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Prescription 
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date

1 Pikovit

vitamin A, vitamin D3, 

vitamin B2, vitamin B6, 

vitamin B1, vitamin B12, 

vitamin C, vitamin PP, D-

panthenol

syrup

900IU/5ml+100IU/5ml+

1mg/5ml+0,6mg/5ml+1

mg/5ml+1mcg/5ml+50

mg/5ml+5mg/5ml+2mg

/5ml; 150ml glass bottle 

and measuring spoon 

5ml

KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 

Novo Mesto- quality 

control, batch releaser, 

KRKA, tovarna zdravil, 

d.d., Novo mesto, Povhova 

ulica 5, 8501 Novo Mesto, 

Slovenia- bulk 

manufacturer, packager 

Slovenia

KRKA d.d., Novo 

mesto, Smarjeska 

cesta 6, 8501 Novo 

Mesto

Slovenia OTC 19305 17.07.2020

2 Emoxypine-Belmed emoxipine
solution for 

injection

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

ampoules 1ml in 

blister, (10/2x5/) 

ampoules 1ml in 

blister, (10) ampoules 

1ml label banderol

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 R 19306 17.07.2020

3 Melason melatonin tablets

3mg; (20/2x10/) in 

blister, (30/3x10/) in 

blister

Rubicon LLC, 62B, M. 

Gorky street, 210002, 

Vitebsk

Belarus

Rubicon LLC, 

62B, M. Gorky 

street, 210002, 

Vitebsk

Belarus OTC 19307 17.07.2020

of the medicines recommended for the registration by the Center according to the meeting decision N 7-1/20  on July 17, 2020

LIST

President___________________E. Amroyan



4
Kofetamin 

Tatpharm

caffeine (caffeine anhydrous), 

ergotamine (ergotamine 

tartrate)

tablets coated

91,5mg+1mg; 

(10/1x10/) in blister, 

(20/2x10/) in blister

Tatchempharmpreparaty 

JSC, 420091 Republic of 

Tatarstan, Kazan, str. 

Belomorskaya 260

Russia

Tatchempharmpre

paraty JSC, 420091 

Republic of 

Tatarstan, Kazan, 

str. Belomorskaya 

260

Russia R 19308 17.07.2020

5 Phelofrin

phenylephrine 

(phenylephrine 

hydrochloride)

drops eye
100mg/ml; (1) plastic 

vial-dropper 10ml

Liqvor CJSC, 0089, 

Yerevan, str. Kochinyan, 

7/9

Republic of 

Armenia

Liqvor CJSC, 0089, 

Yerevan, str. 

Kochinyan, 7/9

Republic of Armenia R 19309 17.07.2020
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1 Retinalamin cattle eye retina polypeptides

powder lyophilized 

for solution for i/m 

and parabulbar 

injection

5mg; (10/2x5/) glass 

vials 5ml, in blister

Geropharm Ltd., Moscow 

region, Serpukhov city 

district, Obolensk work 

settlement, "Kvartal A" 

area, bldg. 5 

Russia

"Geropharm" Ltd, 

9 Zvenigorodskaya 

st., 191119 Saint 

Petersburg

Russia R 15478/1/3 17.07.2020

LIST

of the medicines recommended for the registration (new indication) by the Center according to the meeting decision N 7-1/20  on July 17, 2020

President___________________E. Amroya
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International non-
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Prescription 

status
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1 Fosfoseptic
fosfomycin (fosfomycin 

trometamol)

granules for oral 

solution
3000mg; (1) sachet

ADIPHARM EAD, 130 

Simeonovsko shose Blvd., 

Sofia 1700

Bulgaria

ADIPHARM 

EAD, 130 

Simeonovsko 

shose Blvd., Sofia 

1700

Bulgaria R 19312 17.07.2020

LIST

of the medicines recommended for the  registration under simplified procedure by the Center  according to the  meeting decision N 7-1/20  on July 17, 2020

President___________________E. Amroya



N Trade name

International non-

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 Nolpaza
pantoprazole (pantoprazole 

sodium)

powder for 

solution for 

injection

40mg; (1) glass vial, (5) 

glass vial, (10) glass vial

KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 

Novo Mesto- secondary 

packager, quality control, 

batch releaser, 

VALDEPHARM Parc 

Industriel d'Incarville, Parc 

de la Fringale - CS 10606, 

VAL DE REUIL, 27106, 

France- bulk 

manufacturer, primary 

packager 

Slovenia

KRKA d.d., Novo 

mesto, Smarjeska 

cesta 6, 8501 Novo 

Mesto 

Slovenia R 19313 17.07.2020

2 Eliquis apixaban
tablets film-

coated

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

blister, (60/6x10/) in 

blister

Bristol-Myers Squibb 

S.R.L., Loc. Fontana del 

Ceraso 03012 Anagni- 

packager,  quality control,  

batch releaser,  Bristol-

Myers Squibb 

Manufacturing Company, 

Puerto Rico, State Road #3, 

Km 77.5, Humacao, 00791, 

USA- bulk manufacturer 

Italy

Pfizer H.C.P. 

Corporation, 235, 

East 42nd street, 

New York 10017

USA R 19314 17.07.2020

LIST

of the medicines recommended for the re-registration by the Center according to the meeting decision N 7-1/20  on July 17, 2020

President___________________E. Amroyan



3 Eliquis apixaban
tablets film-

coated

5mg; (20/2x10/) in 

blister, (60/6x10/) in 

blister

Bristol-Myers Squibb 

S.R.L., Loc. Fontana del 

Ceraso 03012 Anagni- 

packager,  quality control,  

batch releaser,  Bristol-

Myers Squibb 

Manufacturing Company, 

Puerto Rico, State Road #3, 

Km 77.5, Humacao, 00791, 

USA- bulk manufacturer 

Italy

Pfizer H.C.P. 

Corporation, 235, 

East 42nd street, 

New York 10017

USA R 19315 17.07.2020

4 Groprinosin inosine pranobex tablets

500mg; (20/2x10/) in 

blister, (50/5x10/) in 

blister

Gedeon Richter Polska Sp. 

z o.o., ul. Ks. J. 

Poniatowskiego 5, 

Grodzisk Mazowiecki, 05-

825- quality control, batch 

releaser, Gedeon Richter 

Poland Sp.z o.o., 

ul.Graniczna 35, Grodzisk 

Mazowiecki, 05-825, 

Poland- bulk 

manufacturer, packager 

Poland

Gedeon Richter 

PLC, Gyomroi ut 

19-21, 1103 

Budapest

Hungary R 19316 17.07.2020

5 Cavinton vinpocetine tablets
5mg; (50/2x25/) in 

blister

Gedeon Richter PLC, 

Gyomroi ut 19-21, 1103 

Budapest

Hungary

Gedeon Richter 

PLC, Gyomroi ut 

19-21, 1103 

Budapest

Hungary R 19317 17.07.2020

6 Cavinton Forte vinpocetine tablets

10mg; (30/2x15/) in 

blister, (90/6x15/) in 

blister

Gedeon Richter PLC, 

Gyomroi ut 19-21, 1103 

Budapest

Hungary

Gedeon Richter 

PLC, Gyomroi ut 

19-21, 1103 

Budapest

Hungary R 19318 17.07.2020



7 Rinostop

xylometazoline 

(xylometazoline 

hydrochloride)

spray nasal
0,5mg/ml; plastic vial 

15ml

Pharmstandard-

Leksredstva JSC, 305022, 

Kursk, Agregatnaya 2nd 

str., 1a/18 

Russia

JSC "OTCPharm", 

Testovskaya 

street, 10, flr.12, 

room II, off. 29, 

Moscow 123112 

Russia OTC 19319 17.07.2020

8 Rinostop

xylometazoline 

(xylometazoline 

hydrochloride)

spray nasal
1mg/ml; plastic vial 

15ml

Pharmstandard-

Leksredstva JSC, 305022, 

Kursk, Agregatnaya 2nd 

str., 1a/18 

Russia

JSC "OTCPharm", 

Testovskaya 

street, 10, flr.12, 

room II, off. 29, 

Moscow 123112

Russia OTC 19320 17.07.2020

9 Klimalanin beta-alanine tablets

400mg; (30/3x10/) in 

blister, (30/2x15/) in 

blister

Laboratoires Bouchara-

Recordati, Parc Mecatronic 

03410 Saint Victor 

France

Laboratoires 

Bouchara-

Recordati, 

Immeuble le 

Wilson, 70 avenue 

du General de 

Gaulle, 92800 

Puteaux

France OTC 19321 17.07.2020

10 Tribestan
tribulus terrestris herb dry 

extract

tablets film-

coated

250mg; (60/6x10/) in 

blister

Sopharma JSC, str. Iliensko 

shosse 16, 1220 Sofia
Bulgaria

Sopharma JSC, str. 

Iliensko shosse 16, 

1220 Sofia

Bulgaria OTC 19322 17.07.2020



11
Flavamed 

effervescent tablets

ambroxol (ambroxol 

hydrochloride)

tablets 

effervescent

60mg; (10) aluminium 

or plastic container

Berlin-Chemie 

A.G.,Glienicker Weg 125, 

D-12489 Berlin- batch 

releaser, Hermes 

Arzneimittel GmbH, Hans-

Urmiler Ring 52, 82515 

Wolfratshausen, Germany- 

bulk manufacturer, 

packager, quality control  

Germany

Berlin-Chemie 

A.G.,Glienicker 

Weg 125, D-12489 

Berlin

Germany OTC 19323 17.07.2020

12 Mycosyst fluconazole capsules
150mg; (1) in blister, (2) 

in blister

Gedeon Richter PLC, 

Gyomroi ut 19-21, 1103 

Budapest

Hungary

Gedeon Richter 

PLC, Gyomroi ut 

19-21, 1103 

Budapest

Hungary R 19324 17.07.2020

13 Gamalate B6

magnesium glutamate 

hydrobromide, gamma-

aminobutyric acid, gamma-

amino-beta-hydroxybutyric 

acid, vitamin B6

tablets coated
75mg+75mg+37mg+37

mg; (20/2x10/) in blister

Ferrer International, S.A., 

Joan Buscalla,1-9 08173 

Sant Cugat del Valles, 

Barcelona 

Spain

Laboratorios 

Novag, S.A., Gran 

Via Carlos III, 94 

08028, Barcelona

Spain R 19325 17.07.2020

14 Gamalate B6

magnesium glutamate 

hydrobromide, gamma-

aminobutyric acid, gamma-

amino-beta-hydroxybutyric 

acid, vitamin B6

solution oral

20mg/ml+20mg/ml+10

mg/ml+10mg/ml; 80ml 

glass bottle

Ferrer International, S.A., 

Joan Buscalla,1-9 08173 

Sant Cugat del Valles, 

Barcelona 

Spain

Ferrer 

International, 

S.A., Gran Via 

Carlos III, 94, 

08028, Barcelona

Spain R 19326 17.07.2020

15 Anginovag

dequalinium (dequalinium 

chloride), tyrothricin, 

enoxolone, hydrocortisone 

(hydrocortisone acetate), 

lidocaine (lidocaine 

hydrochloride)

spray oromucosal

1mg/ml+ 

4mg/ml+0.6mg/ml+0.6

mg/ml+1mg/ml; 20ml 

(200 doses) plastic 

container and pump 

dispenser

Ferrer Internacional, S.A., 

Joan Buscalla, 1-9 08173 

Sant Cugat del Valles, 

Barcelona 

Spain

Laboratorios 

Novag, S.A.,Gran 

Via Carlos III, 94, 

08028 Barcelona

Spain OTC 19327 17.07.2020



16 Somazina citicoline (citicoline sodium)
solution for 

injection

250mg/ml; (5/1x5/) 

ampoules 4ml in blister

Ferrer International, S.A., 

Joan Buscalla,1-9 08173 

Sant Cugat del Valles, 

Barcelona 

Spain

Ferrer 

International, 

S.A., Gran Via 

Carlos III, 94, 

08028, Barcelona 

Spain R 19328 17.07.2020



N Trade name

International non-

proprietary (generic) names 

or names of active 

substances
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dosage  strength & 
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1 Lendacin
ceftriaxone (ceftriaxone 

sodium)

powder for solution 

for 

injection/infusion

1000mg;  (5) glass vials,  

(10) glass vials

Sandoz GmbH, 

Biochemiestrasse 10, A-

6250 Kundl

Austria

Sandoz GmbH, 

Biochemiestrasse 

10, A-6250 Kundl

Austria R 18986/1/2 17.07.2020

LIST

of the medicines recommended for the re-registration (new packaging) by the Center according to the meeting decision N 7-1/20  on July 17, 2020

President___________________E. Amroya



N Trade name

International non-

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
Cefepime-Asteria 

Inj. 1g

cefepime (cefepime 

hydrochloride)

powder for 

solution for 

injection

1000mg;  (1) and (10) 

glass vial

Hankook Korus Pharm Co., 

Ltd, 78 Daepungsandan-ro, 

Daeso-myeon, Eumseong-

gun, Chungcheongbuk-do  

Korea South

Asteria LLC, 28 

Tigran Mets str., 

office 24, 0018 

Yerevan

Republic of Armenia R 16126/1/1 17.07.2020 

2 Pergoveris follitropin alfa, lutropin alfa

powder 

lyophilized for 

solution for s/c 

injection

150IU+75IU; (1) glass 

vial and (1) solvent in 

vial 1ml, (3) glass vial 

and (3) solvent in vial 

1ml, (10) glass vial and 

(10) solvent in vial 1ml

Merck Serono S.p.A., Via 

delle Magnolie 15, 70026 

Modugno (BA)- batch 

releaser , Merck Serono 

S.A., Succursale d 

Aubonne, Zone 

Industrielle de l Ouriettaz, 

1170 Aubonne, 

Switzerland-bulk 

manufacturer, packager 

Italy

Merck LLC, 

Valovaya Str. 35, 

115054 Moscow

Russia R 17750/1/1  17.07.2020 

3 Vitamin C-Asteria ascorbic acid tablets
500mg; (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 OTC 14868/1/1 17.07.2020 

LIST

of  variations requiring reformulation of registration certificate  approved by the Center according to the  meeting decision N 7-1/20  on July 17, 2020

President___________________E. Amroyan



4 Tavegyl
clemastine (clemastine 

fumarate)
tablets

1mg; (20/2x10/) in 

blister

Famar Italia S.p.A., Via 

Zambeletti 25-20021 

Baranzate di Bollate, Milan 

Italy

GSK Consumer 

Healthcare S.A., 

Route de I`Etraz, 

1260 Nyon

Switzerland OTC 17485/1/1 17.07.2020

5 Aromasin exemestane tablets coated
25mg; (30/2x15/) in 

blister

Pfizer Italia S.r.L., Localita 

Marino del Tronto, 63100 

Ascoli Piceno 

Italy

Pfizer Inc., USA  

235,  East 42nd 

Street, New York 

,state New York, 

10017

USA R 17416/1/1 17.07.2020

6
Omeprazole-Asteria 

Cap. 20mg
omeprazole capsules hard

20mg; (30/3x10/) 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 R 16729/2/1 17.07.2020

7
Cefazolin-Asteria 

Inj. 1g
cefazolin (cefazolin sodium)

powder for 

solution for i/m 

and i/v injection

1000mg; (10) glass vials

Hankook Korus Pharm Co., 

Ltd, 78 Daepungsandan-ro, 

Daeso-myeon, Eumseong-

gun, Chungcheongbuk-do  

Korea South

Asteria LLC, 28 

Tigran Mets str., 

office 24, 0018 

Yerevan

Republic of Armenia R 18281/1/1 17.07.2020

8 Clacin-Asteria clarithromycin tablets

500mg; (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 R 15253/1/1 17.07.2020 

9
Ciprofloxacin-

Asteria Tab. 500mg

ciprofloxacin (ciprofloxacin 

hydrochloride)

tablets film-

coated

500mg; (20/2x10/) 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 R 17192/1/1 17.07.2020



N Trade name

International non-

proprietary (generic) 

names or names of active 

substances

dosage form

dosage  strength & 

output form 

(packaging)
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License holder 

country

Prescription 
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Conclusion N & date

1
Ascophen-

Darnitsa

acetylsalicylic acid, 

paracetamol, caffeine
tablets

200mg+200mg+40mg;  

(6) and (10), (6/1x6/) 

and (10/1x10/) in 

blister

Darnitsa Pharmaceutical 

Firm PrJSC, 02093, Kyiv, 

Boryspilska Str.,13

Ukraine

Darnitsa 

Pharmaceutical 

Firm PrJSC, 

02093, Kyiv, 

Boryspilska Str.,13

Ukraine OTC 17064/1 17.07.2020

2 Rexocef
cefpodoxime (cefpodoxime 

proxetil)

powder for oral 

suspension

40mg/5ml; 64.8g 

powder in 100ml 

plastic vial with, 

measuring cup and 

dosing syringe

Alkaloid AD Skopje, Blvd. 

Aleksandar Makedonski 12, 

1000 Skopje-batch releaser, 

Lupin Limited, 198-202, 

New Industrial Estate Area 

No.2 Mandideep-462046 

district-Raisen M.P, India-

bulk manufacturer, 

packager 

Macedonia

Alkaloid AD 

Skopje, Blvd. 

Aleksandar 

Makedonski 12, 

1000 Skopje

Macedonia R 18167/2 17.07.2020

3 Diclac 75mg/3ml
diclofenac (diclofenac 

sodium)

solution for 

injection

75mg/3ml; (5) 

ampoules 3ml,  (10) 

ampoules 3ml

Lek Pharmaceuticals d.d., 

Verovskova Str. 57, 1526 

Ljubljana 

Slovenia

Sandoz 

Pharmaceuticals 

d.d., Verovskova 

Str. 57, 1000 

Ljubljana

Slovenia R 15834/2 17.07.2020

LIST

of the variations not requiring reformulation of registration certificate  approved by the Center according to the meeting decision N 7-1/20  on July 17, 2020

President___________________E. Amroyan



4 Berodual N

ipratropium bromide 

(ipratropium bromide 

monohydrate), fenoterol 

(fenoterol hydrobromide)

aerosol for 

inhalation, dosed

20mcg/dose+50mcg/d

ose; 10ml (200doses) 

aluminium container 

with measuring pump

Boehringer Ingelheim 

Pharma GmbH & Co. KG, 

Binger Strasse 173, 55216 

Ingelheim am Rhein 

Germany

Boehringer 

Ingelheim 

International 

GmbH, Binger 

Strasse 173, 55216 

Ingelheim am 

Rhein

Germany R 16418/2 17.07.2020

5 Singulair
montelukast (montelukast 

sodium)
tablets chewable

4mg; (14/1x14/), in 

blister, (28/2x14/), in 

blister

Merck Sharp & Dohme 

B.V., Waarderweg 39, 2031 

BN Haarlem-batch 

releaser, packager, Merck 

Sharp & Dohme Ltd., 

Shotton Lane, 

Cramlington, 

Northumberland NE23 

3JU, United Kingdom -

bulk manufacturer 

the Netherlands

Schering-Plough 

Central East Ag, 

Weystrasse 20, 

6000 Lucerne 6

Switzerland R 15400/3 17.07.2020

6 Singulair
montelukast (montelukast 

sodium)
tablets chewable

5mg; (14/1x14/), in 

blister, (28/2x14/), in 

blister

Merck Sharp & Dohme 

B.V., Waarderweg 39, 2031 

BN Haarlem-batch 

releaser, packager, Merck 

Sharp & Dohme Ltd., 

Shotton Lane, 

Cramlington, 

Northumberland NE23 

3JU, United Kingdom -

bulk manufacturer 

the Netherlands

Schering-Plough 

Central East Ag, 

Weystrasse 20, 

6000 Lucerne 6

Switzerland R 15399/3 17.07.2020



7 Singulair
montelukast (montelukast 

sodium)

tablets film-

coated

10mg; (14/1x14/), in 

blister, (28/2x14/), in 

blister

Merck Sharp & Dohme 

B.V., Waarderweg 39, 2031 

BN Haarlem-batch 

releaser, packager, Merck 

Sharp & Dohme Ltd., 

Shotton Lane, 

Cramlington, 

Northumberland NE23 

3JU, United Kingdom -

bulk manufacturer 

the Netherlands

Schering-Plough 

Central East Ag, 

Weystrasse 20, 

6000 Lucerne 6

Switzerland R 15398/3 17.07.2020

8 Rumizole
metronidazole, miconazole 

(miconazole nitrate)

suppositories 

vaginal

500mg+100mg; 

(14/2x7/)

Rubicon LLC, 62B, M. 

Gorky street, 210002, 

Vitebsk

Belarus

Rubicon LLC, 

62B, M. Gorky 

street, 210002, 

Vitebsk

Belarus R 18164/1 17.07.2020

9 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 18950/1 17.07.2020

10 Xolair omalizumab

powder for 

solution for 

injection

150mg; (1) glass vial 

and solvent in 

ampoule 2ml

Novartis Pharma Stein AG, 

Schaffhauserstrasse, 4332 

Stein 

Switzerland

Novartis Pharma 

AG, 35, 

Lichtstrasse, 4056 

Basel

Switzerland R 15592/1 17.07.2020



11 Zometa
zoledronic acid (zoledronic 

acid monohydrate)

solution for 

infusion

0,04mg/ml; glass vial 

100ml

Novartis Pharma Stein AG, 

Schaffhauserstrasse, 4332 

Stein-secondary packager, 

quality control, batch 

releaser, Fresenius Kabi 

Austria GmbH, 

Hafnerstrasse 36, Graz, 

8055, Austria-bulk 

manufacturer, primary 

packager 

Switzerland

Novartis Pharma 

AG, Lichtstrasse 

35, 4056 Basel

Switzerland R 18836/1 17.07.2020

12 Ena-Denk 10 enalapril (enalapril maleate) 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 R 17707/1   17.07.2020  

13 Ena-Denk 20 enalapril (enalapril maleate) tablets
20mg; (30/3x10/) in 

blister

Denk Pharma GmbH & Co. 

KG, Goellstr. 1, 84529 

Tittmoning 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Muenchen

Germany R 17708/1 17.07.2020    

14 Voltaren
diclofenac (diclofenac 

sodium)

solution for 

injection

25mg/ml; (5) 

ampoules 3ml

Lek Pharmaceuticals d.d., 

Verovskova Str. 57, 1526 

Ljubljana 

Slovenia

Novartis Pharma 

AG, Lichtstrasse 

35, 4056 Basel

Switzerland R 14807/1 17.07.2020

15 Voltaren
diclofenac (diclofenac 

sodium)

solution for 

injection

25mg/ml; (5) 

ampoules 3ml

Lek Pharmaceuticals d.d., 

Verovskova Str. 57, 1526 

Ljubljana 

Slovenia

Novartis Pharma 

AG, Lichtstrasse 

35, 4056 Basel

Switzerland R 18640/1 17.07.2020



16
Celestoderm-V 

with Garamycin

betamethasone 

(betamethasone valerate), 

gentamicin (gentamicin 

sulfate)

ointment
1mg/g+1mg/g; 30g 

aluminium tube

Schering-Plough Labo 

N.V., Industriepark 30 B-

2220, Heist-op-den-Berg 

Belgium

Schering-Plough 

Central East AG, 

Weystrasse 20, 

P.O. Box CH-6000 

Lucerne 6

Switzerland R 18752/1 17.07.2020

17 Berlipril plus
enalapril (enalapril maleate), 

hydrochlorothiazide
tablets

10mg+25mg; 

(30/3x10/) in blister

Berlin-Chemie 

A.G.,Glienicker Weg 125, 

D-12489 Berlin-

packager,batch releaser  

Berlin-Chemie A.G., 

Tempelhofer Weg 83, D-

12347 Berlin,Germany-

bulk manufacturer 

Germany

Berlin-Chemie 

A.G., Glienicker 

Weg 125, D-12489 

Berlin

Germany R 15301/1  17.07.2020   

18

Oxaliplatin Ebewe 

concentrate for 

solution for 

infusion 5 mg/ml

oxaliplatin

concentrate for 

solution for 

infusion

5mg/ml; 10ml glass 

vial

EBEWE Pharma Ges. 

m.b.H. Nfg. KG, 

Mondseestrasse 11, A-4866 

Unterach am Attersee- 

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, sterility) 

Austria

EBEWE Pharma 

Ges. m.b.H. Nfg. 

KG, 

Mondseestrasse 

11, A-4866 

Unterach am 

Attersee

Austria R 18998/1   17.07.2020  



19

Oxaliplatin Ebewe 

concentrate for 

solution for 

infusion 5mg/ml

oxaliplatin

concentrate for 

solution for 

infusion

5mg/ml; 20ml glass 

vial

EBEWE Pharma Ges. 

m.b.H. Nfg. KG, 

Mondseestrasse 11, A-4866 

Unterach am Attersee- 

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, sterility) 

Austria

EBEWE Pharma 

Ges. m.b.H. Nfg. 

KG, 

Mondseestrasse 

11, A-4866 

Unterach am 

Attersee

Austria R 18999/1  17.07.2020   

20 Co-Diroton

lisinopril (lisinopril 

dihydrate), 

hydrochlorothiazide

tablets

10mg+12,5mg; 

(10/1x10/) in blister, 

(30/3x10/) in blister

Gedeon Richter PLC, 

Gyomroi ut 19-21, 1103 

Budapest-batch releaser, 

Gedeon Richter Poland 

Sp.z o.o., ul.Graniczna 

35,Grodzisk Mazowiecki, 

05-825, Poland-bulk 

manufacturer, packager, 

quality control 

Hungary

Gedeon Richter 

PLC, Gyomroi ut 

19-21, 1103 

Budapest

Hungary R 18970/2 17.07.2020

21 Co-Diroton

lisinopril (lisinopril 

dihydrate), 

hydrochlorothiazide

tablets

20mg+12,5mg; 

(10/1x10/) in blister, 

(30/3x10/) in blister

Gedeon Richter PLC, 

Gyomroi ut 19-21, 1103 

Budapest-batch releaser, 

Gedeon Richter Poland 

Sp.z o.o., ul.Graniczna 

35,Grodzisk Mazowiecki, 

05-825, Poland-bulk 

manufacturer, packager, 

quality control 

Hungary

Gedeon Richter 

PLC, Gyomroi ut 

19-21, 1103 

Budapest

Hungary R 18969/2 17.07.2020



22 Tazepam oxazepam
tablets film-

coated

10mg; (50/2x25/) in 

blister

Tarchomin Pharmaceutical 

Works "Polfa" S.A., 2,A. 

Fleminga str.,03-176 

Warsaw

Poland

Tarchomin 

Pharmaceutical 

Works "Polfa" 

S.A., 2,A. 

Fleminga str.,03-

176 Warsaw

Poland R 15816/1 17.07.2020

23 Voltaren Rapid
diclofenac (diclofenac 

potassium)

tablets sugar-

coated

25mg; (30/3x10/) in 

blister

Novartis Saglik, Gida ve 

Tarim Urunleri San.Ve Tic. 

A.S., Yenisehir Mahallesi, 

Dedepasa Cadessi N 17 (11. 

Sok N 2) 34912, Kurtkoy, 

Istanbul 

Turkey

Novartis Pharma 

AG, 35, 

Lichtstrasse, 4056 

Basel

Switzerland R 16588/1 17.07.2020

24 Voltaren Rapid
diclofenac (diclofenac 

potassium)

tablets sugar-

coated

50mg; (20/2x10/) in 

blister

Novartis Saglik, Gida ve 

Tarim Urunleri San.Ve Tic. 

A.S., Yenisehir Mahallesi, 

Dedepasa Cadessi N 17 (11. 

Sok N 2) 34912, Kurtkoy, 

Istanbul 

Turkey

Novartis Pharma 

AG, 35, 

Lichtstrasse, 4056 

Basel

Switzerland R 16587/1 17.07.2020

25 Vessel Due F sulodexide
solution for i/m 

and i/v injection

300LSU/ml; (10/2x5/) 

ampoules 2ml, blisters

Alfasigma S.p.A., Via 

Enrico Fermi, 1-65020, 

Alanno (Pescara) 

Italy

Alfasigma S.p.A., 

Via Ragazzi del, 

99, 5-40133 

Bologna (BO)

Italy R 14164/2  17.07.2020   

26 Mildronat meldonium
solution for 

injection

100mg/ml; (10/2x5/) 

ampoules 5ml in 

blister

Grindeks JSC, Krustpils 

street 53, LV-1057, Riga - 

batch releaser,  HBM 

Pharma s.r.o., Sklabinska 

30, 03680, Martin, Slovak 

Republic - bulk 

manufacturer, packager  

Latvia

Grindeks JSC, 

Krustpils street 53, 

LV-1057, Riga

Latvia R 17846/1 17.07.2020



27 Spirolon spironolactone
tablets film-

coated

25mg; (50/5x10/) in 

blister

Remedica Ltd., Limassol 

Industrial Estate, Aharnon 

street, 3056 Limassol

Cyprus

Remedica Ltd., 

Limassol 

Industrial Estate, 

Aharnon street, 

3056 Limassol

Cyprus R 17658/1 17.07.2020

28 Zestaval albendazole
tablets film-

coated

200mg; (2/1x2/) in 

blister

Remedica Ltd, Aharnon 

street, Limassol Industrial 

Estate, 3056 Limassol

Cyprus

Remedica Ltd, 

Aharnon street, 

Limassol 

Industrial Estate, 

3056 Limassol

Cyprus R 17709/1 17.07.2020

29
Ketonal 50mg 

capsules
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 R 18826/1 17.07.2020

30

Ketonal Forte 

100mg film-

coated tablets

ketoprofen
tablets film-

coated

100mg; (20) glass 

container

Lek d.d.,Verevskova 57, SI-

1526 Ljubljana
Slovenia

Lek 

d.d.,Verevskova 

57, SI-1526 

Ljubljana

Slovenia R 14167/2 17.07.2020

31 Klimalanin beta-alanine tablets

400mg; (30/3x10/) 

blisters, (30/2x15/) 

blisters

Laboratoires Bouchara-

Recordati, Parc Mecatronic 

03410 Saint Victor 

France

Laboratoires 

Bouchara-

Recordati, 

Immeuble le 

Wilson, 70 avenue 

du General de 

Gaulle, 92800 

Puteaux

France OTC 14000/2   17.07.2020  



32 Rehydron

sodium chloride, potassium 

chloride, sodium citrate, 

glucose anhydrous

powder dose
3,5g+2,5g+2,9g+10g; 

(20) sachet 18,9g

Recipharm Parets S.L.U, 

C/Ramon and Cajal 2 , 

08150 Parets del Valles 

(Barcelona) 

Spain

Orion 

Corporation, 

Orionintie 1, 

02200 Espoo 

Finland OTC 17096/2/1 17.07.2020

33 Zovirax aciclovir
cream for 

external use

50mg/g; 2g 

aluminium tube

Glaxo Operations UK 

Limited, Harmire Road, 

Barnard Castle, Co Durham 

DL12 8DT 

UK

GlaxoSmithKline 

Consumer 

Healhtcare (UK) 

Trading Limited, 

980 Great West 

Road, Brentford, 

Middlesex, TW8 

9GS 

UK OTC 14764/3 17.07.2020

34 Zovirax aciclovir
cream for 

external use

50mg/g; aluminium 

tube 2g

GLAXO OPERATIONS UK 

LTD TRADING (trading as: 

Glaxo Wellcome 

Operations)  HARMIRE 

ROAD, BARNARD 

CASTLE, DL12 8DT  

UK

GlaxoSmithKline 

Consumer 

Healhtcare (UK) 

Trading Limited, 

980 Great West 

Road, Brentford, 

Middlesex, TW8 

9GS 

UK OTC 19304/1 17.07.2020

35 Almagel A

aluminium hydroxide, 

magnesium hydroxide, 

benzocaine

suspension oral

436mg/ml+70mg/ml+

21,8mg/ml; 170ml 

plastic bottle and 

measuring spoon 5ml, 

(10) sachets 10ml, (20) 

sachets 10ml

Balkanpharma-Troyan AD, 

Krayrechna Str. N1, 5600, 

Troyan

Bulgaria

Balkanpharma-

Troyan AD, 

Krayrechna Str. 

N1, 5600, Troyan

Bulgaria OTC 17858/2 17.07.2020



36 Chophytol cynara scolymus extract solution oral
200mg/ml; 120ml 

glass bottle

Laboratoires Rosa-

Phytopharma, 2 avenue du 

Traite de Rome, 78400-

Chatou- batch releaser, 

Laboratoires Mayoly 

Spindler, 6 avenue de 

l`Europe,78400 Chatou 

Cedex, France- bulk 

manufacturer, packager  

France

Laboratoires Rosa-

Phytopharma  68, 

rue Jean-Jacques 

Rousseau 75001 

Paris

France OTC 16751/1 17.07.2020

37 Almagel
aluminium hydroxide, 

magnesium hydroxide
suspension oral

436mg/ml+70mg/ml; 

170ml glass or plastic 

bottle and measuring 

spoon 5ml, (10) and 

(20) sachets 10ml

Balkanpharma-Troyan AD, 

Krayrechna Str. N1, 5600, 

Troyan

Bulgaria

Balkanpharma-

Troyan AD, 

Krayrechna Str. 

N1, 5600, Troyan

Bulgaria OTC 17936/2 17.07.2020

38 Nolpaza
pantoprazole (pantoprazole 

sodium)

powder for 

solution for 

injection

40mg; (1) glass vial, 

(5) glass vial, (10) glass 

vial

KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 

Novo Mesto-batch releaser, 

secondary packager, 

Valdepharm, Parc 

Industriel d incaville-BP 

606, 27100 Val de Reuil 

Cedex, France-bulk 

manufacturer, primary 

packager 

Slovenia

KRKA d.d., Novo 

mesto, Smarjeska 

cesta 6

Slovenia R 14657/2 17.07.2020

39 Voltaren Retard
diclofenac (diclofenac 

sodium)

tablets 

prolonged-

release

75mg; (20/2x10/) in 

blister

Novartis Farma S.p.A., Via 

Provinciale Schito 131, 

80058 Torre Annunziata 

(NA) 

Italy

Novartis Pharma 

AG, Lichtstrasse 

35, 4056 Basel

Switzerland R 16589/1 17.07.2020

40 Voltaren
diclofenac (diclofenac 

sodium)

solution for 

injection

25mg/ml; (5) 

ampoules 3ml

Lek Pharmaceuticals d.d., 

Verovskova Str. 57, 1526 

Ljubljana 

Slovenia

Novartis Pharma 

AG, Lichtstrasse 

35, 4056 Basel

Switzerland R 18640/2 17.07.2020



41 Voltaren
diclofenac (diclofenac 

sodium)

tablets gastro-

resistant

25mg; (30/3x10/) in 

blister

Novartis Saglik, Gida ve 

Tarim Urunleri San.Ve Tic. 

A.S., Yenisehir Mahallesi, 

Dedepasa Cadessi N 17 (11. 

Sok N 2) 34912, Kurtkoy, 

Istanbul  

Turkey

Novartis Pharma 

AG, 35, 

Lichtstrasse, 4056 

Basel

Switzerland R 16537/1 17.07.2020

42 Voltaren
diclofenac (diclofenac 

sodium)

tablets gastro-

resistant

50mg; (20/2x10/) in 

blister

Novartis Saglik, Gida ve 

Tarim Urunleri San.Ve Tic. 

A.S., Yenisehir Mahallesi, 

Dedepasa Cadessi N 17 (11. 

Sok N 2) 34912, Kurtkoy, 

Istanbul 

Turkey

Novartis Pharma 

AG, 35, 

Lichtstrasse, 4056 

Basel

Switzerland R 16538/1 17.07.2020

43
Diltiazem 

Lannacher 90mg

diltiazem (diltiazem 

hydrochloride)

tablets film-

coated prolonged-

release

90mg; (20/2x10/) 

blisters

G.L. Pharma GmbH, 

Schlossplatz 1, 8502 

Lannach-batch releaser, 

G.L. Pharma GmbH, 

Industriestrasse 1, 8502 

Lannach, Austria-bulk 

manufacturer, packager 

Austria

BAUSCH Health 

Ltd., Shabolovka 

st. 31, building 5, 

115162, Moscow

Russia R 14327/2/1 17.07.2020

44
Diltiazem 

Lannacher 180mg

diltiazem (diltiazem 

hydrochloride)

tablets film-

coated prolonged-

release

180mg; (30/3x10/) 

blisters

G.L. Pharma GmbH, 

Schlossplatz 1, 8502 

Lannach-batch releaser, 

G.L. Pharma GmbH, 

Industriestrasse 1, 8502 

Lannach, Austria-bulk 

manufacturer, packager  

Austria

BAUSCH Health 

Ltd., Shabolovka 

st. 31, building 5, 

115162, Moscow 

Russia R 14328/2/1 17.07.2020

45
Ena+HCT-Denk 

20/12,5

enalapril (enalapril maleate), 

hydrochlorothiazide
tablets

20mg+12,5mg; 

(30/3x10/) in blister

Artesan Pharma GmbH & 

Co. KG, Wendlandstrasse 

1, 29439 Luechow  

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Muenchen 

Germany R 17663/1 17.07.2020



46 Depakine Chrono
valproic acid (valproate 

sodium)

tablets coated 

prolonged-

release

300mg; (100/2x50/) in 

plastic container

Sanofi Winthrop Industrie, 

1, rue de la Vierge, 

Ambares et Lagrave, 33565 

Carbon Blanc cedex  

France

Sanofi-Aventis 

(Suisse) SA, 11, 

rue de Veyrot 

1217 Meyrin

Switzerland R 17701/1 17.07.2020

47 Depakine Chrono
valproic acid (valproate 

sodium)

tablets coated 

prolonged-

release

500mg; (30) in plastic 

container

Sanofi Winthrop Industrie, 

1, rue de la Vierge, 

Ambares et Lagrave, 33565 

Carbon Blanc cedex 

France

Sanofi-Aventis 

France, 82 avenue 

Raspail, 94250 

Gentilly

France R 17700/1 17.07.2020

48 Prenessa
perindopril (perindopril 

erbumine)
tablets

4mg; (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 R 15217/1 17.07.2020

49 Prenessa
perindopril (perindopril 

erbumine)
tablets

8mg; (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 R 15218/1 17.07.2020

50 Enzix
I-enalapril (enalapril 

maleate), II-indapamide

tablets and film-

coated tablets

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

(30/3x10//5-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 R 16029/2 17.07.2020

51 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 R 16028/2 17.07.2020



52 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 R 16030/2 17.07.2020

53 Naklofen duo
diclofenac (diclofenac 

sodium)

capsules 

prolonged-

release

75mg; (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 R 15367/1 17.07.2020

54 Vessel Due F sulodexide capsules
250LSU; (50/2x25/) 

blisters

Alfasigma S.p.A., Via 

Enrico Fermi, 1-65020, 

Alanno (Pescara)  

Italy

Alfasigma S.p.A., 

Via Ragazzi del, 

99, 5-40133 

Bologna (BO)

Italy R 14163/2  17.07.2020   

55 Locoid
hydrocortisone 

(hydrocortisone 17-butyrate)

cream for topical 

use

1mg/g; aluminium 

tube 30g

Temmler Italia S.r.L., Via 

delle Industrie 2, 20061 

Carugate (MI) 

Italy

LEO Pharma A/S, 

Industriparken 55, 

DK-2750 Ballerup

Denmark OTC 14341/2 17.07.2020

56 Locoid Lipocream
hydrocortisone 

(hydrocortisone 17-butyrate)

cream for topical 

use

1mg/g; aluminium 

tube 30g

Temmler Italia S.r.L., Via 

delle Industrie 2, 20061 

Carugate (MI) 

Italy

LEO Pharma A/S, 

Industriparken 55, 

DK-2750 Ballerup

Denmark OTC 14340/2 17.07.2020

57

Ketonal Forte 

100mg film-

coated tablets

ketoprofen
tablets film-

coated

100mg; (20) glass 

container

Lek d.d.,Verevskova 57, SI-

1526 Ljubljana
Slovenia

Lek 

d.d.,Verevskova 

57, SI-1526 

Ljubljana

Slovenia R 14167/2 17.07.2020



58 Lacto-G

lyophilized viable lactic acid 

bacterias (lactobacillus 

acidophilus, bifidobacterium 

longum, bifidobacterium 

bifidum, bifidobacterium 

infantis)

capsules
10x10^9 CFU/g; 

(10/1x10/) in blister

GM Pharmaceuticals Ltd, 

Phonichala 65, 0165 Tbilisi
Georgia

GM 

Pharmaceuticals 

Ltd, Phonichala 

65, 0165 Tbilisi

Georgia OTC 18161/1 17.07.2020

59 Dicynone etamsylate
solution for 

injection

250mg/2ml; (50) 

ampoules 2ml

Lek Pharmaceuticals d.d. 

Verovskova Str. 57, 1526 

Ljublijana

Slovenia

Lek 

Pharmaceuticals 

d.d. Verovskova 

Str. 57, 1526 

Ljublijana

Slovenia R 18521/1 17.07.2020

60 Voltaren
diclofenac (diclofenac 

sodium)

solution for 

injection

25mg/ml; (5) 

ampoules 3ml

Lek Pharmaceuticals d.d., 

Verovskova Str. 57, 1526 

Ljubljana  

Slovenia

Novartis Pharma 

AG, Lichtstrasse 

35, 4056 Basel

Switzerland R 18640/1 17.07.2020

61 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 R 14975/2 17.07.2020

62 Mycosyst fluconazole capsules
150mg; (1) blister, (2) 

blister

Gedeon Richter PLC, 

Gyomroi ut 19-21, 1103 

Budapest

Hungary

Gedeon Richter 

PLC, Gyomroi ut 

19-21, 1103 

Budapest

Hungary R 14702/1 17.07.2020



63 Essliver Forte

essential phospholipids, 

thiamine (thiamine 

mononitrate), riboflavin, 

pyridoxine (pyridoxine 

hydrochloride), 

nicotinamide, alpha-

tocopherol acetate, 

cyanocobalamin

capsules

300mg+6mg+6mg+6m

g+6mg+30mg+6mcg; 

(30/3x10/) and 

(50/5x10/) in blister

Nizhpharm JSC, 603950, 

Nizhny Novgorod, 

Salganskaya st., 7- batch 

releaser, secondary 

packager, Nabros Pharma 

Pvt. Ltd., Survey 

No110/A/2 Amit Farm, Jain 

Upasrya, N.H. No. 8 

Kajipura, Kheda, 387411, 

Gujarat, India- bulk 

manufacturer, primary 

packager  

Russia

Nizhpharm JSC, 

603950, Nizhny 

Novgorod, 

Salganskaya st., 7 

Russia OTC 16501/1 17.07.2020

64 Voltaren
diclofenac (diclofenac 

sodium)
suppositories

25mg; (10/2x5/) in 

blister

Delpharm Huningue 

S.A.S., 26 rue de la 

Chapelle, 68330 Huningue  

France

Novartis Pharma 

AG, Lichtstrasse 

35, 4056 Basel

Switzerland R 16584/1 17.07.2020

65 Voltaren
diclofenac (diclofenac 

sodium)
suppositories

50mg; (10/2x5/) in 

blister

Delpharm Huningue 

S.A.S., 26 rue de la 

Chapelle, 68330 Huningue  

France

Novartis Pharma 

AG, Lichtstrasse 

35, 4056 Basel

Switzerland R 16586/1 17.07.2020

66 Voltaren
diclofenac (diclofenac 

sodium)
suppositories 100mg; (5) in blister

Delpharm Huningue 

S.A.S., 26 rue de la 

Chapelle, 68330 Huningue  

France

Novartis Pharma 

AG, Lichtstrasse 

35, 4056 Basel

Switzerland R 16585/1 17.07.2020

67 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 R 18035/1 17.07.2020



68
Levoflox-Denk 

5mg/ml

levofloxacin (levofloxacin 

hemihydrate)

solution for 

infusion

5mg/ml; 100ml glass 

vial

Solupharm 

Pharmazeutische 

Erzeugnisse GmbH, 

Industriestr. 3, 34212  

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Munchen 

Germany R 17482/2 17.07.2020

69 Driptane
oxybutynin (oxybutynin 

hydrochloride)
tablets

5mg; (30/1x30/) in 

blister

Recipharm Fontaine, Rue 

des Pres Potets, 21121 

Fontaine les Dijon 

France

Abbot 

Laboratories 

GmbH,Germany 

Freundallee 

9A,30173 

Hannover 

Germany R 17385/2 17.07.2020

70 Lorista HD
losartan (losartan potassium), 

hydrochlorothiazide

tablets film-

coated

100mg+25mg; 

(28/2x14/), 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 R 14781/3 17.07.2020

71 Tobradex tobramycin, dexamethasone
drops eye 

(suspension)

3mg/ml+1mg/ml; 5ml 

plastic vial

S.A. Alcon-Couvreur N.V., 

Rijksweg 14 2870 Puurs 
Belgium

Novartis Pharma 

AG, Lichtstrasse 

35, 4056 Basel 

Switzerland R 18048/1 17.07.2020

72 Tobradex tobramycin, dexamethasone ointment eye
3mg/g+1mg/g; 3,5g 

aluminium tube

S.A. Alcon-Couvreur N.V., 

Rijksweg 14 2870 Puurs  
Belgium

Novartis Pharma 

AG, Lichtstrasse 

35, 4056 Basel

Switzerland R 18047/1 17.07.2020

73 Dexamethasone

dexamethasone 

(dexamethasone sodium 

phosphate)

solution for 

injection

4mg/ml; (10) 

ampoules 1ml, (25) 

ampoules 1ml, (100) 

ampoules 1ml

S.C. Rompharm Company 

S.R.L., Ilfov, 075100 

Otopeni, Str. Eroilor, Nr. 

1A

Romania

S.C. Rompharm 

Company S.R.L., 

Ilfov, 075100 

Otopeni, Str. 

Eroilor, Nr. 1A

Romania R 19191/1 17.07.2020   



N Trade name

International non-

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 DiaMar-M
metformin (metformin 

hydrochloride), glimepiride
tablets

500mg+2mg; 

(100/10x10/) in blister

Perdaman Pharmaceuticals 

Pvt. Ltd., G/5 & G/6 Gorwa 

B.I.D.C., City Vadodara-

390 016, dist. Vadodara 

India

Perdaman 

Pharmaceuticals 

Pvt. Ltd., Level-

11, A-111, 

Himalaya House, 

KG Marg, 

Cannaught Place, 

New Delhi-

110001

India R 17256 17.07.2020

2 DiaMet F
metformin (metformin 

hydrochloride)
tablets film-coated

1000mg; (100/10x10/) 

and (150/15x10/) in 

blister

Perdaman Pharmaceuticals 

Pvt. Ltd., G/5 & G/6 Gorwa 

B.I.D.C., City Vadodara-

390 016, dist. Vadodara 

India

Perdaman 

Pharmaceuticals 

Pvt. Ltd., Level-

11, A-111, 

Himalaya House, 

KG Marg, 

Cannaught Place, 

New Delhi-

110001

India R 17254 17.07.2020

LIST

of the suspended medicines according to the Center meeting decision N 7-1/20  on July 17, 2020

President___________________E. Amroyan



3 DiaZone-MR 60mg gliclazide
tablets modified-

release

60mg; (100/10x10/) in 

blister

Perdaman Pharmaceuticals 

Pvt. Ltd., G/5 & G/6 Gorwa 

B.I.D.C., City Vadodara-

390 016, dist. Vadodara 

India

Perdaman 

Pharmaceuticals 

Pvt. Ltd., Level-

11, A-111, 

Himalaya House, 

KG Marg, 

Cannaught Place, 

New Delhi-

110001

India R 17255 17.07.2020


