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proprietary (generic) names 

or names of active 

substances

dosage form

dosage  strength & 

output form 

(packaging)

Manufacturer country License holder
License holder 

country

Prescription 

status

Conclusion N & 

date

1 Elevit Pronatal

vitamin A, vitamin D3, 

vitamin E, vitamin C, folic 

acid, vitamin B1,vitamin B2, 

vitamin B6, vitamin B12, 

nicotinamide, biotin, calcium 

pantothenate, calcium, 

magnesium, phosphor, 

ferrum, zinc, copper, 

manganese

tablets film-coated

3600IU+500IU+15mg+1

00mg+0,8mg+1,6mg+1,

8mg+2,6mg+4mcg+19m

g+200mcg+10mg+125m

g+100mg+125mg+60mg

+7,5mg+1mg+1mg; 

(30/3x10/) and 

(100/5x20/) in blister

Rottendorf Pharma GmbH, 

Ostenfelder Strasse 51-61, 

59320 Ennigerloh` bulk 

manufacturer, packager, 

quality control 

(physicochemical), batch 

releaser, Rottendorf 

Pharma GmbH, Am 

Fleigendahl 3, 59320 

Ennigerloh, Germany` 

packager, SYNLAB 

Analytics &  Services  

Germany GmbH, 

Hauptstrasse 105, 04416 

Markkleeberg, Germany`  

quality control 

(microbiological) 

Germany

JSC BAYER, 3rd 

Rybinskaya st., 18, 

build. 2, 107113 

Moscow 

Russia OTC 19945 30.06.2021

2 Eksportal lactitol monohydrate
powder for oral 

solution

5g, (6/3x2/) and (6) 

sachets 5g

PharmVilar LLC SPA, 

Communiststreet 115, 

bldg., Maloyaroslavets, 

Kaluga region, 

Maloyaroslavetsky district 

Russia

Valenta Pharm 

JSC, 141101, 

Moscow Region, 

Shchelkovo, 

Fabrichnaya St., 2

Russia OTC 19946 30.06.2021

of the medicines recommended for the registration by the Center according to the meeting decision N 6-2/21  on June 30, 2021

LIST

President___________________E. Amroyan



3 Eksportal lactitol monohydrate
powder for oral 

solution

10g, (10/5x2/) sachets 

10g, (20/10x2/) sachets 

10g, (10) sachets 10g, 

(20) sachets 10g

PharmVilar LLC SPA, 

Communiststreet 115, 

bldg., Maloyaroslavets, 

Kaluga region, 

Maloyaroslavetsky district 

Russia

Valenta Pharm 

JSC, 141101, 

Moscow Region, 

Shchelkovo, 

Fabrichnaya St., 2 

Russia OTC 19947 30.06.2021

4 Duotam
dutasteride, tamsulosin 

(tamsulosin hydrochloride)
capsules hard

0.5mg+0.4mg; (30) in 

plastic container

Alkaloid AD Skopje, Blvd. 

Aleksandar Makedonski 12, 

1000 Skopje` batch 

releaser,  Laboratorios Leon 

Farma S.A., Poligono 

Industrial Navatejera, C/ La 

Vallina s/n, Villaquilambre, 

24008, Leon, Spain` bulk 

manufacturer, packager, 

quality control 

(physicochemical), 

LABORATORIO 

ECHEVARNE, S.A.,C/ 

Provenca, n 312, Bajos, 

Barcelona, 08037, Spain` 

quality control 

(microbiological) 

Macedonia

Alkaloid AD 

Skopje, Blvd. 

Aleksandar 

Makedonski 12, 

1000 Skopje

Republic of North 

Macedonia
PoM 19948 30.06.2021

5 Rengalin

affinity purified antibodies to 

bradykinin, affinity purified 

antibodies to histamine, 

affinity purified antibodies to 

morphine

solution oral
6mg+6mg+6mg; glass 

bottle 100ml

NPF Materia Medica 

Holding LLC, 54, 

Buguruslanskaya st., 

Chelyabinsk 454139  

Russia

NPF Materia 

Medica Holding 

LLC, 9 bld., 3rd 

Samotyochny per., 

Moscow 127473

Russia OTC 19949 30.06.2021



6
Zoledro-Denk 

4mg/5ml
zoledronic acid

concentrate for 

solution for i/v 

infusion

0,8mg/ml; plastic 

container 5ml

Denk Pharma GmbH & Co. 

KG, Prinzregentenstr. 79, 

81675 Muenchen` batch 

releaser, Siegfried Hameln 

GmbH, Langes Feld 13, 

Hameln, Niedersachsen, 

31789` bulk manufacturer, 

primary packager, quality 

control, Prestige 

Promotion 

Verkaufsfoerderung & 

Werbeservice GmbH, 

Lindigstrasse 6, 

Kleinostheim, Bayern, 

63801, Germany` 

secondary packager 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Muenchen 

Germany PoM 19950 30.06.2021

7 AqViplatin oxaliplatin
concentrate for 

solution for infusion

50mg/10ml; glass vial 

10ml

AqVida GmbH, Kaiser-

Wilhelm-Str. 89, Hamburg, 

20355- batch releaser, 

AqVida GmbH, 

werkstrasse 21, Dassow, 

Mecklenburg-

Vorpommern 23942, 

Germany- bulk 

manufacturer, packager, 

quality control 

Germany

Aversi-Rational 

Ltd, Chirnakhuli 

str. 14, 0198 

Tbilisi 

Georgia PoM 19951 30.06.2021

8 AqViplatin oxaliplatin
concentrate for 

solution for infusion

100mg/20ml; glass vial 

20ml

AqVida GmbH, Kaiser-

Wilhelm-Str. 89, Hamburg, 

20355- batch releaser, 

AqVida GmbH, 

werkstrasse 21, Dassow, 

Mecklenburg-

Vorpommern 23942, 

Germany- bulk 

manufacturer, packager, 

quality control 

Germany

Aversi-Rational 

Ltd, Chirnakhuli 

str. 14, 0198 

Tbilisi

Georgia PoM 19952 30.06.2021



9 Vsiqq Brolucizumab
solution for 

injection

120mg/ml; glass vial 

and filter needle

Novartis Pharma Stein AG 

Technical Operations 

Schweiz, Stein Steriles, 

Schaffhauserstrasse, Stein 

AG, 4332 

Switzerland

Novartis Overseas 

Investments AG, 

Lichtstrasse 35, 

4056 Basel

Switzerland PoM 19953 30.06.2021

10 ROXITON
rosuvastatin (rosuvastatin 

calcium)
tablets film-coated

10mg; (30/3x10/) in 

blister

Medochemie Ltd., (Central 

Factory), 1-10 

Constantinoupoleos street, 

3011 Limassol- bulk 

manufacturer, quality 

control, batch releaser, 

Medochemie Ltd (Factory 

AZ), 2 Michael Erakleous 

street, Agios Athanassios 

Industrial Area, 4101 Agios 

Athanassios, Limassol, 

Cyprus- packager 

Cyprus

Medochemie Ltd., 

1-10 

Constantinoupole

os street, 3011 

Limassol

Cyprus PoM 19954 30.06.2021

11 ROXITON
rosuvastatin (rosuvastatin 

calcium)
tablets film-coated

20mg; (30/3x10/) in 

blister

Medochemie Ltd., (Central 

Factory), 1-10 

Constantinoupoleos street, 

3011 Limassol- bulk 

manufacturer, quality 

control, batch releaser, 

Medochemie Ltd (Factory 

AZ), 2 Michael Erakleous 

street, Agios Athanassios 

Industrial Area, 4101 Agios 

Athanassios, Limassol, 

Cyprus- packager 

Cyprus

Medochemie Ltd., 

1-10 

Constantinoupole

os street, 3011 

Limassol

Cyprus PoM 19955 30.06.2021



12 Bonaxon
ceftriaxone (ceftriaxone 

sodium)

powder for solution 

for injection
1000mg; (10) glass vials

ACS DOBFAR S.p.A., 

Nucleo Industriale S. Atto, 

64100 TERAMO (TE) 

Italy

Yuman LLC 

Teryan st.8-55, 

Yerevan

Republic of Armenia PoM 19956 30.06.2021
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1 Bretaris Genuair
aclidinium (aclidinium 

bromide)

powder for 

inhalation

322mcg/dose; (1) 

inhaler (30 unit doses), 

(1) inhaler (60 unit 

doses), (3) inhaler 

(180/3x60/ unit doses)

Industrias Farmaceuticas 

Almirall S.A., Ctra. 

Nacional II, Km. 593, 

08740 Sant Andreu de la 

Barca, Barcelona 

Spain

Berlin-Chemie 

AG (Menarini 

Group), 

Glienicker Weg 

125, 12489 Berlin 

Germany PoM
19957 (000582) 

30.06.2021
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1
Septolete total 

eucalyptus

benzydamine (benzydamine 

hydrochloride), 

cetylpyridinium chloride

pastilles

3mg+1mg (8/1x8/), 

(16/2x8/), (24/3x8/) and 

(32/4x8/) in blister

KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 

Novo Mesto-quality 

control, batch releaser, 

KRKA d.d., Novo mesto, 

Ulica Rada Pusenjaka 10, 

Ljutomer, 9240, Slovenia-

bulk manufacturer, 

packager 

Slovenia

KRKA d.d., Novo 

mesto, Smarjeska 

cesta 6, 8501 Novo 

Mesto 

Slovenia OTC 19958 30.06.2021

2 Helmintox 125mg pyrantel (pyrantel embonate)
tablets film-

coated

125mg; (6/1x6/) in 

blister

Innothera Chouzy, Rue 

Rene Chantereau, Chouzy-

sur-Cisse, Valloire-sur-

Cisse, 41150 

France

Laboratoire 

Innotech 

International, 22, 

Avenue Aristide 

Briand, 94110 

Arcueil

France PoM 19959 30.06.2021

3 Helmintox 250mg pyrantel (pyrantel embonate)
tablets film-

coated

250mg; (3/1x3/) in 

blister

Innothera Chouzy, Rue 

Rene Chantereau, Chouzy-

sur-Cisse, Valloire-sur-

Cisse, 41150 

France

Laboratoire 

Innotech 

International, 22, 

Avenue Aristide 

Briand, 94110 

Arcueil

France PoM 19960 30.06.2021

LIST

of the medicines recommended for the re-registration by the Center according to the meeting decision N 6-2/21  on June 30, 2021

President___________________E. Amroyan



4
Esomeprazol 

SANDOZ 20mg

esomeprazole (esomeprazole 

magnesium dihydrate)

tablets gastro-

resistant

20mg; (14/2x7/) in 

blister, (28/4x7/) in 

blister

Salutas Pharma GmbH, 

Otto-von-Guericke-Alle-1, 

39179 Barleben 

Germany

Sandoz 

Pharmaceuticals 

d.d., Verovskova 

Str. 57, 1000 

Ljubljana

Slovenia PoM 19961 30.06.2021

5
Esomeprazol 

SANDOZ 40mg

esomeprazole (esomeprazole 

magnesium dihydrate)

tablets gastro-

resistant

40mg; (14/2x7/) in 

blister, (28/4x7/) in 

blister

Salutas Pharma GmbH, 

Otto-von-Guericke-Alle-1, 

39179 Barleben 

Germany

Sandoz 

Pharmaceuticals 

d.d., Verovskova 

Str. 57, 1000 

Ljubljana 

Slovenia PoM 19962 30.06.2021

6 Telormin atenolol tablets coated
50mg; (30/3x10/) 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 19963 30.06.2021

7 Ketorolac
ketorolac (ketorolac 

tromethamine)

tablets film-

coated

10mg; (10/1x10/) in 

blister, (20/2x10/) in 

blister

Open joint stock company 

"Borisovskiy zavod 

medicinskikh preparatov" 

64a, Chapaev str., Borisov 

222518, Minsk region 

Belarus

Open joint stock 

company 

"Borisovskiy zavod 

medicinskikh 

preparatov" 64, 

Chapaev str., 

Borisov 222518, 

Minsk region

Belarus PoM 19964 30.06.2021

8 Peristalid lactulose syrup

667mg/ml; glass bottle 

200ml and measuring 

cup 20ml

Laboratorios Basi-Industria 

Farmaceutica, S.A., Parque 

Industrial Manuel 

Lourenco Ferreira, lote 15, 

3450-232 Mortagua 

Portugal

GM 

Pharmaceuticals 

Ltd, 65,Phonichala 

str., Tbilisi

Georgia OTC 19965 30.06.2021



9

Amoksiklav powder 

for solution for 

injection 

500mg/100mg

amoxicillin (amoxicillin 

sodium), clavulanic acid 

(potassium clavulanate)

powder for 

solution for 

injection

500mg+100mg; (5) glass 

vials

Sandoz GmbH, 

Biochemiestrasse 10, 6250 

Kundl 

Austria

Lek 

Pharmaceuticals 

d.d., Verovskova 

Str. 57, 1526 

Ljubljana

Slovenia PoM 19966 30.06.2021

10

Amoksiklav powder 

for solution for 

injection 1000mg 

/200mg

amoxicillin (amoxicillin 

sodium), clavulanic acid 

(potassium clavulanate)

powder for 

solution for 

injection

1000mg+200mg; (5) 

glass vials

Sandoz GmbH, 

Biochemiestrasse 10, 6250 

Kundl 

Austria

Lek 

Pharmaceuticals 

d.d., Verovskova 

Str. 57, 1526 

Ljubljana

Slovenia PoM 19967 30.06.2021

11 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 Complutense 140, 

28805 Alcala de Henares, 

Madrid, Spain- bulk 

manufacturer, quality 

control 

the Netherlands

Organon Central 

East GmbH, 

Weystrasse 20, 

6006 Luzern

Switzerland PoM 19968 30.06.2021

12 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 Complutense 140, 

28805 Alcala de Henares, 

Madrid, Spain- bulk 

manufacturer, quality 

control 

the Netherlands

Organon Central 

East GmbH, 

Weystrasse 20, 

6006 Luzern 

Switzerland PoM 19969 30.06.2021



13 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 Complutense 140, 

28805 Alcala de Henares, 

Madrid, Spain- bulk 

manufacturer, quality 

control 

the Netherlands

Organon Central 

East GmbH, 

Weystrasse 20, 

6006 Luzern 

Switzerland PoM 19970 30.06.2021

14 Fenkarol
quifenadine (quifenadine 

hydrochloride)
tablets

10mg; (20/2x10/) in 

blister

Olainfarm JSC, 5 Rupnicu 

Str., Olaine, LV-2114
Latvia

Olainfarm JSC, 5 

Rupnicu Str., 

Olaine, LV-2114

Latvia OTC 19971 30.06.2021

15 Fenkarol
quifenadine (quifenadine 

hydrochloride)
tablets

25mg; (20/2x10/) in 

blister

Olainfarm JSC, 5 Rupnicu 

Str., Olaine, LV-2114
Latvia

Olainfarm JSC, 5 

Rupnicu Str., 

Olaine, LV-2114

Latvia OTC 19972 30.06.2021

16 Fenkarol
quifenadine (quifenadine 

hydrochloride)
tablets

50mg; (15/1x15/) in 

blister, (30/2x15/) in 

blister

Olainfarm JSC, 5 Rupnicu 

Str., Olaine, LV-2114
Latvia

Olainfarm JSC, 5 

Rupnicu Str., 

Olaine, LV-2114

Latvia OTC 19973 30.06.2021



17 Miconazole
miconazole (miconazole 

nitrate)

cream for external 

use

20mg/g; aluminium 

tube 15g

Open joint stock company 

"Borisovskiy zavod 

medicinskikh preparatov" 

64, Chapaev str., Borisov 

222518, Minsk region

Belarus

Open joint stock 

company 

"Borisovskiy zavod 

medicinskikh 

preparatov" 64, 

Chapaev str., 

Borisov 222518, 

Minsk region

Belarus OTC 19974 30.06.2021
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1 Furalgin

phenazone, tetracaine 

(tetracaine hydrochloride), 

nitrofural

drops ear
70mg/g+25mg/g+2mg/g; 

plastic vial-dropper 5g

Esco-Pharm LLC, Nor-

Norq, Mikoyan 13, 

Yerevan

Republic of 

Armenia

Esco-Pharm LLC, 

Nor-Norq, Mikoyan 

13, Yerevan

Republic of Armenia PoM 18801/1/1 30.06.2021

2 Prefetal

beta carotene, vitamin B1, 

vitamin B2, vitamin B6, 

vitamin B12, vitamin C, 

vitamin D3, vitamin E, folic 

acid, biotin, nicotinamide, 

chromium (chromium 

chloride), copper (copper 

sulfate), iron (ferrous 

fumarate), iodine (potassium 

iodide), molybdenum 

(sodium molybdate 

dihydrate), selenium (sodium 

selenite), zinc (zinc oxide), 

magnesium, calcium

tablets film-

coated

2mg+1.4mg+1.4mg+1.9

mg+ 

2.6mcg+85mg+200IU 

(5mcg)+15mg+600mcg+

30mcg+18mg+30mcg+1

mg+27mg+200mcg+50

mcg+60mcg+11mg+53

mg+150mg; (30) in glass 

bottle

Soho Flordis International 

Switzerland SA,Via Mulini, 

6934 Bioggio

Switzerland

Soho Flordis 

International 

Switzerland SA,Via 

Mulini, 6934 Bioggio

Switzerland OTC 15849/2/1 30.06.2021

LIST

of  variations requiring reformulation of registration certificate  approved by the Center according to the  meeting decisionN N 6-2/21 on June 30, 2021

President___________________E. Amroyan



3 Ketorolac
ketorolac (ketorolac 

trometamol)

tablets film-

coated

10mg; (10), (20/2x10/) 

in blister

Open joint stock company 

"Borisovskiy zavod 

medicinskikh preparatov" 

64a, Chapaev str., Borisov 

222518, Minsk region 

Belarus

Open joint stock 

company 

"Borisovskiy zavod 

medicinskikh 

preparatov" 64, 

Chapaev str., Borisov 

222518, Minsk 

region

Belarus PoM 15987/2/1 30.06.2021
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1 Ornimed ornidazole
tablets film-

coated

500mg; (10/1x10/) and 

(20/2x10/) in blister

Rubicon LLC, 62B, M. 

Gorky street, 210002, 

Vitebsk

Belarus

Rubicon LLC, 

62B, M. Gorky 

street, 210002, 

Vitebsk

Belarus PoM 16422/1    30.06.2021

2 Ketonal ketoprofen capsules
50mg; (25) glass 

container

Lek Pharmaceuticals d.d., 

Verovskova Str. 57, 1526 

Ljubljana

Slovenia

Lek 

Pharmaceuticals 

d.d., Verovskova 

Str. 57, 1526 

Ljubljana

Slovenia PoM 18826/3 30.06.2021

3 Viread
tenofovir disoproxil 

fumarate

tablets film-

coated

300mg; (30) plastic 

container

Gilead Sciences Ireland 

UC, IDA Business and 

Technology Park, 

Carrigtohill, Co. Cork-

packager, batch releaser, 

Takeda GmbH, 

Lehnitzstrasse 70-98, 

Oranienburg 16515, 

Germany-bulk 

manufacturer 

Ireland

Gilead Sciences 

Inc., 333 Lakeside 

Drive, Foster City, 

CA 94404 

USA PoM 18518/2 30.06.2021

LIST

of the variations not requiring reformulation of registration certificate  approved by the Center according to the meeting decision N 6-2/21  on June 30, 2021

President___________________E. Amroyan



4 Cilozek cilostazol tablets
100mg (30/3x10/)  in 

blister

Adamed Pharma S.A., 5 

Marszalka J. Pilsudskiego 

Str., 95-200 Pabianice

Poland

Adamed Pharma 

S.A., 6A, 

Pienkow, Mariana 

Adamkiewicza St., 

05-152 Czosnow

Poland PoM 19592/1 30.06.2021

5 Actrapid Penfill insulin human
solution for 

injection

100IU/ml; (5) glass 

cartridges 3ml

Novo Nordisk A/S, Novo 

Alle, DK-2880 Bagsvaerd
Denmark

Novo Nordisk A/S, 

Novo Alle, DK-

2880 Bagsvaerd

Denmark PoM 18294/2 30.06.2021

6 Dexalgin inject
dexketoprofen 

(dexketoprofen trometamol)

solution for 

injection/ 

infusion

25mg/ml; (1) 

ampoules 2ml, (5) 

ampoules 2ml, (10) 

ampoules 2ml

A. Menarini 

Manufacturing Logistics 

and Services S.r.l., Via Sette 

Santi, 3-50131 Florence

Italy

Menarini 

International 

Operations 

Luxembourg 

S.A.,1, avenue de 

la Gare, 1611

Luxembourg PoM 18616/1 30.06.2021

7 Miconazole
miconazole (miconazole 

nitrate)

cream for 

external use

20mg/g; 15g 

aluminium tube

Open joint stock company 

"Borisovskiy zavod 

medicinskikh preparatov" 

64/27, Chapaev str., 

Borisov 222120, Minsk 

region

Belarus

Open joint stock 

company 

"Borisovskiy zavod 

medicinskikh 

preparatov" 64/27, 

Chapaev str., 

Borisov 222120, 

Minsk region

Belarus OTC 15804/2 30.06.2021



8 Medrol methylprednisolone tablets
4mg; (30/3x10/) in 

blister

Pfizer Italia S.r.L., Localita 

Marino del Tronto, 63100 

Ascoli Piceno 

Italy

Pfizer H.C.P. 

Corporation, 235, 

East 42nd Street, 

New York 10017 

USA PoM 17574/2 30.06.2021

9 Dexdor

dexmedetomidine 

(dexmedetomidine 

hydrochloride)

concentrate for 

solution for 

infusion

100mcg/ml (5) 

ampoules 2ml, (25) 

ampoules 2ml

Orion Corporation, 

Orionintie 1, 02200 Espoo
Finland

Orion 

Corporation, 

Orionintie 1, 

02200 Espoo

Finland PoM 19463/1 30.06.2021

10
D-panthenol-

Nizhpharm-PLUS

dexpantenol, chlorhexidine 

(chlorhexidine digluconate)

cream for 

external use

52,5mg/g+8,02mg/g; 

aluminium tube 30g

Nizhpharm JSC, 603950, 

Nizhny Novgorod, 

Salganskaya st., 7

Russia

Nizhpharm JSC, 

603950, Nizhny 

Novgorod, 

Salganskaya st., 7

Russia OTC 18493/2 30.06.2021

11 Integrilin eptifibatide
solution for 

infusion

0,75mg/ml; (1) glass 

vial 100ml

Glaxo Operations UK Ltd., 

Harmire Road Barnard 

Castle Co Durham, DL12 

8DT 

UK

GlaxoSmithKline 

(Ireland) Limited, 

12 Riverwalk, 

Citywest Business 

Campus, Dublin 

24

Ireland PoM 19043/3 30.06.2021

12 Integrilin eptifibatide
solution for 

injection

2mg/ml; (1) glass vial 

10ml

Glaxo Operations UK Ltd., 

Harmire Road Barnard 

Castle Co Durham, DL12 

8DT 

UK

GlaxoSmithKline 

(Ireland) Limited, 

12 Riverwalk, 

Citywest Business 

Campus, Dublin 

24 

Ireland PoM 19044/2 30.06.2021



13
Mezym forte 

10000 capsules

pancreatin (lipase, amylase, 

protease)

capsules hard 

gastro-resistant

10000U+not less 

than9000U+not less 

than 500U; (20) in 

plastic container

Berlin-Chemie 

A.G.,Glienicker Weg 125, 

D-12489 Berlin-batch 

releaser, Adare 

Pharmaceuticals Srl., Via 

Martin Luther King, 13, 

Pessano Con Bornago, 

20060, Italy-bulk 

manufacturer, Artesan 

Pharma GmbH & Co. KG, 

Albrecht-Thaer-Str. 9, 

29439 Luchow, Germany-

packager 

Germany

Menarini 

International 

Operations 

Luxembourg 

S.A.,1, avenue de 

la Gare, 1611

Luxembourg OTC 16050/3/1 30.06.2021

14
Mezym forte 

25000 capsules

pancreatin (lipase, amylase, 

protease)

capsules hard 

gastro-resistant

25000U+not less than 

22500U+not less than 

1250U (20) plastic 

container

Berlin-Chemie 

A.G.,Glienicker Weg 125, 

D-12489 Berlin-batch 

releaser, Adare 

Pharmaceuticals Srl., Via 

Martin Luther King, 13, 

Pessano Con Bornago, 

20060, Italy-bulk 

manufacturer, Artesan 

Pharma GmbH & Co. KG, 

Albrecht-Thaer-Str. 9, 

29439 Luchow, Germany-

packager 

Germany

Menarini 

International 

Operations 

Luxembourg 

S.A.,1, avenue de 

la Gare, 1611

Luxembourg OTC 16051/3/1 30.06.2021

15
Mezym forte 

10000

pancreatin (lipase, amylase, 

protease)

tablets gastro-

resistant

not less than 

10000U+not less than 

7500U+not less than-

375U; (10/1x10/) and 

(20/2x10/) 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

Berlin-Chemie 

A.G., Glienicker 

Weg 125, 12489 

Berlin

Germany OTC 16665/2 30.06.2021



16
Mezym forte 

10000

pancreatin (lipase, amylase, 

protease)

tablets gastro-

resistant

not less than 

10000U+not less than 

7500U+not less than 

375U; (10/1x10/) in 

blister, (20/2x10/) in 

blister

Berlin-Chemie 

A.G.,Glienicker Weg 125, 

D-12489 Berlin-batch 

releaser, Menarini-Von 

Heyden GmbH, Leipziger 

Strasse 7-13, 01097 

Dresden, Germany-bulk 

manufacturer, packager 

Germany

Berlin-Chemie 

A.G.,Glienicker 

Weg 125, D-12489 

Berlin

Germany OTC 16136/2 30.06.2021

17 Marion
ceftriaxone (ceftriaxone 

sodium)

powder for 

solution for 

injection/ 

infusion

1000mg; (1) glass vial

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 16063/2/1 30.06.2021

18 Marion
ceftriaxone (ceftriaxone 

sodium)

powder and 

solvent for 

solution for i/m 

injection

1000mg; (1) glass vial 

and solvent in 

ampoule 3.5ml

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 16062/2/1 30.06.2021

19 Tot`Hema

iron (iron gluconate), 

manganese (manganese 

gluconate), copper (copper 

gluconate)

solution oral

50mg/10ml+1,33mg/1

0ml+0,7mg/10ml; 

(20/2x10/) ampoules 

10ml, blisters

Innothera Chouzy, Rue 

Rene Chantereau, Chouzy-

sur-Cisse, Valloire-sur-

Cisse, 41150

France

Laboratoire 

Innotech 

International, 22, 

Avenue Aristide 

Briand, 94110 

Arcueil

France PoM 14097/2 30.06.2021

20 Kadcyla trastuzumab emtansine

powder for 

concentrate for 

solution for 

infusion

100mg (1) glass vial 

15ml

F. Hoffmann-La Roche Ltd. 

4303 Kaiseraugst 
Switzerland

F. Hoffmann-La 

Roche Ltd., 

Grenzacherstrasse, 

124, CH-4070, Basel

Switzerland PoM 17110/1 30.06.2021



21 Kadcyla trastuzumab emtansine

powder for 

concentrate for 

solution for 

infusion

160mg; (1) glass vial 

20ml

F. Hoffmann-La Roche Ltd. 

4303 Kaiseraugst 
Switzerland

F. Hoffmann-La 

Roche Ltd., 

Grenzacherstrasse, 

124, CH-4070, Basel 

Switzerland PoM 17109 /1 30.06.2021

22 Ibupar Forte ibuprofen
tablets film-

coated

400mg; (10/1x10/) in 

blister

Adamed Pharma S.A., 5, 

Marszalka Jozefa 

Pilsudskiego St., 95-200 

Pabianice 

Poland

Adamed Pharma 

S.A., 6A, 

Pienkow, Mariana 

Adamkiewicza St., 

05-152 Czosnow

Poland OTC 16305/2/1 30.06.2021

23 Telormin atenolol tablets coated
50mg; (30/3x10/) 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 15775/1   30.06.2021 

24

Paracetamol 

Sopharma 

120mg/5ml syrup

paracetamol syrup

120mg/5ml; 125ml 

glass or plastic botlle 

and measuring cup

Sopharma JSC, str. Iliensko 

shosse 16, 1220 Sofia-batch 

releaser, Sopharma JSC, 

Vrabevo vlg. 5660, district 

of Lovetch, Bulgaria-bulk 

manufacturer, packager 

Bulgaria

Sopharma JSC, str. 

Iliensko shosse 16, 

1220 Sofia

Bulgaria OTC 18237/1 30.06.2021

25

Paracetamol 

Sopharma 500mg 

tablets

paracetamol tablets
500mg; (10/1x10/) and 

(20/2x10/) blisters

Sopharma JSC, str. Iliensko 

shosse 16, 1220 Sofia
Bulgaria

Sopharma JSC, str. 

Iliensko shosse 16, 

1220 Sofia

Bulgaria OTC 18119/1 30.06.2021

26 Jeanine ethinylestradiol, dienogest tablets coated
0.03mg+2mg; 

(21/1x21/) in blister

Bayer Weimar GmbH & 

Co. KG,  Dobereinerstrasse 

20, 99427 Weimar  

Germany

Bayer AG, Kaiser-

Wilhelm-Allee 1, 

51373 Leverkusen 

Germany PoM 19345/1 30.06.2021



27 Calcium chloride calcium chloride
solution for 

injection

100mg/ml; (10) 

ampoules 5ml

Yerevan Chemical-

Pharmaceutical firm OJSC, 

Yerevan, Ajaryan street, 2 

Line, No6

Republic of 

Armenia

Yerevan Chemical-

Pharmaceutical 

firm OJSC, 

Yerevan, Ajaryan 

street, 2 Line, No6

Republic of 

Armenia
PoM 16684/1 30.06.2021     

28 Trittico trazodone

tablets 

prolonged-

release

150mg; (20/2x10) in 

blister

Aziende Chimiche Riunite 

Angelini Francesco ACRAF 

S.p.A., Via Vecchia del 

Pinocchio, 22-60100 

Ancona  

Italy

Aziende Chimiche 

Riunite Angelini 

Francesco ACRAF 

S.p.A., Viale 

Amelia, 70, 00181, 

Rome

Italy PoM 18798/2 30.06.2021

29 Peristalid lactulose syrup

667mg/ml; glass bottle 

200ml and measuring 

cup 20ml

Laboratorios Basi -Industria 

Farmaceutica, S.A., Parque 

Industrial Manuel 

Lourenco Ferreira, Lote 15, 

Mortagua, 3450-232 

Portugal

GM 

Pharmaceuticals 

Ltd, 65, 

Phonichala,Tbilisi

Georgia OTC 16061/2 30.06.2021

30 Fenkarol
quifenadine (quifenadine 

hydrochloride)
tablets

10mg; (20/2x10/), in 

blister

Olainfarm JSC, 5 Rupnicu 

Str., Olaine, LV-2114
Latvia

Olainfarm JSC, 5 

Rupnicu Str., 

Olaine, LV-2114

Latvia OTC 15715/1 30.06.2021   

31 Fenkarol
quifenadine (quifenadine 

hydrochloride)
tablets

25mg; (20/2x10/), in 

blister

Olainfarm JSC, 5 Rupnicu 

Str., Olaine, LV-2114
Latvia

Olainfarm JSC, 5 

Rupnicu Str., 

Olaine, LV-2114

Latvia OTC 15716/1 30.06.2021   

32 Fenkarol
quifenadine (quifenadine 

hydrochloride)
tablets

50mg; (15/1x15/), in 

blister, (30/2x15/), in 

blister

Olainfarm JSC, 5 Rupnicu 

Str., Olaine, LV-2114
Latvia

Olainfarm JSC, 5 

Rupnicu Str., 

Olaine, LV-2114

Latvia OTC 15717/1   30.06.2021 



33 Methypred methylprednisolone tablets
4mg; (30) in plastic 

container

Orion Corporation, 

Orionintie 1, 02200 Espoo
Finland

Orion 

Corporation, 

Orionintie 1, 

02200 Espoo

Finland PoM 19033/2 30.06.2021

34 Methypred methylprednisolone tablets
16mg; (30) in plastic 

container

Orion Corporation, 

Orionintie 1, 02200 Espoo
Finland

Orion 

Corporation, 

Orionintie 1, 

02200 Espoo

Finland PoM 19034/2 30.06.2021

35 Levo-Denk 500
levofloxacin (levofloxacin 

hemihydrate)

tablets film-

coated

500mg; (10/1x10/) in 

blister

Rottendorf Pharma GmbH, 

Ostenfelder Strasse 51-61, 

59320 Ennigerloh- bulk 

manufacturer, quality 

control 

(physical/chemical), batch 

releaser, Rottendorf 

Pharma GmbH, Am 

Fleigendahl 3, 59320 

Ennigerloh, Germany- 

packager, 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 19532/1   30.06.2021


