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1 Bixitor 60mg etoricoxib tablets film-coated
60mg; (30/3x10/) in 

blister

Hemofarm LLC, 249032, 

Obninsk, Kaluga Region, 

62 Kievskoye shosse- 

packager, quality control 

(physicochemical), batch 

releaser, AET Laboratories 

Private Ltd.,  Survey 

No.42, Gaddapotharam 

Village, Kazipally 

Industrial Area, 

Sangareddy District 

Telangana State, 502319, 

India- bulk manufacturer, 

Farmoborona LLC, 46a 

Gagarina street, Korolev, 

Moscow Region 141074, 

Russia- quality control 

(microbiological)

Russia

Nizhpharm JSC, 

603950, Nizhny 

Novgorod, 

Salganskaya st., 7 

Russia PoM
21068

 29.12.2022

of the medicines recommended for the registration by the Center according to the meeting decision N 12-2/22  on Desember 29, 2022

LIST



2 Bixitor 90mg etoricoxib tablets film-coated
90mg; (30/3x10/) in 

blister

Hemofarm LLC, 249032, 

Obninsk, Kaluga Region, 

62 Kievskoye shosse- 

packager, quality control 

(physicochemical), batch 

releaser, AET Laboratories 

Private Ltd.,  Survey 

No.42, Gaddapotharam 

Village, Kazipally 

Industrial Area, 

Sangareddy District 

Telangana State, 502319, 

India- bulk manufacturer, 

Farmoborona LLC, 46a 

Gagarina street, Korolev, 

Moscow Region 141074, 

Russia- quality control 

(microbiological)

Russia

Nizhpharm JSC, 

603950, Nizhny 

Novgorod, 

Salganskaya st., 7 

Russia PoM
21069

 29.12.2022

3 Bixitor 120mg etoricoxib tablets film-coated
120mg;  (10/1x10/) in 

blister

Hemofarm LLC, 249032, 

Obninsk, Kaluga Region, 

62 Kievskoye shosse- 

packager, quality control 

(physicochemical), batch 

releaser, AET Laboratories 

Private Ltd.,  Survey 

No.42, Gaddapotharam 

Village, Kazipally 

Industrial Area, 

Sangareddy District 

Telangana State, 502319, 

India- bulk manufacturer, 

Farmoborona LLC, 46a 

Gagarina street, Korolev, 

Moscow Region 141074, 

Russia- quality control 

(microbiological)

Russia

Nizhpharm JSC, 

603950, Nizhny 

Novgorod, 

Salganskaya st., 7 

Russia PoM
21070

 29.12.2022



4 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

 29.12.2022

5 ACRIPTEGA

dolutegravir (dolutegravir 

sodium), lamivudine, 

tenofovir (tenofovir disoproxil 

fumarate)

tablets film-coated

50mg+300mg+300mg; 

(30) in plastic 

container, (90) in 

plastic container, (180) 

in plastic container

Mylan Laboraories 

Limited, Plot No.11, 12 & 

13, Indore SEZ, Pharma 

Zone, Phase-II, Sector-III, 

Pithampur-454775, Dist. 

Dhar, Madhya Pradesh  

India

Mylan 

Laboratories 

Limited, Plot No. 

564/A/22, Road 

No.92, Jubilee 

Hills, Hyderabad, 

Telangana, 500096

India PoM
21072

 29.12.2022

6 Biogem 1000
gemcitabine (gemcitabine 

hydrochloride)

powder lyophilized 

for solution for 

infusion

1000mg; 50ml glass vial

United Biotech (P) 

Limited, Bagbania, Baddi-

Nalagarh, Road, Distt. 

Solan (H.P.)-174101 

India

Violeta Medical 

Center LLC, 2/33 

Yerznkyan street, 

Arabkir, Yerevan 

Republic of Armenia PoM
21073

 29.12.2022

7 Sinupret forte

verbenae herba, gentian 

radix, rumicis herba, 

primulae flos, sambuci flos

tablets coated

36mg+12mg+36mg+36

mg+36mg; (20/1x20/) in 

blister

Bionorica SE, 

Kerschensteinerstr. 11-15, 

92318 Neumarkt- 

packager, quality control, 

batch releaser, Rottendorf 

Pharma GmbH, 

Ostenfelder Strasse 51-61, 

59320 Ennigerloh, 

Germany-bulk 

manufacturer 

Germany

Bionorica SE, 

Kerschensteinerstr

. 11-15, 92318 

Neumarkt 

Germany PoM
21074

 29.12.2022
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1 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
21077 (000164)

 29.12.2022

2 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
21078 (000164)

 29.12.2022

3 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
21079 (000164)

 29.12.2022

4
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
21080 (000164)

 29.12.2022

LIST

of the medicines recommended for registration under the EAEU procedure by the Center according to the meeting decision  N 12-2/22  on December 29, 2022



5 Sodium chloride sodium chloride solution for infusion

9mg/ml; 50ml plastic 

pack, 100ml plastic 

pack, 200ml plastic 

pack, 250ml plastic 

pack, 500ml plastic 

pack, 1000ml plastic 

pack, 3000ml plastic 

pack, 5000ml plastic 

pack

Liqvor CJSC, 0089, 

Yerevan, str. Kochinyan, 

7/9

Republic of Armenia

Liqvor CJSC, 0089, 

Yerevan, str. 

Kochinyan, 7/9

Republic of Armenia PoM
21076 (002792)

 29.12.2022

6 Breviprost travoprost drops eye
0,04mg/ml; 5ml plastic 

vial-dropper

Liqvor CJSC, 0089, 

Yerevan, str. Kochinyan, 

7/9

Republic of Armenia

Liqvor CJSC, 0089, 

Yerevan, str. 

Kochinyan, 7/9

Republic of Armenia PoM
21075 (001355)

 29.12.2022
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1 Contractubex
extract cepae, heparin 

(heparin sodium), allantoin

gel for external 

use

100mg/g+50IU/g+ 

10mg/g; 20g aluminium 

tube

Merz Pharma GmbH & Co. 

KGaA, Ludwigstrasse 22, 

Reinheim, Hessen, 64354 

Germany

Merz 

Pharmaceuticals 

GmbH, 

Eckenheimer 

Landstrasse 100, 

60318 

Frankfurt/Main 

Germany OTC
21081

 29.12.2022

2
Galazolin Polfa 

0,1%

xylometazoline 

(xylometazoline 

hydrochloride)

drops nasal, 

solution

1mg/ml; 10ml plastic 

vial-dropper

Warsaw Pharmaceutical 

Works "Polfa" S.A., 

Karolkowa 22/24 str., 01-

207 Warsaw

Poland

Warsaw 

Pharmaceutical 

Works "Polfa" 

S.A., Karolkowa 

22/24 str., 01-207 

Warsaw

Poland OTC
21082

 29.12.2022

3 Zimagra-ODS 50 sildenafil (sildenafil citrate)
films 

orodispersible

50mg; (4) sachets, 

(10/10x1/) sachets, 

(100/10x/10x1//) 

sachets

Zim Laboratories Ltd., B-

21/22, MIDC Area, 

Kalmeshwar-441 501, Dist. 

Nagpur, Maharashtra 

India

Zim Laboratories 

Ltd., Ground 

Floor, Sadoday 

Gyan, Nelson 

Square, 

Chhindwara Road, 

Nagpur-440 013

India PoM
21083

 29.12.2022

LIST

of the medicines recommended for the re-registration by the Center according to the meeting decision N 12-2/22  on December 29, 2022



4 Zimfil-ODF 20 tadalafil
films 

orodispersible

20mg; (4/1x4/) sachets, 

(10/1x10/) sachets, 

(40/10x/4x1//) sachets, 

(100/10x/10x1//) 

sachets

Zim Laboratories Ltd., B-

21/22, MIDC Area, 

Kalmeshwar-441 501, Dist. 

Nagpur, Maharashtra 

India

Zim Laboratories 

Ltd., Ground 

Floor, Sadoday 

Gyan, Nelson 

Square, 

Chhindwara Road, 

Nagpur-440 013 

India PoM
21084

 29.12.2022

5 Janumet

sitagliptin (sitagliptin 

phosphate monohydrate), 

metformin (metformin 

hydrochloride)

tablets film-

coated

50mg+500mg; 

(56/4x14/) in blister

Merck Sharp & Dohme 

B.V. Waarderweg 39, 2031 

BN Haarlem- packager, 

quality control, batch 

releaser, Patheon Puerto 

Rico, Inc., State Road 670, 

Km. 2,7 Manati, Puerto 

Rico, 00674, USA- bulk 

manufacturer 

the Netherlands

Merck Sharp & 

Dohme Corp., 

One Merck Drive, 

Whitehouse 

Station, New 

Jersey, 08889

USA PoM
21085

 29.12.2022

6 Janumet

sitagliptin (sitagliptin 

phosphate monohydrate), 

metformin (metformin 

hydrochloride)

tablets film-

coated

50mg+850mg; 

(56/4x14/) in blister

Merck Sharp & Dohme 

B.V. Waarderweg 39, 2031 

BN Haarlem- packager, 

quality control, batch 

releaser, Patheon Puerto 

Rico, Inc., State Road 670, 

Km. 2,7 Manati, Puerto 

Rico, 00674, USA- bulk 

manufacturer 

the Netherlands

Merck Sharp & 

Dohme Corp., 

One Merck Drive, 

Whitehouse 

Station, New 

Jersey, 08889 

USA PoM
21086

 29.12.2022



7 Janumet

sitagliptin (sitagliptin 

phosphate monohydrate), 

metformin (metformin 

hydrochloride)

tablets film-

coated

50mg+1000mg; 

(56/4x14/) in blister

Merck Sharp & Dohme 

B.V. Waarderweg 39, 2031 

BN Haarlem- packager, 

quality control, batch 

releaser, Patheon Puerto 

Rico, Inc., State Road 670, 

Km. 2,7 Manati, Puerto 

Rico, 00674, USA- bulk 

manufacturer 

the Netherlands

Merck Sharp & 

Dohme Corp., 

One Merck Drive, 

Whitehouse 

Station, New 

Jersey, 08889 

USA PoM
21087

 29.12.2022

8 Mixtard 30
insulin human (recombinant 

DNA)

suspension for 

injection

100IU/ml; (1) glass vial 

10ml

Novo Nordisk Production 

SAS, 45 avenue d`Orleans, 

F-28000, Chartres 

France

Novo Nordisk A/S, 

Novo Alle, DK-

2880 Bagsvaerd 

Denmark PoM
21088

 29.12.2022

9 Insulatard
insulin human (recombinant 

DNA)

suspension for 

injection

100IU/ml; (1) glass vial 

10ml

Novo Nordisk Production 

SAS, 45 avenue d`Orleans, 

F-28000, Chartres 

France

Novo Nordisk A/S, 

Novo Alle, DK-

2880 Bagsvaerd 

Denmark PoM
21089

 29.12.2022



10 Siofor 1000
metformin (metformin 

hydrochloride)

tablets film-

coated

1000mg; (60/4x15/) in 

blister

Berlin-Chemie AG, 

Glienicker Weg 125, 12489 

Berlin- packager, batch 

releaser, Berlin-Chemie 

AG, Tempelhofer Weg 83, 

12347 Berlin, Germany- 

bulk manufacturer, Berlin-

Chemie AG, Glienicker 

Weg 125, 12489 Berlin, 

Germany- quality control 

(microbiological), 1.Berlin-

Chemie AG, Glienicker 

Weg 125, 12489 Berlin, 

Germany, 2. Berlin-

Chemie AG, Tempelhofer 

Weg 83, 12347 Berlin, 

Germany- quality control 

(physicochemical) 

Germany

Laboratori 

Guidotti S.p.A., 

Via Livornese, 897  

56122 La Vettola 

(Pisa)

Italy PoM
21090

 29.12.2022

11 Omnipaque iohexol
solution for 

injection

350mg iodine/ml; (10) 

plastic vials 50ml

GE Healthcare Ireland 

Limited, IDA Business 

Park, Carrigtohill Co. Cork 

Ireland

GE Healthcare AS, 

P.O. Box 4220 

Nydalen, NO-

0401 Oslo

Norway PoM
21091

 29.12.2022

12 Omnipaque iohexol
solution for 

injection

350mg iodine/ml; (10) 

plastic vials 100ml

GE Healthcare Ireland 

Limited, IDA Business 

Park, Carrigtohill Co. Cork 

Ireland

GE Healthcare AS, 

P.O. Box 4220 

Nydalen, NO-

0401 Oslo 

Norway PoM
21092

 29.12.2022



13 Indapafon indapamide tablets coated
2,5mg; (30/3x10/) in 

blister

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
21093

 29.12.2022

14 Lopraxer
citalopram (citalopram 

hydrochloride)

drops oral 

(solution)

40mg/ml; 15ml glass 

bottle

Help S.A., Pedini 

Ioanninon, Ioannina, 45500 

for Help S.A., 10 

Valaoritou str., GR 14452 

Metamorfosi, Attiki, 

Greece

Greece

Help S.A., Pedini 

Ioanninon, 

Ioannina, 45500 

for Help S.A., 10 

Valaoritou str., 

GR 14452 

Metamorfosi, 

Attiki, Greece

Greece PoM
21094

 29.12.2022

15 Ipigrix
ipidacrine (ipidacrine 

hydrochloride)
tablets

20mg; (50/2x25/) in 

blister, (100/4x25/) in 

blister

Grindeks JSC, Krustpils 

street 53, LV-1057, Riga
Latvia

Grindeks JSC, 

Krustpils street 53, 

LV-1057, Riga

Latvia PoM
21095

 29.12.2022

16 Fungazole
miconazole (miconazole 

nitrate)

cream for external 

use

20mg/g; aluminium 

tube 15g

Pharmacare PLC, 

Ramallah, Betunia, 

Industrial Zone 

Palestine

Pharmacare Int. 

Co./German 

Palestinian Joint 

Venture, 

Jerusalem, P.O. 

box 51621 

Palestine OTC
21096
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17

Solution Glucose 

with Potassium 

chloride

glucose (glucose 

monohydrate), potassium 

chloride

solution for 

infusion

49,5mg/ml+3,96mg/ml; 

plastic pack 222ml

PharmaTech CJSC, 0064, 

Yerevan, Raffi str. 111

Republic of 

Armenia

PharmaTech 

CJSC, 0064, 

Yerevan, Raffi str. 

111

Republic of Armenia PoM
21097

 29.12.2022

18 ACC 600 Hot Drink acetylcysteine
powder for oral 

solution
600mg; (6) sachets 3g

Salutas Pharma GmbH, 

Otto-von-Guericke-Alle-1, 

39179 Barleben- batch 

releaser, Lindopharm 

GmbH, Neustrasse 82, D-

40721 Hilden, Germany- 

bulk manufacturer, 

packager, quality control 

Germany

Sandoz 

Pharmaceuticals 

d.d., Verovskova 

Str. 57, 1000 

Ljubljana

Slovenia PoM
21098

 29.12.2022

19 AnviRem

paracetamol, ascorbic acid, 

calcium gluconate (calcium 

gluconate monohydrate), 

rimantadine (rimantadine 

hydrochloride), rutoside 

(rutin), loratadine

powder for oral 

solution with 

lemon flavour

360mg+300mg+100mg+

50mg+20mg+3mg; (3) 

sachets, (6) sachets, (12) 

sachets, (24) sachets

Pharmproject JSC, bld. 14, 

lit. A, Sofiyskaya str., Saint 

Petersburg, 192236 

Russia

AnviLab LLC, 

141302 Sergiev 

Posad, Festival 

street, 10,  Sergiev 

Posad municipal 

district, urban 

settlement Sergiev 

Posad, Moscow 

region 

Russia OTC
21099

 29.12.2022



20 AnviRem

paracetamol, ascorbic acid, 

calcium gluconate (calcium 

gluconate monohydrate), 

rimantadine (rimantadine 

hydrochloride), rutoside 

(rutin), loratadine

powder for oral 

solution with 

lemon and honey 

flavour

360mg+300mg+100mg+

50mg+20mg+3mg; (3) 

sachets, (6) sachets, (12) 

sachets, (24) sachets

Pharmproject JSC, bld. 14, 

lit. A, Sofiyskaya str., Saint 

Petersburg, 192236 

Russia

AnviLab LLC, 

141302 Sergiev 

Posad, Festival 

street, 10,  Sergiev 

Posad municipal 

district, urban 

settlement Sergiev 

Posad, Moscow 

region 

Russia OTC
21100

 29.12.2022

21 AnviRem

paracetamol, ascorbic acid, 

calcium gluconate (calcium 

gluconate monohydrate), 

rimantadine (rimantadine 

hydrochloride), rutoside 

(rutin), loratadine

powder for oral 

solution with 

blackcurrant 

flavour

360mg+300mg+100mg+

50mg+20mg+3mg; (3) 

sachets, (6) sachets, (12) 

sachets, (24) sachets

Pharmproject JSC, bld. 14, 

lit. A, Sofiyskaya str., Saint 

Petersburg, 192236 

Russia

AnviLab LLC, 

141302 Sergiev 

Posad, Festival 

street, 10,  Sergiev 

Posad municipal 

district, urban 

settlement Sergiev 

Posad, Moscow 

region 

Russia OTC
21101

 29.12.2022

22 AnviRem

paracetamol, ascorbic acid, 

calcium gluconate (calcium 

gluconate monohydrate), 

rimantadine (rimantadine 

hydrochloride), rutoside 

(rutin), loratadine

powder for oral 

solution with 

raspberry flavour

360mg+300mg+100mg+

50mg+20mg+3mg; (3) 

sachets, (6) sachets, (12) 

sachets, (24) sachets

Pharmproject JSC, bld. 14, 

lit. A, Sofiyskaya str., Saint 

Petersburg, 192236 

Russia

AnviLab LLC, 

141302 Sergiev 

Posad, Festival 

street, 10,  Sergiev 

Posad municipal 

district, urban 

settlement Sergiev 

Posad, Moscow 

region 

Russia OTC
21102

 29.12.2022



23
Ascorbic acid with 

glucose

ascorbic acid, glucose (glucose 

monohydrate)
tablets

100mg+877mg; (10) in 

strip, (20/2x10/) in 

blister

Open joint stock company 

"Borisovskiy zavod 

medicinskikh preparatov", 

24, Stroiteley str., Borisov, 

Minsk region 

Republic of 

Belarus

Open joint stock 

company 

"Borisovskiy zavod 

medicinskikh 

preparatov" 64, 

Chapaev str., 

Borisov 222518, 

Minsk region 

Republic of Belarus OTC
21103

 29.12.2022

24 Humalog Mix 25

insulin lispro solution and 

insulin lispro protamine 

suspension

suspension for 

injection

100U/ml (3,5mg/ml); 

(5) cartridges 3ml

Lilly France S.A.S., 2, rue 

du Colonel Lilly, 67640 

Fegersheim  

France

Eli Lilly 

Nederland B.V., 

Grootslag 1-5, NL-

3991, RA Houten

 the Netherlands PoM
21104

 29.12.2022

25 Voltaren Emulgel
diclofenac (diclofenac 

diethylamine)

gel for external 

use

10mg/g; 20g laminated 

tube, 50g laminated 

tube, 100g laminated 

tube

GlaxoSmithKline 

Consumer Healthcare 

SARL, Route de l`Etraz, 

1260 Nyon

Switzerland

GlaxoSmithKline 

Consumer 

Healthcare SARL, 

Route de l`Etraz, 

1260 Nyon

Switzerland OTC
21105

 29.12.2022

26 Snup

xylometazoline 

(xylometazoline 

hydrochloride)

spray nasal
0,5mg/ml; plastic vial 

15ml (150 dose)

STADA Arzneimittel AG, 

Stadastrasse 2-18, D-61118 

Bad Vilbel- batch releaser, 

Ursapharm Arzneimittel 

GmbH, Industriestrasse 

66129 Saarbrucken, 

Germany- bulk 

manufacturer, packager, 

quality control 

Germany

STADA 

Arzneimittel AG, 

Stadastrasse 2-18, 

D-61118 Bad 

Vilbel

Germany OTC
21106

 29.12.2022



27 Snup

xylometazoline 

(xylometazoline 

hydrochloride)

spray nasal
1mg/ml; plastic vial 

15ml (150 dose)

STADA Arzneimittel AG, 

Stadastrasse 2-18, D-61118 

Bad Vilbel- batch releaser, 

Ursapharm Arzneimittel 

GmbH, Industriestrasse 

66129 Saarbrucken, 

Germany- bulk 

manufacturer, packager, 

quality control 

Germany

STADA 

Arzneimittel AG, 

Stadastrasse 2-18, 

D-61118 Bad 

Vilbel

Germany OTC
21107

 29.12.2022

28 Validol
menthol solution in menthyl 

isovalerate
capsules

100mg; (15/1x15/) in 

blister

Minskintercaps U.V., 26/3, 

Inzhenernaya str., 220075, 

Minsk  

Republic of 

Belarus

Minskintercaps 

U.V., 26, 

Inzhenernaya str., 

220075, Minsk

Republic of Belarus OTC
21108

 29.12.2022

29
Diclo-Denk 100 

Rectal

diclofenac (diclofenac 

sodium)

suppositories 

rectal
100mg; (10/2x5/)

Haupt Pharma Wulfing 

GmbH, Bethelner 

Landstrasse 18, 

Gronau/Leine 31028 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Munchen

Germany PoM
21109

 29.12.2022

30 Omnipaque iohexol
solution for 

injection

300mg iodine/ml; (10) 

plastic vials 50ml

GE Healthcare Ireland 

Limited, IDA Business 

Park, Carrigtohill Co. Cork  

Ireland

GE Healthcare AS, 

P.O. Box 4220 

Nydalen, NO-

0401 Oslo 

Norway PoM
21110

 29.12.2022



31 Omnipaque iohexol
solution for 

injection

300mg iodine/ml; (10) 

plastic vials 100ml

GE Healthcare Ireland 

Limited, IDA Business 

Park, Carrigtohill Co. Cork 

Ireland

GE Healthcare AS, 

P.O. Box 4220 

Nydalen, NO-

0401 Oslo

Norway PoM
21111

 29.12.2022

32 Enzix Duo
I-enalapril (enalapril 

maleate), II-indapamide

tablets and tablets 

film-coated

I-10mg, II-2,5mg; 

(45/3x15//(10)-I tablets 

+ (5)-II film-coated 

tablets/) in blister

Hemofarm LLC, 249030, 

Obninsk, Kaluga Region, 

62 Kievskoye highway- 

bulk manufacturer, 

packager, quality control 

(physicochemical), batch 

releaser, Farmoborona Test 

Center, Ltd., 141074, 

Korolyov, Moscow Region, 

Gagarin St., 46A, Russia- 

quality control 

(microbiological) 

Russia

Nizhpharm JSC, 

603950, Nizhny 

Novgorod, GSP-

459, Salganskaya 

st., 7 

Russia PoM
21112

 29.12.2022

33 Enzix Duo Forte
I-enalapril (enalapril 

maleate), II-indapamide

tablets and tablets 

film-coated

I-20mg, II-2,5mg; 

(45/3x15//(10)-I tablets 

+ (5)-II film coated 

tablets/) in blister

Hemofarm LLC, 249030, 

Obninsk, Kaluga Region, 

62 Kievskoye highway- 

bulk manufacturer, 

packager, quality control 

(physicochemical), batch 

releaser, Farmoborona Test 

Center, Ltd., 141074, 

Korolyov, Moscow Region, 

Gagarin St., 46A, Russia- 

quality control 

(microbiological) 

Russia

Nizhpharm JSC, 

603950, Nizhny 

Novgorod, GSP-

459, Salganskaya 

st., 7 

Russia PoM
21113

 29.12.2022



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 Genferon
interferon alfa-2b, 

benzocaine, taurine

suppositories 

rectal and vaginal

500000IU+55mg+ 

10mg; (10/2x5/)

BIOCAD JSC, 5 

Promyshlennaya ul., bld. 2, 

Petrovo-Dalnee, 

Krasnogorsk, Moscow 

Region, 143422  

Russia

BIOCAD JSC, 

Intracity 

Municipality the 

Settlement of 

Strelna, the 

Settlement of 

Strelna, ul. Svyazi, d. 

38, str. 1, pomeshch. 

89, Saint Petersburg, 

198515 

Russia PoM
17542/2/1

 29.12.2022

2 Genferon
interferon alfa-2b, 

benzocaine, taurine

suppositories 

vaginal and rectal

1000000IU+55mg+ 

10mg; (10/2x5/)

BIOCAD JSC, 5 

Promyshlennaya ul., bld. 2, 

Petrovo-Dalnee, 

Krasnogorsk, Moscow 

Region, 143422 

Russia

BIOCAD JSC, 

Intracity 

Municipality the 

Settlement of 

Strelna, the 

Settlement of 

Strelna, ul. Svyazi, d. 

38, str. 1, pomeshch. 

89, Saint Petersburg, 

198515

Russia PoM
17541/2/1

 29.12.2022

LIST

of  variations requiring reformulation of registration certificate  approved by the Center according to the  meeting decision  N 12-2/22  on December 29, 2022



3 Tvardox telmisartan tablets
40mg; (28/2x14/) in 

blister

Laboratorios Liconsa S.A., 

Avda. Miralcampo, No7, 

Poligono Industrial 

Miralcampo 19200 

Azuqueca de Henares 

(Guadalajara)- bulk 

manufacturer, packager, 

quality control 

(physicochemical), batch 

releaser, LABORATORIO 

ECHEVARNE, S.A.,C/ 

Provenca, No 312, Bajos, 

Barcelona, 08037, Spain- 

quality control 

(microbiological) 

Spain

Vegapharm LLP, 

Unit 18, Norman 

road 53, Greenwich 

Centre Business 

park, SE10 9QF, 

London 

UK PoM
20088/1/1

 29.12.2022

4 Tvardox telmisartan tablets
80mg; (28/2x14/) in 

blister

Laboratorios Liconsa S.A., 

Avda. Miralcampo, No7, 

Poligono Industrial 

Miralcampo 19200 

Azuqueca de Henares 

(Guadalajara)- bulk 

manufacturer, packager, 

quality control 

(physicochemical), batch 

releaser, LABORATORIO 

ECHEVARNE, S.A.,C/ 

Provenca, No 312, Bajos, 

Barcelona, 08037, Spain- 

quality control 

(microbiological) 

Spain

Vegapharm LLP, 

Unit 18, Norman 

road 53, Greenwich 

Centre Business 

park, SE10 9QF, 

London 

UK PoM
20089/1/1

 29.12.2022



5 Melarena melatonin
tablets film-

coated

3mg; (10/1x10/) in 

blister, (30/3x10/) in 

blister

Hemofarm LLC, 249032, 

Obninsk, Kaluga Region, 

62 Kievskoye highway 

Russia

Nizhpharm JSC, 

603105, Nizhny 

Novgorod, 

Salganskaya st., 7 

Russia OTC
18525/2/1

 29.12.2022

6 Kameton

chlorobutanol (chlorobutanol 

hydrate), camphora, L-

menthol, eucalyptus oil

aerosol for local 

use

6,67mg/g+6,67mg/g+ 

6,67mg/g+6,67mg/g; 

aluminium container 

30g; aluminium 

container 45g

Pharmstandard-

Leksredstva JSC, Kursk 

region, Kursk, Agregatnaya 

2nd str., 1a/18 

Russia

Pharmstandard-

Leksredstva JSC, 

305022, Kursk 

region, Kursk, 

Agregatnaya 2nd 

str., 1a/18

Russia OTC
18944/1/1

 29.12.2022

7 Trimedat trimebutine tablets
100mg; (10/1x10) in 

blister

Valenta Pharm JSC, 

141108, Moscow Region, 

Shchelkovo, Fabrichnaya 

St., 2.

Russia

Valenta Pharm JSC, 

141108, Moscow 

Region, Shchelkovo, 

Fabrichnaya St., 2.

Russia PoM
19737/3/1

 29.12.2022

8 Trimedat trimebutine tablets
200mg; (30/3x10) in 

blister

Valenta Pharm JSC, 

141108, Moscow Region, 

Shchelkovo, Fabrichnaya 

St., 2.

Russia

Valenta Pharm JSC, 

141108, Moscow 

Region, Shchelkovo, 

Fabrichnaya St., 2.

Russia PoM
19738/3/1

 29.12.2022

9 9 months Folic acid folic acid
tablets film-

coated

400mcg; (30/3x10/) in 

blister

Valenta Pharm JSC, 

141108, Moscow Region, 

Shchelkovo, Fabrichnaya 

St., 2.

Russia

Valenta Pharm JSC, 

141108, Moscow 

Region, Shchelkovo, 

Fabrichnaya St., 2.

Russia PoM
20077/3/1

 29.12.2022



10 Otrivin

xylometazoline 

(xylometazoline 

hydrochloride)

spray nasal

1mg/ml; 10ml plastic 

vial with metering 

pump

GlaxoSmithKline 

Consumer Healthcare 

SARL, Route de l`Etraz, 

1260 Nyon

Switzerland

GlaxoSmithKline 

Consumer 

Healthcare SARL, 

Route de l`Etraz, 

1260 Nyon

Switzerland OTC
18339/2/2

 29.12.2022

11 Otrivin

xylometazoline 

(xylometazoline 

hydrochloride)

drops nasal
0,5mg/ml; plastic bottle-

dropper 10ml

GlaxoSmithKline 

Consumer Healthcare 

SARL, Route de l`Etraz, 

1260 Nyon

Switzerland

GlaxoSmithKline 

Consumer 

Healthcare SARL, 

Route de l`Etraz, 

1260 Nyon

Switzerland OTC
18307/2/2

 29.12.2022

12 Gardasil

human papillomavirus type 6 

L1 protein, human 

papillomavirus type 11 L1 

protein, human 

papillomavirus type 16 L1 

protein, human 

papillomavirus type 18 L1 

protein

suspension for i/m 

injection

20mcg/dose+ 

40mcg/dose+ 

40mcg/dose+ 

20mcg/dose; 0,5ml/dose 

glass vial

Merck Sharp & Dohme 

B.V. Waarderweg 39, 2031 

BN Haarlem- secondary 

packager, quality control, 

batch releaser, Merck 

Sharp & Dohme Corp., 770 

Sumneytown Pike,West 

Point, 19486, USA- bulk 

manufacturer, primary 

packager  

the 

Netherlands

Merck Sharp & 

Dohme IDEA 

GmbH, 

Tribschenstrasse 60, 

6005 Luzern 

Switzerland PoM
20189/3/2

 29.12.2022



13 Gardasil

human papillomavirus type 6 

L1 protein, human 

papillomavirus type 11 L1 

protein, human 

papillomavirus type 16 L1 

protein, human 

papillomavirus type 18 L1 

protein

suspension for i/m 

injection

20mcg/dose+ 

40mcg/dose+ 

40mcg/dose+ 

20mcg/dose; 0,5ml/dose 

pre-filled syringe and 

(1) needle, 0,5ml/dose 

pre-filled syringe and 

(2) needles

Merck Sharp & Dohme 

B.V. Waarderweg 39, 2031 

BN Haarlem- secondary 

packager, quality control, 

batch releaser, Merck 

Sharp & Dohme Corp., 770 

Sumneytown Pike,West 

Point, 19486, USA- bulk 

manufacturer, primary 

packager   

the 

Netherlands

Merck Sharp & 

Dohme IDEA 

GmbH, 

Tribschenstrasse 60, 

6005 Luzern 

Switzerland PoM
20190/3/2

 29.12.2022

14 Bridion
sugammadex (sugammadex 

sodium)

solution for i/v 

injection

100mg/ml; (10) glass 

vials 2ml

N.V. Organon, 

Kloosterstraat 6, 5349 AB 

Oss 

the 

Netherlands

Merck Sharp & 

Dohme IDEA 

GmbH, 

Tribschenstrasse 60, 

6005 Luzern 

Switzerland PoM
20224/2/1

 29.12.2022

15 Dorsob
dorzolamide (dorzolamide 

hydrochloride)
drops eye

20mg/ml; plastic vial 

5ml

Famar A.V.E. Alimos Plant 

63, Agiou Dimitriou str. 63, 

Alimos Attiki, 17456  

Greece

Belinda Laboratories 

LLP,Unit 18, 

Norman Road 53, 

Greenwich Centre 

Business Park, SE10 

9QF, London 

UK PoM
20285/1/1

 29.12.2022



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 Rosulip
rosuvastatin (rosuvastatin 

zinc)

tablets film-

coated

5mg; (14/2x7/) in 

blister, (28/4x7/) in 

blister, (56/8x7/) in 

blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38

Hungary PoM
19768/2

 29.12.2022   

2 Rosulip
rosuvastatin (rosuvastatin 

zinc)

tablets film-

coated

5mg; (14/2x7/) in 

blister, (28/4x7/) in 

blister, (56/8x7/) in 

blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120- 

packager, batch releaser, 

Egis Pharmaceuticals PLC, 

9900, Kormend, Matyas 

Kiraly u. 65, Hungary- 

bulk manufacturer, quality 

control 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38

Hungary PoM
19769/2

    29.12.2022   

3 Rosulip
rosuvastatin (rosuvastatin 

zinc)

tablets film-

coated

10mg; (14/2x7/) in 

blister, (28/4x7/) in 

blister, (56/8x7/) in 

blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120- 

packager, batch releaser, 

Egis Pharmaceuticals PLC, 

9900, Kormend, Matyas 

Kiraly u. 65, Hungary- 

bulk manufacturer, quality 

control

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38 

Hungary PoM
19770/2

   29.12.2022    

LIST

of the variations not requiring reformulation of registration certificate  approved by the Center according to the meeting decision  N 12-2/22  on December 29, 2022



4 Rosulip
rosuvastatin (rosuvastatin 

zinc)

tablets film-

coated

20mg; (14/2x7/) in 

blister, (28/4x7/) in 

blister, (56/8x7/) in 

blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120- 

packager, batch releaser, 

Egis Pharmaceuticals PLC, 

9900, Kormend, Matyas 

Kiraly u. 65, Hungary- 

bulk manufacturer, quality 

control  

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38

Hungary PoM
19771/2

 29.12.2022      

5 Rosulip
rosuvastatin (rosuvastatin 

zinc)

tablets film-

coated

40mg; (14/2x7/) in 

blister, (28/4x7/) in 

blister, (56/8x7/), in 

blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120- 

packager, batch releaser, 

Egis Pharmaceuticals PLC, 

9900, Kormend, Matyas 

Kiraly u. 65, Hungary- 

bulk manufacturer, quality 

control 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38 

Hungary PoM
19772/2

    29.12.2022   

6 Rosulip Plus
rosuvastatin (rosuvastatin 

zinc), ezetimibe
capsules

5mg+10mg; (30/3x10/) 

in blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120- 

packager, batch releaser, 

Egis Pharmaceuticals PLC, 

9900, Kormend, Matyas 

kiraly st. 65, Hungary- 

bulk manufacturer, quality 

control  

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38

Hungary PoM
19700/3

 29.12.2022   



7 Rosulip Plus
rosuvastatin (rosuvastatin 

zinc), ezetimibe
capsules

5mg+10mg; 

(30/3x10/), in blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120 - 

batch releaser, packager, 

balk manufacturer (tablets 

manufacturer), Egis 

Pharmaceuticals PLC, 

9900, Kormend, Matyas 

Kiraly u. 65, Hungary- 

bulk manufacturer 

(capsulation) 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38 

Hungary PoM
18085/5

 29.12.2022   

8 Rosulip Plus
rosuvastatin (rosuvastatin 

zinc), ezetimibe
capsules

10mg+10mg; 

(30/3x10/) in blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120- 

packager, batch releaser, 

Egis Pharmaceuticals PLC, 

9900, Kormend, Matyas 

kiraly st. 65, Hungary- 

bulk manufacturer, quality 

control  

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38

Hungary PoM
19673/3

 29.12.2022   

9 Rosulip Plus
rosuvastatin (rosuvastatin 

zinc), ezetimibe
capsules

20mg+10mg; 

(30/3x10/) in blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120- 

packager, batch releaser, 

Egis Pharmaceuticals PLC, 

9900, Kormend, Matyas 

kiraly st. 65, Hungary- 

bulk manufacturer, quality 

control 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38

Hungary PoM
19674/3

 29.12.2022   



10 Rosulip Plus
rosuvastatin (rosuvastatin 

zinc), ezetimibe
capsules

40mg+10mg; 

(30/3x10/) in blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120- 

packager, batch releaser, 

Egis Pharmaceuticals PLC, 

9900, Kormend, Matyas 

kiraly st. 65, Hungary- 

bulk manufacturer, quality 

control 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38

Hungary PoM
19675/3

 29.12.2022   

11 Tisercin
levomepromazine 

(levomepromazine maleate)

tablets film-

coated

25mg; (50) in glass 

container

Egis Pharmaceuticals PLC, 

9900, Kormend, Matyas 

Kiraly u. 65

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi ut 30-

38

Hungary PoM
20183/2

 29.12.2022   

12
Galazolin Polfa 

0,1%

xylometazoline 

(xylometazoline 

hydrochloride)

drops nasal, 

solution

1mg/ml; 10ml plastic 

vial-dropper

Warsaw Pharmaceutical 

Works "Polfa" S.A., 

Karolkowa 22/24 str., 01-

207 Warsaw

Poland

Warsaw 

Pharmaceutical 

Works "Polfa" 

S.A., Karolkowa 

22/24 str., 01-207 

Warsaw

Poland OTC
17274/1

 29.12.2022   

13 Diclofenac
diclofenac (diclofenac 

sodium)

tablets film-

coated prolonged-

release

100mg; (20/2x10/) in 

blister

Hemofarm A.D., 26300, 

Vrsac, Beogradskii put bb
Serbia

Hemofarm A.D., 

26300, Vrsac, 

Beogradskii put bb

Serbia PoM
18311/1

 29.12.2022   

14 Sandostatin
octreotide (octreotide 

acetate)

solution for 

injection

0,05mg/ml; (5) 

ampoules 1ml

Delpharm Dijon, 6, 

Boulevard de l,Europe, 

Quetigny, 21800 

France

Novartis Pharma 

AG, 35, 

Lichtstrasse, 4056 

Basel 

Switzerland PoM
20837/1

 29.12.2022   



15 Sandostatin
octreotide (octreotide 

acetate)

solution for 

injection

0,1mg/ml; (5) 

ampoules 1ml

Delpharm Dijon, 6, 

Boulevard de l,Europe, 

Quetigny, 21800 

France

Novartis Pharma 

AG, 35, 

Lichtstrasse, 4056 

Basel 

Switzerland PoM
20838/1

 29.12.2022   

16 Lorinden C
flumetasone (flumetasone 

pivalate), clioquinol

ointment for 

external use

0,2mg/g+30mg/g; 

aluminium tube 15g

Pharmaceutical Works 

Jelfa S.A., ul. Wincentego 

Pola 21, 58-500 Jelenia 

Gora 

Poland

Bausch Health 

LLC, Shabolovka 

st. 31, building 5, 

115162, Moscow

Russia PoM
20514/1

 29.12.2022   

17 Furosemide furosemide
solution for i/v 

and i/m injection

10mg/ml; (10) 

ampoules 2ml, (10) 

ampoules 2ml label 

banderol, (10) 

ampoules 2ml 

dividella

Open joint stock company 

"Borisovskiy zavod 

medicinskikh preparatov" 

64, Chapaev str., Borisov 

222518, Minsk region

Belarus

Open joint stock 

company 

"Borisovskiy zavod 

medicinskikh 

preparatov" 64, 

Chapaev str., 

Borisov 222518, 

Minsk region

Belarus PoM
20103/1

 29.12.2022   

18 Amiodarone
amiodarone (amiodarone 

hydrochloride)

concentrate for 

solution for 

infusion

50mg/ml; (10) 

ampoules 3ml label 

banderol, (10) 

ampoules 3ml 

dividella, (10) 

ampoules 3ml CAMA

Open joint stock company 

"Borisovskiy  zavod 

medicinskikh preparatov", 

64, No10/1, ul. Chapaeva, 

Borisov, Minsk region 

Belarus

Open joint stock 

company 

"Borisovskiy zavod 

medicinskikh 

preparatov", 64, 

ul. Chapaeva, 

Borisov, Minsk 

region

Belarus PoM
19735/1

 29.12.2022   



19 Zimagra-ODS 50 sildenafil (sildenafil citrate)
films 

orodispersible

50mg; (4), (10/1x10), 

(100/10x10x1) sachets

Zim Laboratories Ltd., B-

21/22, MIDC Area, 

Kalmeshwar-441 501, Dist. 

Nagpur (M.S.)  

India

Zim Laboratories 

Ltd., Ground 

Floor, Sadoday 

Gyan, Nelson 

Square, 

Chhindwara Road, 

Nagpur-440 013 

India PoM
15886/2

    29.12.2022    

20 Hedelix ivy leaves extract drops oral
40mg/ml; 50ml glass 

bottle

Krewel Meuselbach 

GmbH, Krewel str. 2, 

53783 Eitorf- batch 

releaser, Krewel 

Meuselbach GmbH, Xavier-

Vorbruggen str. 6, 98694 

Ilmenau, Germany - bulk 

manufacturer, packager 

Germany

Krewel 

Meuselbach 

GmbH, Krewel 

str. 2, 53783 Eitorf

Germany OTC
17719/2/1

 29.12.2022   

21 Aerius desloratadine syrup

0,5mg/ml; glass bottle 

60ml and measuring 

spoon

Schering-Plough Labo 

N.V., Industriepark 30, 

Heist-op-den-Berg, 2220 

Belgium

Bayer Consumer 

Care AG, Peter 

Merian-Strasse 84, 

4052 Basel 

Switzerland PoM
19138/2

 29.12.2022   

22 Siofor 1000
metformin (metformin 

hydrochloride)

tablets film-

coated

1000mg; (60/4x15/) in 

blister

Berlin-Chemie AG, 

Glienicker Weg 125, D-

12489 Berlin-batch 

releaser, packager, Berlin-

Chemie AG, Tempelhofer 

Weg 83, D-12347 

Berlin,Germany-bulk 

manufacturer  

Germany

Laboratori 

Guidotti S.p.A., 

Via Livornese, 897  

56122 La Vettola 

(Pisa)

Italy PoM
17467/4

 29.12.2022   



23 Siofor 1000
metformin (metformin 

hydrochloride)

tablets film-

coated

1000mg; (60/4x15/) in 

blister

Menarini-Von Heyden 

GmbH, Leipziger Strasse 7-

13, 01097 Dresden  

Germany

Laboratori 

Guidotti S.p.A., 

Via Livornese, 

897, 56122 La 

Vettola (Pisa)

Italy PoM
19676/2

 29.12.2022   

24 Siofor 1000
metformin (metformin 

hydrochloride)

tablets film-

coated

1000mg; (60/4x15/) in 

blister

Berlin-Chemie AG, 

Glienicker Weg 125, D-

12489 Berlin-batch 

releaser, Dragenopharm 

Apotheker Puschl GmbH, 

Gollstrasse 1, 84529 

Tittmoning, Germany-bulk 

manufacturer, packager, 

quality control 

(physicochemical), Labor 

LS SE & Co. KG, 

Mangelsfeld 4, 5, 6, Bad 

Bocklet-Grossenbrach, 

Bayern, 97708, Germany- 

quality control 

(microbiological) 

Germany

Laboratori 

Guidotti S.p.A., 

Via Livornese, 897  

56122 La Vettola 

(Pisa)

Italy PoM
19677/2

 29.12.2022   

25 Lopraxer
citalopram (citalopram 

hydrochloride)

drops oral 

(solution)

40mg/ml; 15ml glass 

bottle

Help S.A., Pedini 

Ioanninon, Ioannina, 45500 
Greece

Help S.A., 10 

Valaoritou str., 

GR 14452 

Metamorphosis, 

Attica 

Greece PoM
17049/3

 29.12.2022   



26 Losar-Denk 50 losartan (losartan potassium)
tablets film-

coated

50mg; (28/2x14/) in 

blister

Denk Pharma GmbH & Co. 

KG, Goellstr. 1, 

Tittmoning, 84529, Bayern- 

bulk manufacturer, 

packager, quality control 

(physicochemical), batch 

releaser, Labor LS SE & Co. 

KG, Mangelsfeld 4, 5, 6, 

Bad Bocklet-Grossenbrach, 

Bayern, 97708, Germany-  

quality control 

(microbiological) 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Muenchen 

Germany PoM
20845/1

 29.12.2022     

27 Ipigrix
ipidacrine (ipidacrine 

hydrochloride)
tablets

20mg; (50/2x25/) in 

blister, (100/4x25/) in 

blister

Grindeks JSC, Krustpils 

street 53, LV-1057, Riga
Latvia

Grindeks JSC, 

Krustpils street 53, 

LV-1057, Riga

Latvia PoM
17091/3/1

 29.12.2022   

28 Vilda Denk 50mg vildagliptin tablets
50mg; (28/4x7/) in 

blister

Denk Pharma GmbH & Co. 

KG, Goellstr. 1, 84529 

Tittmoning- batch releaser, 

Combino Pharm (Malta) 

Ltd., HF60, Hal Far 

Industrial Estate BBG3000, 

Malta- bulk manufacturer, 

packager, quality control 

(physicochemical), 

BIODNA LABORATORY 

SERVICES LIMITED, 

LS2.1.1 and LS2.1.2, Malta 

Life Sciences Park, San 

Gwann Industrial Estate, 

San Gwann, SGN3000, 

Malta- quality control 

(microbiological) 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Munchen

Germany PoM
19528/1

  29.12.2022    



29 Pikovit

vitamin A, vitamin D3, 

vitamin C, vitamin B1, 

vitamin B2, vitamin B6, 

vitamin B12, vitamin PP, 

folic acid, vitamin B5, 

calcium phosphate

pastilles

0.35mg+0.08mg+ 

10mg+0.25mg+ 

0.3mg+0.3mg+0.2mg+

3mg+0.04mg+ 

1.2mg+43mg; 

(30/2x15/) in blister

KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 

Novo Mesto- batch 

releaser, quality control 

(microbiological), KRKA 

d.d., Novo mesto, Ulica 

Rada Pusenjaka 10, 

Ljutomer, 9240, Slovenia- 

bulk manufacturer, 

packager, 1. KRKA d.d., 

Novo mesto, Povhova ulica 

5, 8501 Novo Mesto, 

Slovenia 2.KRKA d.d., 

Novo mesto, Smarjeska 

cesta 6, 8501 Novo Mesto, 

Slovenia- quality control 

(physicochemical) 

Slovenia

KRKA d.d., Novo 

mesto, Smarjeska 

cesta 6, 8501 Novo 

Mesto 

Slovenia OTC
20630/1

 29.12.2022   

30 Fungazole
miconazole (miconazole 

nitrate)

cream for 

external use

20mg/g; 15g 

aluminium tube

Pharmacare PLC, 

Ramallah, Betunia, 

Industrial Zone  

Palestine

Pharmacare Int. 

Co./German 

Palestinian Joint 

Venture, 

Jerusalem, P.O. 

box 51621 

Palestine OTC
17188/1

 29.12.2022   

31 AnviRem

paracetamol, ascorbic acid, 

calcium gluconate (calcium 

gluconate monohydrate), 

rimantadine (rimantadine 

hydrochloride), rutoside 

(rutin), loratadine

powder for oral 

solution with 

raspberry flavour

360mg+300mg+ 

100mg+50mg+20mg+

3mg; (3), (6), (12) and 

(24) sachets

Pharmproject JSC, bld. 14, 

lit. A, Sofiyskaya str., Saint 

Petersburg, 192236 

Russia

AnviLab LLC, 

141302 Sergiev 

Posad, Festival 

street, 10,  Sergiev 

Posad municipal 

district, urban 

settlement Sergiev 

Posad, Moscow 

region 

Russia OTC
17088/1

 29.12.2022   



32 AnviRem

paracetamol, ascorbic acid, 

calcium gluconate (calcium 

gluconate monohydrate), 

rimantadine (rimantadine 

hydrochloride), rutoside 

(rutin), loratadine

powder for oral 

solution with 

blackcurrant 

flavour

360mg+300mg+ 

100mg+50mg+20mg+

3mg; (3), (6), (12) and 

(24) sachets

Pharmproject JSC, bld. 14, 

lit. A, Sofiyskaya str., Saint 

Petersburg, 192236 

Russia

AnviLab LLC, 

141302 Sergiev 

Posad, Festival 

street, 10,  Sergiev 

Posad municipal 

district, urban 

settlement Sergiev 

Posad, Moscow 

region 

Russia OTC
17089/1

 29.12.2022   

33 AnviRem

paracetamol, ascorbic acid, 

calcium gluconate (calcium 

gluconate monohydrate), 

rimantadine (rimantadine 

hydrochloride), rutoside 

(rutin), loratadine

powder for oral 

solution with 

lemon flavour

360mg+300mg+ 

100mg+50mg+20mg+

3mg; (3), (6), (12) and 

(24) sachets

Pharmproject JSC, bld. 14, 

lit. A, Sofiyskaya str., Saint 

Petersburg, 192236 

Russia

AnviLab LLC, 

141302 Sergiev 

Posad, Festival 

street, 10,  Sergiev 

Posad municipal 

district, urban 

settlement Sergiev 

Posad, Moscow 

region 

Russia OTC
17086/1

 29.12.2022   

34 AnviRem

paracetamol, ascorbic acid, 

calcium gluconate (calcium 

gluconate monohydrate), 

rimantadine (rimantadine 

hydrochloride), rutoside 

(rutin), loratadine

powder for oral 

solution with 

lemon and 

honey flavour

360mg+300mg+ 

100mg+50mg+20mg+

3mg; (3), (6), (12) and 

(24) sachets

Pharmproject JSC, bld. 14, 

lit. A, Sofiyskaya str., Saint 

Petersburg, 192236 

Russia

AnviLab LLC, 

141302 Sergiev 

Posad, Festival 

street, 10,  Sergiev 

Posad municipal 

district, urban 

settlement Sergiev 

Posad, Moscow 

region 

Russia OTC
17087/1

 29.12.2022   

35 Hartil ramipril tablets

5mg; (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
18395/6

 29.12.2022   



36 Hartil ramipril tablets

10mg; (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
18396/6

 29.12.2022   

37
Diclo-Denk 100 

Rectal

diclofenac (diclofenac 

sodium)

suppositories 

rectal
100mg; (10/2x5/)

Haupt Pharma Wulfing 

GmbH, Bethelner 

Landstrasse 18, 

Gronau/Leine 31028 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Munchen

Germany PoM
17461/2

 29.12.2022       

38 Vegarpi sildenafil (sildenafil citrate) tablets coated

100mg; (4/1x4/) in 

blister, (10/1x10/) in 

blister

Arpimed LLC, Kotayk 

Marz, Abovyan, 2nd Micro-

District, 19 Building

Republic of 

Armenia

Arpimed LLC, 

Kotayk Marz, 

Abovyan, 2nd 

Micro-District, 19 

Building

Republic of 

Armenia
PoM

20017/1

 29.12.2022   

39 Indapafon indapamide tablets coated
2,5mg; (30/3x10/) in 

blister

Open joint stock company 

"Borisovskiy zavod 

medicinskikh preparatov" 

64, ul. Chapaeva, Borisov 

222518, Minsk region

Belarus

Open joint stock 

company 

"Borisovskiy zavod 

medicinskikh 

preparatov" 64, ul. 

Chapaeva, Borisov 

222518, Minsk 

region

Belarus PoM
17320/3

 29.12.2022   

40 Sedistress

dry extract of passiflora, 

ethyl ester of alpha-

bromisovaleric acid

tablets

300mg+10.2mg, 

(30/3x10/) in blister, 

(60/6x10/)in blister

Pharma Start LLC, 

Boulevard Vatslava Havela, 

8, 03124, Kiev 

Ukraine

Acino Ukraine 

LLC, Boulevard 

Vatslava Havela, 

8, 03124, Kiev 

Ukraine OTC
19037/3

 29.12.2022   



41 Enzix Duo
I-enalapril (enalapril 

maleate), II -indapamide

tablets and film-

coated tablets

I-10mg, II-2,5mg; 

(45/3x15//10 I tablets 

+ 5 II film-coated 

tablets/) in blister

Hemofarm LLC, 249032, 

Obninsk, Kaluga Region, 

62 Kievskoye shosse  

Russia

Nizhpharm JSC, 

603950, Nizhny 

Novgorod, 

Salganskaya st., 7

Russia PoM
16028/2/1

 29.12.2022   

42 Enzix Duo Forte
I-enalapril (enalapril 

maleate), II-indapamide

tablets and film-

coated tablets

I-20mg, II-2,5mg; 

(45/3x15/10-I tablets 

+5 II-film coated 

tablets/) in blister

Hemofarm LLC, 249032, 

Obninsk, Kaluga Region, 

62 Kievskoye shosse 

Russia

Nizhpharm JSC, 

603950, Nizhny 

Novgorod, 

Salganskaya st., 7

Russia PoM
16030/2/1

 29.12.2022   

43
Bromocriptin-

Richter

bromcriptine (bromocriptine 

mesilate)
tablets

2,5mg; (30) glass 

bottle

Gedeon Richter PLC, 

Gyomroi ut 19-21, 1103 

Budapest

Hungary

Gedeon Richter 

PLC, Gyomroi ut 

19-21, 1103 

Budapest

Hungary PoM
18812/2

 29.12.2022   

44
Loperamide 

Grindeks

loperamide (loperamide 

hydrochloride)
capsules

2mg; (10/1x10/) in 

blister

Grindeks JSC, Krustpils 

street 53, LV-1057, Riga
Latvia

Grindeks JSC, 

Krustpils street 53, 

LV-1057, Riga

Latvia OTC
20576/1

 29.12.2022   

45

Solution Glucose 

with Potassium 

chloride

glucose (glucose 

monohydrate), potassium 

chloride

solution for 

infusion

49.5mg/ml+ 

3,96mg/ml; 

50ml,100ml, 200ml, 

222ml, 250ml, 400ml 

and 500ml plastic 

pack

PharmaTech CJSC, 0064, 

Yerevan, Raffi str. 111

Republic of 

Armenia

PharmaTech 

CJSC, 0064, 

Yerevan, Raffi str. 

111

Republic of 

Armenia
PoM

17278/2

29.12.2022   


