
LIST

of the medicines recommended for the registration by the Center according to the meeting decision  N 06-1/25  on June 12, 2025

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 Simethicone-Asteria simethicone tablets chewable 42mg; (60/6x10/) in blister
Medinfar Manufacturing S.A, Parque 

Industrial Armando Martins Tavares, Rua 
Outeiro Da Armada No 5, Condeixa-A-

Nova, 3150-194 Sebal 

Portugal Asteria LLC, 72/3 Nairi Zaryan 
str., 0051 Yerevan 

Republic of 
Armenia

OTC 23086 12.06.2025

2 Vardenafil STADA vardenafil tablets film-
coated

10mg; (4/1x4/) in blister, 
(8/2x4/) in blister

STADA Arzneimittel AG, Stadastrasse 
2-18, 61118 Bad Vilbel- batch releaser, 
Actavis Ltd., BLB015, BLB 016, Bulebel 

Industrial Estate, Zejtun, ZTN 3000, 
Malta- bulk manufacturer, packager, 

quality control 

Germany
STADA Arzneimittel AG, 

Stadastrasse 2-18, 61118 Bad 
Vilbel 

Germany PoM 23087 12.06.2025

3 Vardenafil STADA vardenafil tablets film-
coated

20mg; (4/1x4/) in blister, 
(8/2x4/) in blister

STADA Arzneimittel AG, Stadastrasse 
2-18, 61118 Bad Vilbel- batch releaser, 
Actavis Ltd., BLB015, BLB 016, Bulebel 

Industrial Estate, Zejtun, ZTN 3000, 
Malta- bulk manufacturer, packager, 

quality control 

Germany
STADA Arzneimittel AG, 

Stadastrasse 2-18, 61118 Bad 
Vilbel 

Germany PoM 23088 12.06.2025

4 GalvusMet
vildagliptin, 

metformin (metformin 
hydrochloride)

tablets film-
coated

50mg+850mg; (60/6x10/) in 
blister

Novartis Pharmaceutical Manufacturing 
LLC, Verovskova Ulica 57, 1000, 

Ljubljana- bulk manufacturer, packager, 
quality control (physicochemical), batch 

releaser, Novartis Pharma Stein AG, 
Schaffhauserstrasse, 4332, Switzerland- 

quality control (microbiological) 

Slovenia
Novartis Pharma AG, 35, 
Lichtstrasse, 4056 Basel Switzerland PoM 23089 12.06.2025



5 GalvusMet
vildagliptin, 

metformin (metformin 
hydrochloride)

tablets film-
coated

50mg+1000mg; (60/6x10/) 
in blister

Novartis Pharmaceutical Manufacturing 
LLC, Verovskova Ulica 57, 1000, 

Ljubljana- bulk manufacturer, packager, 
quality control (physicochemical), batch 

releaser, Novartis Pharma Stein AG, 
Schaffhauserstrasse, 4332, Switzerland- 

quality control (microbiological) 

Slovenia
Novartis Pharma AG, 35, 
Lichtstrasse, 4056 Basel Switzerland PoM 23090 12.06.2025

6 Paracetamol-Asteria paracetamol tablets 500mg; (20/2x10/) in blister
Medinfar Manufacturing S.A, Parque 

Industrial Armando Martins Tavares, Rua 
Outeiro Da Armada No 5, Condeixa-A-

Nova, 3150-194, Sebal 

Portugal Asteria LLC, 72/3 Nairi Zaryan, 
0051 Yerevan 

Republic of 
Armenia

OTC 23091 12.06.2025

7 Paracetamol-Asteria paracetamol tablets 1000mg; (20/2x10/) in blister
Medinfar Manufacturing S.A, Parque 

Industrial Armando Martins Tavares, Rua 
Outeiro Da Armada No 5, Condeixa-A-

Nova, 3150-194, Sebal 

Portugal Asteria LLC, 72/3 Nairi Zaryan, 
0051 Yerevan 

Republic of 
Armenia

PoM 23092 12.06.2025



LIST

of the medicines recommended for registration under the EAEU procedure by the Center according to the meeting decision N 06-1/25  on June 12, 

2025

N Trade name Common name of the active 
substance 

Pharmaceutical 
form

Strength and packaging, presenta-
tion

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 Glucophage metformin (metformin hydro-
chloride)

tablets film-
coated

500mg; (30/3x10/) in blister, 
(30/2x15/) in blister, (50/5x10/) 
in blister, (60/4x15/) in blister, 
(60/3x20/), (100/x20/) in blister

Merck Sante s.a.s., 2 rue du Pressoir Vert, 
45400 Semoy 

France Merck Sante s.a.s., 37 rue 
Saint Romain- 69008 Lyon 

France PoM 23094 (012053) 
12.06.2025

2 Glucophage
metformin (metformin 

hydrochloride)
tablets film-

coated
850mg; (30/2x15/) in blister, 

(60/4x15/) in blister, (60/3x10/) in 
blister, (100/5x20/) in blister

Merck Sante s.a.s., 2 rue du Pressoir Vert, 
45400 Semoy France

Merck Sante s.a.s., 37 rue 
Saint Romain- 69008 Lyon France PoM

23095 (012053) 
12.06.2025

3 Glucophage
metformin (metformin 

hydrochloride)
tablets film-

coated

1000mg; (30/3x10/) in blister, 
(30/2x15/) in blister, (45/3x15/) 
in blister, (50/5x10/) in blister, 

(60/6x10/) in blister, (120/12x10/) 
in blister, (60/4x15/) in blister

Merck Sante s.a.s., 2 rue du Pressoir Vert, 
45400 Semoy France

Merck Sante s.a.s., 37 rue 
Saint Romain- 69008 Lyon France PoM

23096 (012053) 
12.06.2025 

4 Glucophage metformin (metformin 
hydrochloride)

tablets film-
coated

500mg; (30/3x10/) in blister, 
(30/2x15/) in blister, (50/5x10/) 
in blister, (60/4x15/) in blister, 
(60/3x20/), (100/x20/) in blister

Merck S. L., Poligono Merck, Moliet-Del-
Vales, 08100 Barcelona 

Spain Merck Sante s.a.s., 37 rue 
Saint Romain- 69008 Lyon 

France PoM 23097 (012053) 
12.06.2025

5 Glucophage
metformin (metformin 

hydrochloride)
tablets film-

coated
850mg; (30/2x15/) in blister, 

(60/4x15/) in blister, (60/3x10/) in 
blister, (100/5x20/) in blister

Merck S. L., Poligono Merck, Moliet-Del-
Vales, 08100 Barcelona Spain

Merck Sante s.a.s., 37 rue 
Saint Romain- 69008 Lyon France PoM

23098 (012053) 
12.06.2025



6 Glucophage
metformin (metformin 

hydrochloride)
tablets film-

coated

1000mg; (30/2x15/) in blister, 
(30/3x10/) in blister, (45/3x15/) 
in blister, (50/5x10/) in blister, 

(60/6x10/) in blister, (120/12x10/) 
in blister, (120/4x15/) in blister

Merck S. L., Poligono Merck, Moliet-Del-
Vales, 08100 Barcelona Spain

Merck Sante s.a.s., 37 rue 
Saint Romain- 69008 Lyon France PoM

23099 (012053) 
12.06.2025

7 B12 Ankermann cianocobalamina tablets film-
coated

1mg; (50/2x25/) in blister, 
(100/4x25/) in blister

Artesan Pharma GmbH & Co. KG, 
Wendlandstrasse 1, 29439 Luechow- bulk 
manufacturer, packager, quality control 
(physico-chemical), batch releaser, Labor 
LS SE & Co. KG, Mangelsfeld 4, 5, 6, Bad 
Bocklet-Grossenbrach, Bayern, 97708, 

Germany- quality control (microbiologi-
cal) 

Austria
Woerwag Pharma GmbH 

& Co. KG, Flugfeld-Allee 24, 
71034 Boblingen 

Germany PoM 23100 (000043) 
12.06.2025

8 Maviret glecaprevir, pibrentasvir tablets film-
coated

100mg+40mg; (84(4x21/7x3/)) in 
blister

AbbVie Deutschland GmbH & Co. KG, 
Knolstrasse, 67061 Ludwigshafen- pack-

ager, batch releaser, Fournier Laboratories 
Ireland Limited, Anngrove, Carrigtwohill, 

Co. Cork, Ireland- bulk manufacturer, 
quality control 

Germany
AbbVie LLC, 125196, 

Lesnaya str. 7, floor 4, room 
1, Moscow 

Russia PoM 23101 (008770) 
12.06.2025

9 Maviret glecaprevir, pibrentasvir
tablets film-

coated
100mg+40mg; (84(4x21/7x3/)) in 

blister

ORTAT JSC, Kostromskaya distr., Susa-
ninsky region, vil. Severnoe, microdistr. 

Kharitonovo, 157092- secondary packag-
er, quality control, batch releaser, Fournier 
Laboratories Ireland Limited, Anngrove, 
Carrigtwohill, Co. Cork, Ireland- bulk 
manufacturer, AbbVie Deutschland 

GmbH & Co. KG, Knolstrasse, 67061 Lud-
wigshafen, Germany- primary packager 

Russia
AbbVie LLC, 125196, 

Lesnaya str. 7, floor 4, room 
1, Moscow 

Russia PoM
23102 (008770) 

12.06.2025

10 Talliton carvedilol tablets
6,25mg; (14/2x7/) in blister, 

(28/4x7/) in blister
Egis Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-120 Hungary
Egis Pharmaceuticals PLC, 
1106 Budapest, Kereszturi 

st. 30-38 
Hungary PoM

23103 (007002) 
12.06.2025

11 Talliton carvedilol tablets
12,5mg; (14/1x14/) in blister, 

(28/2x14/) in blister
Egis Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-120 Hungary
Egis Pharmaceuticals PLC, 
1106 Budapest, Kereszturi 

st. 30-38 
Hungary PoM

23104 (007002) 
12.06.2025

12 Talliton carvedilol tablets
25mg; (14/1x14/) in blister, 

(28/2x14/) in blister
Egis Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-120 Hungary
Egis Pharmaceuticals PLC, 
1106 Budapest, Kereszturi 

st. 30-38 
Hungary PoM

23105 (007002) 
12.06.2025



13 Sutent sunitinib (sunitinib malate) capsules
12,5mg; (30) in plastic container, 

28(7x4) in blister
Pfizer Italia S.r.L., Localita Marino del 

Tronto, 63100 Ascoli Piceno Italy
Pfizer Inc., 66 Hudson 

Boulevard East, New York, 
NY 10001-2192 

USA PoM
23106 (004056) 

12.06.2025

14 Sutent sunitinib (sunitinib malate) capsules
25mg; (30) in plastic container, 

(28/7x4/) in blister
Pfizer Italia S.r.L., Localita Marino del 

Tronto, 63100 Ascoli Piceno Italy
Pfizer Inc., 66 Hudson 

Boulevard East, New York, 
NY 10001-2192

USA PoM
23107 (004056) 

12.06.2025

15 Sutent sunitinib (sunitinib malate) capsules
50mg; (30) in plastic container, 

(28/7x4/) in blister
Pfizer Italia S.r.L., Localita Marino del 

Tronto, 63100 Ascoli Piceno Italy
Pfizer Inc., 66 Hudson 

Boulevard East, New York, 
NY 10001-2192 

USA PoM
23108 (004056) 

12.06.2025

16 Diflucan fluconazole capsules
50mg; (7/1x7/), in blister, (28/4x7/) 

in blister
Fareva Amboise,  Zone Industrielle, 29 

route des Industries, 37530 Poce-sur-Cisse France
Pfizer H.C.P. Corporation, 
235, East 42nd  street New 

York 10017
USA PoM

23109  (003970) 
12.06.2025

17 Diflucan fluconazole capsules
150mg; (1/1x1/) in blister, (2/1x2/) 

in blister, (4/1x4/) in blister, 
(12/3x4/) in blister

Fareva Amboise,  Zone Industrielle, 29 
route des Industries, 37530 Poce-sur-Cisse  France

Pfizer H.C.P. Corporation, 
235, East 42nd  street New 

York 10017 
USA PoM

23110 (003970) 
12.06.2025



18 Prevenar 13

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 
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 NV, 
Rijksweg 12, 2870-Puurs-Sint-Amands- 
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 23111 (005825) 
12.06.2025



19 Prevenar 13

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 
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

NPO Petrovax Pharm LLC, 1 Sosnovaya 
str., Pokrov village, Podolsk city, Moscow 

region, 14214 
Russia

Pfizer Inc., 66 Hudson 
Boulevard East, New York, 

NY 10001-2192 
USA PoM 23112 (005825) 

12.06.2025



20 Prevenar 13

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 
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

NPO Petrovax Pharm LLC, 1 Sosnovaya 
str., Pokrov village, Podolsk city, Moscow 

region, 142143- secondary packager, 
qualiti control (microbiological), batch 

releaser, Pfizer Ireland Pharmaceuticals, 
Grange Castle Business Park, Clondalkin, 
Dublin 22, Ireland- bulk manufacturer, 

primary packager, quality control (physi-
cocemical) 

Russia
Pfizer Inc., 66 Hudson 

Boulevard East, New York, 
NY 10001-2192 

USA PoM 23113 (005825) 
12.06.2025

21 Moxicin moxifloxacin (moxifloxacin 
hydrochloride)

solution for 
infusion

400mg/250ml; plastic pack in light-
proof bag 250ml

Liqvor CJSC, 0089, Yerevan, str. Kochin-
yan, 7/9

Republic of 
Armenia

Liqvor CJSC, 0089, Yerevan, 
str. Kochinyan, 7/9

Republic of 
Armenia

PoM 23093 (025127) 
12.06.2025



LIST

of the medicines recommended for the re-registration by the Center according to the meeting decision  N 06-1/25  on June 12, 2025

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 Amlofil 5
amlodipine (amlodipine 

besilate) tablets 5mg; (100/10x10/) in strip
Fourrts (India) Laboratories Pvt. 

Ltd., Vandalur Road, Kelambakkam, 
Kancheepuram-603 103, Tamilnadu

India

Fourrts (India) Laboratories 
Pvt. Ltd., Vandalur 

Road, Kelambakkam, 
Kancheepuram-603 103, 

Tamilnadu

India PoM 23114 12.06.2025

2 Amlofil 10
amlodipine (amlodipine 

besilate) tablets 10mg; (100/10x10/)  in strip
Fourrts (India) Laboratories Pvt. 

Ltd., Vandalur Road, Kelambakkam, 
Kancheepuram-603 103, Tamilnadu

India

Fourrts (India) Laboratories 
Pvt. Ltd., Vandalur 

Road, Kelambakkam, 
Kancheepuram-603 103, 

Tamilnadu

India PoM 23115 12.06.2025

3 Rolenium
fluticasone (fluticasone 
propionate), salmeterol 
(salmeterol xinafoate)

powder 
inhalation, pre-

dispensed

100mcg/dose+50mcg/dose; 
(1) inhalation device (60 

doses)
ELPEN Pharmaceutical CO., INC, 

Marathonos Avenue 95, Pikermi, 19009 
Greece

Thesay Pharma Drug Store 
LLC, The Oberoi Centre, 

Business Bay, P. O. Box. 117929, 
Dubai 

United Arab Emirates PoM 23116 12.06.2025

4 Rolenium
fluticasone (fluticasone 
propionate), salmeterol 
(salmeterol xinafoate)

powder 
inhalation, pre-

dispensed

250mcg/dose+50mcg/dose; 
(1) inhalation device (60 

doses)
ELPEN Pharmaceutical CO., INC, 

Marathonos Avenue 95, Pikermi, 19009 
Greece

Thesay Pharma Drug Store 
LLC, The Oberoi Centre, 

Business Bay, P. O. Box. 117929, 
Dubai 

United Arab Emirates PoM 23117 12.06.2025

5 Rolenium
fluticasone (fluticasone 
propionate), salmeterol 
(salmeterol xinafoate)

powder 
inhalation, pre-

dispensed

500mcg/dose+50mcg/dose; 
(1) inhalation device (60 

doses)
ELPEN Pharmaceutical CO., INC, 

Marathonos Avenue 95, Pikermi, 19009 
Greece

Thesay Pharma Drug Store 
LLC, The Oberoi Centre, 

Business Bay, P. O. Box. 117929, 
Dubai 

United Arab Emirates PoM 23118 12.06.2025



6 Pikovit
vitamin A, vitamin D3, vitamin 

B2, vitamin B6, vitamin B1, 
vitamin B12, vitamin C, vitamin 

PP, D-panthenol

syrup

900IU/5ml+100IU/5ml+1
mg/5ml+0,6mg/5ml+1mg/5
ml+1mcg/5ml+50mg/5ml+
5mg/5ml+2mg/5ml; 150ml 
glass bottle and measuring 

spoon 5ml

KRKA d.d., Novo mesto, Smarjeska cesta 
6, 8501 Novo Mesto- quality control, batch 
releaser, KRKA, tovarna zdravil, d.d., Novo 
mesto, Povhova ulica 5, 8501 Novo Mesto, 

Slovenia- bulk manufacturer, packager, 
quality control 

Slovenia
KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 Novo 
Mesto 

Slovenia OTC 23119 12.06.2025

7 Trimedat forte
trimebutine (trimebutine 

maleate)

tablets 
prolonged-
release film-

coated

300mg; (20/2x10) in blister, 
(60/6x10) in blister

Valenta Pharm JSC, 141108, Moscow 
Region, Shchelkovo, Fabrichnaya St., 2- bulk 

manufacturer, packager, quality control 
(physicochemical), batch releaser, Centemo 
LLC, 141108, Moscow Region, Shchelkovo, 
Fabrichnaya St., 2, Russia- quality control 

(microbiological) 

Russia
Valenta Pharm JSC, 141108, 

Moscow Region, Shchelkovo, 
Fabrichnaya St., 2. 

Russia PoM 23120 12.06.2025

8 Dexmedetomidine 
Kalceks

dexmedetomidine 
(dexmedetomidine 

hydrochloride)

concentrate 
for solution for 

infusion
100mcg/ml; (5) ampoules 
2ml, (25) ampoules 2ml

Kalceks JSC,  71E Krustpils Street, Riga, 
LV-1057-batch releaser, HBM Pharma s.r.o., 
Sklabinska 30, 03680 Martin, Slovakia-bulk 

manufacturer, packager, quality control 

Latvia Kalceks JSC,  53 Krustpils Street, 
Riga, LV-1057 

Latvia PoM 23121 12.06.2025



LIST

of the medicines with extented of the regitration certificate term by the Center according to the meeting decision  N 06-1/25  on June 12, 2025

N Trade name Common name of 
the active substance 

Pharmaceutical form Strength and packaging, presenta-
tion

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 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 12.06.2025

2 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 12.06.2025

3 Azibiot
azithromycin 
(azithromycin 

dihydrate)
tablets film-coated 500mg; (3/1x3/) 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 23124 12.06.2025

4 Vurdon-Neo diclofenac (diclofenac 
sodium)

tablets gastro-resistant 50mg; (20/2x10/) in blister Help S.A., Pedini Ioanninon, 
Ioannina, 45500 

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

Republic of 
Armenia

PoM 23125 12.06.2025



5 Vurdon-Neo
diclofenac (diclofenac 

sodium)
tablets prolonged 

release 100mg; (10/1x10/) in blister
Help S.A., Pedini Ioanninon, 

Ioannina, 45500 Greece
Help S.A., 10 Valaoritou str., 
GR 14452 Metamorphosis, 

Attica, 
Greece PoM 23126 12.06.2025

6 Vurdon-Neo
diclofenac (diclofenac 

sodium) suppositories rectal 50mg; (10/2x5/)
Help S.A., Pedini Ioanninon, 

Ioannina, 45500 Greece
Help S.A., 10 Valaoritou str., 
GR 14452 Metamorphosis, 

Attica 
Greece PoM 23127 12.06.2025

7 Vurdon-Neo
diclofenac (diclofenac 

sodium) suppositories rectal 100mg; (10/2x5)
Help S.A., Pedini Ioanninon, 

Ioannina, 45500 Greece
Help S.A., 10 Valaoritou str., 
GR 14452 Metamorphosis, 

Attica 
Greece PoM 23128 12.06.2025

8 Strepsils with vitamin C

dichlorobenzyl 
alcohol, 

amylmetacresol, 
ascorbic acid

lozenges with orange 
flavour

1,2mg+0,6mg+100mg; (24/2x12/) 
in blister

Reckitt Benckiser Healthcare 
International Limited, Nottingham 

site, Thane Road, Nottingham, 
Nottinghamshire, NG90 2DB

UK

Reckitt Benckiser 
Healthcare International 
Limited, Nottingham site, 
Thane Road, Nottingham, 

Nottinghamshire, NG90 2DB

UK OTC 23129 12.06.2025

9
Strepsils with Menthol 

and Eucalyptus

dichlorobenzyl 
alcohol, 

amylmetacresol, 
levomenthol

lozenges
1,2mg+0,6mg+8mg; (24/2x12/) in 

blister, (36/3x12/) in blister

Reckitt Benckiser Healthcare 
International Limited, Nottingham 

site, Thane Road, Nottingham, 
Nottinghamshire, NG90 2DB

UK

Reckitt Benckiser 
Healthcare International 
Limited, Nottingham site, 
Thane Road, Nottingham, 

Nottinghamshire, NG90 2DB

UK OTC 23130 12.06.2025

10 Enterogermina
spores of 

polyantibiotic-
resistant Bacillus 

clausii

suspension oral 2x10^9/5ml; (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 23131 12.06.2025

11 Ketonal ketoprofen cream for external use 50mg/g; aluminium tube 30g
Salutas Pharma GmbH, Lange 

Goehren 3, 39171 Osterweddingen Germany
Lek Pharmaceuticals d.d., 
Verovskova Str. 57, 1526 

Ljubljana 
Slovenia PoM 23132 12.06.2025

12 CARDITON levocarnitine solution oral 100mg/ml; (10) glass vials 10ml

GM Pharmaceuticals Ltd, Rustavi 
Highway 52, Tbilisi- secondary 
packager, quality control, batch 

releaser, Anfarm Hellas S.A., 61st 
Km National Road Athens Lamia, 
Schimatari Viotias, 32009, Greece- 

bulk manufacturer, primary packager 

Georgia
GM Pharmaceuticals Ltd, 

Rustavi Highway 52, Tbilisi Georgia PoM 23133 12.06.2025



13 Doxycycline-Asteria
doxycycline 

(doxycycline hyclate) capsules hard
100mg; (20/2x10/) in blister, 

(100/10x10/) in blister
Hankook Korus Pharm Co., 

Ltd, 30, Gangjeo-ro, Jecheon-Si, 
Chungcheongbuk-do 

Republic of Korea
Asteria LLC, 28 Tigran Mets 
str., office 24, 0018 Yerevan 

Republic of 
Armenia PoM 23134 12.06.2025



LIST

of  variations requiring reformulation of registration certificate  approved by the Center according to the  meeting decision N 06-1/25  on June 12, 2025

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 Tobrex tobramycin drops eye 
(solution)

3mg/ml; 5ml plastic vial Novartis Manufacturing N.V., Rijksweg 
14, Puurs-Sint- Amands, 2870 

Belgium Novartis Pharma AG, Lichtstrasse 
35, 4056 Basel 

Switzerland PoM 21667/1/1 12.06.2025

2 Flucinar fluocinolone acetonide ointment for 
external use

0,25mg/g; aluminium tube 
15g

Pharmaceutical Company Jelfa S.A., ul. 
Wincentego Pola 21, 58-500 Jelenia Gora 

Poland
BAUSCH HEALTH IRELAND 

LIMITED, 3013 Lake Drive, 
Citywest Business Campus, Dublin 

24, D24 PPT3 

Ireland PoM 19987/2/1 12.06.2025

3 Neuromultivit
vitamin B1, vitamin B6, vitamin 

B12
tablets film-

coated
100mg+200mg+0,2mg; 

(20/2x10/) in blister, 
(100/10x10/) in blister

G.L. Pharma GmbH, Schlossplatz 1, 8502 
Lannach- batch releaser, G.L. Pharma 

GmbH,  Industriestrasse 1, 8502 Lannach, 
Austria- bulk manufacturer, packager, 

quality control 

Austria

BAUSCH HEALTH IRELAND 
LIMITED, 3013 Lake Drive, 

Citywest Business Campus, Dublin 
24, D24 PPT3

Ireland OTC 21951/1/1 12.06.2025

4 CARDITON levocarnitine solution oral
100mg/ml; (10) glass vials 

10ml

GM Pharmaceuticals Ltd, Rustavi 
Highway 52, Tbilisi- secondary packager, 
quality control, batch releaser, Anfarm 

Hellas S.A., 61st Km National Road 
Athens Lamia, Schimatari Viotias, 32009, 

Greece- bulk manufacturer, primary 
packager 

Georgia
GM Pharmaceuticals Ltd, Rustavi 

Highway 52, Tbilisi Georgia PoM 19234/3/2 12.06.2025

5 Carsil Forte silymarin capsules hard 90mg; (30/5x6/) in blister Sopharma JSC, str. Iliensko shosse 16, 
1220 Sofia

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

Bulgaria OTC 20644/1/1 12.06.2025

6 Piracetam piracetam solution for i/m 
and i/v injection

200mg/ml; (10) ampoules 
5ml CAMA, (10) ampoules 

5ml label banderol, (10) 
ampoules 5ml dividella

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

Chapaeva, Borisov 222518, Minsk region
Republic of 

Belarus

Open joint stock company 
"Borisovskiy zavod medicinskikh 

preparatov" 64, ul. Chapaeva, 
Borisov 222518, Minsk region

Republic of Belarus PoM 20422/2/1 12.06.2025



7 Clemastine clemastine (clemastine 
fumarate)

solution for 
injection

1mg/ml; (10) ampoules 2ml 
label banderol, (10)  ampoules 
2ml dividella, (10)  ampoules 

2ml CAMA

Open joint stock company "Borisovskiy 
zavod medicinskikh preparatov", 64, 
No11/1, ul. Chapaeva, Borisov, Minsk 

region 

Republic of 
Belarus

Open joint stock company 
"Borisovskiy zavod medicinskikh 

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

Republic of Belarus PoM 20934/2/1 12.06.2025

8 Miconazole miconazole (miconazole nitrate) cream for 
external use

20mg/g; aluminium tube 15g
Open joint stock company "Borisovskiy 

zavod medicinskikh preparatov" 64, 
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 19974/2/2 12.06.2025

9 Heparin ointment heparin (heparin sodium), 
benzocaine, benzyl nicotinate

ointment for 
external use

100IU/g+40mg/g+0,8mg/g; 
25g aluminium or plastic tube

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 20784/3/2 12.06.2025

10 DESALLERGAN desloratadine solution oral 0,5mg/ml; glass bottle 120ml Vetprom AD, Otets Paisiy str. 26, 
Radomir 2400 

Bulgaria Danhson-BG Co Ltd., Otets Paisiy 
str. 26, Radomir 2400 

Bulgaria PoM 23027/1/1 12.06.2025



LIST

of the variations not requiring reformulation of registration certificate  approved by the Center according to the meeting decision  N 06-1/25  on June 12, 2025

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 Mildronat
meldonium (meldonium 

dihydrate) capsules
500mg; (20/2x10/) in blister, 

(60/6x10/) in blister, (90/9x10/) 
in blister

Grindeks JSC, Krustpils street 53, LV-
1057, Riga Latvia

Grindeks JSC, Krustpils 
street 53, LV-1057, Riga Latvia PoM 21137/1 12.06.2025   

2 Medrol methylprednisolone tablets 4mg; (30/3x10/) in blister Pfizer Italia S.r.L., Localita Marino del 
Tronto, 63100 Ascoli Piceno 

Italy
Pfizer H.C.P. 

Corporation, 235, East 
42nd Street, New York 

10017 

USA PoM 21351/2 12.06.2025   

3 Oftan Catachrom
cytochrome C, 

adenosine, nicotinamide drops eye
0,675mg/ml+2mg/ml+20mg/ml; 

plastic bottle-dropper 10ml

Santen Oy, Kelloportinkatu 1, 
Tampere, 33100- batch releaser, 
NextPharma Oy, Niittyhaankatu 

20, Tampere, 33720, Finland- bulk 
manufacturer, primary packager, quality 

control, Manufacturing Packaging 
Farmaca (MPF) B.V., Neptunus 

12, HEERENVEEN, 8448 CN, the 
Netherlands- secondary packager 

Finland
Santen Oy, 

Niittyhaankatu 20, 33720 
Tampere 

Finland PoM 19804/2 12.06.2025   

4 ATRIUM atracurium (atracurium 
besylate)

solution for 
injection

10mg/ml; (5) ampoules 2,5ml
Swiss Parenterals Ltd., 808, 809 & 810 
Kerala Industrial Estate , G.I.D.C, Near 

Bavla, Dist. Ahmedabad-382 220, 
Gujarat

India

Swiss Parenterals Ltd., 
808, 809 & 810 Kerala 

Industrial Estate , 
G.I.D.C, Near Bavla, Dist. 

Ahmedabad-382 220, 
Gujarat

India PoM 22684/1 12.06.2025   



5 Ferretab comp ferrous fumarate, folic 
acid

capsules hard 152,1mg+0,5mg; (30/3x10/) in 
blister, (100/10x10/) in blister

G.L. Pharma GmbH, Industriestrasse 
1, A-8502 Lannach- bulk 

manufacturer, packager, quality 
control (physicochemical), batch 

releaser, Austrian Agency For Health 
And Food Safety, Beethovenstrass 6, 
Graz, 8010, Austria- quality control 

(microbiological) 

Austria Acino Pharma AG, 
Birsweg 2, 4253 Liesberg 

Switzerland OTC 21062/2/1 12.06.2025   

6 Dolgit ibuprofen cream for external 
use

5g/100g; 20g  aluminium tube, 
50g aluminium tube, 100g 

aluminium tube

Dolorgiet GmbH & Co.KG, Otto-
von-Guericke-Strasse 1, 53757 

Sankt Augustin- bulk manufacturer, 
packager, batch releaser, Dolorgiet 

GmbH & Co.KG, Otto-von-Guericke-
Strasse 1, 53757 Sankt Augustin, 

Germany, 2.GBA Pharma GmbH, 
Anna-Sigmund-Strasse 82061 

Neuried,  Germany- quality control 
(physicochemical), BAV INSTITUT 
fur Hygiene und Qualitatssicherung 

GmbH ,Hanns-Martin-Schleyer-Str. 25, 
D-77656 Offenburg, Germany- quality 

control (microbiological)

Germany
Dolorgiet GmbH & 
Co.KG, Otto-von-

Guericke Str. 1, 53757 
Sankt Augustin 

Germany OTC 20835/3 12.06.2025   

7 Prednisolone prednisolone ointment for 
external use

5mg/g; aluminium tube 10g
Open joint stock company "Borisovskiy 

zavod medicinskikh preparatov", 64, 
No2, ul. Chapaeva, 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 21884/1 12.06.2025   

8 Metoclopramide
metoclopramide 
(metoclopramide 
hydrochloride)

solution for i/v 
and i/m injection

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

2ml dividella, (10) ampoules 2ml 
CAMA

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

Chapaeva, Borisov, Minsk region
Republic of 

Belarus

Open joint stock 
company "Borisovskiy 
zavod medicinskikh 
preparatov", 64 ul. 
Chapaeva, Borisov, 

Minsk region

Republic of 
Belarus

PoM 20953/3/1 12.06.2025   

9
Tamsu Genericon retard 

0,4mg capsules
tamsulosin (tamsulosin 

hydrochloride)
capsules 

controlled-release 
hard

0,4mg; (10/1x10/) in blister, 
(30/3x10/) in blisters

Synthon Hispania,S.L., C/ Castello, N 1, 
Sant Boi de Llobregat, Barcelona, 08830 Spain

Genericon Pharma 
Gesellschaft m.b.H, 8054 

Graz 
Austria PoM 22802/1 12.06.2025   



10 Tingora ticagrelor tablets film-coated 60mg; (56/4x14/) in blister

ALKALOID AD Skopje, Blvd. 
Aleksandar Makedonski 12, 1000 

Skopje- batch releaser, Elpen 
Pharmaceutical Co. Inc., Marathonos 

Avenue 95, Pikermi Attiki, 19009, 
Greece- bulk manufacturer, packager, 

quality control

Republic 
of North 

Macedonia

ALKALOID AD Skopje, 
Blvd. Aleksandar 

Makedonski 12, 1000 
Skopje 

Republic 
of North 

Macedonia
PoM

22881/1           
12.06.2025   

11 Tingora ticagrelor tablets film-coated 90mg; (56/4x14/) in blister

ALKALOID AD Skopje, Blvd. 
Aleksandar Makedonski 12, 1000 

Skopje- batch releaser, Elpen 
Pharmaceutical Co. Inc., Marathonos 

Avenue 95, Pikermi Attiki, 19009, 
Greece- bulk manufacturer, packager, 

quality control 

Republic 
of North 

Macedonia

ALKALOID AD Skopje, 
Blvd. Aleksandar 

Makedonski 12, 1000 
Skopje 

Republic 
of North 

Macedonia
PoM

22882/1          
12.06.2025   

12 Rolenium
fluticasone (fluticasone 
propionate), salmeterol 
(salmeterol xinafoate)

powder 
inhalation, pre-

dispensed
100mcg/dose+50mcg/dose; (1) 
inhalation device (60 doses)

ELPEN Pharmaceutical CO., INC, 
Marathonos Avenue 95, Pikermi, 19009 

Greece
Thesay Pharma Drug 
Store LLC, The Oberoi 
Centre, Business Bay, P. 
O. Box. 117929, Dubai 

United Arab 
Emirates

PoM 19051/2 12.06.2025   

13 Rolenium
fluticasone (fluticasone 
propionate), salmeterol 
(salmeterol xinafoate)

powder 
inhalation, pre-

dispensed
250mcg/dose+50mcg/dose; (1) 
inhalation device (60 doses)

ELPEN Pharmaceutical CO., INC, 
Marathonos Avenue 95, Pikermi, 19009 

Greece
Thesay Pharma Drug 
Store LLC, The Oberoi 
Centre, Business Bay, P. 
O. Box. 117929, Dubai 

United Arab 
Emirates

PoM 19050/2 12.06.2025   

14 Rolenium
fluticasone (fluticasone 
propionate), salmeterol 
(salmeterol xinafoate)

powder 
inhalation, pre-

dispensed
500mcg/dose+50mcg/dose; (1) 
inhalation device (60 doses)

ELPEN Pharmaceutical CO., INC, 
Marathonos Avenue 95, Pikermi, 19009 

Greece
Thesay Pharma Drug 
Store LLC, The Oberoi 
Centre, Business Bay, P. 
O. Box. 117929, Dubai 

United Arab 
Emirates

PoM 19159/2 12.06.2025   

15 Azibiot
azithromycin 

(azithromycin dihydrate) tablets film-coated 500mg; (3/1x3/) 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 19347/3 12.06.2025      

16 Dexmedetomidine Kalceks
dexmedetomidine 
(dexmedetomidine 

hydrochloride)

concentrate 
for solution for 

infusion

100mcg/ml; (5) ampoules 2ml,  
(25) ampoules 2ml

Kalceks JSC, 71E Krustpils Street, Riga, 
LV-1057-batch releaser, HBM Pharma 

s.r.o., Sklabinska 30, 03680 Martin, 
Slovakia-bulk manufacturer, packager, 

quality control 

Latvia
Kalceks JSC, 71E 

Krustpils Street, Riga, 
LV-1057 

Latvia PoM 19002/3/2 12.06.2025      



17 Elidel pimecrolimus
cream for external 

use 10mg/g; aluminium tube 15g
MEDA Manufacturing, Avenue JF 

Kennedy, 33700 Merignac France
MEDA Pharma GmbH 
& Co. KG, Benzstrasse 1, 

61352 Bad Homburg 
Germany PoM 19383/5/1 12.06.2025      

18 Esomeprazol SANDOZ 20mg
esomeprazole 
(esomeprazole 

magnesium dihydrate)

tablets gastro-
resistant

20mg; (14/2x7/) in blister, 
(28/4x7/) in blister

Salutas Pharma GmbH, Otto-von-
Guericke-Alle-1, 39179 Barleben Germany

Sandoz Pharmaceuticals 
d.d., Verovskova Str. 57, 

1000 Ljubljana 
Slovenia PoM 19961/4   12.06.2025       

19 Esomeprazol SANDOZ 40mg
esomeprazole 
(esomeprazole 

magnesium dihydrate)

tablets gastro-
resistant

40mg; (14/2x7/) in blister, 
(28/4x7/) in blister

Salutas Pharma GmbH, Otto-von-
Guericke-Alle-1, 39179 Barleben Germany

Sandoz Pharmaceuticals 
d.d., Verovskova Str. 57, 

1000 Ljubljana 
Slovenia PoM 19962/4    12.06.2025      

20 Tamoxifen
tamoxifen (tamoxifen 

citrate) tablets film-coated 20mg; (30/3x10/) in blister
Salutas Pharma GmbH, Otto-von-
Guericke-Alle-1, 39179 Barleben Germany

Sandoz Pharmaceuticals 
d.d., Verovskova Str. 57, 

1000 Ljubljana 
Slovenia PoM 20665/2 12.06.2025      

21 Codelac Broncho

ambroxol (ambroxol 
hydrochloride), 

sodium glycyrrhizinate 
(glycyrrhizinic acid 

trisodium), thermopsis 
extract, sodium 
hydrocarbonate

tablets
20mg+30mg+10mg+200mg; 

(10/1x10/) in blister, (20/2x10/) 
in blister

Pharmstandard-Leksredstva JSC, 
305022, Kursk, Agregatnaya 2nd str., 

1a/18 
Russia

"OTCPharm" JSC, 
Testovskaya street, 10, flr. 
12, appartment II, room. 

29, Moscow 123112 
Russia OTC 19250/2/1 12.06.2025      



LIST

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

decision N 06-1/25  on  June 12, 2025

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 VizuSol loteprednol etabonate drops eye
5mg/ml; (1) plastic 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

ЛП-№003947-
РГ-AM 

12.06.2025

2 Caffetin SC
paracetamol, 

propyphenazone, caffeine tablets
250mg+210mg+50mg; (6/1x6/) 

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

ЛП-№001987-
ГП-АМ 

12.06.2025

3 Yarina
drospirenone, 

ethinylestradiol tablets film-coated
3mg+0,03mg; (21/1x21/) in 

blister

Bayer AG, Muellerstrasse 178, 13353, 
Berlin- packager, quality control, batch 

releaser, Bayer Weimar GmbH und Co. KG, 
Doebereinerstrasse 20, Weimar, Thueringen, 

99427, Germany- bulk manufacturer 

Germany
Bayer AG, Kaiser-Wilhelm-Allee 

1, 51373 Leverkusen Germany PoM
ЛП-№004136-

ГП-АМ 
12.06.2025

4 Prestilol 5mg/5mg
bisoprolol (bisoprolol 
fumarate), perindopril 
(perindopril arginine)

tablets film-coated
5mg+5mg; (30) in plastic 

container, (90(3x30/) 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-№004136-
ГП-АМ 

12.06.2025

5 Prestilol 5mg/10mg
bisoprolol (bisoprolol 
fumarate), perindopril 
(perindopril arginine)

tablets film-coated
5mg+10mg; (30) in plastic 

container, (90/3x30/) 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-№000569-
ГП-AM 

12.06.2025

6 Prestilol 10mg/5mg
bisoprolol (bisoprolol 
fumarate), perindopril 
(perindopril arginine)

tablets film-coated
10mg+5mg; (30) in plastic 

container, (90/3x30/) 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-№000569-
ГП-AM 

12.06.2025

7 Prestilol 10mg/10mg
bisoprolol (bisoprolol 
fumarate), perindopril 
(perindopril arginine)

tablets film-coated
10mg+10mg; (30) in plastic 

container, (90/3x30/) 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-№000569-
ГП-AM 

12.06.2025



8 Prestilol 5mg/5mg
bisoprolol (bisoprolol 
fumarate), perindopril 
(perindopril arginine)

tablets film-coated
5mg+5mg; (30) in plastic 

container, (90(3x30/) 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-№000569-
ГП-AM 

12.06.2025

9 Prestilol 5mg/10mg
bisoprolol (bisoprolol 
fumarate), perindopril 
(perindopril arginine)

tablets film-coated
5mg+10mg; (30) in plastic 

container, (90/3x30/) 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-№000569-
ГП-AM 

12.06.2025

10 Prestilol 10mg/5mg
bisoprolol (bisoprolol 
fumarate), perindopril 
(perindopril arginine)

tablets film-coated
10mg+5mg; (30) in plastic 

container, (90/3x30/) 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-№000569-
ГП-AM 

12.06.2025

11 Prestilol 10mg/10mg
bisoprolol (bisoprolol 
fumarate), perindopril 
(perindopril arginine)

tablets film-coated
10mg+10mg; (30) in plastic 

container, (90/3x30/) 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-№000569-
ГП-AM 

12.06.2025

12 ARIFON Retard indapamide
tablets film-coated 
prolonged-release

1,5mg; (30/1x30/) in blister, 
(90/3x30/) in blister

SERVIER RUS Ltd, 108828, block 
158,possession 2, build.1, settlement 

Krasnopakhorskoye, Moscow 
Russia

Les Laboratoires Servier, 50, rue 
Carnot 92284 Suresnes cedex France PoM

ЛП-№000156-
ГП-AM 

12.06.2025

13 Flucaps oseltamivir capsules 30mg; (10/1x10/) 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 PoM
ЛП-№004581-

ГП-АМ 
12.06.2025

14 Flucaps oseltamivir capsules 45mg; (10/1x10/) 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 PoM
ЛП-№004581-

ГП-АМ 
12.06.2025

15 Flucaps oseltamivir capsules 75mg; (10/1x10/) 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 PoM
ЛП-№004581-

ГП-АМ 
12.06.2025

16 Detralex diosmin, hesperidin suspension oral
1000mg/10ml; (15) sachets 10g, 

(30) sachets 10g
Unither Liquid Manufacturing, 1-3 Allee de 
la Neste, Z.I. d`En Sigal, 31770, Colomiers  France

Les Laboratoires Servier, 50, rue 
Carnot, 92284 Suresnes cedex France OTC

ЛП-№000102-
ГП-AM 

12.06.2025



17 Noliprel A
perindopril arginine, 

indapamide tablets film-coated
2,5mg+0,625mg; (14) in plastic 

container, (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 

12.06.2025

18 Noliprel A
perindopril arginine, 

indapamide tablets film-coated

2,5mg+0,625mg; (14) in plastic 
container, (29) in plastic 
container, (30) in plastic 
container, (90) in plastic 

container

SERVIER RUS Ltd, 108828, block 
158,possession 2, build.1, settlement 

Krasnopakhorskoye, Moscow 
Russia

Les Laboratoires Servier, 50, rue 
Carnot, 92284 Suresnes cedex France PoM

ЛП-№000179-
ГП-АМ 

12.06.2025

19 Noliprel A
perindopril arginine, 

indapamide tablets film-coated
2,5mg+0,625mg; (14) in plastic 

container, (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 

12.06.2025

20 Noliprel A perindopril arginine, 
indapamide

tablets film-coated
2,5mg+0,625mg; (14) in plastic 

container, (30) in plastic 
container, (90) in plastic 

container

SERVIER RUS Ltd, 108828, block 
158,possession 2, build.1, settlement 

Krasnopakhorskoye, 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 
12.06.2025


