
LIST

of the medicines recommended for the registration by the Center according to the meeting decision  N 07-1/24  on July 04, 2024

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 Cardiomagnyl
acetylsalicylic acid, magnesium 

hydroxide
tablets film-

coated
75mg+15,2mg; (30) in glass 

vial, (100) in glass vial
Takeda Pharmaceuticals LLC, 150030, 

Yaroslavl city, 9 Tekhnoparkovaya street Russia
Nizhpharm JSC, 603105, 

Nizhny Novgorod, Salganskaya 
st., 7 

Russia OTC
22157

04.07.2024

2 Cardiomagnyl
acetylsalicylic acid, magnesium 

hydroxide
tablets film-

coated
150mg+30,39mg; (30) in 

glass container, (100) in glass 
container

Takeda Pharmaceuticals LLC, 150030, 
Yaroslavl city, 9 Tekhnoparkovaya street Russia

Nizhpharm JSC, 603105, 
Nizhny Novgorod, Salganskaya 

st., 7 
Russia OTC

22158
04.07.2024

3 Furacilin Avexima nitrofural
tablets efferves-
cent for solution 

for local and 
external use

20mg; (10/5x2/) in strip Irbitskiy himfarmzavod OJSC, 124-a, K. 
Marksa str., Irbit, St. Sverdlovsk, 623856 

Russia Avexima OJSC, 31A/1, Lenin-
gradsky pr., Moscow, 125284 

Russia OTC 22159
04.07.2024

4
CoLosar-Denk 

50/12,5
losartan (losartan potassium), 

hydrochlorothiazide
tablets film-

coated
50mg+12,5mg; (28/2x14/) 

in blister

Denk Pharma GmbH & Co. KG, Goellstr. 
1, 84529 Tittmoning- bulk manufacturer, 
quality control (physicochemical), batch 
releaser, Swiss Caps GmbH, Grassinger-

strasse 9, 83043 Bad Aibling, Germa-
ny- packager, Labor LS SE & Co. KG, 

Mangelsfeld 4, 5, 6, Bad Bocklet-Grossen-
brach, Bayern, 97708, Germany- quality 

control (microbiological) 

Germany
Denk Pharma GmbH & Co. 

KG, Prinzregentenstr. 79, 81675 
Muenchen 

Germany PoM
22160

04.07.2024



5
CoLosar-Denk 

100/12,5
losartan (losartan potassium), 

hydrochlorothiazide
tablets film-

coated
100mg+12,5mg; (28/2x14/) 

in blister

Denk Pharma GmbH & Co. KG, Goellstr. 
1, 84529 Tittmoning- bulk manufacturer, 
quality control (physicochemical), batch 
releaser, Swiss Caps GmbH, Grassinger-

strasse 9, 83043 Bad Aibling, Germa-
ny- packager, Labor LS SE & Co. KG, 

Mangelsfeld 4, 5, 6, Bad Bocklet-Grossen-
brach, Bayern, 97708, Germany- quality 

control (microbiological) 

Germany
Denk Pharma GmbH & Co. 

KG, Prinzregentenstr. 79, 81675 
Muenchen

Germany PoM
22161

04.07.2024

6 Mekinist trametinib (trametinib dimthyl 
sulfoxide)

tablets film-
coated

2mg; (30) in plastic container

Novartis Pharmaceuticals Manufacturing 
LLC, Verovskova Ulica 57, 1000, Lju-

bljana- packager, batch releaser, Novartis 
Pharma Stein AG, Schaffhauserstrasse, 
4332, Switzerland- bulk manufacturer, 

quality control 

Slovenia Novartis Pharma AG, Licht-
strasse 35, 4056 Basel 

Switzerland PoM 22162
04.07.2024

7 ALOX 5mg
levocetirizine (levocetirizine 

dihydrochloride)
tablets film-

coated
5mg; (10/1x10/) in 

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

Synthon Hispania S.L, Calle De Castello 1, 
Sant Boi De Llobregat, 08830 Spain

Monro Pharm LLC, 3rd lane 
Baghramyan street, 4/6 bldg, 

apt., 12, Arabkir 0012, Yerevan 

Republic of 
Armenia PoM

22163
04.07.2024



LIST

of the medicines recommended for registration under the EAEU procedure by the Center according to the meeting decision  N 07-1/24  on July 04, 

2024

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 Metrogyl metronidazole
gel for external 

use
10mg/g; 30g laminated plastic 

tube

Unique Pharmaceutical Laboratories (a 
division of J. B. Chemicals & Pharma-

ceuticals Ltd.), Plot No. 304-308, G.I.D.C. 
Industrial Area, Panoli: 394 116, Gujarat 

State 

India

Unique Pharmaceutical 
Laboratories (a division of J. 
B. Chemicals & Pharmaceu-
ticals Ltd.), Worli, Mumbai 

400 030 

India PoM
22194

(002229)
04.07.2023

2 Lactodepantol lactic acid
suppositories 

vaginal 100mg; (10/2x5/)
Nizhpharm JSC, 603105, Nizhny 

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

ganskaya st., 7
Russia OTC

22195
(000188)

04.07.2024

3
Indapamide MB 

STADA indapamide
tablets pro-

longed-release 
film-coated

1,5mg; (30/3x10/) in blister
Hemofarm LLC, 249032, Obninsk, Kaluga 

Region, 62 Kievskoye highway Russia
Nizhpharm JSC, 603105, 
Nizhny Novgorod, Sal-

ganskaya st., 7 
Russia PoM

22196
(006144)

04.07.2024



LIST

of the medicines recommended for the re-registration by the Center according to the meeting decision   N 07-1/24  on July 04, 2024

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 Bupi Heavy bupivacaine (bupivacaine 
hydrochloride)

solution for 
injection

5mg/ml; (10) ampoules 4ml
Swiss Parenterals Ltd., 808, 809, 810, Ker-
ala 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 22164
04.07.2024

2
Tro-Ceftriax 1g pow-
der for solution for 
injection/infusion

ceftriaxone (ceftriaxone sodium)
powder for 

solution for in-
jection/infusion

1000mg; (1) glass vial, (50) 
glass vials

Reyoung Pharmaceutical Co. Ltd., No1 
Ruiyang Road, Yiyuan County, Shandong 

Province 
China

Troge Medical GmbH, Milch-
strasse 19, 20148 Hamburg Germany PoM

22165
04.07.2024

3 Leron
furosemide, amiloride (ami-

loride hydrochloride) tablets
40mg+5mg; (50/5x10/) in 

blister

Aversi-Rational Ltd, David Kobakhidze 
Str. 33, 0198 Tbilisi-packager, batch 

releaser, GENO Pharmaceuticals Pvt. 
Ltd., Karaswada, Mapusa, Goa, India-bulk 

manufacturer 

Georgia
Aversi-Rational Ltd, David 

Kobakhidze Str. 33, 0198 Tbilisi Georgia PoM
22166

04.07.2024

4 Zindolin
ciprofloxacin (ciprofloxacin 

hydrochloride)
tablets film-coat-

ed 500mg; (10/1x10/) in blister
Remedica Ltd, Aharnon street, Limassol 

Industrial Estate, 3056 Limassol Cyprus
Remedica Ltd, Aharnon street, 
Limassol Industrial Estate, 3056 

Limassol
Cyprus PoM

22167
04.07.2024

5 Regulax Picosulfate
sodium picosulfate (sodium 
picosulfate monohydrate) drops oral 7,5mg/ml; glass bottle 20ml

Krewel Meuselbach GmbH, Krewel str. 
2, 53783 Eitorf- batch releaser, Krewel 

Meuselbach GmbH, Xavier Vorbruggen 
str. 6, 98694 Ilmenau, Germany- bulk 

manufacturer, packager, quality control

Germany
Krewel Meuselbach GmbH, 
Krewel str. 2, 53783 Eitorf Germany OTC

22168
04.07.2024

6 Fevarin
fluvoxamine (fluvoxamine 

maleate)
tablets film-coat-

ed 50mg; (15/1x15/) in blister
Mylan Laboratories SAS, Route de Bel-

leville, Lieu-dit Maillard, 01400 Chatillon 
sur Chalaronne 

France
Abbott Healthcare Products 
B.V., C.J. van Houtenlaan 36, 

1381 CP Weesp
the Netherlands PoM

22169
04.07.2024



7 Fevarin
fluvoxamine (fluvoxamine 

maleate)
tablets film-coat-

ed 100mg; (15/1x15/) in blister
Mylan Laboratories SAS, Route de Bel-

leville, Lieu-dit Maillard, 01400 Chatillon 
sur Chalaronne 

France
Abbott Healthcare Products 
B.V., C.J. van Houtenlaan 36, 

1381 CP Weesp 
the Netherlands PoM

22170
04.07.2024

8 Ketotifen ketotifen (ketotifen fumarate) tablets
1mg; (10/1x10/) in blister, 

(30/3x10/) in blister

Belmedpreparaty RUE, 220007, Minsk, 
Fabritsius St., 30- quality control, batch 

releaser, Belmedpreparaty RUE, 220007, 
Minsk, Fabritsius St., 3, Republic of Belar-

us- bulk manufacturer, packager 

Republic of 
Belarus

Belmedpreparaty RUE, 220007, 
Minsk, Fabritsius St., 30 Republic of Belarus PoM

22171
04.07.2024

9 Panthomekol Plus
dexpantenol, chlorhexidine 
(chlorhexidine digluconate)

cream for exter-
nal use

52,5mg/g+8,02mg/g; alumini-
um tube 30g

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

Nizhpharm JSC, 603105, 
Nizhny Novgorod, Salganskaya 

st., 7
Russia OTC

22172
04.07.2024

10 Dimexid dimethylsulfoxide
concentrate 

for solution for 
external use

100ml; glass bottle 100ml
Esco-Pharm LLC, Nor-Norq, Mikoyan 

13, Yerevan
Republic of 
Armenia

Esco-Pharm LLC, Nor-Norq, 
Mikoyan 13, Yerevan Republic of Armenia OTC

22173
04.07.2024

11 Artinibsa
articaine (articaine hydrochlo-
ride), epinephrine (epinephrine 

tartrate)

solution for 
injection

40mg/ml+0,01mg/ml; (50) 
cartridges 1,8ml

Laboratories Inibsa S.A., Ctra. Sabadell a 
Granollers, km 14.5, 08185 Llica de Vall, 

Barcelona 
Spain

Inibsa Dental S.L.U., Ctra. 
Sabadell a Granollers, km 14.5, 
08185 Llica de Vall, Barcelona 

Spain PoM
22174

04.07.2024

12 Metronidazole metronidazole gel 10mg/g; aluminium tube 20g
Arpimed LLC, Kotayk Marz, 2204, 

Abovyan, 2nd Micro-District, 19 Building
Republic of 
Armenia

Arpimed LLC, Kotayk Marz, 
2204, Abovyan, 2nd Micro-Dis-

trict, 19 Building
Republic of Armenia PoM

22175
04.07.2024

13 Nimesil nimesulide
granules for oral 

suspension 100mg; (30) sachets 2g
Fine Foods and Pharmaceuticals N.T.M. 
S.P.A., Via Grignano 43- 24041 Brem-

bate(Bergamo) 
Italy

Laboratori Guidotti S.p.A., 
Via Livornese, 897 56122 La 

Vettola(Pisa)
Italy PoM

22176
04.07.2024

14 Nimesil nimesulide
granules for oral 

suspension 100mg; (30) sachets 2g
Laboratorios Menarini S.A., Calle de Al-

fonso XII, 587 08918 Badalona (Barcelona) Spain
Laboratori Guidotti S.p.A., 

Via Livornese, 897 56122 La 
Vettola(Pisa) 

Italy PoM
22177

04.07.2024

15 Dibase 10,000I.U./ml 
oral drops, solution

colecalciferol (vitamin D3) drops oral, 
solution

10000IU/ml; glass bottle 10ml 
and dropper

Abiogen Pharma S.p.A., Via Meucci, 36 - 
Ospedaletto - Pisa

Italy Abiogen Pharma S.p.A., Via 
Meucci, 36 - Ospedaletto - Pisa

Italy PoM 22178
04.07.2024

16
Dibase 

25,000I.U./2,5ml oral 
solution

colecalciferol (vitamin D3) solution oral
25000IU/2,5ml; glass bottle 

2,5ml
Abiogen Pharma S.p.A., Via Meucci, 36 - 

Ospedaletto - Pisa Italy
Abiogen Pharma S.p.A., Via 

Meucci, 36 - Ospedaletto - Pisa Italy PoM
22179

04.07.2024



17
Dibase 

50,000I.U./2,5ml oral 
solution

colecalciferol (vitamin D3) solution oral
50000IU/2,5ml; glass bottle 

2,5ml
Abiogen Pharma S.p.A., Via Meucci, 36 - 

Ospedaletto - Pisa Italy
Abiogen Pharma S.p.A., Via 

Meucci, 36 - Ospedaletto - Pisa Italy PoM
22180

04.07.2024

18 Dibase 100,000I.U./ml 
solution for injection

colecalciferol (vitamin D3) solution for 
injection/oral

100000IU/ml; (6) ampoules 
1ml

Abiogen Pharma S.p.A., Via Meucci, 36 - 
Ospedaletto - Pisa

Italy Abiogen Pharma S.p.A., Via 
Meucci, 36 - Ospedaletto - Pisa

Italy PoM 22181
04.07.2024

19 Milurit allopurinol tablets

150mg; (30) glass bottle, (40) 
glass bottle, (50) glass bottle, 
(60) glass bottle, (70) glass 

bottle, (80) glass bottle, (90) 
glass bottle, (100) glass bottle, 

(120) glass bottle

Egis Pharmaceuticals PLC, 9900, 
Kormend, Matyas kiraly u. 65- packager, 
batch releaser, Egis Pharmaceuticals PLC, 
1165 Budapest, Bokenyfoldi st. 118-120, 
Hungary- bulk manufacturer, quality 

control 

Hungary Egis Pharmaceuticals PLC, 1106 
Budapest, Kereszturi st. 30-38

Hungary PoM 22182
04.07.2024

20 Milurit allopurinol tablets

200mg; (30) glass bottle, (40) 
glass bottle, (50) glass bottle, 
(60) glass bottle, (70) glass 

bottle, (80) glass bottle, (90) 
glass bottle, (100) glass bottle, 

(120) glass bottle

Egis Pharmaceuticals PLC, 9900, 
Kormend, Matyas kiraly u. 65- packager, 
batch releaser, Egis Pharmaceuticals PLC, 
1165 Budapest, Bokenyfoldi st. 118-120, 
Hungary- bulk manufacturer, quality 

control 

Hungary Egis Pharmaceuticals PLC, 1106 
Budapest, Kereszturi st. 30-38

Hungary PoM 22183
04.07.2024

21 Livazo pitavastatin (pitavastatin 
calcium)

tablets film-coat-
ed

1mg; (28/2x14/) in blister

Recordati Industria Chimica e Farmaceu-
tica S.p.A., Via Civitali 1, 20148 Milano- 
packager, quality control, batch releaser, 
Pierre Fabre Medicament Production, 

Rue du Lycee, 45500 Gien, France- bulk 
manufacturer 

Italy Recordati Ireland Ltd., Raheens 
East, Ringaskiddy, Co Cork 

Ireland PoM 22184
04.07.2024

22 Livazo pitavastatin (pitavastatin 
calcium)

tablets film-coat-
ed

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

Recordati Industria Chimica e Farmaceu-
tica S.p.A., Via Civitali 1, 20148 Milano- 
packager, quality control, batch releaser, 
Pierre Fabre Medicament Production, 

Rue du Lycee, 45500 Gien, France- bulk 
manufacturer 

Italy Recordati Ireland Ltd., Raheens 
East, Ringaskiddy, Co Cork

Ireland PoM 22185
04.07.2024

23 Livazo pitavastatin (pitavastatin 
calcium)

tablets film-coat-
ed

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

Recordati Industria Chimica e Farmaceu-
tica S.p.A., Via Civitali 1, 20148 Milano- 
packager, quality control, batch releaser, 
Pierre Fabre Medicament Production, 

Rue du Lycee, 45500 Gien, France- bulk 
manufacturer 

Italy Recordati Ireland Ltd., Raheens 
East, Ringaskiddy, Co Cork

Ireland PoM 22186
04.07.2024



24 Carvedilol-Mic carvedilol capsules 6,25mg; (30/3x10/) in blister
Minskintercaps U.V., 26/3 bild. No2, 

Inzhenernaya str., 220075, Minsk 
Republic of 

Belarus
Minskintercaps U.V., 26, 

Inzhenernaya str., 220075, 
Minsk

Republic of Belarus PoM
22187

04.07.2024

25 Carvedilol-Mic carvedilol capsules 12,5mg; (30/3x10/) in blister
Minskintercaps U.V., 26/3 bild. No2, 

Inzhenernaya str., 220075, Minsk 
Republic of 

Belarus
Minskintercaps U.V., 26, 

Inzhenernaya str., 220075, 
Minsk 

Republic of Belarus PoM
22188

04.07.2024

26 Carvedilol-Mic carvedilol capsules 25mg; (30/3x10/) in blister
Minskintercaps U.V., 26/3 bild. No2, 

Inzhenernaya str., 220075, Minsk 
Republic of 

Belarus
Minskintercaps U.V., 26, 

Inzhenernaya str., 220075, 
Minsk 

Republic of Belarus PoM
22189

04.07.2024

27 Edarbi Clo
azilsartan medoxomil, chlor-

talidone
tablets film-coat-

ed
40mg+12,5mg; (28/2x14/) in 
blister, (98/7x14/) in blister

Takeda Ireland Ltd., Bray Business Park 
Kilruddery Co. Wicklow Ireland

Nizhpharm JSC, 603950, 
Nizhny Novgorod, Salganskaya 

st., 7 
Russia PoM

22190
04.07.2024

28 Edarbi Clo
azilsartan medoxomil, chlor-

talidone
tablets film-coat-

ed
40mg +25mg; (28/2x14/) in 
blister, (98/7x14/) in blister

Takeda Ireland Ltd., Bray Business Park 
Kilruddery Co. Wicklow Ireland

Nizhpharm JSC, 603950, 
Nizhny Novgorod, Salganskaya 

st., 7
Russia PoM

22191
04.07.2024

29 Doktor Mom

adhatoda vasika, aloe barbaden-
sis, ocimum sanctum, inula 

racemosa, zingiber officinale, 
curcuma longa,solanum indi-
cum, piper cubeba, glycyrrhiza 

glabra, terminalia belerica, 
levomenthol

syrup

6mg/ml+5mg/ml+10mg/
ml+2mg/ml+1mg/ml+5mg/
ml+2mg/ml+1mg/ml+6mg/

ml+2mg/ml+0,6mg/ml; 
100ml plastic bottle and 

measuring cup, 150ml plastic 
bottle and measuring cup

Unique Pharmaceutical Laboratories(a 
division of J. B. Chemicals & Pharma-

ceuticals Ltd.), Plot No 215-216, G.I.D.C 
Industrial Area, Panoli: 394 116, Dist: 

Bharuch, Gujarat State 

India
Johnson & Johnson LLC, 

121614, Moscow, Krylatskaya 
str., 17, building 2 

Russia OTC
22192

04.07.2024

30 Prostamol uno serenoae repentis extractum capsules soft 320mg; (30/2x15/) in blister

Berlin-Chemie AG, Glienicker Weg 
125, 12489 Berlin- packager, quality 

control (microbiological), batch releaser, 
Catalent Germany Eberbach GmbH, 

Gammelsbacher Str. 2, 69412 Eberbach, 
Germany- bulk manufacturer, quality 

control (physicochemical) 

Germany
Berlin-Chemie AG (Menarini 
Group), Glienicker Weg 125, 

12489 Berlin 
Germany OTC

22193
04.07.2024



LIST

of  variations requiring reformulation of registration certificate  approved by the Center according to the  meeting decision N 07-1/24  on July 04, 2024

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 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 (physicochemi-
cal), 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 21062/1/1
04.07.2024

2 Ibuprofen ibuprofen tablets film-
coated

200mg; (50/5x10/) in blister, 
(5000/500x10/) in blister

Open joint stock company «Borisovskiy 
zavod medicinskikh preparatov» 64A, 
Chapaev str., Borisov 222518, Minsk 

region 

Republic of Belarus

Open joint stock com-
pany «Borisovskiy zavod 

medicinskikh preparatov» 
64, Chapaev str., Borisov 
222518, Minsk region

Republic of Belarus OTC 20539/2/1
04.07.2024



3 Salbutamol salbutamol (salbutamol 
sulfate)

tablets 
12mg; (24/1x24/) 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 22103/1/1
04.07.2024

4 Diflucan fluconazole capsules 50mg; (7/1x7/) in blister Fareva Amboise, Zone Industrielle, 29 
route des Industries, 37530 Poce-sur-Cisse 

France
Pfizer H.C.P. Corporation, 
66 Hudson Boulevard East, 
New York, NY 10001-2192 

USA PoM 21731/1/1
04.07.2024

5 Diflucan fluconazole capsules 150mg; (1/1x1/) in blister
Fareva Amboise, Zone Industrielle, 29 

route des Industries, 37530 Poce-sur-Cisse France
Pfizer H.C.P. Corporation, 
66 Hudson Boulevard East, 
New York, NY 10001-2192 

USA PoM
21732/1/1
04.07.2024

6 Methotrexate methotrexate tablets film-
coated

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

Belmedpreparaty RUE, 220007, Minsk, 
Fabritsius St., 30- quality control, batch 

releaser, Belmedpreparaty RUE, 220007, 
Minsk, Fabritsius St., 3/14 Republic of 
Belarus- bulk manufacturer, packager 

Republic of Belarus
Belmedpreparaty RUE, 

220007, Minsk, Fabritsius 
St., 30

Republic of Belarus PoM 19302/1/1
04.07.2024



7 Methotrexate methotrexate tablets film-
coated

5mg; (20/2x10/) in blister

Belmedpreparaty RUE, 220007, Minsk, 
Fabritsius St., 30- quality control, batch 

releaser, Belmedpreparaty RUE, 220007, 
Minsk, Fabritsius St., 3/14 Republic of 
Belarus- bulk manufacturer, packager 

Republic of Belarus
Belmedpreparaty RUE, 

220007, Minsk, Fabritsius 
St., 30 

Republic of Belarus PoM 19303/1/1
04.07.2024



LIST

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

07-1/24  on July 04, 2024

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 num-
ber and date

1 Skopryl Combo
lisinopril (lisinopril dihydrate), 

amlodipine (amlodipine 
besilate)

tablets
10mg+5mg; (30/3x10/) in 
blister, (90/9x10/) in blister

Alkaloid AD Skopje, Blvd. Aleksandar Make-
donski 12, 1000 Skopje

Republic 
of North 

Macedonia

Alkaloid AD Skopje, Blvd. 
Aleksandar Makedonski 12, 1000 

Skopje

Republic of North 
Macedonia PoM

002888
04.07.2024

2 Skopryl Combo
lisinopril (lisinopril dihydrate), 

amlodipine (amlodipine 
besilate)

tablets
20mg+5mg; (30/2x15/) in 
blister, (90/6x15/) in blister

Alkaloid AD Skopje, Blvd. Aleksandar Make-
donski 12, 1000 Skopje

Republic 
of North 

Macedonia

Alkaloid AD Skopje, Blvd. 
Aleksandar Makedonski 12, 1000 

Skopje

Republic of North 
Macedonia PoM

002888
04.07.2024

3 Skopryl Combo
lisinopril (lisinopril dihydrate), 

amlodipine (amlodipine 
besilate)

tablets
20mg+10mg; (30/2x15/) in 
blister, (90/6x15/) in blister

Alkaloid AD Skopje, Blvd. Aleksandar Make-
donski 12, 1000 Skopje

Republic 
of North 

Macedonia

Alkaloid AD Skopje, Blvd. 
Aleksandar Makedonski 12, 1000 

Skopje

Republic of North 
Macedonia PoM

002888
04.07.2024



LIST

of the variations not requiring reformulation of registration certificate  approved by the Center according to the meeting decision  N 07-1/24  on July 04, 2024

N Trade name Common name of the active 
substance 

Pharmaceutical 
form

Strength and packaging, presentation
All manufacturing sites involved in the me-

dicinal product manufacturing process (name, 
location)

Country Registration certificate 
holder (name, location)

Country
Legal 

status for 
supply

Conclusion 
number and 

date

1 Tyrosur tyrothricin gel for topical use 1mg/g; 5g aluminium tube Engelhard Arzneimittel GmbH& Co. KG, 
Herzbergstrasse 3, 61138 Niederdorfelden

Germany
Engelhard Arzneimittel 

GmbH& Co. KG, Herzberg-
strasse 3, 61138 Niederdor-

felden

Germany OTC 20797/3
04.07.2024

2 Gonadotropin 
chorionic

gonadotrophin chorionic
powder lyophilized 
for solution for i/m 

injection
5000IU; (5) glass vials and (5) solvent 

in ampoules 1ml

Moscow Endocrine Plant FSUE, 25, bld 1, No-
vokhokhlovskaya st., Moscow, 109052-quality 
control, batch releaser, «Moscow Endocrine 

Plant FSUE», 25, bld 2, Novokhokhlovskaya st., 
Moscow, 109052, Russia-bulk manufacturer, 

packager 

Russia
«Moscow Endocrine Plant 
FSUE», 25, Novokhokh-

lovskaya st., Moscow 109052 
Russia PoM

18883/3

04.07.2024

3 DuTamsul
dutasteride, tamsulosin 

(tamsulosin hydrochloride) capsules hard 0,5mg+0+4mg; (30) plastic container

Laboratorios Leon Farma S.A., Poligono 
Industrial Navatejera, C/ La Vallina s/n, Vil-

laquilambre, 24008 Leon- bulk manufacturer, 
packager, quality control (phisicochemical), 

batch releaser, LABORATORIO ECHEVAR-
NE, S.A.,C/ Provenca, No 312, Bajos, Barcelona, 
08037, Spain- quality control (microbiological) 

Spain
Genericon Pharma 

Gesellschaft m.b.H., Hafner-
strasse 211, 8054, Graz, Styria 

Austria PoM
21273/2

04.07.2024

4 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» 64, N1 ul. Chapaeva, 

Borisov 222518, Minsk region 

Republic of 
Belarus

Open joint stock com-
pany «Borisovskiy zavod 

medicinskikh preparatov» 
64, ul. Chapaeva, Borisov 

222518, Minsk region 

Republic of 
Belarus PoM

20465/2/1
04.07.2024



5
Tro-Ceftriax 1g 

powder for solution 
for injection/in-

fusion

ceftriaxone (ceftriaxone 
sodium)

powder for solution 
for injection/in-

fusion
1000mg; (1) glass vial, (50) glass vials

Reyoung Pharmaceutical Co. Ltd., No1 
Ruiyang Road, Yiyuan County, Shandong 

Province 
China

Troge Medical GmbH, 
Milchstrasse 19, 20148 

Hamburg 
Germany PoM 18218/1

04.07.2024

6 Aminoven Infant

L-isoleucine, L-leucine, L-lysine 
(lysine acetate), L-methionine, 
L-phenylalanine, L-threonine, 
L-triyptophan, L-valine, L-ar-
ginine, L-histidine, L-alanine, 
glycine, L-proline, L-serine, 
taurine, N-acetyl-L-tyrosine, 
N-acetyl-L-cysteine, L-malic 

acid

solution for infusion

8mg/ml+13mg/ml+12mg/ml+3,12 mg/
ml+3,75 mg/ml+4,4mg/ml+2,01mg/

ml+9mg/ml+7,5mg/ml+4,76mg/
ml+9,3mg/ml+4,15mg/ml+9,71mg/
ml+7,67mg/ml+0,4mg/ml+5,176mg/
ml+0,77mg/ml+2,62mg/ml; (10) glass 

bottle 100ml

Fresenius Kabi Austria GmbH, Hafnerstrasse 
36, 8055 Graz- bulk manufacturer, primary 
packager, quality (physicochemical) control, 

batch releaser, Fresenius Kabi Austria GmbH, 
Estermannstrasse 17, Linz, 4020, Austria- 
secondary packager, AGES Graz IMED, 

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

Austria
Fresenius Kabi Deutschland 
GmbH, 61346 Bad Hom-

burg, v.d.H
Germany PoM

19904/2
04.07.2024

7 Aminoven Infant

L-isoleucine, L-leucine, L-lysine 
(lysine acetate), L-methionine, 
L-phenylalanine, L-threonine, 
L-triyptophan, L-valine, L-ar-
ginine, L-histidine, L-alanine, 
glycine, L-proline, L-serine, 
taurine, N-acetyl-L-tyrosine, 
N-acetyl-L-cysteine, L-malic 

acid

solution for infusion

8mg/ml+13mg/ml+12mg/ml+3,12mg/
ml+3,75mg/ml+4,4mg/ml+2,01mg/

ml+9mg/ml+7,5mg/ml+4,76mg/
m+9,3mg/ml+4,15mg/ml+9,71mg/

ml+7,67mg/ml+0,4mg/ml+5,176mg/
ml+0,77mg/ml+2,62mg/ml; (10) glass 

bottle 100ml

Fresenius Kabi Austria GmbH, Hafnerstrasse 
36, 8055 Graz- bulk manufacturer, primary 
packager, quality (physicochemical) control, 

batch releaser, Fresenius Kabi Austria GmbH, 
Estermannstrasse 17, Linz, 4020, Austria- 
secondary packager, AGES Graz IMED, 

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

Austria
Fresenius Kabi Deutschland 
GmbH, 61346 Bad Hom-

burg, v.d.H
Germany PoM

19905/2
04.07.2024



8
SmofKabiven 

Peripheral

I camera: L-alanine, L-arginine, 
glycine, L-histidine, L-iso-
leucine, L-leucine, L-lysine 

(lysine acetate), L-methionine, 
L-phenylalanine, L-proline, 

L-serine, taurine, L-threonine, 
L-tryptophan, L-tyrosine, 
L-valine, calcium chloride 

(calcium chloride dihydrate), 
sodium glycerophosphate 
(sodium glycerophosphate 

hydrate), magnesium sulphate 
(magnesium sulphate hepta-
hydrate), potassium chloride, 

sodium acetate (sodium acetate 
trihydrate), zinc sulphate (zinc 

sulphate heptahydrate), II 
camera: glucose (glucose mono-
hydrate), III camera: soya-bean 
oil, triglycerides, olive oil, fish 

oil (rich in omega-3 acids)

emulsion for 
infusion

I camera: 14mg/ml+12mg/ml+11mg/
ml+3mg/ml+5mg/ml+7,4mg/

ml+6,6mg/ml+4,3mg/ml+5,1mg/
ml+11,2mg/ml+6,5mg/ml+1mg/
ml+4,4mg/ml+2mg/ml+0,4mg/

ml+6,2mg/ml+0,56mg/ml+4,18mg/
ml+1,2mg/ml+3,4mg/ml+0,013mg/

ml, II camera: 130,3mg/ml, III camera: 
60mg/ml+60mg/ml+50mg/ml+30mg/
ml; (4/4x1/) plastic camera set 1904ml 
(camera I 600ml+camera II 1036ml+-

camera III 268ml)

Fresenius Kabi AB, Rapsgatan 7 Uppsala, 75174 Sweden
Fresenius Kabi Deutschland 
GmbH, 61346 Bad Hom-

burg, v.d.H
Germany PoM

19753/2
04.07.2024

9 Lidocaine-Liqvo lidocaine (lidocaine 
hydrochloride)

solution for 
injection

20mg/ml; (1) glass vial 20ml, (10) glass 
vials 20ml

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

Republic of 
Armenia

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

Republic of 
Armenia

PoM 21294/1
04.07.2024

10 Lidocaine-Liqvo lidocaine (lidocaine 
hydrochloride)

solution for 
injection

10mg/ml; (1) glass vial 20ml, (10) glass 
vials 20ml

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

Republic of 
Armenia

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

Republic of 
Armenia

PoM 21293/1
04.07.2024

11 Lidocaine-Liqvo 
with epinephrine

lidocaine (lidocaine 
hydrochloride), epinephrine

solution for 
injection

20mg/ml+0,01mg/ml; (1) glass vial 
20ml, (10) glass vials 20ml

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

Republic of 
Armenia

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

Republic of 
Armenia

PoM 21891/1
04.07.2024

12
Paracetamol 

Sopharma 500mg 
tablets

paracetamol tablets
500mg; (10/1x10/) in blister, (20/2x10/) 

in blister
Sopharma JSC, str. Iliensko shosse 16, 1220 

Sofia Bulgaria
Sopharma JSC, str. Iliensko 

shosse 16, 1220 Sofia Bulgaria OTC
21823/1

04.07.2024

13 Herpevir aciclovir ointment
25mg/g; 5g aluminium tube, 15g 

aluminium tube

Kievmedpreparat PJSC, 03115, Kyiv, Peremo-
gy avenue, 120- bulk manufacturer, packager, 
batch releaser, Kievmedpreparat PJSC, 01032, 

Kyiv, Saksaganskogo street, 139, Ukraine- qual-
ity control 

Ukraine
Kievmedpreparat PJSC, 

01032, Kyiv, Saksaganskogo 
street, 139 

Ukraine OTC
20674/2

04.07.2024



14 Essentiale N phospholipids (essential)-EPL
solution for i/v 

injection 50mg/ml; (5) ampoules 5ml
Famar Health Care Services Madrid, S.A.U., 

Avenida de Leganes, 62, 28923 Alcorcon 
(Madrid) 

Spain
Opella Healthcare LLC, 

Tverskaya str. 22, Moscow Russia PoM
21190/1

04.07.2024

15 Docetaxel Ebewe docetaxel
concentrate for 

solution for infusion 10mg/ml; glass vial 2ml

Fareva Unterach GmbH, Mondseestrasse 11, 
A-4866 Unterach am Attersee- bulk manufac-
turer, packager, quality control (physicochem-

ical), batch releaser, Labor LS SE & Co. KG, 
Mangelsfeld 4, 5, 6, Bad Bocklet-Grossenbrach, 

Bayern, 97708, Germany- quality control 
(microbiological) 

Austria

EBEWE Pharma Ges. 
m.b.H. Nfg. KG, Mond-

seestrasse 11, A-4866 
Unterach

Austria PoM
20546/2/1
04.07.2024

16 Docetaxel Ebewe docetaxel
concentrate for 

solution for infusion 10mg/ml; glass vial 8ml

Fareva Unterach GmbH, Mondseestrasse 11, 
A-4866 Unterach am Attersee- bulk manufac-
turer, packager, quality control (physicochem-

ical), batch releaser, Labor LS SE & Co. KG, 
Mangelsfeld 4, 5, 6, Bad Bocklet-Grossenbrach, 

Bayern, 97708, Germany- quality control 
(microbiological) 

Austria

EBEWE Pharma Ges. 
m.b.H. Nfg. KG, Mond-

seestrasse 11, A-4866 
Unterach

Austria PoM
20545/2/1
04.07.2024

17 Strepsils Express
dichlorobenzyl alcohol, amyl-
metacresol, lidocaine (lidocain 
hydrochloride monohydrate)

lozenges
1,2mg+0.6mg+10mg; (24/2x12/) in 

blister, (24/3x8) in blister
Reckitt Benckiser Healthcare International 
Limited, Nottingham site, Thane Road, Not-

tingham, Nottinghamshire, NG90 2DB
UK

Reckitt Benckiser Healthcare 
International Limited, Not-
tingham site, Thane Road, 
Nottingham, Nottingham-

shire, NG90 2DB

UK OTC
19542/3

04.07.2024

18
Dibase 100,000I.U./

ml solution for 
injection

colecalciferol (vitamin D3)
solution for 

injection/oral 100000IU/ml; (6) ampoules 1ml
Abiogen Pharma S.p.A., Via Meucci, 36 - 

Ospedaletto - Pisa Italy
Abiogen Pharma S.p.A., Via 

Meucci, 36 - Ospedaletto 
- Pisa

Italy PoM
18337/2

04.07.2024

19
Dibase 10,000I.U./

ml oral drops, 
solution

colecalciferol (vitamin D3) drops oral, solution
10000IU/ml; glass bottle 10ml and 

dropper
Abiogen Pharma S.p.A., Via Meucci, 36 - 

Ospedaletto - Pisa Italy
Abiogen Pharma S.p.A., Via 

Meucci, 36 - Ospedaletto 
- Pisa

Italy PoM
18334/2

04.07.2024

20
Dibase 

25,000I.U./2.5ml 
oral solution

colecalciferol (vitamin D3) solution oral 25000IU/2.5ml; glass bottle 2.5ml
Abiogen Pharma S.p.A., Via Meucci, 36 - 

Ospedaletto - Pisa Italy
Abiogen Pharma S.p.A., Via 

Meucci, 36 - Ospedaletto 
- Pisa

Italy PoM
18335/2

04.07.2024

21
Dibase 

50,000I.U./2.5ml 
oral solution

colecalciferol (vitamin D3) solution oral 50000IU/2.5ml; glass bottle 2.5ml
Abiogen Pharma S.p.A., Via Meucci, 36 - 

Ospedaletto - Pisa Italy
Abiogen Pharma S.p.A., Via 

Meucci, 36 - Ospedaletto 
- Pisa

Italy PoM
18336/3

04.07.2024



22 Panthomekol Plus
dexpantenol, chlorhexidine 
(chlorhexidine digluconate)

cream for external 
use

52,5mg/g+8,02mg/g; aluminium tube 
30g

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

Nizhpharm JSC, 603105, 
Nizhny Novgorod, Sal-

ganskaya st., 7
Russia OTC

18493/4/1
04.07.2024

23 Metronidazole metronidazole gel 10mg/g; aluminium tube 20g
Arpimed LLC, Kotayk Marz, Abovyan, 2nd 

Micro-District, 19 Building
Republic of 
Armenia

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

trict, 19 Building

Republic of 
Armenia PoM

18612/1
04.07.2024

24 Carvedilol-Mic carvedilol capsules 6,25mg; (30/3x10/) in blister
Minskintercaps U.V., 26/3 bild. No2, Inzhener-

naya str., 220075, Minsk 
Republic of 

Belarus
Minskintercaps U.V., 26, 

Inzhenernaya str., 220075, 
Minsk 

Republic of 
Belarus PoM

18380/2/1
04.07.2024

25 Carvedilol-Mic carvedilol capsules 12,5mg; (30/3x10/) in blister
Minskintercaps U.V., 26/3 bild. No2, Inzhener-

naya str., 220075, Minsk 
Republic of 

Belarus
Minskintercaps U.V., 26, 

Inzhenernaya str., 220075, 
Minsk 

Republic of 
Belarus PoM

18381/2/1
04.07.2024

26 Carvedilol-Mic carvedilol capsules 25mg; (30/3x10/) in blister
Minskintercaps U.V., 26/3 bild. No2, Inzhener-

naya str., 220075, Minsk 
Republic of 

Belarus
Minskintercaps U.V., 26, 

Inzhenernaya str., 220075, 
Minsk 

Republic of 
Belarus PoM

18382/2/1
04.07.2024

27 Dimexid dimethylsulfoxide
concentrate for 

solution for external 
use

100ml; glass bottle 100ml
Esco-Pharm LLC, Nor-Norq, Mikoyan 13, 

Yerevan
Republic of 
Armenia

Esco-Pharm LLC, Nor-Norq, 
Mikoyan 13, Yerevan

Republic of 
Armenia OTC

18829/1
04.07.2024

28 Ducressa

dexamethasone (dexameth-
asone sodium phosphate), 
levofloxacin (levofloxacin 

hemihydrate)
drops eye

1mg/ml+5mg/ml; 5ml plastic 
vial-droper

Santen Oy, Kelloportinkatu 1, Tampere, 
33100- batch releaser, Tubilux Pharma S.p.A., 
Via Costarica, 20/22, 00071 Pomezia/Rome, 
Italy- bulk manufacturer, packager, quality 

control 

Finland
Santen Oy, Niittyhaankatu 

20, 33720 Tampere Finland PoM
20402/3/1
04.07.2024

29 Urorec silodosin capsules hard 4mg; (30/3x10/) in blister
Recordati Industria Chimica e Farmaceutica 

S.p.A., Via Civitali, 1-20148 Milano for Italy
Recordati Ireland Ltd., 

Raheens East, Ringaskiddy, 
Co Cork

Ireland PoM
21739/2

04.07.2024

30 Urorec silodosin capsules hard
8mg; (30/3x10/) in blister, (90/9x10/) 

in blister
Recordati Industria Chimica e Farmaceutica 

S.p.A., Via Civitali, 1-20148 Milano Italy
Recordati Ireland Ltd., 

Raheens East, Ringaskiddy, 
Co Cork

Ireland PoM
21740/2

04.07.2024

31 Fluconazole-Asteria 
Cap.150mg

fluconazole capsules hard 150mg; (2/2x1/) in blister, (10/1x10/) in 
blister, (100/10x10/) in blister

Hankook Korus Pharm Co., Ltd, 30, Gang-
jeo-ro, Jecheon-Si, Chungcheongbuk-do 

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

Republic of 
Armenia

PoM 19828/1
04.07.2024



32 Artinibsa
articaine (articaine hydrochlo-
ride), epinephrine (epinephrine 

tartrate)
solution for 
injection

40mg/ml+0,01mg/ml; (50) cartridges 
1,8ml

Laboratories Inibsa S.A., Ctra. Sabadell a Gra-
nollers, km 14.5, 08185 Llica de Vall, Barcelona 

Spain
Inibsa Dental S.L.U., Ctra. 
Sabadell a Granollers, km 
14.5, 08185 Llica de Vall, 

Barcelona 

Spain PoM 18482/2
04.07.2024

33 Voltaren Emulgel
diclofenac (diclofenac 

diethylamine) gel for external use
20mg/g; 50g laminated tube, 100g 

laminated tube
GlaxoSmithKline Consumer Healthcare SARL, 

Route de l̀ Etraz, 1260 Nyon Switzerland
GlaxoSmithKline Consumer 
Healthcare SARL, Route de 

l̀ Etraz, 1260 Nyon
Switzerland OTC

19232/2/1
04.07.2024

34 Naklofen diclofenac (diclofenac sodium) solution for 
injection

75mg/3ml; (5/1x5/) ampoules 3ml in 
blister

KRKA d.d., Novo mesto, Smarjeska cesta 6, 
8501 Novo Mesto- bulk manufacturer, pack-

ager, batch releaser, 1.KRKA d.d., Novo mesto, 
Smarjeska cesta 6, 8501 Novo Mesto, Slovenia, 
2.KRKA d.d., Novo mesto, Povhova ulica 5, 
8501 Novo Mesto, Slovenia- quality control 

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

Slovenia PoM 20740/1
04.07.2024

35 Arcoxia etoricoxib tablets film-coated
60mg; (7/1x7/) in blister, (28/4x7/) in 

blister

Merck Sharp & Dohme B.V. Waarderweg 39, 
2031 BN Haarlem- packager, batch releaser, 

Rovi Pharma Industrial Services S.A, Via Com-
plutense 140, 28805 Alcala de Henares, Madrid, 

Spain- bulk manufacturer, quality control 

the 
Netherlands

Organon Central East 
GmbH, Weystrasse 20, 6006 

Luzern
Switzerland PoM

19968/2
04.07.2024

36 Arcoxia etoricoxib tablets film-coated
90mg; (7/1x7/) in blister, (28/4x7/) in 

blister

Merck Sharp & Dohme B.V. Waarderweg 39, 
2031 BN Haarlem- packager, batch releaser, 

Rovi Pharma Industrial Services S.A, Via Com-
plutense 140, 28805 Alcala de Henares, Madrid, 

Spain- bulk manufacturer, quality control 

the 
Netherlands

Organon Central East 
GmbH, Weystrasse 20, 6006 

Luzern
Switzerland PoM

19969/2
04.07.2024

37 Arcoxia etoricoxib tablets film-coated
120mg; (7/1x7/) in blister, (28/4x7/) 

in blister

Merck Sharp & Dohme B.V. Waarderweg 39, 
2031 BN Haarlem- packager, batch releaser, 

Rovi Pharma Industrial Services S.A, Via Com-
plutense 140, 28805 Alcala de Henares, Madrid, 

Spain- bulk manufacturer, quality control 

the 
Netherlands

Organon Central East 
GmbH, Weystrasse 20, 6006 

Luzern 
Switzerland PoM

19970/2

04.07.2024

38 Bonspri ofatumumab
solution for 

subcutaneous 
injection

20mg/0,4ml; glass pre-filled syringe 
0,4ml in blister

Novartis Pharma Stein, Schaffhauserstrasse, 
Stein AG, 4332 Switzerland

Novartis Overseas Invest-
ments AG, Lichtstrasse 35, 

4056 Basel
Switzerland PoM

20972/2/1

04.07.2024

39 Prostamol uno serenoae repentis extractum capsules soft 320mg; (30/2x15/) in blister

Berlin-Chemie AG, Glienicker Weg 125, 
12489 Berlin-packager, batch releaser, Catalent 
Germany Eberbach GmbH, Gammelsbach-

er Str. 2, 69412 Eberbach, Germany-bulk 
manufacturer 

Germany
Berlin-Chemie AG (Mena-
rini Group), Glienicker Weg 

125, 12489 Berlin 
Germany OTC

18663/1
04.07.2024



40 Milurit allopurinol tablets

150mg; (30) glass bottle, (40) glass 
bottle, (50) glass bottle, (60) glass bottle, 
(70) glass bottle, (80) glass bottle, (90) 
glass bottle, (100) glass bottle, (120) 

glass bottle

Egis Pharmaceuticals PLC, 9900, Kormend, 
Matyas kiraly u. 65- packager, batch releaser, 
Egis Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-120, Hungary-bulk 
manufacturer 

Hungary
Egis Pharmaceuticals PLC, 
1106 Budapest, Kereszturi 

st. 30-38
Hungary PoM

18677/3
04.07.2024

41 Milurit allopurinol tablets

200mg; (30) glass bottle, (40) glass 
bottle, (50) glass bottle, (60) glass bottle, 
(70) glass bottle, (80) glass bottle, (90) 
glass bottle, (100) glass bottle, (120) 

glass bottle

Egis Pharmaceuticals PLC, 9900, Kormend, 
Matyas kiraly u. 65- packager, batch releaser, 
Egis Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-120, Hungary-bulk 
manufacturer 

Hungary
Egis Pharmaceuticals PLC, 
1106 Budapest, Kereszturi 

st. 30-38 
Hungary PoM

18678/3
04.07.2024

42 Silkaderm tretinoin cream 0,5mg/g; aluminum tube 15g
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 OTC

18804/1
04.07.2024



LIST

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

decision N 07-1/24  on July 04, 2024

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 num-
ber and date

1 Noliprel A
perindopril arginine, in-

dapamide 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

000179
04.07.2024

2 Noliprel A perindopril arginine, in-
dapamide

tablets film-coated
2,5mg+0,625mg; (14) in plastic 
container, (29) in plastic con-

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

SERVIER RUS Ltd, 108828, block 158,pos-
session 2, build.1, settlement Krasnopakhor-

skoye, Moscow 
Russia Les Laboratoires Servier, 50, rue 

Carnot, 92284 Suresnes cedex
France PoM 000179

04.07.2024

3 Noliprel A
perindopril arginine, in-

dapamide 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

0001790
4.07.2024

4 Noliprel A perindopril arginine, in-
dapamide

tablets film-coated
2,5mg+0,625mg; (14) in plastic 
container, (30) in plastic con-
tainer, (90) in plastic container

SERVIER RUS Ltd, 108828, block 158,pos-
session 2, build.1, settlement Krasnopakhor-
skoye, Moscow- packager, batch releaser, 

Les Laboratoires Servier Industrie 905, route 
de Saran, 45520 Gidy, France- bulk manu-

facturer, quality control 

Russia Les Laboratoires Servier, 50, rue 
Carnot, 92284 Suresnes cedex

France PoM 000179
04.07.2024

5 Noliprel A Forte
perindopril arginine, in-

dapamide tablets film-coated
5mg+1,25mg; (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

000175
04.07.2024



6 Noliprel A Forte perindopril arginine, in-
dapamide

tablets film-coated
5mg+1,25mg; (14) in plastic 

container, (29) in plastic con-
tainer, (30) in plastic container, 

(90) in plastic container

SERVIER RUS Ltd, 108828, block 158,pos-
session 2, build.1, settlement Krasnopakhor-

skoye, Moscow 
Russia Les Laboratoires Servier, 50, rue 

Carnot, 92284 Suresnes cedex
France PoM 000175

04.07.2024

7 Noliprel A Forte
perindopril arginine, in-

dapamide tablets film-coated
5mg+1,25mg; (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

000175
04.07.2024

8 Noliprel A Forte perindopril arginine, in-
dapamide

tablets film-coated
5mg+1,25mg; (14) in plastic 

container, (30) in plastic con-
tainer, (90) in plastic container

SERVIER RUS Ltd, 108828, block 158,pos-
session 2, build.1, settlement Krasnopakhor-
skoye, Moscow- packager, batch releaser, 

Les Laboratoires Servier Industrie 905, route 
de Saran, 45520 Gidy, France- bulk manu-

facturer, quality control 

Russia Les Laboratoires Servier, 50, rue 
Carnot, 92284 Suresnes cedex

France PoM 000175
04.07.2024

9 Alkazol cilostazol tablets 100mg; (30/1x30/) in blister

Alkaloid AD Skopje, Blvd. Aleksandar 
Makedonski 12, 1000 Skopje- batch releaser, 
Noucor Health, S.A. Av. Cami Reial, 51-57, 
08184 Palau-Solita i Plegamans, Barcelona, 
Spain- bulk manufacturer, packager, quality 
control(physicochemical), Eurofins Biophar-

ma Product Testing SPAIN, S.L.U., Calle 
De Josef Argemi 13-15, Poligono Industrial 

Esplugues De Llobregat, 08950, Spain- quali-
ty control (microbiological) 

Repub-
lic of 
North 
Mace-
donia

Alkaloid AD Skopje, Blvd. 
Aleksandar Makedonski 12, 1000 

Skopje 
Republic of North 

Macedonia
PoM 000476

04.07.2024

10 Preductal OD
trimetazidine (trimetazidine 

dihydrochloride)
capsules pro-

longed-release
80mg; (30/3x10/) in blister, 

(60/6x10/) in blister
SERVIER RUS Ltd, 108828, block 158, 

possession 2, build.1, settlement Krasnopak-
horskoye, Moscow 

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

000215
04.07.2024


