
LIST

of the medicines recommended for registration under the EAEU procedure by the Center according to the meeting decision N 09-1/26  on September 

18, 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 Duodart dutasteride, tamsulosin (tamsulosin 

hydrochloride)

modified release 

capsules

0,5mg+0,4mg; (30) plastic container, (90) plastic 

container

Catalent Germany Schorndorf GmbH, 

Steinbeisstrasse 1und 2, 73614, Schorndorf 

Germany

JSC "GlaxoSmithKline Trading", 

125167, 37A Leningradsky 

Prospekt, Building 4, 3rd Floor, 

Premises XV, Room 1, Moscow

Russia PoM 24536 (000955) 18.09.2026

2 Euthyrox levothyroxine (levothyroxine sodium) tablets 25mcg; (50/2x25/) in blister, (100/4x25/) in blister Merck Healthcare KGaA, Frankfurter 

Strasse 250, 64293 Darmstadt 

Germany Merck LLC, 35 Valovaya Street, 

Moscow 115054

Russia PoM 24537 (014966) 18.09.2026

3 Euthyrox levothyroxine (levothyroxine sodium) tablets 50mcg; (50/2x25/) in blister, (100/4x25/) in blister

Merck Healthcare KGaA, Frankfurter 

Strasse 250, 64293 Darmstadt Germany

Merck LLC, 35 Valovaya Street, 

Moscow 115054 Russia PoM 24538 (014966) 18.09.2026

4 Euthyrox levothyroxine (levothyroxine sodium) tablets 75mcg; (50/2x25/) in blister, (100/4x25/) in blister Merck Healthcare KGaA, Frankfurter 

Strasse 250, 64293 Darmstadt 

Germany Merck LLC, 35 Valovaya Street, 

Moscow 115054

Russia PoM 24539 (014966) 18.09.2026

5 Euthyrox levothyroxine (levothyroxine sodium) tablets 100mcg; (50/2x25/) in blister, (100/4x25/) in blister Merck Healthcare KGaA, Frankfurter 

Strasse 250, 64293 Darmstadt 

Germany Merck LLC, 35 Valovaya Street, 

Moscow 115054

Russia PoM 24540 (014966) 18.09.2026

6 Euthyrox levothyroxine (levothyroxine sodium) tablets 125mcg; (50/2x25/) in blister, (100/4x25/) in blister

Merck Healthcare KGaA, Frankfurter 

Strasse 250, 64293 Darmstadt Germany

Merck LLC, 35 Valovaya Street, 

Moscow 115054 Russia PoM 24541 (014966) 18.09.2026



7 Euthyrox levothyroxine (levothyroxine sodium) tablets 150mcg; (50/2x25/) in blister, (100/4x25/) in blister

Merck Healthcare KGaA, Frankfurter 

Strasse 250, 64293 Darmstadt Germany

Merck LLC, 35 Valovaya Street, 

Moscow 115054 Russia PoM 24542 (014966) 18.09.2026

8 Rexocef cefpodoxime (cefpodoxime proxetil) tablets film-coated 100mg; (10/1x10/) in blister, (20/2x10/) in blister

Alkaloid AD Skopje, Blvd. Aleksandar 

Makedonski 12, 1000 Skopje- quality 

control, batch releaser, Lupin Limited, 

198-202, New Industrial Estate Area No.2 

Mandideep-462046 district-Raisen M.P, 

India- bulk manufacturer, packager 

Republic of North 

Macedonia

Alkaloid AD Skopje, Blvd. 

Aleksandar Makedonski 12, 1000 

Skopje

Republic of North 

Macedonia

PoM 24543 (008723) 18.09.2026

9 Rexocef cefpodoxime (cefpodoxime proxetil) tablets film-coated 200mg; (10/1x10/) in blister, (20/2x10/) in blister

Alkaloid AD Skopje, Blvd. Aleksandar 

Makedonski 12, 1000 Skopje- quality 

control, batch releaser, Lupin Limited, 

198-202, New Industrial Estate Area No.2 

Mandideep-462046 district-Raisen M.P, 

India- bulk manufacturer, packager 

Republic of North 

Macedonia

Alkaloid AD Skopje, Blvd. 

Aleksandar Makedonski 12, 1000 

Skopje

Republic of North 

Macedonia

PoM 24544 (008723)  18.09.2026

10 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, (40/4x10/) 

in blister, (12/1x12/) in blister, (24/2x12/) in 

blister, (36/3x12/) in blister, (10/1x10/) in blister, 

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

Reckitt Benckiser Healthcare International 

Limited, Nottingham site, Thane Road, 

Nottingham, Nottinghamshire, NG90 2DB- 

packager, batch releaser, Patheon Softgels 

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

the Netherlands- bulk manufacturer, quality 

control 

UK

Reckitt Benckiser Healthcare 

International Ltd, Thane Road, 

Nottingham, NG90 2DB

UK OTC 24545 (009464) 18.09.2026

11 Indometacin indometacin ointment for 

external use

100mg/g; aluminium tube 40g

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 OTC 24546 (024361) 18.09.2026

12 Orabloc

articaine (articaine hydrochloride), 

adrenaline (adrenaline tartrate) solution for injection

40mg/ml+5mcg/ml; (100/10x10/) cartridges 1,8ml 

in blister

Pierrel S.p.A., Strada Statale Appia, 7 Bis, 

46/48 Capua (CE) 81043 Italy

Pierrel S.p.A., Strada Statale Appia, 7 

Bis, 46/48 Capua (CE) 81043 Italy PoM 24547 (022903) 18.09.2026

13 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., Strada Statale Appia, 7 Bis, 

46/48 Capua (CE) 81043

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

Bis, 46/48 Capua (CE) 81043

Italy PoM 24548 (022903) 18.09.2026



14
Articaine-Binergia with 

adrenaline forte

articaine (articaine hydrochloride), 

epinephrine (epinephrine 

hydrotartrate)

solution for injection

40mg/ml+0,01mg/ml; (10/1x10/) glass cartridges 

1,7ml in plastic tray, (50/5x10/) glass cartridges 

1,7ml in plastic tray, (100/10x10/) glass cartridges 

1,7ml in plastic tray

FKP "Armavirskaya biofabrika", 352212, 

Krasnodar reg., Novokubanskiy district, 

Progress settlement, str. Mechnikova, b. 11 

Russia

"Binergia" JSC, 143930, Moscow 

region, city district Balashikha, 

Balashikha, mcr. Saltykovka, hwy. 

Razinskoe, 69, 1/41 fl./room, office 

106A

Russia PoM 24549 (012939) 18.09.2026

15
Articaine-Binergia with 

adrenaline forte

articaine (articaine hydrochloride), 

epinephrine (epinephrine 

hydrotartrate)

solution for injection

40mg/ml+0,01mg/ml; (10/1x10/) glass cartridges 

1,8ml in plastic tray, (50/5x10/) glass cartridges 

1,8ml in plastic tray, (100/10x10/) glass cartridges 

1,8ml in plastic tray

FKP "Armavirskaya biofabrika", 352212, 

Krasnodar reg., Novokubanskiy district, 

Progress settlement, str. Mechnikova, b. 11 

Russia

"Binergia" JSC, 143930, Moscow 

region, city district Balashikha, 

Balashikha, mcr. Saltykovka, hwy. 

Razinskoe, 69, 1/41 fl./room, office 

106A

Russia PoM 24550 (012939) 18.09.2026

16
Articaine-Binergia with 

adrenaline forte

articaine (articaine hydrochloride), 

epinephrine (epinephrine 

hydrotartrate)

solution for injection

40mg/ml+0,01mg/ml; (5/1x5/) ampoules 2ml in 

plastic tray, (10/2x5/) ampoules 2ml in plastic tray

FKP "Armavirskaya biofabrika", 352212, 

Krasnodar reg., Novokubanskiy district, 

Progress settlement, str. Mechnikova, b. 11 

Russia

"Binergia" JSC, 143930, Moscow 

region, city district Balashikha, 

Balashikha, mcr. Saltykovka, hwy. 

Razinskoe, 69, 1/41 fl./room, office 

106A

Russia PoM 24551 (012939) 18.09.2026

17 Benzylpenicillin sodium 

salt

benzylpenicillin (benzylpenicillin 

sodium)

powder for solution 

for i/m injection

1000000IU; (1) glass vial, (10) glass vials

Sintez PJSC, Pr. Konstitutsii, building 7/32, 

Kurgan, Kurgan City Urban District, Kurgan 

region- quality control (physicochemical), 

batch releaser, "Sintez" PJSC, Pr. Konstitutsii, 

7, building 6, Kurgan, Kurgan City Urban 

District, Kurgan region, Russia- bulk 

manufacturer, packager, "Sintez" PJSC, Pr. 

Konstitutsii, 7/27, Kurgan, Kurgan City 

Urban District, Kurgan region, Russia- 

quality control (microbiological) 

Russia "Sintez" PJSC, Pr. Konstitutsii, 7, 

Kurgan, Kurgan region, 640008 

Russia PoM 24552 (004249) 18.09.2026

18 Sibazon diazepam solution for i/m or 

i/v injection

5mg/ml; (5/1x5/) ampoules 2ml, (10/2x5/) 

ampoules 2ml, in blister

Moscow Endocrine Plant FSUE 

("ENDOFARM" FSUE), 25, bld. 2, 

Novokhokhlovskaya st., Nizhegorodsky 

Municipal District (intra-city territory), 

Moscow, 109052 

Russia

"Moscow Endocrine Plant" FSUE 

("ENDOFARM" FSUE), 25, 

bld. 1, Novokhokhlovskaya st., 

Nizhegorodsky Municipal District 

(intra-city territory), Moscow, 

109052 

Russia PoM 24553 (019990) 18.09.2026



19 Lonsurf

tipiracil (tipiracil hydrochloride), 

trifluridine tablets film-coated

6,14mg+15mg; (20/2x10/) in blister, (40/4x10/) in 

blister, (60/6x10/) in blister

Servier (Ireland) Industries, Gorey 

Road, Arklow, Y14 E284- packager, 

quality control, batch releaser, Taiho 

Pharmaceutical Co. Ltd., Kitajima Plant, 

1-1, Iuchi, Takabo, Kitajima-cho, Itano-

gun, 771-0206, Tokushima, Japan-Taiho 

Pharmaceutical Co. Ltd., Kitajima Plant, 1-1, 

Iuchi, Takabo, Kitajima-cho, Itano-gun, 771-

0206, Tokushima, Japan- bulk manufacturer 

Ireland

Les Laboratoires Servier, 50, rue 

Carnot, 92284 Suresnes Cedex France PoM 24554  (019517) 18.09.2026

20 Lonsurf

tipiracil (tipiracil hydrochloride), 

trifluridine tablets film-coated

8,19mg+20mg; (20/2x10/) in blister, (40/4x10/) in 

blister, (60/6x10/) in blister

Servier (Ireland) Industries, Gorey 

Road, Arklow, Y14 E284- packager, 

quality control, batch releaser, Taiho 

Pharmaceutical Co. Ltd., Kitajima Plant, 

1-1, Iuchi, Takabo, Kitajima-cho, Itano-

gun, 771-0206, Tokushima, Japan-Taiho 

Pharmaceutical Co. Ltd., Kitajima Plant, 1-1, 

Iuchi, Takabo, Kitajima-cho, Itano-gun, 771-

0206, Tokushima, Japan- bulk manufacturer 

Ireland

Les Laboratoires Servier, 50, rue 

Carnot, 92284 Suresnes Cedex France PoM 24555 (019517) 18.09.2026

21
Articaine-Binergia with 

adrenaline

articaine (articaine hydrochloride), 

epinephrine (epinephrine 

hydrotartrate)

solution for injection

40mg/ml+0,005mg/ml; (10/1x10/) glass cartridges 

1,7ml in plastic tray, (50/5x10/) glass cartridges 

1,7ml in plastic tray, (100/10x10/) glass cartridges 

1,7ml in plastic tray

FKP "Armavirskaya biofabrika", 352212, 

Krasnodar reg., Novokubanskiy district, 

Progress settlement, str. Mechnikova, b. 11 

Russia

"Binergia" JSC, 143930, Moscow 

region, city district Balashikha, 

Balashikha, mcr. Saltykovka, hwy. 

Razinskoe, 69, 1/41 fl./room, office 

106A 

Russia PoM 24556 (012789) 18.09.2026

22
Articaine-Binergia with 

adrenaline

articaine (articaine hydrochloride), 

epinephrine (epinephrine 

hydrotartrate)

solution for injection

40mg/ml+0,005mg/ml; (10/1x10/) glass cartridges 

1,8ml in plastic tray, (50/5x10/) glass cartridges 

1,8ml in plastic tray, (100/10x10/) glass cartridges 

1,8ml in plastic tray

FKP "Armavirskaya biofabrika", 352212, 

Krasnodar reg., Novokubanskiy district, 

Progress settlement, str. Mechnikova, b. 11 

Russia

"Binergia" JSC, 143930, Moscow 

region, city district Balashikha, 

Balashikha, mcr. Saltykovka, hwy. 

Razinskoe, 69, 1/41 fl./room, office 

106A 

Russia PoM 24557 (012789) 18.09.2026

23
Articaine-Binergia with 

adrenaline

articaine (articaine hydrochloride), 

epinephrine (epinephrine 

hydrotartrate)

solution for injection

40mg/ml+0,005mg/ml; (5/1x5/) ampoules 2ml in 

plastic tray, (10/2x5/) ampoules 2ml in plastic tray

FKP "Armavirskaya biofabrika", 352212, 

Krasnodar reg., Novokubanskiy district, 

Progress settlement, str. Mechnikova, b. 11 

Russia

"Binergia" JSC, 143930, Moscow 

region, city district Balashikha, 

Balashikha, mcr. Saltykovka, hwy. 

Razinskoe, 69, 1/41 fl./room, office 

106A 

Russia PoM 24558 (012789) 18.09.2026

24 Scandonest

mepivacaine (mepivacaine 

hydrochloride) solution for injection 30mg/ml; (50/5x10/) cartridges 1,7ml

Septodont, 58 rue du Pont de Creteil, 94100 

Saint- Maur- des- Fosses France

Septodont, 58 rue du Pont de 

Creteil, 94100 Saint- Maur- des- 

Fosses

France PoM 24559 (023345) 18.09.2026



25 Ermucin erdosteine

granules for oral 

suspension 225mg; (10) sachets 4425mg, (20) sachets 4425mg

Fine Foods & Pharmaceuticals N.T.M. 

S.p.A., Via Grignano, 43, 24041 Brembate 

(BG) 

Italy

UAB "MRA", Totoriu str. 20-9, 

LT-01121 Vilnius

Republic of 

Lithuania PoM 24535 (025346) 18.09.2026

26 DETRIMED colecalciferol drops oral 15000IU/ml; 10ml glass bottle and dropper Medical Horizon LLC, Ararat province, 

Masis city, Hrant Vardanyan 22

Republic of 

Armenia

Medical Horizon LLC, Ararat 

province, Masis city, Hrant 

Vardanyan 22

Republic of Armenia PoM 24523 (036665) 18.09.2026

27 Katarel tenoxicam

powder lyophilized 

and solvent for 

solution for i/m/i/v 

injection

20mg; glass vial and solvent in ampoule 2ml Anfarm Hellas S.A., 61st Km National Road 

Athens-Lamia, Schimatari Viotias, 32009 

Greece

J&P Pharma UK LTD, 7 Becket 

Wood, Newdigate, Dorking RH5 

5AQ

UK PoM 24524 (040075) 18.09.2026

28 Dermatril

betamethasone (betamethasone 

dipropionate), clotrimazole, 

gentamicin (gentamicin sulfate)

cream for topical use 0,5mg/g+10mg/g+1mg/g; 15g aluminium tube

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 24525 (040090) 18.09.2026

29
Tinctura menthae 

piperitae

folium menthae piperite, oil menthae 

piperitae tincture 50mg/ml+ 50mg/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 24526 (042438) 18.09.2026

30 Articaine-Liqvo

articaine (articaine hydrochloride), 

epinephrine (epinephrine 

hydrotartrate)

solution for injection 40mg/ml+0,005mg/ml; 20ml glass vial Liqvor CJSC, 0089, Yerevan, str. Kochinyan, 

7/9

Republic of 

Armenia

Liqvor CJSC, 0089, Yerevan, str. 

Kochinyan, 7/9

Republic of Armenia PoM 24527 (043108) 18.09.2026

31 Articaine-Liqvo

articaine (articaine hydrochloride), 

epinephrine (epinephrine 

hydrotartrate)

solution for injection 40mg/ml+0,01mg/ml; 20ml glass vial Liqvor CJSC, 0089, Yerevan, str. Kochinyan, 

7/9

Republic of 

Armenia

Liqvor CJSC, 0089, Yerevan, str. 

Kochinyan, 7/9

Republic of Armenia PoM 24528 (043108) 18.09.2026 

32
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 24529 (044107)

33
Dimedrol-Darnytsia diphenhydramine (diphenhydramine 

hydrochloride)

tablets 50mg; (10) in blister, (10/1x10/) in blister PrJSC "Pharmaceutical firm" Darnytsia", 

02093, Kyiv, Boryspilska Str.,13

Ukraine

PrJSC "Pharmaceutical firm" 

Darnytsia", 02093, Kyiv, Boryspilska 

Str.,13

Ukraine PoM 24530 (032594) 18.09.2026



34 Rivanol ethacridine lactate

powder for solution 

for external use 100mg; glass bottle 0,1g

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 24531 (044073) 18.09.2026

35 Charcoal activated-

Pharmstandard

charcoal activated tablets 250mg; (10) in blister, (10/1x10/) in blister, 

(30/3x10) in blister, (50/5x10/) in blister

Pharmstandard-Leksredstva OJSC, Kursk 

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

Russia ARGO-PHARM LLC, 13/9 

Sundukyan str., 0012 Yerevan

Republic of Armenia OTC 24532 (044535) 18.09.2026

36 Clopidol clopidogrel (clopidogrel bisulfate) tablets film-coated 75mg; (20/2x10/) in blister

A LAB PHARMACEUTICALS LLC, 

Kochinyan 13/16, Yerevan- packager, 

batch releaser, Zim Laboratories Ltd., 

B-21/22, MIDC Area, Kalmeshwar, Nagpur 

441501, Maharashtra State, India- bulk 

manufacturer, quality control 

Republic of 

Armenia

A LAB PHARMACEUTICALS 

LLC, Kochinyan 13/16, Yerevan

Republic of Armenia PoM 24533 (044535) 18.09.2026

37 PENTATROP

cyclopentolate (cyclopentolate 

hydrochloride) drops eye

10mg/ml; (1) plastic vial-dropper 5ml, (10) plastic 

vial-droppers 5ml

Liqvor CJSC, 0089, Yerevan, str. Kochinyan, 

7/9

Republic of 

Armenia

Liqvor CJSC, 0089, Yerevan, str. 

Kochinyan, 7/9 Republic of Armenia PoM 24534 (045734) 18.09.2026

38 ECOFOMURAL ULTRA fosfomycin granules for oral 

solution

3.0g; (1) sachet 8g AVVA RUS JSC, Kirov region, Kirov city, 

Luganskaya street 53A 

Russia ARGO-PHARM LLC, 13/9 

Sundukyan str., 0012 Yerevan

Republic of Armenia PoM 24521 (033021) 18.09.2026

39 Relantan 200 progesterone capsules soft 200mg; (30/3x10/) in blister

Aversi-Rational Ltd, 33 David Kobakhidze 

Str., 0198, Tbilisi- secondary packager, 

quality control, batch releaser, M/s.

Steril-Gene Life Sciences (P) Ltd , No.45 

Mangalam Main Road, Mangalam Village, 

Villianur Commune, Puducherry, 605110, 

India- bulk manufacturer, primary packager 

Georgia

Aversi-Rational Ltd, 33 David 

Kobakhidze Str., 0198, Tbilisi Georgia PoM 24522 (044317) 18.09.2026



LIST

of the medicines recommended for the re-registration by the Center according to the meeting decision  N 09-1/26  on September 18, 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 Evoloxa zoledronic acid (zoledronic acid 

monohydrate)

powder lyophilized 

for solution for 

infusion

4mg; (1) glass vial 5ml and(1) 

glass vial with solvent

PharmaTech CJSC, 0064, Yerevan, Raffi str. 

111- batch releaser, Kwality Pharmaceuticals Ltd , 

Plot No. 1-A  Industrial Area, Raja Ka Bagh, Tehsil 

Nurpur, district Kangra, Himachal Pradesh, India- 

bulk manufacturer, packager, quality control, 

solvent manufacturer 

Republic of Armenia PharmaTech CJSC, 0064, Yerevan, 

Raffi str. 111

Republic of Armenia PoM 24563 18.09.2026



LIST

of the medicines recommended for re-registration under the EAEU procedure by the Center according to the meeting decision N 09-1/26  on 

September 18, 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 Telmista H hydrochlorothiazide, telmisartan tablets 12,5mg+40mg; (30/3x10) 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 24560 (046567) 18.09.2026

2 Telmista H hydrochlorothiazide, telmisartan tablets 12,5mg+80mg; (30/3x10) 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 24561 (046567) 18.09.2026

3 Telmista H hydrochlorothiazide, telmisartan tablets 25mg+80mg; (30/3x10) 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 24562 (046567) 18.09.2026



LIST

of the variations requiring registration by the Center according to the meeting decision N 09-1/26  on September 18, 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 Arbidol Tabs umifenovir (umifenovir 

hydrochloride)

tablets film-coated

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

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

blister, (40/4x10/) 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 18.09.2026



LIST

of the variations requiring registration under the EAEU procedure by the Center according to the meeting decisio N 09-1/26  on September 18, 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 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 

18.09.2026

2 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 

18.09.2026

3 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 

18.09.2026

4 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 

18.09.2026

5 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 

18.09.2026

6 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 

18.09.2026



7 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 

18.09.2026

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 Ireland

Les Laboratoires Servier, 50, rue 

Carnot, 92284 Suresnes cedex France PoM

ЛП-№000575-ГП-AM 

18.09.2026



LIST

of  variations requiring reformulation of registration certificate  approved by the Center according to the  meeting decision  N 09-1/26  on September 18, 

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 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, IDA Small Business Centre, 

Tuam Road, Galway, H91 VW84, Ireland- quality 

control (microbiological) 

Ireland

ARGO-PHARM LLC, 13/9 

Sundukyan str., 0012 Yerevan Republic of Armenia PoM 19659/3/2 18.09.2026

2 Ocrevus ocrelizumab concentrate for 

solution for infusion

30mg/ml; 10ml glass vial

F. Hoffmann-La Roche Ltd., Wurmisweg, 4303 

Kaiseraugst- secondary packager, batch releaser, 

Roche Diagnostics GmbH, Sandhofer Strasse 

116, Mannheim, Baden Wurttemberg 68305, 

Germany- bulk manufacturer, primary packager, 

quality control 

Switzerland

F. Hoffmann-La Roche Ltd., 

Grenzacherstrasse, 124, CH-4058, 

Basel

Switzerland PoM 22290/1/1 18.09.2026

3 Meloxicam Avexima meloxicam tablets 15mg; 20(2x10) in blister

Irbitskiy himfarmzavod JSC, 124/1, K. Marksa 

str., Irbit, St. Sverdlovsk, 623856- quality control, 

batch releaser, Irbitskiy himfarmzavod JSC, 124-a, 

K. Marksa str., Irbit, St. Sverdlovsk, Russia- bulk 

manufacturer, packager 

Russia

Avexima OJSC, 31A/1, Leningradsky 

pr., Moscow, 125284 Russia PoM 22199/1/1 18.09.2026

4 Furacilin Avexima nitrofural

tablets effervescent 

for solution for local 

and external use

20mg; (10/5x2/), (20/10x2/), 

(20/5x4/)  in strip

Irbitskiy himfarmzavod JSC, 124/1, K. Marksa 

str., Irbit, St. Sverdlovsk, 623856- quality control, 

batch releaser, Irbitskiy himfarmzavod JSC, 124-a, 

K. Marksa str., Irbit, St. Sverdlovsk, Russia- bulk 

manufacturer, packager 

Russia

Avexima OJSC, 31A/1, Leningradsky 

pr., Moscow, 125284 Russia OTC 22159/1/1 18.09.2026



5
BP Anest with Adrenaline 

1:100000

articaine (articaine hydrochloride), 

adrenaline (adrenaline tartrate) solution for injection

40mg/ml+0,01mg/ml; (60/3x20/) 

cartridges 1,7ml, in blister

SC Balkan Pharmaceuticals SRL, Industriala street 

7/A, MD-2091, Singera Moldova

SC Balkan Pharmaceuticals SRL, 

Industriala street 7/A, MD-2091, 

Singera

Moldova PoM 23449/1/1 18.09.2026

6 Ketonal ketoprofen solution for injection 50mg/ml; (10) ampoules 2ml

Lek Pharmaceuticals d.d., Verovskova Str. 57, 1526 

Ljubljana- bulk manufacturer, packager, batch 

releaser, 1. Lek Pharmaceuticals d.d., Verovskova 

Str. 57, 1526 Ljubljana, Slovenia 2. Novartis 

Pharmaceuticals Manufacturing LLC, Verovskova 

Str. 57, 1000, Ljubljana, Slovenia- quality control 

Slovenia Lek Pharmaceuticals d.d., Verovskova 

Str. 57, 1526 Ljubljana 

Slovenia PoM 22137/3/1 18.09.2026

7 Arbidol Tabs umifenovir (umifenovir 

hydrochloride)

tablets film-coated

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

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

blister, (40/4x10/) in blister

Pharmstandard-Leksredstva OJSC, Kursk region, 

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

Russia

JSC "Oticipharm Pro", Kaliningrad 

region, Zelenogradsky m.d., 

ter. Industrial park Khrabrovo, 

Innovatorov str., 6, building 1, 238315 

Russia OTC 21278/1/1 18.09.2026

8 Furacilin ointment 0,2% nitrofural ointment 2mg/g; aluminium tube 25g Esco-Pharm LLC, Nor-Norq, Mikoyan 13, 

Yerevan

Republic of 

Armenia

Esco-Pharm LLC, Nor-Norq, 

Mikoyan 13, Yerevan

Republic of Armenia OTC 21666/2/1 18.09.2026



LIST

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

09-1/26  on September 18, 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 Lusefi luseogliflozin tablets film-coated 2,5mg; (30/2x15/) in blister, 

(60/4x15/) in blister

SERVIER RUS Ltd, 108828, block 159, possession 

2, build.1, Krasnopakhorskoye Municipal District 

(intra-city territory), Moscow for Servier JSC, 

125196, 7/8/9, Lesnaya str., 7, Moscow, Russia

Russia Merck LLC, Valovaya Str. 35, 115054 

Moscow

Russia PoM ЛП-№003622-ГП-АМ 

18.09.2026

2 Lusefi luseogliflozin tablets film-coated

5mg; (30/2x15/) in blister, (60/4x15/) 

in blister

SERVIER RUS Ltd, 108828, block 159, possession 

2, build.1, Krasnopakhorskoye Municipal District 

(intra-city territory), Moscow 

Russia

Servier JSC, 125196, 7/8/9, Lesnaya str., 

7, Moscow Russia PoM

ЛП-№003622-ГП-АМ 

18.09.2026

3 THERAFLU

paracetamol, pheniramine 

(pheniramine maleate), 

phenylephrine (phenylephrine 

hydrochloride), ascorbic acid

powder for oral 

solution with lemon 

flavour

325mg+20mg+10mg+50mg; (1) 

sachet 22,1g, (2), (3), (4), (5), (6), (7), 

(8), (9), (10), (11), (12), (13), (14), (15), 

(16), (17), (18), (19), (20), (21), (22), 

(23), (24), (25), (26), (27), (28), (29), 

(30), (31), (32), (33), (34), (35), (36), 

(37), (38), (39), (40), (41), (42), (43), 

(44), (45), (46), (47), (48), (49), (50) 

sachets 22,1g

Delpharm Orleans, 5 avenue de Concyr, Orleans 

Cedex 2, 45071 France

JSC "Haleon Rus", Presnenskaya 

Naberezhnaya, 10, unit III, room 9, 6 

floor, Moscow, 123112 

Russia OTC

ЛП-№004993-ГП-АМ 

18.09.2026

4 Guttalax sodium picosulfate drops oral

7,5mg/ml; 15ml plastic bottle, 30ml 

plastic bottle

Istituto de Angeli S.R.L. Loc. Prulli, 103/C 50066 

Reggello, Florence Italy

A. Nattermann & Cie. GmbH, 

Bruningstrasse 50, 65929 Frankfurt 

am Main 

Germany OTC

ЛП-№003553-ГП-АМ 

18.09.2026



LIST

of variations not requiring reformulation of registration certificate  approved by the Center according to the  meeting decision N 09-1/26  on September 

18, 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 Demitex dexketoprofen (dexketoprofen 

trometamol)

granules for oral 

solution

25mg; (10) sachets

FORTEX NUTRACEUTICALS LTD. 10, 

Prohladen kat street, Suhodol district, 1362 

Sofia- bulk manufacturer, quality control, batch 

releaser, FORTEX NUTRACEUTICALS LTD. 8, 

Prohladen kat street, Suhodol district, 1362 Sofia, 

Bulgaria- packager 

Bulgaria Demi Pharm LLC, Griboyedovi 12, ap. 

25, Sevan 1501 

Republic of Armenia PoM 23202/3/1 18.09.2026

2 Exoderil naftifine hydrochloride solution for external 

use

10mg/g; 10ml glass bottle, 20 ml 

glass bottle

Lek Pharmaceuticals d.d., Verovskova Str. 57, 

1526 Ljubljana- batch releaser, Globopharm 

Pharmazeutische Produktions-und Handels 

GmbH., Breitenfurter Strasse 251, 1230 Wien, 

Austria- bulk manufacturer, packager, quality 

control 

Slovenia Sandoz GmbH, Biochemiestrasse 10, 

A-6250 Kundl 

Austria OTC 20725/2/1 18.09.2026

3
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, Brembate (BG), Italy- bulk manufacturer, 

packager, quality control 

Slovenia

Lek Pharmaceuticals d.d., Verovskova Str. 

57, 1526 Ljubljana Slovenia OTC 22138/1 18.09.2026

4 Broncho-munal lyophilized bacterial lysate capsules hard 7mg; (10/1x10/) in blister

Lek Pharmaceuticals d.d., Verovskova Str. 57, 1526 

Ljubljana- batch releaser, OM Pharma SA, Rue 

Du Bois-Du-Lan 22, Meyrin 1217, Switzerland- 

bulk manufacturer, quality control, Novartis 

Pharmaceutical Manufacturing LLC, Verovskova 

ulica 57, Ljubljana, 1000, Slovenia- packager 

Slovenia Lek Pharmaceuticals d.d., Verovskova Str. 

57, 1526 Ljubljana 

Slovenia PoM 23122/2 18.09.2026



5 Broncho-munal P lyophilized bacterial lysate capsules hard 3,5mg; (10/1x10/) in blister

Lek Pharmaceuticals d.d., Verovskova Str. 57, 1526 

Ljubljana- batch releaser, OM Pharma SA, Rue 

Du Bois-Du-Lan 22, Meyrin 1217, Switzerland- 

bulk manufacturer, quality control, Novartis 

Pharmaceutical Manufacturing LLC, Verovskova 

ulica 57, Ljubljana, 1000, Slovenia- packager 

Slovenia Lek Pharmaceuticals d.d., Verovskova Str. 

57, 1526 Ljubljana

Slovenia PoM 23123/2 18.09.2026

6 ACC 100 acetylcysteine powder for oral 

solution

100mg; (20) sachets 3g

Salutas Pharma GmbH, Otto-von-Guericke-

Alle-1, 39179 Barleben- batch releaser, 

Lindopharm GmbH, Neustrasse 82, 40721 Hilden, 

Germany- bulk manufacturer, packager, quality 

control (physicochemical), IMQ - Institut fur 

mikrobiologische Qualitatssicherung GmbH, 

Benninghofer Weg 2, Mettmann, 40822, 

Germany- quality control (microbiological) 

Germany Sandoz Pharmaceuticals d.d., Verovskova 

Str. 57, 1526 Ljubljana 

Slovenia OTC 22674/1 18.09.2026

7 Verapress MR 240 Tablets verapamil (verapamil hydrochloride) tablets modified-

release

240mg; (28/2x14/) in blister

Dexcel-Pharma Ltd., 7 Sopwith Way, Drayton 

Fields Industrial Estate, Daventry, NN11 8PB- 

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, Israel- 

quality control (microbiological) 

UK

Dexcel-Pharma Ltd., 7 Sopwith Way, 

Drayton Fields Industrial Estate, 

Daventry, NN11 8PB 

UK PoM 21533/3 18.09.2026

8 Deep Heat

methyl salicylate, menthol (racemic), 

eucalyptus oil, turpentine oil

cream for external 

use

128mg/g+59,1mg/g+19,7mg/

g+14,7mg/g; 15g aluminium tube, 

67g aluminium tube

The Mentholatum Company Limited, 1 Redwood 

Avenue, Peel Park Campus, East Kilbride, G74 

5PE, Scotland

UK

The Mentholatum Company Limited, 1 

Redwood Avenue, Peel Park Campus, 

East Kilbride, G74 5PE, Scotland

UK OTC 22331/3 18.09.2026

9 Arbidol-Oticipharm Pro umifenovir (umifenovir 

hydrochloride)

capsules

100mg; (10/1x10/) in blister, 

(20/2x10/) in blister, (40/4x10/) 

in blister

Pharmstandard-Leksredstva OJSC, Kursk region, 

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

Russia

JSC "Oticipharm Pro", Kaliningrad region, 

Zelenogradsky m.d., ter. Industrial park 

Khrabrovo, Innovatorov str., 6, building 

1, 238315 

Russia OTC 22668/2/1 18.09.2026

10 Arbidol-Oticipharm Pro umifenovir (umifenovir 

hydrochloride)

capsules

100mg; (10/1x10/) in blister, 

(20/2x10/) in blister, (40/4x10/) 

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 23393/1 18.09.2026

11 Alka-Seltzer acetylsalicylic acid, citric acid, sodium 

bicarbonate

tablets effervescent 324mg+965mg+1625mg; (10/5x2/) 

in strip

Bayer Bitterfeld GmbH, Ortsteil Greppin, 

Salegaster Chaussee 1, 06803 Bitterfeld-Wolfen 

Germany JSC BAYER, 3rd Rybinskaya st., 18, build. 

2, 107113 Moscow

Russia OTC 21821/2 18.09.2026



12 Diclac ID 75

diclofenac (diclofenac sodium) 

with immediate release, diclofenac 

(diclofenac sodium) with prolonged 

release

tablets modified-

release

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

blister

Salutas Pharma GmbH, Otto-von-Guericke-

Alle-1, 39179 Barleben 

Germany Sandoz Pharmaceuticals d.d., Verovskova 

Str. 57, 1000 Ljubljana

Slovenia PoM 22984/1 18.09.2026

13 Diclac ID 150

diclofenac (diclofenac sodium) 

with immediate release, diclofenac 

(diclofenac sodium) with prolonged 

release

tablets modified-

release

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

blister

Salutas Pharma GmbH, Otto-von-Guericke-

Alle-1, 39179 Barleben 

Germany Sandoz Pharmaceuticals d.d., Verovskova 

Str. 57, 1000 Ljubljana 

Slovenia PoM 22985/1 18.09.2026

14 Valtrex valaciclovir (valaciclovir 

hydrochloride)

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

09400 Aranda de Duero, Burgos 

Spain GlaxoSmithKline S.A., Severo Ochoa, 2 

28760-Tres Cantos (Madrid)

Spain PoM 21071/1 18.09.2026



LIST

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

decision N 09-1/26  on September 18, 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 Voltaren Retard diclofenac (diclofenac sodium) tablets film-coated 

prolonged-release

75mg; (20/2x10/) in blister Novartis Farma S.p.A., Via Provinciale Schito 131, 

80058 Torre Annunziata (Naples) 

Italy Novartis Pharma AG, Lichtstrasse 35, 

4056 Basel

Switzerland PoM ЛП-№008498-ГП-АМ 

18.09.2026

2 AMBER ambroxol (ambroxol hydrochloride) tablets film-coated

30mg; (20/2x10/) in blister, 

(100/10x10/) in blister

A LAB PHARMACEUTICALS LLC, Kochinyan 

13/16, Yerevan- packager, quality control, batch 

releaser, RELAX BIOTECH PVT. LTD, 862/1, 

G.I.D.C., MAKARPURA, BARODA- 390010, 

India- bulk manufacturer 

Republic of 

Armenia

A LAB PHARMACEUTICALS LLC, 

Kochinyan 13/16, Yerevan Republic of Armenia OTC

ЛП-№015290-РГ-АМ 

18.09.2026

3 AMBER ambroxol (ambroxol hydrochloride) tablets film-coated

30mg; (20/2x10/) in blister, 

(100/10x10/) in blister

A LAB PHARMACEUTICALS LLC, Kochinyan 

13/16, Yerevan- packager, quality control, batch 

releaser, Centurion Laboratories Pvt. Ltd., P-2 Savli 

Bio-Tech Park, At Manjusar, Tal-Savli, Vadodara, 

India- bulk manufacturer 

Republic of 

Armenia

A LAB PHARMACEUTICALS LLC, 

Kochinyan 13/16, Yerevan Republic of Armenia OTC

ЛП-№015290-РГ-АМ 

18.09.2026

4 Caffetin

paracetamol, propyphenazone, 

caffeine, codeine (codeine phosphate) tablets

250mg+210mg+50mg+10mg; 

(12/2x6/) in strip, (10/1x10/) in strip

Alkaloid AD Skopje, Blvd. Aleksandar Makedonski 

12, 1000 Skopje

Republic 

of North 

Macedonia

Alkaloid AD Skopje, Blvd. Aleksandar 

Makedonski 12, 1000 Skopje

Republic of North 

Macedonia PoM

ЛП-№001832-ГП-АМ 

18.09.2026

5 Ovitrelle choriogonadotropin alfa solution for s/c 

injection

250mcg/0,5ml; (1) glass pre-filled 

syringe with needle in plastic pack

Merck Serono S.p.A., Via delle Magnolie 15, 70026 

Modugno (BA) 

Italy Merck LLC, 35 Valovaya Street, Moscow 

115054

Russia PoM ЛП-№004594-ГП-AM 

18.09.2026

6 Plavix clopidogrel (clopidogrel hydrosulfate) tablets film-coated

75mg; (7/1x7/) in blister, (10/1x10/) 

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

(14/2x7/) in blister, (28/2x14/) in 

blister, (20/2x10/) in blister, (21/3x7/) 

in blister, (42/3x14/) in blister, 

(30/3x10/) in blister, (100/10x10/) 

in blister

Sanofi Winthrop Industrie, 1, rue de la Vierge, 

Ambares-et-Lagrave, 33565 Carbon-Blanc cedex France

Sanofi Winthrop Industrie, 82 avenue 

Raspail, 94250 Gentilly France PoM

ЛП-№000307-ГП-АМ 

18.09.2026



7 Plavix clopidogrel (clopidogrel hydrosulfate) tablets film-coated

75mg; (7/1x7/) in blister, (10/1x10/) 

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

(14/2x7/) in blister, (28/2x14/) in 

blister, (20/2x10/) in blister, (21/3x7/) 

in blister, (42/3x14/) in blister, 

(30/3x10/) in blister, (100/10x10/) 

in blister

Sanofi Winthrop Industrie, 1, rue de la Vierge, 

Ambares-et-Lagrave, 33565 Carbon-Blanc cedex- 

packager, quality control, batch releaser, SANOFI 

S.r.l., S.S. 17 km 22, 67019 Scoppito (AQ), Italy- 

bulk manufacturer 

France

Sanofi Winthrop Industrie, 82 avenue 

Raspail, 94250 Gentilly France PoM

ЛП-№000307-ГП-АМ 

18.09.2026

8
Ultrix Quadri Tetravalent 

inactivated split influenza 

vaccine

Influenza vaccine

solution for i/m 

injection

15mcg/dose+15mcg/dose+15mcg/

dose+15mcg/dose; (10) ampules 

0,5ml (dose) label banderol, 

(10/2x5/) ampoules 0,5ml (dose) 

in blister

Microgen, Republic of Bashkortostan, Ufa,105 

Novorossiyskaya Street, 450014 Russia

FORT LLC, Ryazan region, Ryazanskiy 

m. district, s/p Okskoe, Yaltunovo vill., 

Pharmaceutical complex area, b.rural 

settlement, Jaltunovo, pharm complex, 

bld. 1a, 390540

Russia PoM

ЛП-№006626-ГП-AM 

18.09.2026

9
Ultrix Quadri Tetravalent 

inactivated split influenza 

vaccine

Influenza vaccine solution for i/m 

injection

15mcg/dose+15mcg/dose+15mcg/

dose+15mcg/dose; (1) pre-filled 

syringe 0,5ml (dose), (10) pre-filled 

syringes 0,5ml (dose)

FORT LLC, Ryazan region, Ryazanskiy m. district, 

s/p Okskoe, Yaltunovo vill., Pharmaceutical 

complex area, b. 1j, 390540 

Russia

FORT LLC, Ryazan region, Ryazanskiy 

m. district, s/p Okskoe, Yaltunovo vill., 

Pharmaceutical complex area, b. 1a, 

390540

Russia PoM ЛП-№006626-ГП-AM 

18.09.2026

10 GastroGuard

calcium carbonate, magnesium 

carbonate tablets chewable

680mg+80mg; (16/2x8/) in blister, 

(24/3x8/) in blister, (48/6x8/) in 

blister

Alkaloid AD Skopje, Blvd. Aleksandar Makedonski 

12, 1000 Skopje

Republic 

of North 

Macedonia

Alkaloid AD Skopje, Blvd. Aleksandar 

Makedonski 12, 1000 Skopje

Republic of North 

Macedonia OTC

ЛП-№001517-ГП-AM 

18.09.2026

11 Tribestan tribulus terrestris herb dry extract tablets film-coated 250mg; (60/6x10/) in blister, 

(180/18x10/) in blister

Sopharma JSC, str. Iliensko shosse 16, 1220 Sofia Bulgaria Sopharma JSC, str. Iliensko shosse 16, 

1220 Sofia

Bulgaria OTC ЛП-№004989-ГП-АМ 

18.09.2026

12 Sulfasalazin sulfasalazine tablets film-coated 500mg; (50/5x10/) 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 ЛП-№001343-ГП-AM 

18.09.2026

13 Sulfasalazin sulfasalazine tablets film-coated 500mg; (50/5x10/) in blister

KRKA d.d., Novo mesto, Smarjeska cesta 6, 8501 

Novo Mesto- bulk manufacturer, quality control, 

batch releaser, KRKA d.d., Novo mesto, Ulica Rada 

Pusenjaka 10, Ljutomer, 9240, Slovenia- packager 

Slovenia KRKA d.d., Novo mesto, Smarjeska cesta 

6, 8501 Novo Mesto

Slovenia PoM ЛП-№001343-ГП-AM 

18.09.2026

14 Dramina dimenhydrinate tablets 50mg; (5/1x5/) in blister, (10/1x10/) 

in blister

JADRAN-GALENSKI LABORATORIJ d.d., 

Svilno 20, 51000 Rijeka

Croatia JADRAN-GALENSKI LABORATORIJ 

d.d., Svilno 20, 51000 Rijeka

Croatia PoM ЛП-№002813-ГП-AM 

18.09.2026

15 Klion-D 100

metronidazole, miconazole 

(miconazole nitrate) tablets vaginal 100mg+100mg; (10/1x10/) in blister

Gedeon Richter PLC, Gyomroi ut 19-21, 1103 

Budapest- bulk manufacturer, packager, quality 

control (physicochemical), Gedeon Richter Plc., 

2510 Dorog, Esztergomi st. 27,  Hungary- quality 

control (microbiological) 

Hungary

Gedeon Richter PLC, Gyomroi ut 19-21, 

1103 Budapest Hungary PoM

ЛП-№004189-ГП-АМ 

18.09.2026



16 Klion-D 100 metronidazole, miconazole 

(miconazole nitrate)

tablets vaginal 100mg+100mg; (10/1x10/) in blister

GEDEON RICHTER JSC- RUS, Lesnaya St. 40., 

Shuvoye, Moscow region, Yegoriyevsky district, 

140342- batch releaser, Gedeon Richter PLC, 

Gyomroi ut 19-21, 1103 Budapest, Hungary- bulk 

manufacturer, GEDEON RICHTER JSC- RUS, 

Lesnaya St. 43/5., Shuvoye, Moscow region, 

Yegoriyevsky district, 140342, Russia- packager, 

GEDEON RICHTER JSC- RUS, Lesnaya St. 40., 

build.1, Shuvoye, Moscow region, Yegoriyevsky 

district, 140342, Russia- quality control 

(physicochemical), GEDEON RICHTER JSC- 

RUS, Lesnaya St. 40., build.2, Shuvoye, Moscow 

region, Yegoriyevsky district, 140342, Russia- 

quality control (microbiological) 

Russia Gedeon Richter PLC, Gyomroi ut 19-21, 

1103 Budapest

Hungary PoM ЛП-№004189-ГП-АМ 

18.09.2026

17 Klion-D 100

metronidazole, miconazole 

(miconazole nitrate) tablets vaginal 100mg+100mg; (10/1x10/) in blister

GEDEON RICHTER JSC- RUS, Lesnaya St. 40., 

Shuvoye, Moscow region, Yegoriyevsky district, 

140342- bulk manufacturer, batch releaser, 

GEDEON RICHTER JSC- RUS, Lesnaya St. 

43/5., Shuvoye, Moscow region, Yegoriyevsky 

district, 140342, Russia- packager, GEDEON 

RICHTER JSC- RUS, Lesnaya St. 40., build.1, 

Shuvoye, Moscow region, Yegoriyevsky district, 

140342, Russia- quality control (physicochemical), 

GEDEON RICHTER JSC- RUS, Lesnaya St. 40., 

build.2, Shuvoye, Moscow region, Yegoriyevsky 

district, 140342, Russia- quality control 

(microbiological) 

Russia

Gedeon Richter PLC, Gyomroi ut 19-21, 

1103 Budapest Hungary PoM

ЛП-№004189-ГП-АМ 

18.09.2026


