

of the variations under the EAEU procedure not requiring reformulation of registration certificate  approved by the Center according to the meeting 

decision N 09-2/26  on September 30, 2026

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 Psilo-Balsam

diphenhydramine (diphenhydramine 

hydrochloride) gel

10mg/g; aluminium tube 20g, 

aluminium tube 50g

Nizhpharm JSC, 603105, Nizhny Novgorod, 

Salganskaya st., 7, build. 1- quality control, batch 

releaser, Nizhpharm JSC, 603105, Nizhny 

Novgorod, Salganskaya st., 7, Russia- bulk 

manufacturer, packager 

Russia

Nizhpharm JSC, 603105, Nizhny 

Novgorod, Salganskaya st., 7 Russia OTC

ЛП-№006838-ГП-АМ 

30.09.2026

2 Prestance

amlodipine (amlodipine besilate), 

perindopril (perindopril arginine) tablets

5mg+5mg; (30) in plastic container, 

(90/3x30/) in plastic container

SERVIER RUS Ltd, 108828, block 159, possession 

2, build.1, Krasnopakhorskoye Municipal District 

(intra-city territory), Moscow 

Russia

Les Laboratoires Servier, 50, rue Carnot, 

92284 Suresnes cedex France PoM

ЛП-№000575-ГП-AM 

30.09.2026

3 Prestance amlodipine (amlodipine besilate), 

perindopril (perindopril arginine)

tablets 5mg+5mg; (30) in plastic container, 

(90/3x30/) in plastic container

Servier (Ireland) Industries Ltd, Gorey Road, 

Arklow-Co. Wicklow, Y14 E284- bulk 

manufacturer, quality control, batch releaser, 

SERVIER RUS Ltd, 108828, block 159, possession 

2, build.1, Krasnopakhorskoye Municipal District 

(intra-city territory), Moscow, Russia- packager 

Ireland Les Laboratoires Servier, 50, rue Carnot, 

92284 Suresnes cedex

France PoM ЛП-№000575-ГП-AM 

30.09.2026 

4 Prestance amlodipine (amlodipine besilate), 

perindopril (perindopril arginine)

tablets 5mg+5mg; (30) in plastic container, 

(90/3x30/) in plastic container

Servier (Ireland) Industries Ltd, Gorey Road, 

Arklow-Co. Wicklow, Y14 E284 

Ireland Les Laboratoires Servier, 50, rue Carnot, 

92284 Suresnes cedex

France PoM ЛП-№000575-ГП-AM 

30.09.2026

5 Prestance

amlodipine (amlodipine besilate), 

perindopril (perindopril arginine) tablets

5mg+10mg; (30) in plastic 

container, (90/3x30/) in plastic 

container

SERVIER RUS Ltd, 108828, block 159, possession 

2, build.1, Krasnopakhorskoye Municipal District 

(intra-city territory), Moscow 

Russia

Les Laboratoires Servier, 50, rue Carnot, 

92284 Suresnes cedex France PoM

ЛП-№000575-ГП-AM 

30.09.2026

6 Prestance

amlodipine (amlodipine besilate), 

perindopril (perindopril arginine) tablets

10mg+5mg; (30) in plastic 

container, (90/3x30/) in plastic 

container

SERVIER RUS Ltd, 108828, block 159, possession 

2, build.1, Krasnopakhorskoye Municipal District 

(intra-city territory), Moscow 

Russia

Les Laboratoires Servier, 50, rue Carnot, 

92284 Suresnes cedex France PoM

ЛП-№000575-ГП-AM 

30.09.2026



7 Prestance

amlodipine (amlodipine besilate), 

perindopril (perindopril arginine) tablets

10mg+10mg; (30) in plastic 

container, (90/3x30/) in plastic 

container

SERVIER RUS Ltd, 108828, block 159, possession 

2, build.1, Krasnopakhorskoye Municipal District 

(intra-city territory), Moscow 

Russia

Les Laboratoires Servier, 50, rue Carnot, 

92284 Suresnes cedex France PoM

ЛП-№000575-ГП-AM 

30.09.2026

8 Prestance amlodipine (amlodipine besilate), 

perindopril (perindopril arginine)

tablets

10mg+10mg; (30) in plastic 

container, (90/3x30/) in plastic 

container

Servier (Ireland) Industries Ltd, Gorey Road, 

Arklow-Co. Wicklow, Y14 E284- bulk 

manufacturer, quality control, batch releaser, 

SERVIER RUS Ltd, 108828, block 159, possession 

2, build.1, Krasnopakhorskoye Municipal District 

(intra-city territory), Moscow, Russia- packager 

Ireland Les Laboratoires Servier, 50, rue Carnot, 

92284 Suresnes cedex

France PoM ЛП-№000575-ГП-AM 

30.09.2026

9 Prestance

amlodipine (amlodipine besilate), 

perindopril (perindopril arginine) tablets

10mg+10mg; (30) in plastic 

container, (90/3x30/) in plastic 

container

Servier (Ireland) Industries Ltd, Gorey Road, 

Arklow-Co. Wicklow, Y14 E284 Ireland

Les Laboratoires Servier, 50, rue Carnot, 

92284 Suresnes cedex France PoM

ЛП-№000575-ГП-AM 

30.09.2026


