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1 Taflotan PF tafluprost drops eye
15mcg/ml; pastic bottle 

3ml

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 19799 15.04.2021

2 Tavegyl
clemastine (clemastine 

fumarate)
tablets

1mg; (20/2x10/) in 

blister

SmithKline Beecham S.A. 

Ctra. de Ajalvir, KM-2500-

28806, Alcala de Henares, 

Madrid 

Spain

GSK Consumer 

Healthcare S.A., 

Route de I`Etraz, 

1260 Nyon 

Switzerland OTC 19800 15.04.2021

3 Diclofenac sodium
diclofenac (diclofenac 

sodium)

solution for i/m 

injection

25mg/ml; (5) ampoules 

3ml in blister, (10) 

ampoules 3ml in blister

Belmedpreparaty RUE, 

220006, Minsk, 

Mayakovskogo st. 1- 

quality control, batch 

releaser, Belmedpreparaty 

RUE, No8, 220006, Minsk, 

Mayakovskogo st. 1/1, 

Belarus- bulk 

manufacturer, packager 

Belarus

Belmedpreparaty 

RUE, 220007, 

Minsk, Fabritsius 

St., 30

Belarus PoM 19801 15.04.2021

of the medicines recommended for the registration by the Center according to the meeting decision N 4-1/21  on April 15, 2021

LIST
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4 Truetech
tobramycin (tobramycin 

sulfate)
drops eye (solution) 3mg/ml; plastic vial 5ml

Balkanpharma-Razgrad 

AD, 68 Aprilsko Vastanie 

Blvd, 7200 Razgrad 

Bulgaria

Pharmatech CJSC, 

111 Raffi str., 

Yerevan, 0064

Republic of Armenia PoM 19803 15.04.2021

5 Oftan Catachrom
cytochrome C, adenosine, 

nicotinamide
drops eye

0,675mg/ml+2mg/ml+2

0mg/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 15.04.2021

6 Immunokind A

calcium carbonicum 

Hahnemanni D6, calcium 

fluoratum D6, calcium 

phosphoricum D6, sulfur 

jodatum D12

tablets

20mg+20mg+20mg+20

mg; (150) in glass 

container

Dr. Gustav Klein GmbH & 

Co. KG, Steinenfeld 3, 

Lageplaene vom 23. Maerz 

2005, Zell am 

Harmersbach, Baden-

Wurttemberg, 77736- bulk 

manufacturer, packager, 

quality control 

(physicochemical), batch 

releaser, GBA Pharma 

GmbH,Ernst-Abbe-Str. 40, 

Ulm, Baden-Wurttemberg, 

89079, Germany- quality 

control (microbiological) 

Germany

Alpen Pharma 

GmbH, 

Steinenfeld 3 Zell 

am Harmersbach, 

77736 

Germany OTC 19805 15.04.2021



7 Taflotan tafluprost drops eye
15mcg/ml; plastic 

bottle-dropper 2,5ml

Santen Oy, Kelloportinkatu 

1, Tampere, 33100- batch 

releaser, Santen 

Pharmaceutical Co. Ltd., 

Shiga Plant 348-3, Aza-

suwa, Oaza-shide, Taga-

cho, Inukami-gun, Shiga 

522-0314, Japan- 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 19806 15.04.2021
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1 Fentanyl Kalceks fentanyl (fentanyl citrate)
solution for 

injection

0,05mg/ml; (10/2x5/) 

ampoules 2ml in plastic 

liner

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 19795 15.04.2021

2
Oxycodone 

Hydrochloride

oxycodone (oxycodone 

hydrochloride)

solution for 

injection/ infusion

10mg/ml; (5/1x5/) 

ampoules 1ml in plastic 

liner, (10/2x5/) 

ampoules 1ml in plastic 

liner

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 19796 15.04.2021

LIST

of the medicines recommended for the  registration under simplified procedure by the Center  according to the  meeting decision N 4-1/21  on April 15, 2021
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3
Oxycodone 

Hydrochloride

oxycodone (oxycodone 

hydrochloride)

solution for 

injection infusion

10mg/ml; (5/1x5/) 

ampoules 2ml in plastic 

liner, (10/2x5/) 

ampoules 2ml in plastic 

liner

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 19797 15.04.2021

4
Oxycodone 

Hydrochloride

oxycodone (oxycodone 

hydrochloride)

solution for 

injection infusion

50mg/ml; (5/1x5/) 

ampoules 1ml in plastic 

liner, (10/2x5/) 

ampoules 1ml in plastic 

liner

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 19798 15.04.2021
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1 Mertenil
rosuvastatin (rosuvastatin 

calcium)

tablets film-

coated

5mg; (30/3x10/) in 

blister

Gedeon Richter PLC, 

Gyomroi ut 19-21, 1103 

Budapest

Hungary

Gedeon Richter 

PLC, Gyomroi ut 

19-21, 1103 

Budapest

Hungary PoM 19808 15.04.2021

2 Mertenil
rosuvastatin (rosuvastatin 

calcium)

tablets film-

coated

10mg; (30/3x10/) in 

blister

Gedeon Richter PLC, 

Gyomroi ut 19-21, 1103 

Budapest

Hungary

Gedeon Richter 

PLC, Gyomroi ut 

19-21, 1103 

Budapest

Hungary PoM 19809 15.04.2021

3 Mertenil
rosuvastatin (rosuvastatin 

calcium)

tablets film-

coated

20mg; (30/3x10/) in 

blister

Gedeon Richter PLC, 

Gyomroi ut 19-21, 1103 

Budapest

Hungary

Gedeon Richter 

PLC, Gyomroi ut 

19-21, 1103 

Budapest

Hungary PoM 19810 15.04.2021

4 Vurdon
diclofenac (diclofenac 

diethylammonium)

gel for external 

use

10mg/g; aluminium 

tube 25g

Help S.A., Pedini 

Ioanninon, Ioannina, 45500 
Greece

Help S.A., 10 

Valaoritou str., 

GR 14452 

Metamorphosis, 

Attica

Greece OTC 19811 15.04.2021

LIST

of the medicines recommended for the re-registration by the Center according to the meeting decision N 4-1/21  on April 15, 2021

President___________________E. Amroyan



5 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 19812 15.04.2021

6 Pronoran piribedil
tablets prolonged-

release

50mg; (30/2x15/) in 

blister

Les Laboratoires Servier 

Industrie, 905, route de 

Saran, 45520 Gidy 

France

Les Laboratoires 

Servier, 50, rue 

Carnot 92284 

Suresnes cedex

France PoM 19813 15.04.2021

7 Articaine-Liqvo

articaine (articaine 

hydrochloride), epinephrine 

(epinephrine hydrotartrate)

solution for 

injection

40mg/ml+0,005mg/ml; 

20ml glass vial

Liqvor CJSC, 0089, 

Yerevan, str. Kochinyan, 

7/9

Republic of 

Armenia

Liqvor CJSC, 0089, 

Yerevan, str. 

Kochinyan, 7/9

Republic of Armenia PoM 19814 15.04.2021

8 Articaine-Liqvo

articaine (articaine 

hydrochloride), epinephrine 

(epinephrine hydrotartrate)

solution for 

injection

40mg/ml+0,01mg/ml; 

20ml glass vial

Liqvor CJSC, 0089, 

Yerevan, str. Kochinyan, 

7/9

Republic of 

Armenia

Liqvor CJSC, 0089, 

Yerevan, str. 

Kochinyan, 7/9

Republic of Armenia PoM 19815 15.04.2021

9 Macmiror Complex nifuratel, nystatine cream vaginal

10g/100g+4000000IU/1

00g; 30g aluminium 

tube and dosing syringe 

applicator

Doppel Farmaceutici S.r.l., 

Via Martiri delle Foibe, 1-

29016 Cortemaggiore (PC) 

Italy

Polichem S.r.l., 

Via Giuseppe 

Marcora, 11-20121 

Milan 

Italy PoM 19816 15.04.2021

10 Analgin
metamizole (metamizole 

sodium)
tablets

500mg; (10) in blister, 

(10) in strip

Irbitskiy himfarmzavod 

OJSC, 124-a, K. Marksa str., 

Irbit, St. Sverdlovsk, 

623856  

Russia

Irbitskiy 

himfarmzavod 

OJSC, 172, Kirova 

str., Irbit, St. 

Sverdlovsk, 

623856

Russia OTC 19818 15.04.2021



11

Vitamin B complex 

solution for 

injection

thiamine (thiamine 

hydrochloride), riboflavin 

(riboflavin sodium 

phosphate), pyridoxine 

(pyridoxine hydrochloride), 

nicotinamide

solution for 

injection

5mg/ml+1mg/ml+5mg/

ml+50mg/ml; (10) 

ampoules 2ml

Sopharma JSC, str. Iliensko 

shosse 16, 1220 Sofia
Bulgaria

Sopharma JSC, str. 

Iliensko shosse 16, 

1220 Sofia

Bulgaria PoM 19819 15.04.2021

12
Troxerutin 

Sopharma 2% gel
troxerutin gel

20mg/g; aluminium 

tube 40g

Sopharma JSC, str. Iliensko 

shosse 16, 1220 Sofia- batch 

releaser, Sopharma JSC, 

Vrabevo vlg. 5660, district 

of Lovetch, Bulgaria- bulk 

manufacturer, packager, 

quality control 

Bulgaria

Sopharma JSC, str. 

Iliensko shosse 16, 

1220 Sofia 

Bulgaria OTC 19820 15.04.2021
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1 Viferon interferon alfa-2b
suppositories 

rectal
500000IU; (10/2x5)

Feron Ltd, 123098, 

Moscow, Gamaley str. 18 
Russia

Feron LLC, 125424, 

Moscow, 

Volokolamsky 

highway 73-1, flor 6, 

room 46, of. 602 

Russia PoM 17370/1/1 15.04.2021

2 Viferon interferon alfa-2b
suppositories 

rectal
1000000IU; (10/2x5)

Feron Ltd, 123098, 

Moscow, Gamaley str. 18 
Russia

Feron LLC, 125424, 

Moscow, 

Volokolamsky 

highway 73-1, flor 6, 

room 46, of. 602

Russia PoM 17369/1/1 15.04.2021

3 Viferon interferon alfa-2b
suppositories 

rectal
150000IU; (10/2x5)

Feron Ltd, 123098, 

Moscow, Gamaley str. 18  
Russia

Feron LLC, 125424, 

Moscow, 

Volokolamsky 

highway 73-1, flor 6, 

room 46, of. 602 

Russia PoM 17372/1/1 15.04.2021

4 Viferon interferon alfa-2b
suppositories 

rectal
3000000IU; (10/2x5)

Feron Ltd, 123098, 

Moscow, Gamaley str. 18 
Russia

Feron LLC, 125424, 

Moscow, 

Volokolamsky 

highway 73-1, flor 6, 

room 46, of. 602

Russia PoM 17371/1/1 15.04.2021

LIST

of  variations requiring reformulation of registration certificate  approved by the Center according to the  meeting decisionN N 4-1/21 on April 15, 2021
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5 Timalin polypeptides of thymus

powder 

lyophilized for 

solution for i/m 

injection

10mg; (5) glass vials; 

(10) glass vials

Samson-Med LLC, Moscow 

highway, 13, Saint 

Petersburg, 196158

Russia

Samson-Med LLC, 

Moscow highway, 

13, Saint Petersburg, 

196158

Russia PoM 15833/1/4 15.04.2021

6 Trypsin crystalline trypsin

powder 

lyophilized for 

solution for 

injection and for 

topical use

10mg; (5) glass vials, 

(10) glass vials

Samson-Med LLC, Moscow 

highway, 13, Saint 

Petersburg, 196158

Russia

Samson-Med LLC, 

Moscow highway, 

13, Saint Petersburg, 

196158

Russia PoM 15739/1/5 15.04.2021

7 Paclitaxel paclitaxel

concentrate for 

solution for 

infusion

30mg/5ml; (1) glass vial 

5ml

Belmedpreparaty RUE, 

220007, Minsk, Fabritsius 

St., 30- quality control, 

batch releaser, 

Belmedpreparaty RUE, 

220007, Minsk, Fabritsius 

St., 30, No2, Belarus-  bulk 

manufacturer, packager 

Belarus

Belmedpreparaty 

RUE, 220007, 

Minsk, Fabritsius St., 

30

Belarus PoM 16172/1/1 15.04.2021

8 Paclitaxel paclitaxel

concentrate for 

solution for 

infusion

100mg/16,7ml; (1) glass 

vial 16.7ml

Belmedpreparaty RUE, 

220007, Minsk, Fabritsius 

St., 30- quality control, 

batch releaser, 

Belmedpreparaty RUE, 

220007, Minsk, Fabritsius 

St., 30, N2, Belarus- bulk 

manufacturer, packager 

Belarus

Belmedpreparaty 

RUE, 220007, 

Minsk, Fabritsius St., 

30

Belarus PoM 16173/1/1 15.04.2021

9 Samprost samprost (extract of prostate)

powder 

lyophilized for 

solution for i/m 

injection

5mg; (5) glass vials; (10) 

glass vials

Samson-Med LLC, Moscow 

highway, 13, Saint 

Petersburg, 196158

Russia

Samson-Med LLC, 

Moscow highway, 

13, Saint Petersburg, 

196158

Russia PoM 15832/1/4 15.04.2021



10 Chymotrypsin chymotrypsin

powder 

lyophilized for 

solution for 

injection, local 

and external use

10mg; (5) glass vials; 

(10) glass vials

Samson-Med LLC, Moscow 

highway, 13, Saint 

Petersburg, 196158

Russia

Samson-Med LLC, 

Moscow highway, 

13, Saint Petersburg, 

196158

Russia PoM 15738/1/4 15.04.2021 

11 Crinone progesterone gel vaginal

80mg/g; (6) pre-filled 

plastic applicators 

1,125g, (15) pre-filled 

plastic applicators 

1,125g

Central Pharma (Contract 

Packing) Limited, Caxton 

Road, Bedford, 

Bedfordshire, MK41 0XZ - 

secondary packager, batch 

releaser, Fleet Laboratories 

Limited, 94 

Rickmansworth Road, 

Watford, Hertfordshire, 

WD18 7JJ, UK - bulk 

manufacturer, Maropack 

AG, Industriestrasse 

Briseck 4, 6144 Zell, 

Switzerland-primary 

packager 

UK

Merck 

LLC,Valovaya Street 

35, 115054 Moscow 

Russia PoM 18229/1/1 15.04.2021

12 Katarel tenoxicam

powder 

lyophilized and 

solvent for 

solution for 

i/m/i/v injection

20mg; (1) glass vial and 

solvent in ampoule 2ml

Anfarm Hellas S.A., 61st 

Km National Road Athens-

Lamia, Sximatari Viotias, 

32009 

Greece

J&P Pharma UK 

LTD, 7 Becket 

Wood, Newdigate, 

Dorking RH5 5AQ 

UK PoM 15971/1/1 15.04.2021

13 Vakunis
cefuroxime (cefuroxime 

sodium)

powder for 

solution for 

injection/infusion

750mg; (1) glass vial 

10ml

Anfarm Hellas S.A., 61st 

Km National Road Athens-

Lamia, Schimatari Viotias, 

32009 

Greece

J&P Pharma UK 

LTD, 7 Becket 

Wood, Newdigate, 

Dorking RH5 5AQ

UK PoM 17940/1/1 15.04.2021

14 Vakunis
cefuroxime (cefuroxime 

sodium)

powder for 

solution for 

injection/infusion

1500mg; (1) glass vial 

50ml

Anfarm Hellas S.A., 61st 

Km National Road Athens-

Lamia, Schimatari Viotias, 

32009 

Greece

J&P Pharma UK 

LTD, 7 Becket 

Wood, Newdigate, 

Dorking RH5 5AQ 

UK PoM 17941/1/1 15.04.2021



15 Januvia
sitagliptin (sitagliptin 

phosphate hydrate)

tablets film-

coated

100mg; (28/2x14/) in 

blister

Merck Sharp & Dohme 

Ltd., Shotton Lane, 

Cramlington, 

Northumberland NE23 3JU 

UK

Merck Sharp & 

Dohme IDEA 

GmbH, Weystrasse 

20, 6006 Luzern 

Switzerland PoM 18855/1/1 15.04.2021

16 Soluferr
iron (III)-hydroxide sucrose 

complex

solution for i/v 

injection or 

concentrate for 

solution for 

infusion

20mg/ml; (5) ampoules 

5ml

Help S.A. Pedini, 

Ioanninon, Ioannina, 45500 
Greece

Moosmann 

Pharmaceuticals 

LLC, Vanahovit 8, 

Proshyan v., 

Ashtarak Ave., 

Kotayk Marz 2413 

Republic of Armenia PoM 19139/1/3 15.04.2021

17 ACC 200 acetylcysteine
tablets 

effervescent

200mg; (20) in plastic 

container

Salutas Pharma GmbH, 

Otto-von-Guericke-Alle-1, 

39179 Barleben-batch 

releaser, Hermes Pharma 

Ges.m.b.H, 

Schwimmschulweg 1a, 

Wolfsberg, 9400, Austria-

bulk manufacturer, 

packager, quality control 

Germany

Sandoz 

Pharmaceuticals 

d.d., Verovskova Str. 

57, 1526 Ljubljana 

Slovenia OTC 18716/1/3 15.04.2021

18
ACC ACTIVE 

600mg  oral powder
acetylcysteine powder oral

600mg; (10) and (20) 

sachets 3g

Salutas Pharma GmbH, 

Otto-von-Guericke-Alle-1, 

39179 Barleben-batch 

releaser, Hermes Pharma 

Ges.m.b.H, 

Schwimmschulweg 1a, 

Wolfsberg, 9400, Austria-

bulk manufacturer, 

packager, quality control 

Germany

Sandoz 

Pharmaceuticals 

d.d., Verovskova Str. 

57, 1526 Ljubljana

Slovenia OTC 18716/1/3 15.04.2021
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1 Tantum Verde
benzydamine (benzydamine 

hydrochloride)

solution for local 

use with mint 

flavor

150mg/100ml; 120ml 

glass bottle and 

measuring cup

Aziende Chimiche Riunite 

Angelini Francesco 

A.C.R.A.F. S.p.A. Via 

Vecchia Del Pinocchio, 22, 

60100 Ancona 

Italy

Aziende Chimiche 

Riunite Angelini 

Francesco 

A.C.R.A.F. S.p.A. 

Viale Amelia, 70, 

Rome 

Italy OTC 15239/1   15.04.2021

2 Tantum Verde
benzydamine (benzydamine 

hydrochloride)

spray for local 

use with mint 

flavor

0,255mg/dose 

(150mg/100ml); 30ml 

(176 doses) plastic 

container with pump 

dispenser

Aziende Chimiche Riunite 

Angelini Francesco 

A.C.R.A.F. S.p.A. Via 

Vecchia Del Pinocchio, 22, 

60100 Ancona 

Italy

Aziende Chimiche 

Riunite Angelini 

Francesco 

A.C.R.A.F. S.p.A. 

Viale Amelia, 70, 

Rome

Italy OTC 15238/1  15.04.2021 

3 Ketonal ketoprofen
cream for 

external use

50mg/g; 30g 

aluminium tube

Salutas Pharma GmbH, 

Lange Goehren 3, 39171 

Osterweddingen 

Germany

Lek 

Pharmaceuticals 

d.d., Verovskova 

Str. 57, 1526 

Ljubljana

Slovenia PoM 14975/3  15.04.2021 

LIST

of the variations not requiring reformulation of registration certificate  approved by the Center according to the meeting decision N 4-1/21  on April 15, 2021

President___________________E. Amroyan



4 Amoxicillin
amoxicillin (amoxicillin 

trihydrate)

tablets 

dispersible

250mg; (20/2x10/) and 

(100/10x10/) in blister

Sandoz GmbH, 

Biochemiestrasse 10, A-

6250 Kundl 

Austria

Sandoz 

Pharmaceuticals 

d.d., Verovskova 

Str. 57, 1000 

Ljubljana 

Slovenia PoM 17676/2 15.04.2021

5 Bilobil intense
ginkgo biloba folies dry 

extract
capsules

120mg; (20/2x10/) 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 OTC 17522/1 15.04.2021

6 Sertazol
sertaconazole (sertaconazole 

nitrate)

suppositories 

vaginal
300mg; (1)

Rubicon LLC, 62B, M. 

Gorky street, 210002, 

Vitebsk

Belarus

Rubicon LLC, 

62B, M. Gorky 

street, 210002, 

Vitebsk

Belarus PoM 16181/1   15.04.2021  

7
Noliprel Forte 

arginine

perindopril arginine, 

indapamide

tablets film-

coated

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

plastic container

Les Laboratoires Servier 

Industrie 905, route de 

Saran, 45520 Gidy  

France

Les Laboratoires 

Servier, 50, rue 

Carnot, 92284 

Suresnes cedex

France PoM 16807/3 15.04.2021

8 Noliprel Bi-Forte
perindopril (perindopril 

arginine), indapamide

tablets film-

coated

10mg+2,5mg; (30) in 

plastic container

Servier (Ireland) Industries 

Ltd, Gorey Road, Arklow-

Co Wicklow 

Ireland

Les Laboratoires 

Servier, 50, rue 

Carnot, 92284 

Suresnes cedex 

France PoM 16673/2 15.04.2021

9 Doxycycline
doxycycline (doxycycline 

hyclate)
capsules

100mg; (10/1x10/) in 

blister, 

(1500/150x/1x10/) in 

blister

Belmedpreparaty RUE, 

Grodninsky region,  

Skidzyel, Kizevich str., 50 

Belarus

Belmedpreparaty 

RUE, 220007, 

Minsk, Fabritsius 

St., 30 

Belarus PoM 17710/1 15.04.2021



10 Amprilan ramipril tablets
2,5mg; (30/3x10/) in 

blister

KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 

Novo Mesto

Slovenia

KRKA d.d., Novo 

mesto, Smarjeska 

cesta 6, 8501 Novo 

Mesto

Slovenia PoM 18099/1 15.04.2021

11 Amprilan ramipril tablets
10mg; (30/3x10/) in 

blister

KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 

Novo Mesto

Slovenia

KRKA d.d., Novo 

mesto, Smarjeska 

cesta 6, 8501 Novo 

Mesto

Slovenia PoM 18097/1 15.04.2021

12 Amlo-Denk 5
amlodipine (amlodipine 

mesilate monohydrate)
tablets

5mg; (50/5x10/) in 

blister

Denk Pharma GmbH & Co. 

KG, Goellstr. 1, 84529 

Tittmoning 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Munchen

Germany PoM 16133/1 15.04.2021

13 Mertenil
rosuvastatin (rosuvastatin 

calcium)

tablets film-

coated

5mg; (30/3x10/) in 

blister

Gedeon Richter PLC, 

Gyomroi ut 19-21, 1103 

Budapest

Hungary

Gedeon Richter 

PLC, Gyomroi ut 

19-21, 1103 

Budapest

Hungary PoM 15905/3 15.04.2021

14 Mertenil
rosuvastatin (rosuvastatin 

calcium)

tablets film-

coated

10mg; (30/3x10/) in 

blister

Gedeon Richter PLC, 

Gyomroi ut 19-21, 1103 

Budapest

Hungary

Gedeon Richter 

PLC, Gyomroi ut 

19-21, 1103 

Budapest

Hungary PoM 15904/3 15.04.2021



15 Mertenil
rosuvastatin (rosuvastatin 

calcium)

tablets film-

coated

20mg; (30/3x10/) in 

blister

Gedeon Richter PLC, 

Gyomroi ut 19-21, 1103 

Budapest

Hungary

Gedeon Richter 

PLC, Gyomroi ut 

19-21, 1103 

Budapest

Hungary PoM 15903/3 15.04.2021

16 Asentra
sertraline (sertraline 

hydrochloride)

tablets film-

coated

50mg; (28/4x7/) 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 15639/1 15.04.2021

17 Panto-Denk 20
pantoprazole (pantoprazole 

sodium sesquihydrate)

tablets gastro-

resistant

20mg; (28/2x14/) in 

blister

Advance Pharma GmbH, 

Wallenroder  str. 8-14, 

13435 Berlin 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Muenchen 

Germany PoM 17853/1 15.04.2021

18 Fromilid clarithromycin
tablets film-

coated

250mg; (14/2x7/) 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 17958/1 15.04.2021

19 Fromilid clarithromycin
tablets film-

coated

500mg; (14/2x7/) 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 17959/1 15.04.2021



20 Nixar bilastin tablets

20mg; (10/1x10/), 

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

and (50/5x10/) in 

blister

A.Menarini Manufacturing 

Logistics and Services 

S.r.l.,Via Campo Di Pile, 

67100 L` Aquila 

Italy

Menarini 

International 

Operations 

Luxembourg 

S.A.,1, avenue de 

la Gare, 1611

Luxembourg PoM 17065/2 15.04.2021

21 Kenalog 40
triamcinolone 

(triamcinolone acetonide)

suspension for 

injection

40mg/ml; (5) 

ampoules 1ml

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 15888/2 15.04.2021

22 Noliprel arginine
perindopril arginine, 

indapamide

tablets film-

coated

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

in plastic container

Les Laboratoires Servier 

Industrie 905, route de 

Saran, 45520 Gidy 

France

Les Laboratoires 

Servier, 50, rue 

Carnot, 92284 

Suresnes cedex

France PoM 16806/3 15.04.2021

23 Vitamin C ascorbic acid tablets
500mg; (250/25x10/), 

in blister

Replek Farm Ltd, Skopje, 

188 str. Kozle, 1000 Skopje 

Republic of North 

Macedonia

Esculap Ltd., 17/2, 

1 block, 

Davidashen, 0054, 

Yerevan 

Republic of 

Armenia
OTC 15364/1 15.04.2021

24 Amlessa

perindopril (perindopril tert-

butylamine), amlodipine 

(amlodipine besilate)

tablets
8mg+5mg; (30/3x10/) 

in blister

KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 

Novo Mesto

Slovenia

KRKA d.d., Novo 

mesto, Smarjeska 

cesta 6, 8501 Novo 

Mesto

Slovenia PoM 18010/1 15.04.2021

25 Amlessa

perindopril (perindopril tert-

butylamine), amlodipine 

(amlodipine besilate)

tablets
8mg+10mg; (30/3x10/) 

in blister

KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 

Novo Mesto

Slovenia

KRKA d.d., Novo 

mesto, Smarjeska 

cesta 6, 8501 Novo 

Mesto

Slovenia PoM 18008/1 15.04.2021



26 Oramorph morphine (morphine sulfate) solution oral

2mg/ml; 100ml glass 

bottle and measuring 

pipette

L.Molteni & C. dei F.lli 

Alitti Societa di Esercizio 

S.p.A, S. S. 67, Fraz. 

Granatieri, Scandicci, 

50018-bulk manufacturer, 

primary packager, batch 

releaser, Falorni S.r.l.,Via 

Provinciale Lucchese, s.n.c. 

- Loc. Masotti 51100 

Serravalle Pistoiese 

(Pistoia), Italy-secondary 

packager 

Italy

L.Molteni & C. dei 

F.lli Alitti Societa 

di Esercizio S.p.A, 

S. S. 67, Fraz. 

Granatieri, 

Scandicci, 50018

Italy PoM 18349/1 15.04.2021

27 Oramorph morphine (morphine sulfate) solution oral
20mg/ml; 20ml glass 

vial with dropper

L.Molteni & C. Dei F.lli 

Alitti Societa di Esercizio 

S.p.A, S. S. 67, Localita 

Granatieri, Scandicci, 

50018

Italy

L.Molteni & C. 

Dei F.lli Alitti 

Societa di 

Esercizio S.p.A, S. 

S. 67, Localita 

Granatieri, 

Scandicci, 50018

Italy PoM 16911/1 15.04.2021

28 Oramorph morphine (morphine sulfate) solution oral
20mg/ml; 20ml glass 

vial with dropper

L.Molteni & C. dei F.lli 

Alitti Societa di Esercizio 

S.p.A, S. S. 67, Fraz. 

Granatieri, Scandicci, 

50018-bulk manufacturer, 

primary packager, batch 

releaser, Falorni S.r.l.,Via 

Provinciale Lucchese, s.n.c. 

- Loc. Masotti 51100 

Serravalle Pistoiese 

(Pistoia), Italy-secondary 

packager 

Italy

L.Molteni & C. dei 

F.lli Alitti Societa 

di Esercizio S.p.A, 

S. S. 67, Fraz. 

Granatieri, 

Scandicci, 50018

Italy PoM 18350/1 15.04.2021



29 Oramorph morphine (morphine sulfate) solution oral

2mg/ml; 100ml glass 

bottle and measuring 

pipette 5ml

L.Molteni & C. Dei F.lli 

Alitti Societa di Esercizio 

S.p.A, S. S. 67, Localita 

Granatieri, Scandicci, 

50018

Italy

L.Molteni & C. 

Dei F.lli Alitti 

Societa di 

Esercizio S.p.A, S. 

S. 67, Localita 

Granatieri, 

Scandicci, 50018

Italy PoM 16579/2 15.04.2021

30 Flucinar fluocinolone acetonide
gel for external 

use

0,25mg/g; 15g 

aluminium tube

Pharmaceutical Company 

Jelfa S.A., ul. Wincentego 

Pola 21, 58-500 Jelenia 

Gora 

Poland

Bausch Health 

LLC, Shabolovka 

st. 31, building 5, 

115162, Moscow

Russia PoM 14977/1 15.04.2021

31 Catafast
diclofenac (diclofenac 

potassium)

powder for oral 

solution

50mg; (3) and (21) 

sachets

Mipharm S.p.A., VIA 

Bernardo Quaranta, 12, 

20141 Milano (MI) 

Italy

Novartis Pharma 

AG, Lichstrasse 

35, 4056 Basel 

Switzerland PoM 18035/2 15.04.2021

32
On.setron-Denk 

4mg ODT
ondansetron

tablets 

orodispersible

4mg; (6/1x6/) in 

blister

Denk Pharma GmbH & Co. 

KG, Goellstr. 1, 84529 

Tittmoning- 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 

(microbiological) 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Muenchen 

Germany PoM 19421/1 15.04.2021



33 Toras-Denk 10 torasemide tablets
10mg; (30/3x10/) in 

blister

Denk Pharma GmbH & Co. 

KG, Goellstr. 1, 84529 

Tittmoning 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Muenchen 

Germany PoM 18590/2 15.04.2021

34 Co-Prenessa
perindopril (perindopril 

erbumine), indapamide
tablets

2mg+0,625mg; 

(30/3x10/) in blister

KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 

Novo Mesto

Slovenia

KRKA d.d., Novo 

mesto, Smarjeska 

cesta 6, 8501 Novo 

Mesto

Slovenia PoM 16092/2 15.04.2021

35 Co-Prenessa
perindopril (perindopril 

erbumine), indapamide
tablets

4mg+1,25mg; 

(30/3x10/) in blister

KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 

Novo Mesto

Slovenia

KRKA d.d., Novo 

mesto, Smarjeska 

cesta 6, 8501 Novo 

Mesto

Slovenia PoM 16091/2 15.04.2021

36 Pronoran piribedil

tablets 

prolonged-

release 

50mg; (30/2x15/) in 

blister

Les Laboratoires Servier 

Industrie, 905, route de 

Saran, 45520 Gidy 

France

Les Laboratoires 

Servier, 50, Rue 

Carnot 92284 

Suresnes cedex

France PoM 15512/2 15.04.2021

37 Divigel
estradiol (estradiol 

hemihydrate)
gel

1mg/g; (28) sachets 

0,5g

Orion Corporation, 

Orionintie 1, 02200 Espoo- 

batch releaser, Orion 

Corporation, 

Tengstrominkatu 8, 20360 

Turku, Finland- bulk 

manufacturer, packager, 

quality control 

Finland

Orion 

Corporation, 

Orionintie 1, 

02200 Espoo 

Finland PoM 19717/1 15.04.2021



38 Divigel
estradiol (estradiol 

hemihydrate)
gel 1mg/g; (28) sachets 1g

Orion Corporation, 

Orionintie 1, 02200 Espoo- 

batch releaser, Orion 

Corporation, 

Tengstrominkatu 8, 20360 

Turku, Finland- bulk 

manufacturer, packager, 

quality control 

Finland

Orion 

Corporation, 

Orionintie 1, 

02200 Espoo

Finland PoM 19718/1 15.04.2021

39 Klarisens loratadine tablets

10mg; (7/1x7/), 

(10/1x10/), (30/3x10/), 

in blister

Pharmstandard-

Leksredstva JSC, 305022, 

Kursk, Agregatnaya 2nd 

str., 1a/18 

Russia

OTCPharm PJSC, 

123317, Moscow, 

Testovskaya str., 

10 

Russia OTC 14934/2 15.04.2021

40 Oftan Catachrom
cytochrome C, adenosine, 

nicotinamide
drops eye

0,675mg/ml+2mg/ml+

20mg/ml; 10ml plastic 

bottle-dropper

Santen Oy, Niittyhaankatu 

20, 33720 Tampere-batch 

releaser, NextPharma Oy, 

Niittyhaankatu 20, 33720 

Tampere, Finland-bulk 

manufacturer, packager, 

quality control 

Finland

Santen Oy, 

Niittyhaankatu 

20, 33720 

Tampere 

Finland PoM 18905/1 15.04.2021

41 Articaine-Liqvo

articaine (articaine 

hydrochloride), epinephrine 

(epinephrine hydrotartrate)

solution for 

injection

40mg/ml+0.005mg/ml

; 20ml glass vial

Liqvor CJSC, 0089, 

Yerevan, str. Kochinyan, 

7/9

Republic of 

Armenia

Liqvor CJSC, 0089, 

Yerevan, str. 

Kochinyan, 7/9

Republic of 

Armenia
PoM 15511/1 15.04.2021

42 Articaine-Liqvo

articaine (articaine 

hydrochloride), epinephrine 

(epinephrine hydrotartrate)

solution for 

injection

40mg/ml+0.01mg/ml; 

20ml glass vial

Liqvor CJSC, 0089, 

Yerevan, str. Kochinyan, 

7/9

Republic of 

Armenia

Liqvor CJSC, 0089, 

Yerevan, str. 

Kochinyan, 7/9

Republic of 

Armenia
PoM 15510/1 15.04.2021



43
Macmiror 

complex
nifuratel, nystatine cream vaginal

10g/100g+4000000IU/

100g; 30g aluminium 

tube and dosing 

syringe applicator

Doppel Farmaceutici 

S.R.L., Via Martiri delle 

Foibe, 1-29016 

Cortemaggiore (PC) 

Italy

Polichem S.r.l., 

Via Giuseppe 

Marcora, 11-20121 

Milan (MI) 

Italy PoM 15244/2 15.04.2021

44
Simvastatin 20mg 

film-coated tablets
simvastatin

tablets film-

coated

20mg; (30/3x10/) in 

blister

Lek S.A.,16 Podlipie Str., 

95-010 Strykow- batch 

releaser, packager, Sandoz 

Grup Saglik Ueruenleri  

Ilaclari San. ve A.S., Gebze 

Organized Industrial 

Region Ihsan Dede, Cadde 

No. 900 Sokak, TR-41480, 

Gebze-Kocaeli, Turkey- 

bulk manufacturer 

Poland

Sandoz 

Pharmaceuticals 

d.d., Verovskova 

Str. 57, 1000 

Ljubljana

Slovenia PoM 16465/3 15.04.2021

45
Simvastatin 40mg 

film-coated tablets
simvastatin

tablets film-

coated

40mg; (100/10x10/) in 

blister

Lek S.A.,16 Podlipie Str., 

95-010 Strykow- batch 

releaser, packager, Sandoz 

Grup Saglik Ueruenleri  

Ilaclari San. ve A.S., Gebze 

Organized Industrial 

Region Ihsan Dede, Cadde 

No. 900 Sokak, TR-41480, 

Gebze-Kocaeli, Turkey- 

bulk manufacturer 

Poland

Sandoz 

Pharmaceuticals 

d.d., Verovskova 

Str. 57, 1000 

Ljubljana 

Slovenia PoM 16466/3 15.04.2021

46

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, Gangjeo-ro, 

Jecheon-Si, 

Chungcheongbuk-do 

Korea South

Asteria LLC, 28 

Tigran Mets str., 

office 24, 0018 

Yerevan 

Republic of 

Armenia
PoM 15354/4/1 15.04.2021



47 Rowachol

a-pinene, b-pinene, 

menthol, menthone, 

borneol, camphene, cineole

capsules gastro-

resistant, soft

13,6mg+3,4mg+32mg

+6mg+5mg+5mg+2mg 

(100/10x10/) in blister

Rowa Pharmaceuticals Ltd., 

Newtown, Bantry, Cork- quality 

control (physicochemical), batch 

releaser, SwissCaps Romania SRL, No. 

20 Carol I Street, Comuna Cornu, 

Jud. Prahova 107180, Romania- bulk 

manufacturer, Sharp Clinical Services 

(UK) Limited, Unit 28, Heads of the 

Valley Industrial Estate, Rhymney, 

Tredegar, NP22 5RL, UK- primary 

packager, Norfachema UAB, Vytauto 

g. 6, LT-55175 Jonava, Lithuania- 

secondary packager, Eurofins 

Biopharma Product Testing Ireland 

Limited, Clogherane, Dungarvan, Co. 

Waterford, Ireland- quality control 

(microbiological) 

Ireland

Rowa 

Pharmaceuticals 

Ltd., Newtown, 

Bantry, Cork 

Ireland PoM 19478/1 15.04.2021

48 Rowachol

a-pinene, b-pinene, 

menthol, menthone, 

borneol, camphene, cineole

capsules gastro-

resistant, soft

13,6mg+3,4mg+32mg

+6mg+5mg+5mg+2mg

; (100/10x10/) blisters

Rowa Pharmaceuticals 

Ltd., Newtown, Bantry, 

Cork- batch releaser, bulk 

manufacturer (capsules 

liquid manufacturer), S.C. 

Swiss Caps Romania S.R.L., 

Str. Carol I no 1, Comuna 

Cornu, Jud. Prahova 

107180, Romania- bulk 

manufacturer (liquid 

capsulation), MPF B.V., 

Appelhof 13, Oudehaske, 

8465RX, the Netherlands- 

primary packager, 

Norfachema UAB, Vytauto 

g. 6, LT-55175 Jonava, 

Lithuania- secondary 

packager 

Ireland

Rowa 

Pharmaceuticals 

Ltd., Newtown, 

Bantry, Cork

Ireland PoM 17883/2 15.04.2021



49 ESCITAM ACINO
escitalopram (escitalopram 

oxalate)

tablets film-

coated

10mg; (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 PoM 19495/1 15.04.2021

50 ESCITAM ACINO
escitalopram (escitalopram 

oxalate)

tablets film-

coated

20mg; (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 PoM 19496/1  15.04.2021   

51 Rennie
calcium carbonate, 

magnesium carbonate

tablets chewable 

with menthol 

flavour

680mg+80mg; 

(12/1x12/) and 

(24/2x12/) in blister

Delpharm Gaillard, 33, rue 

de l`industrie, 74240 

Gaillard 

France

Bayer Consumer 

Care AG, Peter 

Merian-Strasse 84, 

4052 Basel 

Switzerland OTC 17824/1 15.04.2021

52 Chophytol cynara scolymus extract tablets coated

200mg; (60/2x30/) in 

blister, (180/6x30/) in 

blister

Laboratoires Rosa-

Phytopharma, 2 avenue du 

Traite de Rome, 78400 

Chatou-batch releaser, 

Laboratoires 

GALENIQUES VERNIN, 

20 rue Louis-Charles 

Vernin, 77190 Dammarie-

Les-Lys, France-bulk 

manufacturer, packager, 

quality control 

France

Laboratoires Rosa-

Phytopharma  68, 

rue Jean-Jacques 

Rousseau 75001 

Paris 

France OTC 18950/2 15.04.2021



53 Siofor 1000
metformin (metformin 

hydrochloride)

tablets film-

coated

1000mg; (60/4x15/) in 

blister

Berlin-Chemie 

A.G.,Glienicker Weg 125, 

D-12489 Berlin-batch 

releaser, packager, Berlin-

Chemie A.G., Tempelhofer 

Weg 83, D-12347 

Berlin,Germany-bulk 

manufacturer  

Germany

Laboratori 

Guidotti S.p.A., 

Via Livornese, 897  

56122 La Vettola 

(Pisa)

Italy PoM 17467/3 15.04.2021

54 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 19676/1 15.04.2021

55 Siofor 1000
metformin (metformin 

hydrochloride)

tablets film-

coated

1000mg; (60/4x15/) in 

blister

Berlin-Chemie 

A.G.,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 19677/1 15.04.2021



56 Humulin 70/30
insulin human (recombinant 

DNA)

suspension for 

injection

100IU/ml; (5) 

cartridges 3ml

Lilly France S.A.S., Zone 

Industrielle, 2 rue du 

Colonel Lilly, 67640 

Fegersheim

France

Lilly France 

S.A.S., Zone 

Industrielle, 2 rue 

du Colonel Lilly, 

67640 Fegersheim

France PoM 15927/1 15.04.2021

57 Humulin R
insulin human regular 

(recombinant DNA)

solution for 

injection

100IU/ml; (5) 

cartridges 3ml

Lilly France S.A.S., Zone 

Industrielle, 2 rue du 

Colonel Lilly, 67640 

Fegersheim

France

Lilly France 

S.A.S., Zone 

Industrielle, 2 rue 

du Colonel Lilly, 

67640 Fegersheim

France PoM 15926/1 15.04.2021

58 Humulin N
insulin human isophane 

(recombinant DNA)

suspension for 

injection

100IU/ml; (5) 

cartridges 3ml

Lilly France S.A.S., Zone 

Industrielle, 2 rue du 

Colonel Lilly, 67640 

Fegersheim

France

Lilly France 

S.A.S., Zone 

Industrielle, 2 rue 

du Colonel Lilly, 

67640 Fegersheim

France PoM 15928/1 15.04.2021

59 Valsartan valsartan
tablets film-

coated

80mg; (28/2x14/) in 

blister

Novartis Farmaceutica S.A., 

Ronda de Santa Maria, 158, 

08210 Barbera del Valles, 

Barcelona 

Spain

Sandoz 

Pharmaceuticals 

d.d., Verovskova 

Str. 57, 1000 

Ljubljana 

Slovenia PoM 17512/1 15.04.2021

60 Valsartan valsartan
tablets film-

coated

160mg; (28/2x14/) in 

blister

Novartis Farmaceutica S.A., 

Ronda de Santa Maria, 158, 

08210 Barbera del Valles, 

Barcelona 

Spain

Sandoz 

Pharmaceuticals 

d.d., Verovskova 

Str. 57, 1000 

Ljubljana

Slovenia PoM 17513/1 15.04.2021



61 Analgin
metamizole (metamizole 

sodium)
tablets

500mg; (10) in blister 

and (10) in strip

Irbitskiy himfarmzavod 

JSC, 643 RU, Irbit, St. 

Sverdlovsk, K. Marksa str., 

124 

Russia

Irbitskiy 

himfarmzavod 

JSC, 643 RU, Irbit, 

St. Sverdlovsk, 

Kirova str., 172

Russia OTC 15008/1 15.04.2021

62 Tiregis D
telmisartan, 

hydrochlorothiazide
tablets

40mg+12,5mg; 

(28/2x14/) in blister, 

(56/4x14/) in blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120- 

batch releaser, Actavis Ltd., 

BLB015, BLB 016, Bulebel 

Industrial Estate, Zejtun, 

ZTN 3000, Malta- bulk 

manufacturer, packager, 

quality control 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38

Hungary PoM 19272/1 15.04.2021

63 Tiregis D
telmisartan, 

hydrochlorothiazide
tablets

80mg+12,5mg; 

(28/2x14/) in blister, 

(56/4x14/) in blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120- 

batch releaser, Actavis Ltd., 

BLB015, BLB 016, Bulebel 

Industrial Estate, Zejtun, 

ZTN 3000, Malta- bulk 

manufacturer, packager, 

quality control 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38 

Hungary PoM 19273/1 15.04.2021

64 Tiregis D
telmisartan, 

hydrochlorothiazide
tablets

80mg+25mg; 

(28/2x14/) in blister, 

(56/4x14/) in blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120- 

batch releaser, Actavis Ltd., 

BLB015, BLB 016, Bulebel 

Industrial Estate, Zejtun, 

ZTN 3000, Malta- bulk 

manufacturer, packager, 

quality control 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38

Hungary PoM 19274/1 15.04.2021



65 Armenicum

iodine, potassium iodide, 

lithium chloride, polyvinyl 

alcohol, dextrin, sodium 

chloride

paste

13,6mg/g+20,4mg/g+0

,3mg/g+5,1mg/g+170,

3mg/g+15,3mg/g; 25g 

aluminium tube, 50g 

aluminium tube

Arpimed LLC, Kotayk 

Marz, Abovyan, 2nd Micro-

District, 19 Building 

Republic of 

Armenia

«Armenicum+» 

CJSC, 37 

Nalbandayan, 

Yerevan 0001, 

Republic of 

Armenia
PoM 14822/1  15.04.2021   

66 Augmentin

amoxicillin (amoxicillin 

trihydrate), clavulanic acid 

(potassium clavulanate)

tablets film-

coated

250mg+125mg; 

(20/2x10/) in blister

SmithKline Beecham 

Limited, Clarendon road, 

Worthing, West Sussex, 

BN14 8QH

UK

Beecham Group 

PLC, 980 Great 

West Road, 

Brentford, 

Middlesex, TW8 

9GS

UK PoM 17635/4 15.04.2021

67 Augmentin

amoxicillin (amoxicillin 

trihydrate), clavulanic acid 

(potassium clavulanate)

tablets film-

coated

500mg+125mg; 

(14/2x7/) in blister

SmithKline Beecham 

Limited, Clarendon road, 

Worthing, West Sussex, 

BN14 8QH 

UK

Beecham Group 

PLC, 980 Great 

West Road, 

Brentford, 

Middlesex, TW8 

9GS 

UK PoM 17633/4 15.04.2021

68 Augmentin

amoxicillin (amoxicillin 

trihydrate), clavulanic acid 

(potassium clavulanate)

tablets film-

coated

875mg+125mg; 

(14/2x7/) in blister

SmithKline Beecham 

Limited, Clarendon road, 

Worthing, West Sussex, 

BN14 8QH 

UK

Beecham Group 

PLC, 980 Great 

West Road, 

Brentford, 

Middlesex, TW8 

9GS 

UK PoM 17634/4 15.04.2021

69
Nifedi-Denk10 

Retard
nifedipine

tablets 

prolonged-

release

10mg; (100/10x10/) in 

blister

Denk Pharma GmbH & Co. 

KG, Goellstr. 1, 84529 

Tittmoning 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Muenchen

Germany PoM 17818/2 15.04.2021



70 Losar-Denk 25 losartan (losartan potassium)
tablets film-

coated

25mg; (28/2x14/) 

blisters

Denk Pharma GmbH & Co. 

KG, Goellstr. 1, 84529 

Tittmoning 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Muenchen 

Germany PoM 18143/2 15.04.2021


