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1 MAKSIKTAM-AF

cefepime (cefepime 

hydrochloride),sulbactam 

(sulbactam sodium)

powder for solution 

for injection

1000mg+1000mg; glass 

vial

Ruzpharma" LLC, 143132, 

Moscow Region, Ruzskily 

district, Tuchkovo Village 

12, Komsomolskaya str., 

bld. 1 

Russia

"AlFarma" LLC, 3rd 

Nizhnelikhoborskiy 

Road,1A, 4th Floor, 

office X, room 12, 

Moscow, 127238

Russia PoM 20486 25.02.2022

2 Dexonal dexketoprofen tablets film-coated
25mg; (10/1x10/) in 

brister

Alium AO, build. 1, No: 2, 

Quarter A, Obolensk 

working settlement, 

Serpukhov city, 142279, 

Moscow reg.- quality 

control, batch releaser, 

Alium AO, No: 2, Quarter 

A, Obolensk working 

settlement, Serpukhov 

city, 142279, Moscow 

region, Russia- bulk 

manufacturer, packager 

Russia

Alium AO, No: 2, 

Quarter A, 

Obolensk working 

settlement, 

Serpukhov city, 

142279, Moscow 

region

Russia OTC 20487 25.02.2022

of the medicines recommended for the registration by the Center according to the meeting decision N 02-2/22  on February 25, 2022

LIST

President___________________E. Amroyan



3 Venolex diosmin, flavonoids tablets

450mg+50mg; 

(30/3x10/) in blister, 

(60/6x10/) in blister, 

(120/12x10/) in blister

Rubicon LLC, 62B, M. 

Gorky street, 210002, 

Vitebsk- bulk 

manufacturer, packager, 

batch releaser, "Rubicon" 

LLC, 62-2, M. Gorky 

street, 210002, Vitebsk, 

Belarus- quality control 

Belarus

"Rubicon" LLC, 

62B, M. Gorky 

street, 210002, 

Vitebsk 

Belarus PoM 20488 25.02.2022

4 Xeloda capecitabine tablets film-coated
500mg; (120/12x10/) in 

blister

F. Hoffmann-La Roche AG, 

Viaduktstrasse 33, Basel, 

4051- batch releaser, 

Excella GmbH & Co.KG, 

Nuernberger st. 12, Feucht, 

Bayern 90537, Germany- 

bulk manufacturer, 

packager, quality control 

(physicochemical), Labor 

LS SE & Co. KG, 

Mangelsfeld 4, 5, 6, Bad 

Bocklet, Germany- quality 

control (microbiological) 

Switzerland

F. Hoffmann-La 

Roche Ltd., 

Greenzacherstrasse, 

124, CH-4070, Basel

Switzerland PoM 20489 25.02.2022
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1 Oncaspar pegaspargase

lyophilizate for 

solution for i/m   

injection and 

infusion

750IU/ml; glass vial 5ml

Les Laboratoires Servier 

Industrie 905, route de 

Saran, 45520 Gidy- quality 

control, batch releaser, 

Lyophilization Services of 

New England, Inc 

(LSNE),25 Commerce 

Drive, Bedford, New 

Hampshire (NH) 03110 , 

USA- bulk manufacturer, 

primary packager, Exelead 

Inc., 6925 Guion Road, 

Indianapolis, Indiana (IN) 

46268, USA- secondary 

packager 

France

Les Laboratoires 

Servier, 50, rue 

Carnot, 92284 

Suresnes cedex

France PoM
20485 (000545) 

25.02.2022
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1 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 20490 25.02.2022

2 Momederm
mometasone (mometasone 

furoate)

ointment for 

external use

1mg/g; 15g aluminium 

tube

Pharmaceutical Works 

Jelfa S.A., ul. Wincentego 

Pola 21, 58-500 Jelenia 

Gora 

Poland

Bausch Health 

LLC, Shabolovka 

st. 31, building 5, 

115162, Moscow

Russia PoM 20491 25.02.2022

3 Methotrexate
methotrexate (methotrexate 

sodium)

powder 

lyophilized for 

solution for 

injection

50mg; (1) glass vial

Belmedpreparaty RUE, 

220007, Minsk, Fabritsius 

St., 30- quality control, 

batch releaser, 

Belmedpreparaty RUE, 

220007, Minsk, Fabritsius 

St., N2, 30, Belarus- bulk 

manufacturer, packager 

Belarus

Belmedpreparaty 

RUE, 220007, 

Minsk, Fabritsius 

St., 30

Belarus PoM 20492 25.02.2022

LIST
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4
Cinnarizine 

Sopharma
cinnarizine tablets

25mg; (50/1x50/) in 

blister

Sopharma JSC, str. Iliensko 

shosse 16, 1220 Sofia
Bulgaria

Sopharma JSC, str. 

Iliensko shosse 16, 

1220 Sofia

Bulgaria PoM 20493 25.02.2022

5 Ornimed ornidazole
tablets film-

coated

500mg; (10/1x10/) in 

blister, (20/2x10/) in 

blister

Rubicon LLC, 62B, M. 

Gorky street, 210002, 

Vitebsk- bulk 

manufacturer, packager, 

batch releaser, Rubicon" 

LLC, 62-2, M. Gorky 

street, 210002, Vitebsk, 

Belarus- quality control 

Belarus

"Rubicon" LLC, 

62B, M. Gorky 

street, 210002, 

Vitebsk

Belarus PoM 20494 25.02.2022

6 Cefazim-200 cefixime (cefixime trihydrate)
tablets film-

coated

200mg; (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 20495 25.02.2022

7 Rozim-10
rosuvastatin (rosuvastatin 

calcium)

tablets film-

coated

10mg; (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 20496 25.02.2022



8 Rozim-20
rosuvastatin (rosuvastatin 

calcium)

tablets film-

coated

20mg; (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 20497 25.02.2022

9 Oxytocin Grindeks oxytocin
solution for 

injection

5IU/ml; (10/2x5/) 

ampoules 1ml in blister

Grindeks JSC, Krustpils 

street 53, LV-1057, Riga- 

batch releaser, Santonika 

UAB, 134B Veiveriu street, 

Kaunas, LT-46353, 

Lithuania- bulk 

manufacturer, packager, 

quality control 

Latvia

Grindeks JSC, 

Krustpils street 53, 

LV-1057, Riga

Latvia PoM 20498 25.02.2022

10 Tonsilgon N

marshmallow root, matricaria 

flowers, horsetail herb, 

walnut leaves, yarrow herb, 

oak bark, dandelion herb

tablets coated

8mg+6mg+10mg+12mg

+4mg+4mg+4mg; 

(50/2x25/) in blister

Bionorica SE, 

Kerschensteinerstr. 11-15, 

92318 Neumarkt- 

packager, quality control, 

batch releaser, Rottendorf 

Pharma GmbH, 

Ostenfelder Strasse 51-61, 

59320 Ennigerloh, 

Germany-bulk 

manufacturer 

Germany

Bionorica SE, 

Kerschensteinerstr

. 11-15, 92318 

Neumarkt

Germany PoM 20499 25.02.2022



11 Canephron N
centauri herba, levistici radix, 

rosmarini folia
tablets coated

18mg+18mg+18mg; 

(60/3x20/) in blister

Bionorica SE, 

Kerschensteinerstr. 11-15, 

92318 Neumarkt- 

packager, quality control, 

batch releaser, Rottendorf 

Pharma GmbH, 

Ostenfelder Strasse 51-61, 

59320 Ennigerloh, 

Germany-bulk 

manufacturer 

Germany

Bionorica SE, 

Kerschensteinerstr

. 11-15, 92318 

Neumarkt

Germany PoM 20500 25.02.2022

12 Cefazolin cefazolin

powder for 

solution for 

injection

1000mg; (10) glass vials

Kievmedpreparat PJSC, 

01032, Kiev, Saksaganskogo 

street, 139

Ukraine

Kievmedpreparat 

PJSC, 01032, Kiev, 

Saksaganskogo 

street, 139

Ukraine PoM 20501 25.02.2022

13 Apilac Grindeks royal jelly tablets sublingual

10mg; (25/1x25/) in 

blister, (50/2x25/) in 

blister

Grindeks JSC, Krustpils 

street 53, LV-1057, Riga
Latvia

Grindeks JSC, 

Krustpils street 53, 

LV-1057, Riga

Latvia OTC 20502 25.02.2022

14 Cerotex choline alfoscerate capsules

400mg; (14/1x14/) in 

blister, (28/2x14/) in 

blister, (42/3x14/) in 

blister, (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, Russia- 

packager 

Russia

"Sotex"PharmFirm" 

CJSC, Bld. 11, 

village Belikovo, 

Sergiev Posad, 

Moscow Region, 

141345

Russia PoM 20503 25.02.2022



15 Sandostatin octreotide (octreotide acetate)
solution for 

injection

0,05mg/ml; (5) 

ampoules 1ml

Novartis Pharma Stein AG, 

Schaffhauserstrasse, 4332 

Stein 

Switzerland

Novartis Pharma 

AG, 35, 

Lichtstrasse, 4056 

Basel

Switzerland PoM 20504 25.02.2022

16 Sandostatin octreotide (octreotide acetate)
solution for 

injection

0,1mg/ml; (5) ampoules 

1ml

Novartis Pharma Stein AG, 

Schaffhauserstrasse, 4332 

Stein 

Switzerland

Novartis Pharma 

AG, 35, 

Lichtstrasse, 4056 

Basel 

Switzerland PoM 20505 25.02.2022

17 Sinthomycin chloramphenicol liniment
100mg/g; 25g 

aluminium tube

Nizhpharm JSC, 603950, 

Nizhny Novgorod, 

Salganskaya st., 7

Russia

Nizhpharm JSC, 

603950, Nizhny 

Novgorod, 

Salganskaya st., 7

Russia OTC 20506 25.02.2022

18 Mythro 500
azithromycin (azithromycin 

dihydrate)

tablets film-

coated

500mg; (3/1x3/) in 

blister

Akriti Pharmaceuticals 

Pvt. Ltd., Plot No. D-10, D-

11, M.I.D.C. Indl. Estate, 

Nira Road, Jejuri, Tal. 

Purandar (Saswad), Dist. 

Pune-412 303, Maharashtra 

India

Akriti 

Pharmaceuticals 

Pvt. Ltd., 117, 

Block No. 2, 

Emerald Plaza, 

Hiranandani 

Meadows, 

Barrister Nath Pai 

Road, Thane 

(West) 400 610

India PoM 20507 25.02.2022



19 Valerian extract valerian thick extract tablets coated

20mg; (50/5x10/) in 

blister, (50/2x25/) in 

blister, (25) in blister, 

(10) in blister, (50) glass 

bottle, (50/1x50/) glass 

bottle

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 OTC 20508 25.02.2022

20 Acetylsalicylic acid acetylsalicylic acid tablets

500mg; (10/1x10/) 

tablets in paper/carton 

strip, (10/1x10/) tablets 

in paper/polimer strip

Open joint stock company 

"Borisovskiy zavod 

medicinskikh preparatov" 

64, No3, ul. Chapaeva, 

Borisov 222518, Minsk 

region 

Belarus

Open joint stock 

company 

"Borisovskiy zavod 

medicinskikh 

preparatov" 64, ul. 

Chapaeva, Borisov 

222518, Minsk 

region

Belarus OTC 20509 25.02.2022

21 Furamag
furazidin (furazidin 

potassium)
capsules hard

25mg; (30/3x10/) in 

blister

Olainfarm JSC, 5 Rupnicu 

Str., Olaine, LV-2114
Latvia

Olainfarm JSC, 5 

Rupnicu Str., 

Olaine, LV-2114

Latvia PoM 20510 25.02.2022

22 Furamag
furazidin (furazidin 

potassium)
capsules hard

50mg; (30/3x10/) in 

blister

Olainfarm JSC, 5 Rupnicu 

Str., Olaine, LV-2114
Latvia

Olainfarm JSC, 5 

Rupnicu Str., 

Olaine, LV-2114

Latvia PoM 20511 25.02.2022

23 Ciprinol
ciprofloxacin (ciprofloxacin 

hydrochloride monohydrate)

tablets film-

coated

250mg; (10/1x10/) in 

blister

KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 

Novo Mesto

Slovenia

KRKA d.d., Novo 

mesto, Smarjeska 

cesta 6, 8501 Novo 

Mesto

Slovenia PoM 20512 25.02.2022



24 Ciprinol
ciprofloxacin (ciprofloxacin 

hydrochloride monohydrate)

tablets film-

coated

500mg; (10/1x10/) in 

blister

KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 

Novo Mesto

Slovenia

KRKA d.d., Novo 

mesto, Smarjeska 

cesta 6, 8501 Novo 

Mesto

Slovenia PoM 20513 25.02.2022

25 Lorinden C
flumetasone (flumetasone 

pivalate), clioquinol

ointment for 

external use

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

aluminium tube 15g

Pharmaceutical Works 

Jelfa S.A., ul. Wincentego 

Pola 21, 58-500 Jelenia 

Gora 

Poland

Bausch Health 

LLC, Shabolovka 

st. 31, building 5, 

115162, Moscow

Russia PoM 20514 25.02.2022

26 Hepathrombin H

heparin sodium, prednisolone 

(prednisolone acetate), 

polidocanol

suppositories 

rectal

120IU+1,675mg+ 30mg; 

(10/2x5/) in blister

Hemofarm A.D., 26300 

Vrsac, Beogradskii put bb- 

batch releaser, Hemofarm 

A.D. Vrsac, branch plant 

Sabac, 15000, Sabac, 

Hajduk Veljkova str. No: 

bb, Serbia- bulk 

manufacturer, packager, 

quality control 

Serbia

Hemofarm A.D., 

26300 Vrsac, 

Beogradskii put bb 

Serbia OTC 20515 25.02.2022

27 Hepathrombin H

heparin sodium, prednisolone 

(prednisolone acetate), 

polidocanol

ointment for 

rectal and 

external use

65IU/g+2,233mg/g+ 

30mg/g; 20g aluminium 

tube

Hemofarm A.D., 26300 

Vrsac, Beogradskii put bb- 

batch releaser, Hemofarm 

A.D. Vrsac, branch plant 

Sabac, 15000, Sabac, 

Hajduk Veljkova str. No: 

bb, Serbia- bulk 

manufacturer, packager, 

quality control 

Serbia

Hemofarm A.D., 

26300 Vrsac, 

Beogradskii put bb 

Serbia OTC 20516 25.02.2022
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1 Xymelin Extra

xylometazoline 

(xylometazoline 

hydrochloride), ipratropium 

bromide (ipratropium 

bromide monohydrate)

spray nasal

84mcg/dose+ 

70mcg/dose;  10ml(60 

doses) plastic container 

with pump dispenser

Takeda GmbH, Robert-

Bosch-Str. 8, 78224 Singen 
Germany

Nizhpharm JSC, 

603950, Nizhny 

Novgorod, 

Salganskaya st., 7 

Russia OTC 17625/1/1 25.02.2022

2 Ferrum LEK
iron (III) hydroxide with 

polymaltose complex
syrup

50mg/5ml; 100ml glass 

bottle and measuring 

spoon

Genveon Ilac Sanayi ve 

Ticaret A.S., Inoenue 

Mahallesi, Gebze 

Plastikciler Organize 

Sanayi Boelgesi, Mahallesi 

9, Cadde No.2, 41400, 

Kocaeli 

Turkey

Lek Pharmaceuticals 

d.d., Verovskova Str. 

57, 1526 Ljubljana 

Slovenia PoM 16837/1/1 25.02.2022

3 Sinecod
butamirate (butamirate 

citrate)
drops oral

5mg/ml; glass vial 20ml 

with dropper

GlaxoSmithKline 

Consumer Healthcare 

SARL, Route de l`Etraz, 

1260 Nyon

Swaziland

GlaxoSmithKline 

Consumer 

Healthcare SARL, 

Route de l`Etraz, 

1260 Nyon

Swaziland OTC 18372/2/1 25.02.2022

LIST

of  variations requiring reformulation of registration certificate  approved by the Center according to the  meeting decision  N 02-2/22  on February 25, 2022

President___________________E. Amroyan



4 Celebrex celecoxib capsules
100mg; (20/2x10/) in 

blister

Pfizer Manufacturing 

Deutschland GmbH, Baden-

Wuerttemberg, 

Mooswaldallee 1, 79090 

Frieburg- packager, quality 

control, batch releaser, 

Pfizer Pharmaceuticals 

LLC, 1.9 km Road 689, 

Vega Baja, Puerto Rico 

00693, USA- bulk 

manufacturer 

Germany

Upjohn US 1 LLC, 

1209 Orange street, 

Wilmington DE 

19801

USA PoM 19390/2/1 25.02.2022

5 Celebrex celecoxib capsules
200mg; (20/2x10/) in 

blister

Pfizer Manufacturing 

Deutschland GmbH, Baden-

Wuerttemberg, 

Mooswaldallee 1, 79090 

Frieburg- packager, quality 

control, batch releaser, 

Pfizer Pharmaceuticals 

LLC, 1.9 km Road 689, 

Vega Baja, Puerto Rico 

00693, USA- bulk 

manufacturer 

Germany

Upjohn US 1 LLC, 

1209 Orange street, 

Wilmington DE 

19801

USA PoM 19391/2/1 25.02.2022

6 Verapamil Alkaloid
verapamil (verapamil 

hydrochloride)
tablets coated

40mg; (30/2x15/) in 

blister

Alkaloid AD Skopje, Blvd. 

Aleksandar Makedonski 12, 

1000 Skopje

Macedonia

Alkaloid AD Skopje, 

Blvd. Aleksandar 

Makedonski 12, 

1000 Skopje

Macedonia PoM 16460/1/1 25.02.2022

7 Verapamil Alkaloid
verapamil (verapamil 

hydrochloride)
tablets coated

80mg; (30/2x15/) in 

blister

Alkaloid AD Skopje, Blvd. 

Aleksandar Makedonski 12, 

1000 Skopje

Macedonia

Alkaloid AD Skopje, 

Blvd. Aleksandar 

Makedonski 12, 

1000 Skopje

Macedonia PoM 16459/1/1 25.02.2022



8 Ibuprofen ibuprofen
tablets film-

coated

200mg; (10) and 

(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 16844/1/1 25.02.2022

9 Parabrufen ibuprofen
tablets film-

coated

600mg; (10/1x10/) in 

blister

A LAB 

PHARMACEUTICALS 

LLC, Kochinyan 13/16, 

Yerevan- packager, batch 

releaser, 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 16952/1/1 25.02.2022

10
Azithromycin-

Asteria

azithromycin (azithromycin 

dihydrate)

tablets film-

coated

250mg; (6/1x6/) 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 18416/3/1 25.02.2022

11
Azithromycin-

Asteria

azithromycin (azithromycin 

dihydrate)

tablets film-

coated

500mg; (3/1x3/) 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 18417/3/1 25.02.2022



12 Clopidogrel-Asteria
clopidogrel (clopidogrel 

bisulfate)

tablets film-

coated

75mg; (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 18701/1/2 25.02.2022

13 Tantum Verde
benzydamine (benzydamine 

hydrochloride)

solution for local 

use

150mg/100ml; 120ml 

glass bottle and 

measuring cup

Aziende Chimiche Riunite 

Angelini Francesco 

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

Vecchia Del Pinocchio, 22, 

60100 Ancona 

Italy

Aziende Chimiche 

Riunite Angelini 

Francesco 

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

Viale Amelia, 70, 

Rome

Italy OTC 20031 /1/1 25.02.2022  
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1 Regulon desogestrel, ethinylestradiol
tablets film-

coated

0,15mg+0,03mg; 

(21/1x21/) and 

(63/3x21/) in blister

Gedeon Richter PLC, 

Gyomroi ut 19-21, 1103 

Budapest

Hungary

Gedeon Richter 

PLC, Gyomroi ut 

19-21, 1103 

Budapest

Hungary PoM 17136/1 25.02.2022   

2 ERMUCIN erdosteine
powder for oral 

suspension

175mg/5ml; glass vial 

50g and mesuring cap

ZETA FARMACEUTICI 

S.P.A, VIA GALVANI, 10-

36066, SANDRIGO (VI) 

Italy

UAB "MRA" 

Totoriu str. 20-9, 

LT-01121 Vilnius

Lithuania PoM 19980/2 25.02.2022   

3 Guttalax sodium picosulfate drops oral
7,5mg/ml; 15ml and 

30ml plastic bottle

Istituto de Angeli S.R.L. 

Loc. Prulli, 103/C 50066 

Reggello, Firenze 

Italy

Sanofi-Aventis 

Deutschland 

GmbH, 

Industriepark 

Hoechst, 

Bruningstrasse 50, 

D-65926, 

Frankfurt am 

Main 

Germany OTC 16734/2/1 25.02.2022   

LIST

of the variations not requiring reformulation of registration certificate  approved by the Center according to the meeting decision N 02-2/22  on February 25, 2022

President___________________E. Amroyan



4

Ketotifen 

Sopharma 1mg 

tablets

ketotifen (ketotifen 

hydrofumarate)
tablets

1mg; (30/3x10/) in 

blister

Sopharma JSC, str. Iliensko 

shosse 16, 1220 Sofia
Bulgaria

Sopharma JSC, str. 

Iliensko shosse 16, 

1220 Sofia

Bulgaria PoM 16644/2 25.02.2022   

5 Turbo micron G diosmin, hesperidin
tablets film-

coated

450mg+50mg; 

(60/6x10/) in blister

KERN PHARMA, S.L., 

Poligon Industrial Colon II. 

C/ Venus, 72 08228 

TERRASSA (Barcelona) 

Spain

GM 

Pharmaceuticals 

Ltd, Phonichala 

65, Tbilisi

Georgia OTC 17401/1 25.02.2022   

6 Panangin Forte

potassium asparaginate 

(potassium asparaginate 

hemihydrate), magnesium 

asparaginate (magnesium 

asparaginate tetrahydrate)

tablets film-

coated

316mg+280mg; 

(30/2x15/), (60/4x15/), 

(90/6x15/) in blister

Gedeon Richter PLC, 

Gyomroi ut 19-21, 1103 

Budapest

Hungary

Gedeon Richter 

PLC, Gyomroi ut 

19-21, 1103 

Budapest

Hungary OTC 16938/1 25.02.2022   

7 Singlon
montelukast (montelukast 

sodium)
tablets chewable

4mg; (28/4x7/) in 

blister

Gedeon Richter Polska Sp. 

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

Poniatowskiego 5, 

Grodzisk Mazowiecki, 05-

825- batch releaser, quality 

control, Gedeon Richter 

Polska 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 PoM 20335/1 25.02.2022   



8 Singlon
montelukast (montelukast 

sodium)
tablets chewable

5mg; (28/4x7/) in 

blister

Gedeon Richter Polska Sp. 

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

Poniatowskiego 5, 

Grodzisk Mazowiecki, 05-

825- batch releaser, quality 

control, Gedeon Richter 

Polska 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 PoM 20336/1 25.02.2022   

9 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

Austria

EBEWE Pharma 

Ges. m.b.H. Nfg. 

KG, 

Mondseestrasse 

11, A-4866 

Unterach am 

Attersee

Austria PoM 16267/3 25.02.2022   

10 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

Austria

EBEWE Pharma 

Ges. m.b.H. Nfg. 

KG, 

Mondseestrasse 

11, A-4866 

Unterach am 

Attersee

Austria PoM 16268/3 25.02.2022   

11 Avamigran

propyphenazone, caffeine, 

camylofin (camylofin 

hydrochloride), 

mecloxamine (mecloxamine 

citrate), ergotamine 

(ergotamine tartrate)

tablets film-

coated

200mg+80mg+25mg+

20mg+0,75mg;  (10) in 

plastic container

Bosnalijek d.d., Jukiceva 

53, 71000 Sarajevo

Bosnia And 

Herzegovina

Bosnalijek d.d., 

Jukiceva 53, 71000 

Sarajevo

Bosnia And 

Herzegovina
PoM 17201/3 25.02.2022   



12 Cefazolin cefazolin

powder for 

solution for 

injection

1000mg; (10) glass 

vials

Kievmedpreparat PJSC, 

01032, Kiev, Saksaganskogo 

street, 139

Ukraine

Kievmedpreparat 

PJSC, 01032, Kiev, 

Saksaganskogo 

street, 139

Ukraine PoM 15963/1 25.02.2022   

13
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 PoM 17482/5 25.02.2022   

14 Stimuloton
sertraline (sertraline 

hydrochloride)

tablets film-

coated

50mg; (10/1x10/), 

(20/2x10/) and 

(30/3x10/) in blister

Egis Pharmaceuticals PLC, 

9900, Kormend, Matyas 

Kiraly u. 65 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi ut 30-

38 

Hungary PoM 17153/2 25.02.2022   

15
Acetylsalicylic 

acid
acetylsalicylic acid tablets 500mg; (10) in blister

PJSC "Technolog", 8, Stara 

prorizna street, Uman, 

Cherkassy region, 20300

Ukraine

PJSC "Technolog", 

8, Stara prorizna 

street, Uman, 

Cherkassy region, 

20300

Ukraine OTC 17342/1 25.02.2022   

16 Azirex azithromycin
tablets film-

coated

500mg; (3/1x3/) in 

blister

Pharmtechnology LLC, 

Korzhenevskogo str., 22, 

220024, Minsk 

Belarus

Giga Farm LLC, 

Gogunca str.3/5, 

Gyumri

Republic of 

Armenia
PoM 16779/2/1 25.02.2022   



17
9 months Folic 

acid
folic acid

tablets film-

coated

400mcg; (30/3x10/) in 

blister

Valenta Pharm JSC, 

141101, Moscow Region, 

Shchelkovo, Fabrichnaya 

St., 2

Russia

Valenta Pharm 

JSC, 141101, 

Moscow Region, 

Shchelkovo, 

Fabrichnaya St., 2

Russia PoM 20077/1 25.02.2022   

18
Oxytocin 

Grindeks
oxytocin

solution for 

injection

5IU/ml; (10/2x5/) 

ampoules 1ml in 

blister

Grindeks JSC, Krustpils 

street 53, LV-1057, Riga- 

batch releaser, Santonika 

UAB, 134B Veiveriu 

street,Kaunas, LT-46353, 

Lithuania-bulk 

manufacturer, packager 

Latvia

Grindeks JSC, 

Krustpils street 53, 

LV-1057, Riga

Latvia PoM 16370/1/1 25.02.2022   

19 Letrozole letrozole
tablets film-

coated

2,5mg; (30/3x10/) in 

blister

Novartis Farma S.p.A.,  Via 

Provinciale Schito 131, 

80058 Torre Annunziata, 

(NA)- packager, batch 

releaser, Novartis Pharma 

Stein AG Novartis 

Technical Operations 

Schweiz, Stein Solids, 

Schaffhauserstrasse, 4332 

Stein AG, Switzerland- 

bulk manufacturer, quality 

control 

Italy

Sandoz 

Pharmaceuticals 

d.d., Verovskova 

Str. 57, 1000 

Ljubljana

Slovenia PoM 20200/2 25.02.2022   



20
Grammidin with 

anesthetic

gramicidin S (gramicidin S 

dihydrochloride), 

oxybuprocaine 

(oxybuprocaine 

hydrochloride), 

cetylpyridinium chloride

spray dosed

0,06mg/dose+ 

0,15mg/dose+ 

0,1mg/dose; 

aluminium bottle 

(112 dose) with pump 

dispenser

Valenta Pharm JSC, 

141101, Moscow Region, 

Shchelkovo, Fabrichnaya 

St., 2- secondary packager, 

quality control, batch 

releaser, Delpharm Bladel 

B.V., Industrieweg 1, 5531 

AD Bladel, the Netherlands- 

bulk manufacturer, 

primary packager 

Russia

Valenta Pharm 

JSC, 141101, 

Moscow Region, 

Shchelkovo, 

Fabrichnaya St., 2

Russia OTC 20046/1 25.02.2022   

21 Suprastin

chloropyramine 

(chloropyramine 

hydrochloride)

solution for 

injection

20mg/ml; (5/1x5/) 

ampoules 1ml in 

blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38 

Hungary PoM 19350/1 25.02.2022   

22 Sandostatin
octreotide (octreotide 

acetate)

solution for 

injection

0,05mg/ml; (5) 

ampoules 1ml

Novartis Pharma Stein AG, 

Schaffhauserstrasse, 4332 

Stein 

Switzerland

Novartis Pharma 

AG, 35, 

Lichtstrasse, 4056 

Basel

Switzerland PoM 16615/7  25.02.2022       

23 Sandostatin
octreotide (octreotide 

acetate)

solution for 

injection

0,1mg/ml; (5) 

ampoules 1ml

Novartis Pharma Stein AG, 

Schaffhauserstrasse, 4332 

Stein 

Switzerland

Novartis Pharma 

AG, 35, 

Lichtstrasse, 4056 

Basel

Switzerland PoM 16616/7     25.02.2022    



24
Acetylsalicylic 

acid
acetylsalicylic acid tablets

500mg; (10/1x10/) in 

strip

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 OTC 16730/3/2 25.02.2022   

25 CalciD-Denk
calcium (calcium carbonate), 

colecalciferol

tablets 

effervescent

1000mg+22mcg(880I

U); (20) in plastic 

container

Losan Pharma GmbH, Otto- 

Hahn-Strasse 13,15, 79395 

Neuenburg 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Muenchen 

Germany PoM 16831/4 25.02.2022   

26 Ferrum Lek
iron (III)-hydroxide dextran 

complex

solution for i/m 

injection

50mg/ml; (5) 

ampoules 2ml, (50) 

ampoules 2ml

Lek d.d., Verovskova Str. 

57, 1526 Ljubljana
Slovenia

Lek d.d., 

Verovskova Str. 

57, 1526 Ljubljana

Slovenia PoM 19069/4 25.02.2022   

27 Sinthomycin chloramphenicol
liniment for 

external use

100mg/g; 25g 

aluminium tube

Nizhpharm JSC, 603950, 

Nizhny Novgorod, 

Salganskaya st., 7

Russia

Nizhpharm JSC, 

603950, Nizhny 

Novgorod, 

Salganskaya st., 7

Russia OTC 15338/2/1  25.02.2022    



28 A-cnotren isotretinoin capsules soft
10mg; (30/3x10/) in 

blister

Pharmathen International 

S.A., Industrial Park Sapes, 

Rodopi Prefecture, Block 

No 5, 69300 Rodopi- 

packager, quality control, 

batch releaser, G.A. 

Pharmaceuticals S.A., 

(GAP S.A), 46, Agisilaou 

str., 17341 Agios Dimitrios 

Attiki, Greece- bulk 

manufacturer 

Greece

Pharmathen 

Investments 

Group Limited, 

32, Kritis str., 

Papachristoforou 

Bulding, 4th floor, 

3087, Limassol 

Cyprus PoM 19663/2/1 25.02.2022   

29 A-cnotren isotretinoin capsules soft
20mg; (30/3x10/) in 

blister

Pharmathen International 

S.A., Industrial Park Sapes, 

Rodopi Prefecture, Block 

No 5, 69300 Rodopi- 

packager, quality control, 

batch releaser, G.A. 

Pharmaceuticals S.A., 

(GAP S.A), 46, Agisilaou 

str., 17341 Agios Dimitrios 

Attiki, Greece- bulk 

manufacturer 

Greece

Pharmathen 

Investments 

Group Limited, 

32, Kritis str., 

Papachristoforou 

Bulding, 4th floor, 

3087, Limassol

Cyprus PoM 17645/3/1 25.02.2022   

30 Pilfud minoxidil
spray cutaneous, 

solution

20mg/ml; 60ml plastic 

vial

Bosnalijek d.d., Jukiceva 

53, 71000 Sarajevo

Bosnia And 

Herzegovina

Bosnalijek d.d., 

Jukiceva 53, 71000 

Sarajevo

Bosnia And 

Herzegovina
OTC 17711/2 25.02.2022   

31 Pilfud minoxidil
spray cutaneous, 

solution

50mg/ml; 60ml plastic 

vial

Bosnalijek d.d., Jukiceva 

53, 71000 Sarajevo

Bosnia And 

Herzegovina

Bosnalijek d.d., 

Jukiceva 53, 71000 

Sarajevo

Bosnia And 

Herzegovina
OTC 17712/2 25.02.2022   



32 Crurovit cilostazol tablets

50mg; (28/2x14) in 

blister, (56/4x14/) in 

blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38 

Hungary PoM 19126/2 25.02.2022   

33 Crurovit cilostazol tablets

100mg; (28/2x14/) in 

blister, (56/4x14/) in 

blister

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38

Hungary PoM 19127/2 25.02.2022   

34 Vsiqq Brolucizumab

solution for 

intraocular 

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 19953/2/1 25.02.2022   

35 Hepathrombin H

heparin sodium, 

prednisolone (prednisolone 

acetate), polidocanol

ointment for 

rectal and 

external use

65IU/g+2,233mg/g+30

mg/g; 20g aluminium 

tube

Hemofarm A.D., 26300 

Vrsac, Beogradskii put bb-

batch releaser, Hemofarm 

A.D. Vrsac, branch plant 

Sabac, 15000, Sabac, 

Hajduk Veljkova str. No: 

bb, Serbia-bulk 

manufacturer, packager 

Serbia

Hemofarm A.D., 

26300 Vrsac, 

Beogradskii put bb

Serbia OTC 16371/2 25.02.2022   



36 Hepathrombin H

heparin sodium, 

prednisolone (prednisolone 

acetate), polidocanol

suppositories 

rectal

120IU+1,675mg+ 

30mg; (10/2x5/)

Hemofarm A.D., 26300 

Vrsac, Beogradskii put bb-

batch releaser, Hemofarm 

A.D. Vrsac, branch plant 

Sabac, 15000, Sabac, 

Hajduk Veljkova str. No: 

bb, Serbia-bulk 

manufacturer, packager 

Serbia

Hemofarm A.D., 

26300 Vrsac, 

Beogradskii put bb

Serbia OTC 16372/2 25.02.2022   

37 Baneocin
bacitracin zinc, neomycin 

(neomycine sulfate)

powder for 

external use

250IU/g+5000IU/g; 

10g in plastic 

container

Sandoz GmbH, 

Biochemiestrasse 10, A-

6250 Kundl-batch releaser, 

Pharmazeutische Fabrik 

Montavit GmbH, 

Salzbergstr. 96, 

6067Absam, Austria-bulk 

manufacturer, packager 

Austria

Sandoz GmbH, 

Biochemiestrasse 

10, A-6250 Kundl

Austria OTC 18213/1 25.02.2022   

38 Ciprinol
ciprofloxacin (ciprofloxacin 

hydrochloride monohydrate)

tablets film-

coated

250mg; (10/1x10/) in 

blister

KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 

Novo Mesto

Slovenia

KRKA d.d., Novo 

mesto, Smarjeska 

cesta 6, 8501 Novo 

Mesto

Slovenia PoM 16402/2 25.02.2022   

39 Ciprinol
ciprofloxacin (ciprofloxacin 

hydrochloride monohydrate)

tablets film-

coated

500mg; (10/1x10/) in 

blister

KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 

Novo Mesto

Slovenia

KRKA d.d., Novo 

mesto, Smarjeska 

cesta 6, 8501 Novo 

Mesto

Slovenia PoM 16403/2 25.02.2022   



40 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 16112/2/2 25.02.2022   

41 Furamag
furazidin (furazidin 

potassium)
capsules hard

25mg; (30/3x10/) in 

blister

Olainfarm JSC, 5 Rupnicu 

Str., Olaine, LV-2114
Latvia

Olainfarm JSC, 5 

Rupnicu Str., 

Olaine, LV-2114

Latvia PoM 16232/2 25.02.2022   

42 Furamag
furazidin (furazidin 

potassium)
capsules hard

50mg; (30/3x10/) in 

blister

Olainfarm JSC, 5 Rupnicu 

Str., Olaine, LV-2114
Latvia

Olainfarm JSC, 5 

Rupnicu Str., 

Olaine, LV-2114

Latvia PoM 16233/2 25.02.2022   

43 Furosemide furosemide tablets
40mg; (50/5x10) and 

(100/4x25/) in blister

Salutas Pharma GmbH, 

Otto-von-Guericke-Alle-1, 

39179 Barleben- batch 

releaser, packager, Sandoz 

Private Limited, MIDC 

Plot No. 8-A/2 ,8-B, T.T.C. 

Industrial Area, Kalwe 

Block, Village-Digha, Opp. 

Thane-Belapur Road, 

Mumbai, 400 708, India-

bulk manufacturer 

Germany

Sandoz 

Pharmaceuticals 

d.d., Verovskova 

Str. 57, 1000 

Ljubljana

Slovenia PoM 16565/2 25.02.2022   

44 Ketonal DUO ketoprofen
capsules 

modified-release

150mg; (20/2x10/) in 

blister, (30/3x10/) in 

blister

Lek Pharmaceuticals d.d., 

Verovskova Str. 57, 1526 

Ljubljana

Slovenia

Lek 

Pharmaceuticals 

d.d., Verovskova 

Str. 57, 1526 

Ljubljana

Slovenia PoM 19541/3 25.02.2022   



45 Ketonal ketoprofen
solution for 

injection

50mg/ml; (10) 

ampoules 2ml

Lek Pharmaceuticals d.d., 

Verovskova Str. 57, 1526 

Ljubljana

Slovenia

Lek 

Pharmaceuticals 

d.d., Verovskova 

Str. 57, 1526 

Ljubljana

Slovenia PoM 18587/4 25.02.2022   

46 Ketonal Forte ketoprofen
tablets film-

coated

100mg; (20) in glass 

container

Lek d.d., Verovskova Str. 

57, 1526 Ljubljana
Slovenia

Lek d.d., 

Verovskova Str. 

57, 1526 Ljubljana

Slovenia PoM 18639/4 25.02.2022   

47 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 18826/4 25.02.2022   

48 Afinitor everolimus tablets
2,5mg; (30/3x10/) In 

blister

Novartis Pharma Stein AG, 

Schaffhauserstrasse, 4332 

Stein 

Switzerland

Novartis Pharma 

AG, Lichtstrasse 

35, 4056 Basel

Switzerland PoM 18040/3/1 25.02.2022   

49 Afinitor everolimus tablets
5mg; (30/3x10/) in 

blister

Novartis Pharma Stein AG, 

Schaffhauserstrasse, 4332 

Stein 

Switzerland

Novartis Pharma 

AG, 35, 

Lichtstrasse, 4056 

Basel 

Switzerland PoM 19599/4/1 25.02.2022   



50 Afinitor everolimus tablets
10mg; (30/3x10/) in 

blister

Novartis Pharma Stein AG, 

Schaffhauserstrasse, 4332 

Stein 

Switzerland

Novartis Pharma 

AG, 35, 

Lichtstrasse, 4056 

Basel

Switzerland PoM 19600/4/1 25.02.2022   

51 Pipolphen
promethazine (promethazine 

hydrochloride)

solution for i/v 

and i/m injection

25mg/ml;  (10) 

ampoules 2ml

Egis Pharmaceuticals PLC, 

1165 Budapest, 

Bokenyfoldi st. 118-120 

Hungary

Egis 

Pharmaceuticals 

PLC, 1106 

Budapest, 

Kereszturi st. 30-

38

Hungary PoM 19846/1 25.02.2022   

52 Magne B6

magnesium lactate 

dihydrate, pyridoxine 

hydrochloride

tablets coated

470mg+5mg; 

(50/5x10/) in blister, 

(60/3x20/) in blister

Chinoin Pharmaceutical 

and Chemical Works 

Private Co. Ltd., 2112 

Veresegyhaz, Levai u. 5

Hungary

Chinoin 

Pharmaceutical 

and Chemical 

Works Private Co. 

Ltd., 2112 

Veresegyhaz, 

Levai u. 5

Hungary OTC 16906/3/1 25.02.2022   

53 Lorinden C
flumetasone (flumetasone 

pivalate), clioquinol

ointment for 

external use

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

aluminium tube 15g

Pharmaceutical Works 

Jelfa S.A., ul. Wincentego 

Pola 21, 58-500 Jelenia 

Gora 

Poland

Bausch Health 

LLC, Shabolovka 

st. 31, building 5, 

115162, Moscow

Russia PoM 15991/3/1 25.02.2022


