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1 Rovastat Duo
rosuvastatin (rosuvastatin 

calcium), ezetimibe
tablets

20mg+10mg; (30/3x10/) 

in blister,  (30/2x15/) in 

blister

Adamed Pharma S.A., 5, 

Marszalka Jozefa 

Pilsudskiego st., 95-200 

Pabianice, Lodzkie 

Poland

Adamed Pharma 

S.A., 6A, 

Pienkow, Mariana 

Adamkiewicza st., 

05-152 Czosnow, 

Mazowieckie

Poland PoM 20523 11.03.2022

2 Reklin meloxicam
solution for 

injection

15mg/1.5ml; (5) 

ampoules 1,5ml

Help S.A. Pedini, 

Ioanninon, Ioannina, 45500 
Greece

Vegapharm LLP, 

Unit 18, Norman 

road 53, 

Greenwich Centre 

Business park, 

SE10 9QF, London

United Kingdom PoM 20524 11.03.2022

3 Levoyaps
levofloxacin (levofloxacin 

hemihydrate)
drops eye

5 mg/ml; plastic vial-

dropper 5ml

Balkanpharma-Razgrad 

AD, 68 Aprilsko Vastanie 

Blvd., Razgrad 7200 

Bulgaria

Belinda 

Laboratories 

LLP,Unit 18, 53 

Norman road, 

London

United Kingdom 20525 11.03.2022

of the medicines recommended for the registration by the Center according to the meeting decision N 03-1/22  on March 11, 2022

LIST

President___________________E. Amroyan



4 Fentanyl fentanyl
solution for 

injection

0,05mg/ml; (100/5x20/) 

ampules in blister 2ml

Limited Liability Company 

"Kharkiv Pharmaceutical 

Enterprise "Zdorovye 

Narodu", 61002, Kharkiv, 

Kulykivska str. 41- bulk 

manufacturer, paskager, 

quality control 

(physicochemical), batch 

releaser, "PHARMEX 

GROUP" LLC, 100, 

Shevchenka str.,08300, 

Kyiv region, Boryspil, 

Ukraine- quality 

control(microbiological) 

Ukraine

Pharmaceutical 

Company 

Zdorovye LLC, 22 

Shevchenko str., 

Kharkov, 61013

Ukraine PoM 20526 11.03.2022

5 MemantineAst
memantine (memantine 

hydrochloride)
tablets film-coated

10mg; (28/4x7/) in 

blister

ONE PHARMA 

INDUSTRIAL 

PHARMACEUTICAL 

COMPANY SOCIETE 

ANONYME, 60th km 

N.N.R. Athinon-Lamias, 

Sximatari Voiotias, 32009 

Greece

VIAN S.A., 2, Ag. 

Nektariou str., 

15344 Gerakas, 

Pallini Attiki 

Greece PoM 20527 11.03.2022

6
Bisacodyl-

Hemofarm
bisacodyl

tablets gastro-

resistant

5mg; (30/3x10/) in 

blister

Hemofarm A.D., 26300, 

Vrsac, Beogradskii put bb- 

packager, quality control 

(microbiological), batch 

releaser, Hemofarm d.o.o., 

Novakovici bb, Banja Luka 

78000, Bosnia and 

Herzegovina- bulk 

manufacturer, quality 

control (physical/chemical) 

Serbia

Hemofarm A.D., 

26300, Vrsac, 

Beogradskii put bb

Serbia OTC 20528 11.03.2022



7 MemantineAst
memantine (memantine 

hydrochloride)
oral solution

5mg/0.5ml; glass bottle 

50ml and pump

ONE PHARMA 

INDUSTRIAL 

PHARMACEUTICAL 

COMPANY SOCIETE 

ANONYME, 60th km 

N.N.R. Athinon-Lamias, 

Sximatari Voiotias, 32009 

Greece

VIAN S.A., 2, Ag. 

Nektariou str., 

15344 Gerakas, 

Pallini Attiki

Greece PoM 20529 11.03.2022
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1 Metadon Alkaloid
methadone (methadone 

hydrochloride)
solution oral

10mg/ml; 100ml glass 

bottle and graduated 

pipette, 1000ml glass 

bottle

Alkaloid AD Skopje, Blvd. 

Aleksandar Makedonski 12, 

1000 Skopje

Republic of North 

Macedonia

Alkaloid AD 

Skopje, Blvd. 

Aleksandar 

Makedonski 12, 

1000 Skopje

Republic of North 

Macedonia
PoM

20521 (000840) 

11.03.2022
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1 Guttalax sodium picosulfate drops oral
7,5mg/ml; 15ml plastic 

bottle

Sanofi-Aventis 

Deutschland GmbH, 

Industriepark Hoechst, 

Bruningstrasse 50, D-

65926, Frankfurt am Main  

Italy

Istituto de Angeli 

S.R.L. Loc. Prulli, 

103/C 50066 

Reggello, Firenze

Italy OTC 20530 11.03.2022

2 Verapamil Alkaloid
verapamil (verapamil 

hydrochloride)
tablets coated

40mg; (30/2x15/) in 

blister

Alkaloid AD Skopje, Blvd. 

Aleksandar Makedonski 12, 

1000 Skopje

Republic of North 

Macedonia

Alkaloid AD 

Skopje, Blvd. 

Aleksandar 

Makedonski 12, 

1000 Skopje

Republic of North 

Macedonia
PoM 20531 11.03.2022

3 Verapamil Alkaloid
verapamil (verapamil 

hydrochloride)
tablets coated

80mg; (30/2x15/) in 

blister

Alkaloid AD Skopje, Blvd. 

Aleksandar Makedonski 12, 

1000 Skopje

Republic of North 

Macedonia

Alkaloid AD 

Skopje, Blvd. 

Aleksandar 

Makedonski 12, 

1000 Skopje

Republic of North 

Macedonia
PoM 20532 11.03.2022

4 Laticort

hydrocortisone 

(hydrocortisone 17-n-

butyrate)

ointment for 

external use

1mg/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 OTC 20533 11.03.2022

LIST
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5 Thrombo ASS acetylsalicylic acid

tablets gastro-

resistant film-

coated

100mg; (30/3x10/) in 

blister, (50/5x10/) in 

blister, (100/5x20/) in 

blister

G.L. Pharma GmbH, 

Schlossplatz 1, 8502 

Lannach- batch releaser, 

G.L. Pharma GmbH,  

Industriestrasse 1, 8502 

Lannach, Austria- bulk 

manufacturer, packager, 

G.L. Pharma GmbH, 

Arnethgasse 3, 1160 

Vienna, Austria- quality 

control 

Austria

Bausch Health 

LLC, Shabolovka 

st. 31, building 5, 

115162, Moscow

Russia OTC 20534 11.03.2022

6 Amlo-Denk 5
amlodipine (amlodipine 

mesilate monohydrate)
tablets

5mg; (50/5x10/) in 

blister

Denk Pharma GmbH & Co. 

KG, Goellstr. 1, 84529 

Tittmoning- bulk 

manufacturer, packager, 

batch releaser, GBA 

Pharma GmbH, Ernst-

Abbe-Str. 40, Ulm, Baden-

Wuerttemberg, 89079, 

Germany- quality control 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Muenchen

Germany PoM 20535 11.03.2022

7 Amlo-Denk 10
amlodipine (amlodipine 

mesilate monohydrate)
tablets

10mg; (50/5x10/) in 

blister

Denk Pharma GmbH & Co. 

KG, Goellstr. 1, 84529 

Tittmoning- bulk 

manufacturer, packager, 

batch releaser, GBA 

Pharma GmbH, Ernst-

Abbe-Str. 40, Ulm, Baden-

Wuerttemberg, 89079, 

Germany- quality control 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Muenchen

Germany PoM 20536 11.03.2022

8 Anaesthesol

benzocaine, bismuth 

subgallate, zinc oxyde, 

levomenthol

suppositories 

rectal

100mg+40mg+20mg+4

mg; (10/2x5/)

Nizhpharm JSC, 603950, 

Nizhny Novgorod, 

Salganskaya st., 7

Russia

Nizhpharm JSC, 

603950, Nizhny 

Novgorod, 

Salganskaya st., 7

Russia OTC 20537 11.03.2022



9

Troxerutin 

Sopharma 300mg 

capsules hard

troxerutin capsules hard
300mg; (50/5x10/) in 

blister

Sopharma JSC, str. Iliensko 

shosse 16, 1220 Sofia
Bulgaria

Sopharma JSC, str. 

Iliensko shosse 16, 

1220 Sofia

Bulgaria OTC 20538 11.03.2022

10 Ibuprofen ibuprofen
tablets film-

coated

200mg; (50/5x10/) in 

blister, (5000/500x10/) 

in blisters

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 20539 11.03.2022

11 Metypred

methylprednisolone 

(methylprednisolone sodium 

succinate)

powder for 

solution for 

injection

250mg; glass vial

Orion Corporation, 

Orionintie 1, 02200 Espoo- 

secondary packager, batch 

releaser, Hikma 

Farmaceutica, Estrada do 

Rio da Mo n.8, 8A e 8B, 

Fervenca, 2705-906 

Terrugem SNT, Portugal- 

bulk manufacturer, 

primary packager 

Finland

Orion 

Corporation, 

Orionintie 1, 

02200 Espoo

Finland PoM 20540 11.03.2022

12 Metypred

methylprednisolone 

(methylprednisolone sodium 

succinate)

powder for 

solution for 

injection

1000mg;  glass vial

Orion Corporation, 

Orionintie 1, 02200 Espoo- 

secondary packager, batch 

releaser, Hikma 

Farmaceutica, Estrada do 

Rio da Mo n.8, 8A e 8B, 

Fervenca, 2705-906 

Terrugem SNT, Portugal- 

bulk manufacturer, 

primary packager 

Finland

Orion 

Corporation, 

Orionintie 1, 

02200 Espoo

Finland PoM 20541 11.03.2022



13 Tlocin-0,4
tamsulosin (tamsulosin 

hydrochloride)

capsules modified-

release, hard

0,4mg; (30/3x10/) in 

blister

Zim Laboratories Ltd., B-

21/22, MIDC Area, 

Kalmeshwar-441 501, Dist. 

Nagpur (M.S.) 

India

Zim Laboratories 

Ltd., Ground 

Floor, Sadoday 

Gyan, Nelson 

Square, 

Chhindwara Road, 

Nagpur-440 013 

India PoM 20542 11.03.2022

14 Expectorant

guaifenesin, 

chlorpheniramine 

(chlorpheniramine maleate), 

phenylpropanolamine 

(phenylpropanolamine 

hydrochloride)

syrup with cherry 

flavour

100mg/5ml+2mg/5ml+5

mg/5ml; 15ml glass 

bottle-dropper, 60ml 

glass bottle, 100ml glass 

bottle

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 OTC 20543 11.03.2022

15 Laticort

hydrocortisone 

(hydrocortisone 17-n-

butyrate)

solution for 

external use

1mg/ml; 20ml plastic 

vial

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 OTC 20544 11.03.2022

16 Docetaxel Ebewe docetaxel

concentrate for 

solution for 

infusion

10mg/ml; glass vial 8ml

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) 

Austria

EBEWE Pharma 

Ges. m.b.H. Nfg. 

KG, 

Mondseestrasse 

11, A-4866 

Unterach 

Austria PoM 20545 11.03.2022



17 Docetaxel Ebewe docetaxel

concentrate for 

solution for 

infusion

10mg/ml; glass vial 2ml

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) 

Austria

EBEWE Pharma 

Ges. m.b.H. Nfg. 

KG, 

Mondseestrasse 

11, A-4866 

Unterach

Austria PoM 20546 11.03.2022

18 Adaptol mebicar capsules

300mg; (20/2x10/), 

(30/3x10/) and 

(40/4x10/) in blister

Olainfarm JSC, 5 Rupnicu 

Str., Olaine, LV-2114
Latvia

Olainfarm JSC, 5 

Rupnicu Str., 

Olaine, LV-2114

Latvia PoM 20547 11.03.2022

19 Prestarium 5mg
perindopril (perindopril 

arginine)

tablets film-

coated

5mg; (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 20548 11.03.2022

20 Prestarium 10mg
perindopril (perindopril 

arginine)

tablets film-

coated

10mg; (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 20549 11.03.2022



21 Glucose dextrose
solution for i/v 

injection

400mg/ml; (10) 

ampoules 5ml CAMA, 

(10) ampoules 5ml label 

banderol, (10) ampoules 

5ml dividella

Open joint stock company 

"Borisovskiy zavod 

medicinskikh preparatov" 

64, ul. Chapaeva, Borisov 

222518, Minsk region

Belarus

Open joint stock 

company 

"Borisovskiy zavod 

medicinskikh 

preparatov" 64, ul. 

Chapaeva, Borisov 

222518, Minsk 

region

Belarus PoM 20550 11.03.2022

22 Lisinocor lisinopril (lisinopril dihydrate) tablets coated
5mg; (20/2x10/) in 

blister

GM Pharmaceuticals Ltd, 

Phonichala 65, 0165 Tbilisi
Georgia

GM 

Pharmaceuticals 

Ltd, Phonichala 

65, 0165 Tbilisi

Georgia PoM 20551 11.03.2022

23 Lisinocor lisinopril (lisinopril dihydrate) tablets coated
10mg; (20/2x10/) in 

blister

GM Pharmaceuticals Ltd, 

Phonichala 65, 0165 Tbilisi
Georgia

GM 

Pharmaceuticals 

Ltd, Phonichala 

65, 0165 Tbilisi

Georgia PoM 20552 11.03.2022

24 No-spa
drotaverine (drotaverine 

hydrochloride)

solution for 

injection

40mg/2ml; (25/5x5/) 

ampoules 2ml

Chinoin Pharmaceutical 

and Chemical Works 

Private Co. Ltd. 3510 

Miskolc, Csanyikvolgy 

Hungary

Sanofi-Aventis 

Private Co. 

Ltd.,1045 

Budapest, To u. 1-

5

Hungary PoM 20553 11.03.2022

25 Sulfasalazin sulfasalazine
tablets film-

coated

500mg; (50/5x10/) in 

blister

KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 

Novo Mesto- bulk 

manufacturer, quality 

control, batch releaser, 

KRKA d.d., Novo mesto, 

Ulica Rada Pusenjaka 10, 

Ljutomer, 9240, Slovenia- 

packager 

Slovenia

KRKA d.d., Novo 

mesto, Smarjeska 

cesta 6, 8501 Novo 

Mesto

Slovenia PoM 20522 11.03.2022
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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 Co-Vamloset

amlodipine (amlodipine 

besilate), valsartan, 

hydrochlorothiazide

tablets film-

coated

5mg+160mg+12,5mg; 

(30/3x10/) in blister

KRKA-RUS LLC, 50 

Moskovskaya Str., Istra, 

Moscow Region,143500

Russia

KRKA-RUS LLC, 50 

Moskovskaya Str., 

Istra, Moscow 

Region,143500

Russia PoM 18911/3/2 11.03.2022

2 Co-Vamloset

amlodipine (amlodipine 

besilate), valsartan, 

hydrochlorothiazide

tablets film-

coated

10mg+160mg+12,5mg 

(30/3x10/) in blister

KRKA-RUS LLC, 50 

Moskovskaya Str., Istra, 

Moscow Region,143500

Russia

KRKA-RUS LLC, 50 

Moskovskaya Str., 

Istra, Moscow 

Region,143500

Russia PoM 18912/3/2 11.03.2022

3 Co-Vamloset

amlodipine (amlodipine 

besilate), valsartan, 

hydrochlorothiazide

tablets film-

coated

10mg+160mg+25mg; 

(30/3x10/) in blister

KRKA-RUS LLC, 50 

Moskovskaya Str., Istra, 

Moscow Region,143500

Russia

KRKA-RUS LLC, 50 

Moskovskaya Str., 

Istra, Moscow 

Region,143500

Russia PoM 18913/3/2 11.03.2022

LIST
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4 Xefocam lornoxicam

powder 

lyophilized for 

solution for i/v 

and i/m injection

8mg; (5) glass vial

Takeda Austria GmbH, St. 

Peter Strasse 25, A-4020 

Linz- batch releaser, 

packager, Wasserburger 

Arzneimittelwerk GmbH, 

Herderstrasse 2, D-83512 

Wasserburg, Germany- 

bulk manufacturer 

Austria

Nizhpharm JSC, 

603950, Nizhny 

Novgorod, 

Salganskaya st., 7

Russia PoM 17046/2/1 11.03.2022

5 Essentiale forte N phospholipids (essential)-EPL capsules
300mg; (30/3x10/) in 

blister

A. Nattermann & Cie. 

GmbH, Nattermannallee 1, 

D-50829 Cologne

Germany

A. Nattermann & 

Cie. GmbH, 

Nattermannallee 1, 

D-50829 Cologne

Germany OTC 17130/1/1 11.03.2022

6 Traumeel

achillea millefolium MT, 

aconitum napellus D1, arnica 

montana D3, atropa bella-

donna D1, bellis perennis MT, 

calendula officinalis MT, 

echinacea MT, echinacea 

purpurea MT,hamamelis 

virginiana MT, hepar sulfuris 

D6, hypericum perforatum 

D6, matricaria recutita MT, 

mercurius solubilis 

Hahnemanni D6, symphytum 

officinale D4

ointment

0,9mg/g+0,5mg/g+15mg

/g+0,5mg/g+1mg/g+4,5

mg/g+1,5mg/g+1,5mg/g

+4,5mg/g+0,25mg/g+0,9

mg/g+1,5mg/g+0,4mg/g

+1mg/g; 50g aluminium 

tube

Biologische Heilmittel Heel 

GmbH, Dr.-Reckeweg-

Strasse 2-4, 76532 Baden-

Baden

Germany

Biologische 

Heilmittel Heel 

GmbH, Dr.-

Reckeweg-Strasse 2-

4, 76532 Baden-

Baden

Germany OTC 19610/1/1 11.03.2022

7 Colchicina Lirca colchicine tablets
1mg; (60/2x30/) in 

blister

Haupt Pharma Amareg 

GmbH, Donaustaufer 

Strasse 378, 93055 

Regensburg 

Germany

Acarpia  

Farmaceutici S.r.l., 

Viale L. Majno 18, 

20129 Milano

Italy PoM 17457/1/1 11.03.2022



8 Calgel

lidocaine (lidocaine 

hydrochloride), 

cetylpyridinium 

(cetylpyridinium chloride)

gel
3,3mg/g+1mg/g; 10g 

aluminium tube

GlaxoSmithKline 

Pharmaceuticals S.A., 189 

Grunwaldzka street, 60-

322 Poznan 

Poland

Glaxo Wellcome UK 

Limited, 980 Great 

West Road, 

Brentford, 

Middlesex, TW8 

9GS

UK PoM 17787/1/1 11.03.2022

9 Norvir ritonavir
tablets film-

coated

100mg (30) in plastic 

container

AbbVie Deutschland 

GmbH & Co. KG, 

Knolstrasse, 67061 

Ludwigshafe 

Germany

AbbVie 

Biopharmaceuticals 

GmbH, Alte 

Steinhauserstrasse 

14, 6330 Cham 

Switzerland PoM 19525/2/1 11.03.2022

10 Valocordin
ethylbromisovalerate, 

phenobarbital

drops oral 

(solution)

18,4mg/ml+18,4mg/ml;  

20ml and 50ml glass 

bottle

Krewel Meuselbach 

GmbH, Xavier-Vorbruggen 

str. 6, 98694 Ilmenau 

Germany

Krewel Meuselbach 

GmbH, Krewel str. 

2, 53783 Eitorf 

Germany OTC 16776/1/1 11.03.2022

11 Fluco fluconazole capsules
150mg; (10/1x10/) in 

blister

A LAB 

PHARMACEUTICALS 

LLC, Kochinyan 13/16, 

Yerevan- batch releaser, 

packager, Zim Laboratories 

Ltd., B-21/22, MIDC Area, 

Kalmeshwar-441 501, Dist. 

Nagpur (M.S.), India- bulk 

manufacturer 

Republic of 

Armenia

A LAB 

PHARMACEUTICA

LS LLC, Kochinyan 

13/16, Yerevan 

Republic of Armenia PoM 16953/1/1  11.03.2022   

12 Levocom levodopa, carbidopa tablets

250mg+25mg; 

(30/3x10/) in blister, 

(100/10x10/) in blister

Pharma Start LLC, 

Boulevard Vatslava Havela, 

8, 03124, Kiev 

Ukraine

Acino Ukraine LLC, 

Boulevard Vatslava 

Havela, 8, 03124, 

Kiev

Ukraine PoM 18602/2/1 11.03.2022



13 Rizoptan
rizatriptane (rizatriptane 

benzoate)
tablets

10mg; (3/1x3/) in 

blister, (6/2x3/) in 

blister, (9/3x3/) in 

blister

Pharma Start LLC, 

Boulevard Vatslava Havela, 

8, 03124, Kiev 

Ukraine

Acino Ukraine LLC, 

Boulevard Vatslava 

Havela, 8, 03124, 

Kiev

Ukraine PoM 18332/3/1 11.03.2022
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International non-
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1 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 14977/2 11.03.2022

2 Anaesthesol

benzocaine, bismuth 

subgallate, zinc oxyde, 

levomenthol

suppositories 

rectal

100mg+40mg+20mg+

4mg; (10/2x5/)

Nizhpharm JSC, 603950, 

Nizhny Novgorod, 

Salganskaya st., 7

Russia

Nizhpharm JSC, 

603950, Nizhny 

Novgorod, 

Salganskaya st., 7

Russia OTC 16654/2 11.03.2022

3
Calcemin 

Advance

calcium, vitamin D3, 

magnesium, zinc, copper, 

manganese, boron

tablets film-

coated

500mg+200IU+ 

40mg+7,5mg+1mg+ 

1,8mg+250mcg; (30) 

in plastic container, 

(60) in plastic 

container, (120) in 

plastic container

Contract Pharmacal 

Corporation, 135 Adams 

avenue, Hauppauge, New 

York 11788- packager, 

quality control, batch 

releaser, Contract 

Pharmacal Corporation, 

150 and 160 Commerce 

Drive Hauppauge, New 

York 11788, USA- bulk 

manufacturer

USA

JSC BAYER, 3rd 

Rybinskaya st., 18, 

build. 2, 107113 

Moscow

Russia OTC 20229/1 11.03.2022

LIST

of the variations not requiring reformulation of registration certificate  approved by the Center according to the meeting decision N 03-1/22  on March 11, 2022

President___________________E. Amroyan



4 Bepanthen dexpanthenol ointment

50mg/g; aluminium 

tube 30g, aluminium 

tube 100g

GP Grenzach Produktions 

GmbH, Emil-Barell-Strasse 

7, D-79639 Grenzach-

Wyhlen 

Germany

Bayer Consumer 

Care AG, Peter 

Merian-Strasse 84, 

4052 Basel 

Switzerland OTC 18643/4/1 11.03.2022

5 Allergodil
azelastine (azelastine 

hydrochloride)
drops eye

0,5mg/ml; plastic vial-

dropper 6ml

MEDA Pharma GmbH & 

Co. KG, Benzstrasse 1, 

61352 Bad Homburg- batch 

releaser, Tubilux Pharma 

S.p.A., Via Costarica, 20/22, 

00071 Pomezia/Rome, Italy- 

bulk manufacturer, 

packager, quality control 

Germany

MEDA Pharma 

GmbH & Co. KG, 

Benzstrasse 1, 

61352 Bad 

Homburg 

Germany OTC 19706/1 11.03.2022

6
Berlithion 600 

capsules
thioctic acid capsules soft

600mg; (15/1x15/) in 

blister, (30/2x15/) in 

blister

Berlin-Chemie 

A.G.,Glienicker Weg 125, 

12489 Berlin- batch 

releaser, Catalent Germany 

Eberbach GmbH, 

Gammelsbacher Str. 2, 

69412 Eberbach, Germany- 

bulk manufacturer, quality 

control (physicochemical), 

Catalent Germany 

Schorndorf GmbH, 

Steinbeisstrasse 1-2, 73614, 

Schorndorf, Germany- 

packager, Gelita AG, 

Gammelsbacher Str. 2, Bau 

11, 4. OG 69412 Eberbach 

Deutschland, Germany- 

quality control 

(microbiological) 

Germany

Berlin-Chemie 

A.G.,Glienicker 

Weg 125, 12489 

Berlin 

Germany PoM 20213/1 11.03.2022



7 Thrombo ASS acetylsalicylic acid

tablets gastro-

resistant film-

coated

100mg; (30/3x10/),  

in blister, (50/5x10/), 

in blister, (100/5x20/), 

in blister

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 

LLC, Shabolovka 

st. 31, building 5, 

115162, Moscow

Russia OTC 15380/2 11.03.2022

8 Methypred

methylprednisolone 

(methylprednisolone sodium 

succinate)

powder for 

solution for 

injection

250mg; (1) glass vial

Orion Corporation, 

Orionintie 1, 02200 Espoo-

batch releaser, secondary 

packager, Hikma 

Farmaceutica, Estrada do 

Rio da Mo n.8, 8A e 8B, 

Fervenca, 2705-906 

Terrugem SNT, Portugal-

bulk manufacturer, 

primary packager 

Finland

Orion 

Corporation, 

Orionintie 1, 

02200 Espoo 

Finland PoM 16283/1 11.03.2022

9 Methypred

methylprednisolone 

(methylprednisolone sodium 

succinate)

powder for 

solution for 

injection

1000mg; (1) glass vial

Orion Corporation, 

Orionintie 1, 02200 Espoo-

batch releaser, secondary 

packager, Hikma 

Farmaceutica, Estrada do 

Rio da Mo n.8, 8A e 8B, 

Fervenca, 2705-906 

Terrugem SNT, Portugal-

bulk manufacturer, 

primary packager 

Finland

Orion 

Corporation, 

Orionintie 1, 

02200 Espoo

Finland PoM 16284/1 11.03.2022

10 Artinibsa

articaine (articaine 

hydrochloride), epinephrine 

(epinephrine tartrate)

solution for 

injection

40mg/ml+0,01mg/ml 

(50) cartridges 1,8ml

Laboratories Inibsa  S.A., 

Ctra.  Sabadell  a 

Granollers, km 14.5, 08185 

Llica de Vall, Barcelona 

Spain

Inibsa Dental 

S.L.U., Ctra. 

Sabadell  a 

Granollers, km 

14.5, 08185 Llica 

de Vall, Barcelona 

Spain PoM 18482/1 11.03.2022



11 Tonsilgon N

marshmallow root, 

matricaria flowers, horsetail 

herb, walnut leaves, yarrow 

herb, oak bark, dandelion 

herb

drops oral

4mg/g+3mg/g+5mg/g+

4mg/g+4mg/g+2mg/g+

4mg/g; glass container-

dropper 100ml

Bionorica SE, 

Kerschensteinerstr. 11-15, 

92318 Neumarkt

Germany

Bionorica SE, 

Kerschensteinerstr

. 11-15, 92318 

Neumarkt

Germany PoM 14575/1 11.03.2022

12 Nuroton Zero ibuprofen suspension oral

100mg/5ml; 100ml 

plastic bottle and 

measuring syringe 

5ml

Pharmtechnology LLC, 

Korzhenevskogo str., 22, 

220024, Minsk 

Belarus

Giga Farm LLC, 

Gogunca str.3/5, 

Gyumri

Republic of 

Armenia
OTC 17015/2/1 11.03.2022

13 Propofol Kabi propofol

emulsion for 

injection/infusio

n

10mg/ml; (1) glass vial 

50ml in blister, (10) 

glass vial 50ml in 

blister

Fresenius Kabi Austria 

GmbH, Hafnerstrasse 36, 

Graz, 8055-bulk 

manufacturer, primary 

packager, quality control, 

batch releaser, Fresenius 

Kabi Austria GmbH, 

Estermannstrasse 17, Linz, 

4020, Austria-secondary 

packager 

Austria

Fresenius Kabi 

Deutschland 

GmbH, Else-

Kroener-

Strasse,1,61352 

Bad Homburg 

Germany PoM 18776/2 11.03.2022

14 Fluimucil acetylcysteine

solution for i/m 

and i/v injection 

and inhalation

100mg/ml; (5) 

ampoules 3ml

Zambon S.P.A., Via della 

Chimica, 9, Vicenza, 36100 
Italy

Zambon S.P.A., 

Via Lillo del Duca, 

10, Bresso, 20091 

Italy PoM 15794/2 11.03.2022

15
Trombopol 

Polpharma
acetylsalicylic acid

tablets gastro-

resistant

75mg; (30/3x10/) in 

blister, (60/6x10/) in 

blister

Pharmaceutical Works 

Polpharma S.A., ul. 

Pelplinska 19, 83-200 

Starogard Gdanski

Poland

Pharmaceutical 

Works Polpharma 

S.A., ul. Pelplinska 

19, 83-200 

Starogard Gdanski

Poland OTC 19359/1 11.03.2022



16
Trombopol 

Polpharma
acetylsalicylic acid

tablets gastro-

resistant

150mg; (30/3x10/) in 

blister, (60/6x10/) in 

blister

Pharmaceutical Works 

Polpharma S.A., ul. 

Pelplinska 19, 83-200 

Starogard Gdanski

Poland

Pharmaceutical 

Works Polpharma 

S.A., ul. Pelplinska 

19, 83-200 

Starogard Gdanski

Poland OTC 19360/1 11.03.2022

17 Sulfargin silver sulfadiazine
ointment for 

external use

10mg/g; aluminium 

tube 50g

Grindeks JSC, Krustpils 

street 53, LV-1057, Riga
Latvia

Grindeks JSC, 

Krustpils street 53, 

LV-1057, Riga

Latvia PoM 18600/2 11.03.2022

18 Alfa Normix rifaximin
tablets film-

coated

200mg; (12/1x12/) in 

blister

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 PoM 17124/3/1 11.03.2022

19 Cerotex choline alfoscerate capsules

400mg; (14/1x14/), 

(28/2x14/), (42/3x14/) 

and (56/4x14/) in 

blister

SotexPharmFirm" CJSC, 

Bld. 11, village Belikovo, 

Sergiev Posad urban 

district, Moscow Region- 

quality control, batch 

releaser, "Artlife" Ltd, 

house 8, bld.15, Nahimova 

str., Tomsk, Russia- bulk 

manufacturer, 

"Sotex"PharmFirm" CJSC, 

Bld. 12, village Belikovo, 

Sergiev Posad urban 

district, Moscow Region- 

primary and secondary 

packager

Russia

"Sotex"PharmFirm

" CJSC, Bld. 11, 

village Belikovo, 

Sergiev Posad 

district, Moscow 

Region, 141345

Russia PoM 16409/3/2 11.03.2022



20 Cymbalta
duloxetine (duloxetine 

hydrochloride)

capsules gastro-

resistant

60mg; (28/4x7/) in 

blister, (28/2x14/) in 

blister

Lilly S.A., Avda de la 

Industria 30, 28108 

Alcobendas-Madrid- 

packager, batch releaser, 

Lilly del Caribe, Inc., 

Puerto Rico 00985, 12,6 

km 65th Infantry Road, 

Carolina, USA- bulk 

manufacturer 

Spain

Eli Lilly 

Nederland 

B.V.,Grootslag 1-

5, NL-3991 

RA,Houten 

the Netherlands PoM 18648/2/1 11.03.2022

21 MIG 400 ibuprofen
tablets film-

coated

400mg; (10/1x10/), 

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

and (50/5x10/) in 

blister

Berlin-Chemie AG, 

Glienicker Weg 125, 12489 

Berlin-batch releaser, 

packager, Berlin-Chemie 

AG, Tempelhofer Weg 83, 

12347 Berlin,Germany- 

bulk manufacturer 

Germany

Berlin-Chemie 

AG, Glienicker 

Weg 125, 12489 

Berlin 

Germany OTC 17845/2 11.03.2022

22 Cymbalta
duloxetine (duloxetine 

hydrochloride)

capsules gastro-

resistant

30mg; (7/1x7/) in 

blister, (28/4x7/) in 

blister, (28/2x14/) in 

blister

Lilly S.A., Avda de la 

Industria 30, 28108 

Alcobendas-Madrid- 

packager, batch releaser, 

Lilly del Caribe, Inc., 

Puerto Rico 00985, 12,6 

km 65th Infantry Road, 

Carolina, USA- bulk 

manufacturer 

Spain

Eli Lilly 

Nederland 

B.V.,Grootslag 1-

5, NL-3991 

RA,Houten

the Netherlands PoM 18647/2/1 11.03.2022

23
Uperio 

24mg/26mg

sacubitril, valsartan 

(valsartan sodium)

tablets film-

coated

24,3mg+25,7mg; 

(28/2x14/) in blister

Novartis Farma S.p.A.,  Via 

Provinciale Schito 131, 

80058 Torre Annunziata, 

(NA) 

Italy

Novartis Pharma 

Services AG, 

Lichtstrasse 35, 

4056 Basel

Switzerland PoM 19728/2 11.03.2022



24
Uperio 

49mg/51mg

sacubitril, valsartan 

(valsartan sodium)

tablets film-

coated

48.6mg+51,4mg; 

(28/2x14/) in blister

Novartis Farma S.p.A.,  Via 

Provinciale Schito 131, 

80058 Torre Annunziata, 

(NA) 

Italy

Novartis Pharma 

Services AG, 

Lichtstrasse 35, 

4056 Basel 

Switzerland PoM 19729/2 11.03.2022

25
Uperio 

97mg/103mg

sacubitril, valsartan 

(valsartan sodium)

tablets film-

coated

97.2mg+102.8mg; 

(28/2x14/) in blister

Novartis Farma S.p.A.,  Via 

Provinciale Schito 131, 

80058 Torre Annunziata, 

(NA) 

Italy

Novartis Pharma 

Services AG, 

Lichtstrasse 35, 

4056 Basel 

Switzerland PoM 19730/2 11.03.2022

26 Betadine povidone-iodine
solution for 

external use

100mg/ml; 30ml 

plastic bottle-dropper, 

120ml plastic bottle-

dropper, 1000ml 

plastic bottle-dropper

Egis Pharmaceuticals PLC, 

9900, Kormend, Matyas 

Kiraly u. 65 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi ut 30-

38 

Hungary OTC 20112/1 11.03.2022

27 Tecentriq atezolizumab

concentrate for 

solution for 

infusion

60mg/ml; 20ml glass 

vial

F. Hoffmann-La Roche Ltd. 

4303 Kaiseraugst- 

secondary packager, batch 

releaser, Roche Diagnostics 

GmbH, Sandhofer Strasse 

116, Mannheim, Baden 

Wurttemberg 

68305,Germany- bulk 

manufacturer, primary 

packager, quality control 

Switzerland

F. Hoffmann-La 

Roche Ltd., 

Grenzacherstrasse, 

124, CH-4070, 

Basel

Switzerland PoM 18291/2/1 11.03.2022

28 Tecentriq atezolizumab

concentrate for 

solution for 

infusion

60mg/ml; 20ml glass 

vial

F. Hoffmann-La Roche 

Ltd., Wurmisweg CH-4303 

Kaiseraugst 

Switzerland

F.Hoffmann-La 

Roche Ltd., 

Grenzacherstrasse, 

124, CH-4070, 

Basel 

Switzerland PoM 20280/1 11.03.2022



29 Laticort

hydrocortisone 

(hydrocortisone 17-n-

butyrate)

solution for 

external use

1mg/ml; 20ml plastic 

vial

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 OTC 16113/2/2 11.03.2022

30 Glucose dextrose
solution for i/v 

injection

400mg/ml; (10) 

ampoules 5ml CAMA, 

(10) ampoules 5ml 

label banderol, (10) 

ampoules 5ml 

dividella

Open joint stock company 

"Borisovskiy zavod 

medicinskikh preparatov" 

64, Chapaev str., Borisov 

222518, Minsk region

Belarus

Open joint stock 

company 

"Borisovskiy zavod 

medicinskikh 

preparatov" 64, 

Chapaev str., 

Borisov 222518, 

Minsk region

Belarus PoM 16254/2 11.03.2022

31 Sermion nicergoline tablets coated
5mg; (30/2x15/) 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 19178/2 11.03.2022

32 Sermion nicergoline
tablets film-

coated

30mg; (30/2x15/) 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 18160/2 11.03.2022

33 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 15739/2/5 11.03.2022

34 MIG for children ibuprofen suspension oral

100mg/5ml; 100ml 

plastic bottle and 

measuring syringe 

5ml

Alcala Farma, S.L., Avenida 

de Madrid, 82, Alcala de 

Henares 28802-Madrid 

Spain

Berlin-Chemie 

AG, Glienicker 

Weg 125, 12489 

Berlin 

Germany OTC 17844/1 11.03.2022



35
MIG for children 

forte
ibuprofen suspension oral

40mg/ml; 100ml 

plastic bottle and 

measuring syringe 

5ml

Alcala Farma, S.L., Avenida 

de Madrid, 82, Alcala de 

Henares 28802-Madrid 

Spain

Berlin-Chemie 

AG, Glienicker 

Weg 125, 12489 

Berlin 

Germany OTC 18207/1 11.03.2022

36
SmofKabiven 

Central

I camera: L-alanine, L-arginine, 

glycine, L-histidine, L-isoleucine, L-

leucine, L-lysine (lysine acetate), L-

methionine, L-phenylalanine, L-

proline, L-serine, taurine, L-

threonine, L-tryptophan, L-

tyrosine, L-valine, calcium chloride 

(calcium chloride dihydrate), 

sodium glycerophosphate (sodium 

glycerophosphate hydrate), 

magnesium sulphate (magnesium 

sulphate heptahydrate), potassium 

chloride, sodium acetate (sodium 

acetate trihydrate), zinc sulphate 

(zinc sulphate heptahydrate), II 

camera: glucose (glucose 

monohydrate), III camera: soya-

bean oil, triglycerides, olive oil, fish 

oil (rich in omega-3 acids)

emulsion for 

infusion

I camera: 

14mg/ml+12mg/ml+11mg/m

l+3mg/ml+5mg/ml+7,4mg/m

l+6,6mg/ml+4,3mg/ml+5,1m

g/ml+11,2mg/ml+6,5mg/ml+

1mg/ml+4,4mg/ml+2mg/ml+

0,4mg/ml+6,2mg/ml+0,56m

g/ml+4,2mg/ml+1,2mg/ml+3

,4mg/ml+0,013mg/ml, II 

camera: 419,5mg/ml, III 

camera: 

60mg/ml+60mg/ml+50mg/m

l+30mg/ml; (4/4x1/) plastic 

camera set 986ml (camera I 

500ml+camera II 

298ml+camera III 188ml), 

(4/4x1/) plastic camera set 

1477ml (camera I 

750ml+camera II 

446ml+camera III 281ml), 

(4/4x1/) plastic camera set 

1970ml (camera I 

1000ml+camera II 

595ml+camera III 375ml)

Fresenius Kabi AB, 

Rapsgatan 7 Uppsala, 75174 
Sweden

Fresenius Kabi 

Deutschland 

GmbH, 61346 Bad 

Homburg, v.d.H, 

Germany PoM 19754/1 11.03.2022

37 Prestarium 5mg
perindopril (perindopril 

arginine)

tablets film-

coated

5mg; (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 16812/4 11.03.2022



38 Prestarium 10mg
perindopril (perindopril 

arginine)

tablets film-

coated

10mg; (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 16811/4 11.03.2022

39 Caduet

amlodipine (amlodipine 

besilate), atorvastatin 

(atorvastatin calcium)

tablets film-

coated

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

in blister

Pfizer Manufacturing 

Deutschland GmbH, 

Betriebsstatte Freiburg, 

Mooswaldallee 1, 79090 

Frieburg 

Germany

Pfizer H.C.P. 

Corporation, 235, 

East 42nd  street 

New York 10017 

USA PoM 19719/2 11.03.2022

40 Caduet

amlodipine (amlodipine 

besilate), atorvastatin 

(atorvastatin calcium)

tablets film-

coated

10mg+10mg; 

(30/3x10/) in blister

Pfizer Manufacturing 

Deutschland GmbH, 

Betriebsstatte Freiburg, 

Mooswaldallee 1, 79090 

Frieburg 

Germany

Pfizer H.C.P. 

Corporation, 235, 

East 42nd  street 

New York 10017

USA PoM 19720/2 11.03.2022

41 Avelox moxifloxacin tablets coated
400mg; (5/1x5/) in 

blister

Bayer Healthcare 

Manufacturing S.r.l., Via 

delle Groane, 126 20024, 

Garbagnate Milanese 

Italy

Bayer AG, Kaiser-

Wilhelm-Allee, 1, 

51373 Leverkusen 

Germany PoM 20410/1 11.03.2022

42 Lisinocor
lisinopril (lisinopril 

dihydrate)
tablets coated

5mg; (20/2x10/) in 

blister

GM Pharmaceuticals Ltd, 

Phonichala 65, 0165 Tbilisi
Georgia

GM 

Pharmaceuticals 

Ltd, Phonichala 

65, 0165 Tbilisi

Georgia PoM 16596/1 11.03.2022

43 Lisinocor
lisinopril (lisinopril 

dihydrate)
tablets coated

10mg; (20/2x10/) in 

blister

GM Pharmaceuticals Ltd, 

Phonichala 65, 0165 Tbilisi
Georgia

GM 

Pharmaceuticals 

Ltd, Phonichala 

65, 0165 Tbilisi

Georgia PoM 16597/1 11.03.2022



44 Suprastin

chloropyramine 

(chloropyramine 

hydrochloride)

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

blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38 

Hungary OTC 19340/1 11.03.2022

45 Hartil-D
ramipril, 

hydrochlorothiazide
tablets

2,5mg+12,5mg; 

(28/2x14/) in blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120 for 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38

Hungary PoM 18012/2 11.03.2022

46 Hartil-D
ramipril, 

hydrochlorothiazide
tablets

5mg+25mg; (28/2x14/) 

in blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38 

Hungary PoM 18011/2 11.03.2022

47 Enterol 250
lyophilized cells of 

saccharomyces boulardii

powder for oral 

suspension
250mg; (10) sachets

Biocodex,1 avenue Blaise 

Pascal, 60000  Beauvais 
France

Biocodex, 7 

avenue Gallieni 

94250 Gentilly

France OTC 17504/2 11.03.2022

48
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 17064/2 11.03.2022



49 Losar-Denk 100 losartan (losartan potassium)
tablets film-

coated

100mg; (28/2x14/) in 

blister

Denk Pharma GmbH & Co. 

KG, Goellstr. 1, 84529 

Tittmoning 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Muenchen

Germany PoM 16139/3 11.03.2022

50 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 18143/3 11.03.2022

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

coated

50mg; (28/2x14/) in 

blister

Denk Pharma GmbH & Co. 

KG, Goellstr. 1, 84529 

Tittmoning 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Muenchen 

Germany PoM 16140/3 11.03.2022

52 Caffetin Duo ibuprofen, paracetamol
tablets film-

coated

200mg+500mg; 

(10/1x10/) in blister, 

(20/2x10/) in blister

Alkaloid AD Skopje, Blvd. 

Aleksandar Makedonski 12, 

1000 Skopje

Republic of North 

Macedonia

Alkaloid AD 

Skopje, Blvd. 

Aleksandar 

Makedonski 12, 

1000 Skopje

Republic of North 

Macedonia
OTC 19263/4 11.03.2022

53 Expectorant

guaifenesin, 

chlorpheniramine 

(chlorpheniramine maleate), 

phenylpropanolamine 

(phenylpropanolamine 

hydrochloride)

syrup with 

cherry flavour

100mg/5ml+2mg/5ml

+5mg/5ml; 15ml glass 

bottle-dropper, 60ml 

glass bottle, 100ml 

glass bottle

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
OTC 16292/2 11.03.2022



54 Revolade
eltrombopag (eltrombopag 

olamine)

tablets film-

coated

25mg; (28/4x7/) in 

blister

Glaxo Wellcome S.A., 

Avda  Extremadura, 3, 

09400 Aranda de Duero, 

Burgos-batch releaser, 

packager, Glaxo Operations 

UK Ltd, Priory Street, 

Ware, Hertfordshire, SG12 

0DJ, UK- bulk 

manufacturer 

Spain

Novartis Pharma 

AG, Lichtstrasse 

35, 4056 Basel

Switzerland PoM 16618/4 11.03.2022

55 Revolade
eltrombopag (eltrombopag 

olamine)

tablets film-

coated

50mg; (28/4x7/) in 

blister

Glaxo Wellcome S.A., 

Avda Extremadura, 3, 

09400 Aranda de Duero, 

Burgos-batch releaser, 

packager, Glaxo Wellcome 

Operations, Priory Street, 

Ware, Hertfordshire, SG12 

0DJ, UK- bulk 

manufacturer 

Spain

Novartis Pharma 

AG, Lichtstrasse 

35, 4056 Basel

Switzerland PoM 17502/3 11.03.2022

56 Caffetin SC
paracetamol, 

propyphenazone, caffeine
tablets

250mg+210mg+50mg; 

(6/1x6/) and (12/2x6/) 

in strip

Alkaloid AD Skopje, Blvd. 

Aleksandar Makedonski 12, 

1000 Skopje

Macedonia

Alkaloid AD 

Skopje, Blvd. 

Aleksandar 

Makedonski 12, 

1000 Skopje

Macedonia OTC 17217/2 11.03.2022

57 Sodium chloride sodium chloride
solution for 

injection

9mg/ml; (10) 

ampoules 5ml, 

(10/2x5/) ampoules 

5ml in blister

Halychpharm JSC, 79024, 

city of Lviv, st. 

Oprishkovskaya, 6/8

Ukraine

Halychpharm JSC, 

79024, city of 

Lviv, st. 

Oprishkovskaya, 

6/8

Ukraine PoM 16706/1 11.03.2022

58 Sodium chloride sodium chloride
solution for 

injection

9mg/ml; (10) 

ampoules 10ml, 

(10/2x5/) ampoules 

10ml in blister

Halychpharm JSC, 79024, 

city of Lviv, st. 

Oprishkovskaya, 6/8

Ukraine

Halychpharm JSC, 

79024, city of 

Lviv, st. 

Oprishkovskaya, 

6/8

Ukraine PoM 16705/1 11.03.2022



59 Grippoton Sashe

paracetamol, pheniramine 

(pheniramine maleate), 

ascorbic acid

powder for oral 

solution

325mg+25mg+220mg; 

(10) sachet

Pharmtechnology LLC, 

Korzhenevskogo str., 22, 

220024, Minsk 

Belarus

Giga Farm LLC, 

Gogunca str.3/5, 

Gyumri

Republic of 

Armenia
OTC 16805/1 11.03.2022

60 Grippoton

xylometazoline 

(xylometazoline 

hydrochloride)

spray nasal

0.5mg/ml; 10ml 

plastic bottle with 

pump dispenser

Pharmtechnology LLC, 

Korzhenevskogo str., 22, 

220024, Minsk 

Belarus

Giga Farm LLC, 

Gogunca str.3/5, 

Gyumri

Republic of 

Armenia
OTC 16727/1 11.03.2022

61 Grippoton

xylometazoline 

(xylometazoline 

hydrochloride)

spray nasal

1mg/ml; 10ml plastic 

bottle with pump 

dispenser

Pharmtechnology LLC, 

Korzhenevskogo str., 22, 

220024, Minsk 

Belarus

Giga Farm LLC, 

Gogunca str.3/5, 

Gyumri

Republic of 

Armenia
OTC 16726/1 11.03.2022

62 Hartil Amlo
ramipril, amlodipine 

(amlodipine besilate)
capsules

5mg+5mg; (28/4x7/) 

in blister, (30/3x10/) 

in blister, (56/8x7/) in 

blister, (90/9x10/) in 

blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38 

Hungary PoM 20251/1 11.03.2022

63 Hartil Amlo
ramipril, amlodipine 

(amlodipine besilate)
capsules

5mg+10mg; (28/4x7/) 

in blister, (30/3x10/) 

in blister, (56/8x7/) in 

blister, (90/9x10/) in 

blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38 

Hungary PoM 20252/1 11.03.2022

64 Hartil Amlo
ramipril, amlodipine 

(amlodipine besilate)
capsules

10mg+5mg; (28/4x7/) 

in blister, (30/3x10/) 

in blister, (56/8x7/) in 

blister, (90/9x10/) in 

blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38 

Hungary PoM 20253/1 11.03.2022



65 Hartil Amlo
ramipril, amlodipine 

(amlodipine besilate)
capsules

10mg+10mg; (28/4x7/) 

in blister, (30/3x10/) 

in blister, (56/8x7/) in 

blister, (90/9x10/) in 

blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38 

Hungary PoM 20254/1 11.03.2022

66 GalvusMet
vildagliptin, metformin 

(metformin hydrochloride)

tablets film-

coated

50mg+850mg; 

(30/3x10/) in blister, 

(60/6x10/) in blister

Novartis Saglik, Gida Ve Tarim 

Urunleri San.Ve Tic. A.S., 

Yenisehir Mahallesi, Ihlara Vadisi 

Sokak,No 2, Pendik,Istanbul 

34912- packager, batch releaser, 

Novartis Pharma Produktions 

GmbH, Oeflinger Strasse 44, 

79664 Wehr Baden 

Wurttemberg, Germany- bulk 

manufacturer, quality control 

(physicochemical), Novartis 

Pharma Stein AG Novartis 

Technical Operations Schweiz, 

Stein Solids, Schaffhauserstrasse, 

4332 Stein AG, Switzerland- 

quality control (microbiological) 

Turkey

Novartis Pharma 

AG,  Lichtstrasse 

35, 4056 Basel 

Switzerland PoM 19537/2 11.03.2022

67 GalvusMet
vildagliptin, metformin 

(metformin hydrochloride)

tablets film-

coated

50mg+1000mg; 

(30/3x10/) in blister, 

(60/6x10/) in blister

Novartis Saglik, Gida Ve Tarim 

Urunleri San.Ve Tic. A.S., 

Yenisehir Mahallesi, Ihlara Vadisi 

Sokak,No 2, Pendik,Istanbul 

34912- packager, batch releaser, 

Novartis Pharma Produktions 

GmbH, Oeflinger Strasse 44, 

79664 Wehr Baden 

Wurttemberg, Germany- bulk 

manufacturer, quality control 

(physicochemical), Novartis 

Pharma Stein AG Novartis 

Technical Operations Schweiz, 

Stein Solids, Schaffhauserstrasse, 

4332 Stein AG, Switzerland- 

quality control (microbiological) 

Turkey

Novartis Pharma 

AG,  Lichtstrasse 

35, 4056 Basel 

Switzerland PoM 19538/2 11.03.2022



68 Simulect basiliximab

powder 

lyophilized for 

solution for 

injection or 

infusion

20mg; glass vial and 

solvent in ampoule 

5ml

Novartis Pharma Stein AG, 

Schaffhauserstrasse, Stein 

AG, 4332- powder bulk 

manufacturer, packager, 

quality control, batch 

releaser, Delpharm Dijon, 

6, Boulevard de l,Europe 

21800, France- solvent 

bulk manufacturer, 

primary packager, quality 

control 

Switzerland

Novartis Pharma 

AG, 35, 

Lichtstrasse, 4056 

Basel

Switzerland PoM 20279/1 11.03.2022

69 Metabet SR
metformin (metformin 

hydrochloride)

tablets 

prolonged-

release

500mg; (28/2x14/) in 

blister

Morningside 

Pharmaceuticals Ltd, 5 

Pavilion Way, 

Loughborough, LE115GW-

batch releaser, USV Private 

Ltd, H-17/ H-18, OIDC, 

Mahatma Gandhi-Udyog 

Nagar, Dabhel, Daman, 

396210, India-bulk 

manufacturer, packager, 

ZETA ANALYTICAL LTD, 

COLONIAL WAY, UNIT 

3, WATFORD, WD24 

4YR, UK-quality control 

UK

Morningside 

Healthcare Ltd. 

Unit C, Harcourt 

Way Leicester 

LE19 1WP 

UK PoM 18916/1 11.03.2022



70 Metabet SR
metformin (metformin 

hydrochloride)

tablets 

prolonged-

release

1000mg; (28/2x14/) in 

blister

Morningside 

Pharmaceuticals Ltd, 5 

Pavilion Way, 

Loughborough, LE115GW-

batch releaser, USV Private 

Ltd, H-17/ H-18, OIDC, 

Mahatma Gandhi-Udyog 

Nagar, Dabhel, Daman, 

396210, India-bulk 

manufacturer, packager, 

ZETA ANALYTICAL LTD, 

COLONIAL WAY, UNIT 

3, WATFORD, WD24 

4YR, UK-quality control 

UK

Morningside 

Healthcare Ltd. 

Unit C, Harcourt 

Way Leicester 

LE19 1WP 

UK PoM 18917/1 11.03.2022

71 Sulfasalazin sulfasalazine
tablets film-

coated

500mg; (50/5x10/) in 

blister

KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 

Novo Mesto - batch 

releaser, bulk 

manufacturer, KRKA d.d., 

Novo mesto, Ulica Rada 

Pusenjaka 10, Ljutomer, 

9240, Slovenia-packager 

Slovenia

KRKA d.d., Novo 

mesto, Smarjeska 

cesta 6, 8501 Novo 

Mesto

Slovenia PoM 16145/1 11.03.2022


