
LIST

of the medicines recommended for the registration by the Center according to the meeting decision  N 06-2/26  on June 30, 2026

N Trade name
Common name of the 

active substance 
Pharmaceutical 

form
Strength and packaging, 

presentation
All manufacturing sites involved in the 

medicinal product manufacturing process 
(name, location)

Country
Registration certificate holder 

(name, location) Country
Legal status 
for supply

Conclusion 
number and date

1 Medport clostridium botulinum toxin 

type A

powder lyophilized 

for injection

150IU; (1) glass bottle and (1) 

solvent in ampule 5ml

MASOONDROU Biopharmaceutical Co., No. 

659, 6th St., Simindasht Industrial City, Karaj- 

powder balk manufacturer, powder primary 

packager, secondary packager, quality control, 

bach releaser, Shahid Ghazi Pharmaceutical Co, 

Serum Darou st.., 10th km of Tabriz-Tehran Road, 

Tabriz- solvent balk manufacturer, solvent primary 

packager

Iran Esteline LLC, 25, 11A building, 

Kievyan street, Arabkir 0028, Yerevan

Republic of Armenia PoM 24210 30.06.2026

2 Medport clostridium botulinum toxin 

type A

powder lyophilized 

for injection

300IU; (1) glass bottle and (1) 

solvent in ampule 5ml

MASOONDROU Biopharmaceutical Co., No. 

659, 6th St., Simindasht Industrial City, Karaj- 

powder balk manufacturer, powder primary 

packager, secondary packager, quality control, 

bach releaser, Shahid Ghazi Pharmaceutical Co, 

Serum Darou st.., 10th km of Tabriz-Tehran Road, 

Tabriz- solvent balk manufacturer, solvent primary 

packager 

Iran Esteline LLC, 25, 11A building, 

Kievyan street, Arabkir 0028, Yerevan

Republic of Armenia PoM 24211 30.06.2026

3 Medport clostridium botulinum toxin 

type A

powder lyophilized 

for injection

500IU; (1) glass bottle and (1) 

solvent in ampule 5ml

MASOONDROU Biopharmaceutical Co., No. 

659, 6th St., Simindasht Industrial City, Karaj- 

powder balk manufacturer, powder primary 

packager, secondary packager, quality control, 

bach releaser, Shahid Ghazi Pharmaceutical Co, 

Serum Darou st.., 10th km of Tabriz-Tehran Road, 

Tabriz- solvent balk manufacturer, solvent primary 

packager 

Iran Esteline LLC, 25, 11A building, 

Kievyan street, Arabkir 0028, Yerevan

Republic of Armenia PoM 24212 30.06.2026



LIST

of the medicines recommended for registration under the EAEU procedure by the Center according to the meeting decision N 06-2/26  on June 30, 

2026

N Trade name Common name of the active 
substance 

Pharmaceutical 
form

Strength and packaging, presentation
All manufacturing sites involved 

in the medicinal product 
manufacturing process (name, 

location)

Country Registration certificate holder 
(name, location)

Country
Legal 
status 
for 

supply

Conclusion number 
and date

1 Mirolute misoprostol tablets

200mcg; (4) in plastic container, (10) in plastic 

container, (20) in plastic container, (30) in plastic 

container, (4/1x4/) in blister, (8/2x4/) in blister, 

(10/1x10/) in blister, (12/3x4/) in blister, (16/4x4/) 

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

(40/4x10/) in blister, (100/10x10/) in blister

Obninsk Chemical Pharmaceutical 

Company JSC, Kaluga region, Obninsk, str. 

Kiev highway, 3a/3- batch releaser, Obninsk 

Chemical Pharmaceutical Company 

JSC, Kaluga region, Obninsk, str. Kiev 

highway, 107, Russia- bulk manufacturer, 

packager, quality control (physicochemical), 

"FARMOBORONA" Research and Testing 

center LTD, 46A, Gagarin St., Korolyov, 

Moscow Region, Russia- quality control 

(microbiological) 

Russia

Nizhpharm JSC, 603105, Nizhny 

Novgorod, Salganskaya st., 7 Russia PoM 24256 (008616) 30.06.2026

2 Adacel

tetanus toxoid, diphtheria toxoid, 

pertussis toxoid, filamentous 

haemagglutinin, fimbrial 

agglutinogens types 2 and 3, pertactin

suspension for i/m 

injection

5Lf (not less than 20IU/0,5ml)+2Lf (not less than 

2IU/0,5ml)+2,5mcg/0,5ml+5mcg/0,5ml+5mcg/0

,5ml+3mcg/0,5ml; (1) glass vial 0,5ml (1dose), (5) 

glass vials 0,5ml (1dose)

Sanofi Pasteur Limited, Ontario, Toronto, 

Steeles Avenue West, 1755, M2R3T4

Canada

Sanofi Pasteur Limited, Ontario, 

Toronto, Steeles Avenue West, 

1755, M2R3T4

Canada PoM 24257 (008409) 30.06.2026

3 Adacel

tetanus toxoid, diphtheria toxoid, 

pertussis toxoid, filamentous 

haemagglutinin, fimbrial 

agglutinogens types 2 and 3, pertactin

suspension for i/m 

injection

5Lf (not less than 20IU/0,5ml)+2Lf (not less than 

2IU/0,5ml)+2,5mcg/0,5ml+5mcg/0,5ml+5mcg/0,

5ml+3mcg/0,5ml; (5) glass vials 0,5ml (1dose), (10) 

glass vials 2ml (1dose)

Sanofi Winthrop Industriel, Parc Industriel 

d̀ Incarville, Voie de L̀ Institut, P.O Box 

101, 27100 Val de Reuil- packager, quality 

control, batch releaser, Sanofi Pasteur 

Limited, Ontario, Toronto, Steeles Avenue 

West, 1755, M2R3T4, Canada- bulk 

manufacturer 

Canada

Sanofi Pasteur Limited, Ontario, 

Toronto, Steeles Avenue West, 

1755, M2R3T4

Canada PoM 24258 (008409) 30.06.2026



4 Crinone progesterone gel vaginal

80mg/g; (6) pre-filled plastic applicators 1,125g, 

(15) pre-filled plastic applicators 1,125g

Central Pharma (Contract Packing) 

Limited, Caxton Road, Bedford, 

Bedfordshire, MK41 0XZ- secondary 

packager, batch releaser, Dendron 

Brands Limited, 94 Rickmansworth 

Road, Watford, Hertfordshire, WD18 

7JJ, UK- bulk manufacturer, Maropack 

AG, Industriestrasse Briseck 4, 6144 Zell, 

Switzerland- primary packager, Herd 

Mundy Richardson Limited, Oak House, 

Bredbury Parkway Ashton Road, Bredbury 

Stockport Cheshire SK62SN, UK- quality 

control 

UK

Merck LLC,Valovaya Street 35, 

115054 Moscow Russia PoM 24259 (015534) 30.06.2026

5 Crinone progesterone gel vaginal

80mg/g; (6) pre-filled plastic applicators 1,125g, 

(15) pre-filled plastic applicators 1,125g

Central Pharma (Contract Packing) Limited, 

Caxton Road, Bedford, Bedfordshire, 

MK41 0XZ- secondary packager, batch 

releaser, Dendron Brands Limited, 

94 Rickmansworth Road, Watford, 

Hertfordshire, WD18 7JJ, UK- bulk 

manufacturer, quality control, Maropack 

AG, Industriestrasse Briseck 4, 6144 Zell, 

Switzerland- primary packager 

Russia

Merck LLC,Valovaya Street 35, 

115054 Moscow Russia PoM 24260 (015534) 30.06.2026

6 IPIGRIX ipidacrine (ipidacrine hydrochloride) solution for injection 5mg/ml; (10/2x5/) ampoules 1ml 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, 

quality control 

Latvia

Grindeks JSC, Krustpils street 53, 

LV-1057, Riga Latvia PoM 24261 (010673) 30.06.2026

7 IPIGRIX ipidacrine (ipidacrine hydrochloride) solution for injection 15mg/ml; (10/2x5/) ampoules 1ml 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, 

quality control

Latvia

Grindeks JSC, Krustpils street 53, 

LV-1057, Riga Latvia PoM 24262 (015534) 30.06.2026

8 Metronidazole metronidazole tablets 250mg; (20/2x10/) blister

Open joint stock company "Borisovskiy 

zavod medicinskikh preparatov", 64, 

Chapaev str., 24, Stroiteley str., Borisov, 

222518, Minsk region 

Republic of 

Belarus

Open joint stock company 

"Borisovskiy zavod medicinskikh 

preparatov" 64, Chapaev str., 

Borisov, Minsk region

Republic of Belarus PoM 24263 (020527) 30.06.2026



9 Metronidazole metronidazole tablets 250mg; (20/2x10/) blister

Open joint stock company "Borisovskiy 

zavod medicinskikh preparatov", 24, 

Stroiteley str., Borisov, Minsk region 

Republic of 

Belarus

Open joint stock company 

"Borisovskiy zavod medicinskikh 

preparatov" 64, Chapaev str., 

Borisov 222518, Minsk region

Republic of Belarus PoM 24264 (020527) 30.06.2026

10 Certican everolimus tablets 0,25mg; (60/6x10/) in blister

Sandoz S.R.L., str. Livezeni nr. 7A, 540472, 

Targu Mures, Mures Country Switzerland

Novartis Pharma AG, Lichtstrasse 

35, 4056 Basel Switzerland PoM 24265 (006395) 30.06.2026

11 Certican everolimus tablets 0,5mg; (60/6x10/) in blister Sandoz S.R.L., str. Livezeni nr. 7A, 540472, 

Targu Mures, Mures Country 

Switzerland Novartis Pharma AG, Lichtstrasse 

35, 4056 Basel

Switzerland PoM 24266 (006395) 30.06.2026

12 Certican everolimus tablets 0,75mg; (60/6x10/) in blister Sandoz S.R.L., str. Livezeni nr. 7A, 540472, 

Targu Mures, Mures Country 

Switzerland Novartis Pharma AG, Lichtstrasse 

35, 4056 Basel

Switzerland PoM 24267 (006395) 30.06.2026

13 Certican everolimus tablets 0,25mg; (60/6x10/) in blister

Novartis Pharma Stein AG, 

Schaffhauserstrasse, 4332 Stein Switzerland

Novartis Pharma AG, 35, 

Lichtstrasse, 4056 Basel Switzerland PoM 24268 (006395) 30.06.2026

14
Certican everolimus tablets 0,5mg; (60/6x10/) in blister Novartis Pharma Stein AG, 

Schaffhauserstrasse, 4332 Stein 

Switzerland Novartis Pharma AG, 35, 

Lichtstrasse, 4056 Basel

Switzerland PoM 24269 (006395) 30.06.2026

15 Certican everolimus tablets 0,75mg; (60/6x10/) in blister Novartis Pharma Stein AG, 

Schaffhauserstrasse, 4332 Stein 

Switzerland Novartis Pharma AG, 35, 

Lichtstrasse, 4056 Basel

Switzerland PoM 24270 (006395) 30.06.2026

16 Certican everolimus tablets 0,25mg; (60/6x10/) in blister Novartis Neva LLC, Doroga v Kamenku, 

Building 40, Block 3, Letter A 

Russia Novartis Pharma AG, Lichtstrasse 

35, 4056 Basel

Switzerland PoM 24271 (006395) 30.06.2026

17 Certican everolimus tablets 0,5mg; (60/6x10/) in blister

Novartis Neva LLC, Doroga v Kamenku, 

Building 40, Block 3, Letter A Russia

Novartis Pharma AG, Lichtstrasse 

35, 4056 Basel Switzerland PoM 24272 (006395) 30.06.2026



18 Certican everolimus tablets 0,75mg; (60/6x10/) in blister

Novartis Neva LLC, Doroga v Kamenku, 

Building 40, Block 3, Letter A Russia

Novartis Pharma AG, Lichtstrasse 

35, 4056 Basel Switzerland PoM 24273 (006395) 30.06.2026

19 Glycerin glycerol solution for external 

use

1000mg; 25ml vial-dropper, 40ml vial-dropper, 

50ml vial-dropper, 100ml vial-dropper

Yaroslavl Pharmaceutical Factory JSC, 

Yaroslavl Region, 150030, Yaroslavl, 1st 

Putevaya Street b.5 

Russia

"DANSON-RU" LLC, 

Komsomolskaya St. b.1, bld. 49, 

premises 1, room 220, 142100, 

Podolsk, Moscow Region

Russia OTC 24274 (025900) 30.06.2026

20 Dapafors Sita dapagliflozin, sitagliptin tablets film-coated

10mg+100mg; (10/1x10/) in blister, (14/1x14/) 

in blister, (28/2x14/) in blister, (30/3x10/) in 

blister, (56/4x14/) in blister, (60/6x10/) in blister, 

(84/6x14/) in blister, (90/9x10/) in blister, 

(98/7x14/) in blister, (100/10x10/) 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 24275 (015960) 30.06.2026

21 Valkubix valsartan, sacubitril (sacubitril sodium) tablets film-coated

27,7mg+24,3mg; (30/3x10/) in blister, (60/6x10/) 

in blister, (90/9x10/) in blister, (14/1x14/) in 

blister, (28/2x14/) in blister, (56/4x14/) in blister, 

(84/6x14/) in blister, (168/12x14/) 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 24276 (016015) 30.06.2026

22 Valkubix valsartan, sacubitril (sacubitril sodium) tablets film-coated

51,4mg+48,6mg; (30/3x10/) in blister, (60/6x10/) 

in blister, (90/9x10/) in blister, (14/1x14/) in 

blister, (28/2x14/) in blister, (56/4x14/) in blister, 

(84/6x14/) in blister, (168/12x14/) 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 24277 (016015) 30.06.2026

23 Valkubix valsartan, sacubitril (sacubitril sodium) tablets film-coated

102,8mg+97,2mg; (30/3x10/) in blister, (60/6x10/) 

in blister, (90/9x10/) in blister, (14/1x14/) in 

blister, (28/2x14/) in blister, (56/4x14/) in blister, 

(84/6x14/) in blister, (168/12x14/) 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 24278 (016015) 30.06.2026

24 Mezym forte pancreatin (lipase, amylase, protease) tablets film-coated

3500U+4200U+250U; (20/1x20/) in blister, 

(40/2x20/) in blister, (80/4x20/) in blister, 

(100/5x20/) in blister

Berlin-Chemie AG, Glienicker Weg 

125, 12489 Berlin- packager, quality 

control, batch releaser, Berlin-Chemie 

AG, Tempelhofer Weg 83, 12347 Berlin, 

Germany- bulk manufacturer 

Germany

Berlin-Chemie AG, Glienicker 

Weg 125, 12489 Berlin Germany OTC 24279  (002343) 30.06.2026

25 Mezym forte pancreatin (lipase, amylase, protease) tablets film-coated

3500U+4200U+250U; (20/1x20/) in blister, 

(40/2x20/) in blister, (80/4x20/) in blister, 

(100/5x20/) in blister

JSC Berlin-Pharma, 2nd Avtomobilny 

Proyezd, 248926, bld. 5, Kaluga Region, 

Kaluga- packager, quality control, batch 

releaser, Berlin-Chemie AG, Tempelhofer 

Weg 83, 12347 Berlin, Germany- bulk 

manufacturer 

Russia Berlin-Chemie AG, Glienicker 

Weg 125, 12489 Berlin

Germany OTC 24280 (002343) 30.06.2026



26 Upsarin Upsa acetylsalicylic acid tablets effervescent 500mg; (16/4x4/) in strip

UPSA SAS, 979, Avenue des Pyrenees, 

47520 Le Passage France

UPSA SAS, 3, rue Joseph Monier- 

92500 Rueil- Malmaison France OTC 24281 (021586) 30.06.2026

27 Hydrochlorothiazide hydrochlorothiazide tablets 25mg; (20/2x10/) in blister

Open joint stock company "Borisovskiy 

zavod medicinskikh preparatov", 24, 

Stroiteley str., Borisov, Minsk region 

Republic of 

Belarus

Open joint stock company 

"Borisovskiy zavod medicinskikh 

preparatov" 64, Chapaev str., 

Borisov 222518, Minsk region

Republic of Belarus PoM 24282 (017442) 30.06.2026

28 Turpentine ointment oleum terebinthinae ointment 200mg/g; 25g aluminium container, 25g glass 

container, 25g aluminium tube

Yaroslavl Pharmaceutical Factory CJSC, 

Yaroslavl Region, 150030, Yaroslavl, 1st 

Putevaya Street b.5 

Russia

"DANSON-RU" LLC, 

Komsomolskaya St. b.1, bld. 49, 

premises 1, room 220, 142100, 

Podolsk, Moscow Region

Russia OTC 24283 (018375) 30.06.2026

29 Strepsils with vitamin C

dichlorobenzyl alcohol, 

amylmetacresol, ascorbic acid

lozenges with 

orange flavour

1,2mg+0,6mg+100mg; (2/1x2/) in blister, (4/1x4/) 

in blister, (6/1x6/) in blister, (8/1x8/) in blister, 

(10/1x10/) in blister, (12/1x12/) in blister, (4/2x2/) 

in blister, (8/2x4/) in blister, (12/2x6/) in blister, 

(16/2x8/) in blister, (20/2x10/) in blister, (24/2x12/) 

in blister, (6/3x2/) in blister, (12/3x4/) in blister, 

(18/3x6/) in blister, (24/3x8/) in blister, (30/3x10/) 

in blister, (36/3x12/) in blister, (8/4x2/) in blister, 

(16/4x4/) in blister, (24/4x6/) in blister, (32/4x8/) in 

blister, (40/4x10/) in blister, (48/4x12/) in blister, 

(10/5x2/) in blister, (20/5x4/) in blister, (30/5x6/) 

in blister, (40/5x8/) in blister, (50/5x10/) in blister, 

(60/5x12/) in blister

Reckitt Benckiser Healthcare International 

Ltd, Thane Road, Nottingham, NG90 2DB UK

Reckitt Benckiser Healthcare 

International Ltd, Thane Road, 

Nottingham, NG90 2DB

UK OTC 24284 (023590) 30.06.2026

30 Piqray alpelisib tablets film-coated 50mg; 28(2x14/(7)200mg + (7)50mg/) in blister, 

56(4x14/(7)200mg + (7)50mg/) in blister

Novartis Pharmaceuticals Manufacturing 

LLC, Verovskova Ulica 57, 1000, 

Ljubljana- packager, quality control, batch 

releaser, Novartis Pharma Stein AG, 

Schaffhauserstrasse, 4332 Stein, Switzerland- 

bulk manufacturer 

Slovenia Novartis Pharma AG, Lichtstrasse 

35, 4056 Basel

Switzerland PoM 24285 (000767) 30.06.2026

31 Piqray alpelisib tablets film-coated 150mg; 28(2x14/(7)150mg + (7)150mg/) in blister, 

56(4x14/(7)150mg + (7)150mg/) in blister

Novartis Pharmaceuticals Manufacturing 

LLC, Verovskova Ulica 57, 1000, 

Ljubljana- packager, quality control, batch 

releaser, Novartis Pharma Stein AG, 

Schaffhauserstrasse, 4332 Stein, Switzerland- 

bulk manufacturer 

Slovenia Novartis Pharma AG, Lichtstrasse 

35, 4056 Basel

Switzerland PoM 24286 (000767) 30.06.2026



32 Piqray alpelisib tablets film-coated 200mg; 14(1x14/(7)200mg + (7)200mg/) in blister, 

28(2x14/(7)200mg + (7)200mg/) in blister

Novartis Pharmaceuticals Manufacturing 

LLC, Verovskova Ulica 57, 1000, 

Ljubljana- packager, quality control, batch 

releaser, Novartis Pharma Stein AG, 

Schaffhauserstrasse, 4332 Stein, Switzerland- 

bulk manufacturer 

Slovenia Novartis Pharma AG, Lichtstrasse 

35, 4056 Basel

Switzerland PoM 24287 (000767) 30.06.2026

33 Piqray alpelisib tablets film-coated

50mg; 28(2x14/(7)200mg + (7)50mg/) in blister, 

56(4x14/(7)200mg + (7)50mg/) in blister

Novartis Pharmaceuticals Manufacturing 

LLC, Verovskova Ulica 57, 1000, Ljubljana- 

quality control, batch releaser, Novartis 

Pharma Stein AG, Schaffhauserstrasse, 4332 

Stein, Switzerland- bulk manufacturer, Lek 

Pharmaceuticals d.d.,Trimlini 2D, Lendava, 

9220, Slovenia- packager 

Slovenia

Novartis Pharma AG, 35, 

Lichtstrasse, 4056 Basel Switzerland PoM 24288 (000767) 30.06.2026

34 Piqray alpelisib tablets film-coated

150mg; 28(2x14/(7)150mg + (7)150mg/) in blister, 

56(4x14/(7)150mg + (7)150mg/) in blister

Novartis Pharmaceuticals Manufacturing 

LLC, Verovskova Ulica 57, 1000, Ljubljana- 

quality control, batch releaser, Novartis 

Pharma Stein AG, Schaffhauserstrasse, 4332 

Stein, Switzerland- bulk manufacturer, Lek 

Pharmaceuticals d.d.,Trimlini 2D, Lendava, 

9220, Slovenia- packager 

Slovenia

Novartis Pharma AG, 35, 

Lichtstrasse, 4056 Basel Switzerland PoM 24289 (000767) 30.06.2026

35 Piqray alpelisib tablets film-coated

200mg; 14(1x14/(7)200mg + (7)200mg/) in blister, 

28(2x14/(7)200mg + (7)200mg/) in blister

Novartis Pharmaceuticals Manufacturing 

LLC, Verovskova Ulica 57, 1000, Ljubljana- 

quality control, batch releaser, Novartis 

Pharma Stein AG, Schaffhauserstrasse, 4332 

Stein, Switzerland- bulk manufacturer, Lek 

Pharmaceuticals d.d.,Trimlini 2D, Lendava, 

9220, Slovenia- packager 

Slovenia

Novartis Pharma AG, 35, 

Lichtstrasse, 4056 Basel Switzerland PoM 24290 (000767) 30.06.2026

36 Clostilbegyt clomifene (clomifene citrate) tablets 50mg; (10) in glass container

EGIS Pharmaceuticals PLC, 9900, 

Kormend, Matyas kiraly st. 65 Hungary

EGIS Pharmaceuticals PLC, 1106 

Budapest, Kereszturi st. 30-38 Hungary PoM 24291 (000509) 30.06.2026

37 Clostilbegyt clomifene (clomifene citrate) tablets 50mg; (10/1x10/) in blister

EGIS Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-120- packager, batch 

releaser, EGIS Pharmaceuticals PLC, 9900, 

Kormend, Matyas kiraly st. 65, Hungary- 

bulk manufacturer, quality control

Hungary

EGIS Pharmaceuticals PLC, 1106 

Budapest, Kereszturi st. 30-38 Hungary PoM 24292 (000509) 30.06.2026



38 Zuperata rivaroxaban tablets film-coated

10mg; (28/2x14/) in blister, (30/3x10/) in blister, 

(60/6x10/) in blister

Pharmakor Production LLC, Int. Ter. 

Knyazyevo municipal district, Leninsky 

p., building 140, lit. Zh, premises 

1N/2N/5N, Saint Petersburg- bulk 

manufacturer, packager, quality control 

(physicochemical), batch releaser, Expert 

Bio LLC, Institutsky Prospect, building 21, 

lit. M, Saint Petersburg- quality control 

(microbiological), Russia 

Russia

Giga Farm LLC, Gogunca str.3/5, 

Gyumri, 3101 Republic of Armenia PoM 24241 (031549) 30.06.2026

39 Zuperata rivaroxaban tablets film-coated

15mg; (28/2x14/) in blister, (30/3x10/) in blister, 

(60/6x10/) in blister

Pharmakor Production LLC, Int. Ter. 

Knyazyevo municipal district, Leninsky 

p., building 140, lit. Zh, premises 

1N/2N/5N, Saint Petersburg- bulk 

manufacturer, packager, quality control 

(physicochemical), batch releaser, Expert 

Bio LLC, Institutsky Prospect, building 21, 

lit. M, Saint Petersburg- quality control 

(microbiological), Russia 

Russia

Giga Farm LLC, Gogunca str.3/5, 

Gyumri, 3101 Republic of Armenia PoM 24242 (031549) 30.06.2026

40 Zuperata rivaroxaban tablets film-coated

20mg; (28/2x14/) in blister, (30/3x10/) in blister, 

(60/6x10/) in blister

Pharmakor Production LLC, Int. Ter. 

Knyazyevo municipal district, Leninsky 

p., building 140, lit. Zh, premises 

1N/2N/5N, Saint Petersburg- bulk 

manufacturer, packager, quality control 

(physicochemical), batch releaser, Expert 

Bio LLC, Institutsky Prospect, building 21, 

lit. M, Saint Petersburg- quality control 

(microbiological), Russia 

Russia

Giga Farm LLC, Gogunca str.3/5, 

Gyumri, 3101 Republic of Armenia PoM 24243 (031549) 30.06.2026

41 Lansoptol lansoprazole

capsules gastro-

resistant 30mg; (14/2x7/) in blister

KRKA d.d., Novo mesto, Smarjeska cesta 6, 

8501 Novo Mesto Slovenia

KRKA d.d., Novo mesto, Smarjeska 

cesta 6, 8501 Novo Mesto Slovenia PoM 24244 (028089) 30.06.2026

42 Lansoptol lansoprazole

capsules gastro-

resistant 30mg; (14/2x7/) in blister

KRKA d.d., Novo mesto, Smarjeska cesta 

6, 8501 Novo Mesto- bulk manufacturer, 

packager, quality control (microbiological), 

batch releaser, National Laboratory of 

Health, Environment and Food (NLZOH), 

Dalmatinova 3, Novo mesto, 8000, Slovenia- 

quality control (physicochemical) 

Slovenia

KRKA d.d., Novo mesto, Smarjeska 

cesta 6, 8501 Novo Mesto Slovenia PoM 24245 (028089) 30.06.2026



43 Aquavit-D3 colecalciferol solution oral

375 mkg/ml(15000 IU/ml); glass vial-dropper 

10ml

PJSC "Technolog", 8, Stara prorizna street, 

Uman, Cherkassy region, 20300 Ukraine

PJSC "Technolog", 8, Stara prorizna 

street, Uman, Cherkassy region, 

20300

Ukraine PoM 24246 (035902) 30.06.2026

44 Cilozek cilostazol tablets 100mg; (30/3x10/) in blister Adamed Pharma S.A., 5 Marszalka J. 

Pilsudskiego Str., 95-200 Pabianice 

Poland

Adamed Pharma S.A., 6A, 

Pienkow, Mariana Adamkiewicza 

St., 05-152 Czosnow 

Poland PoM 24247 (025150) 30.06.2026

45 Eralis tadalafil tablets film-coated 5mg; (84/7x12) in blister

A LAB PHARMACEUTICALS LLC, Nor 

Nork, Kochinyan 13/16, Yerevan- packager, 

quality control, batch releaser, RELAX 

BIOTECH PVT. LTD, 862/1, G.I.D.C., 

MAKARPURA, VADODARA, 390010, 

Gujarat, India- bulk manufacturer 

Republic of 

Armenia

A LAB PHARMACEUTICALS 

LLC, Nor Nork, Kochinyan 13/16, 

Yerevan 

Republic of Armenia PoM 24248 (044899) 30.06.2026

46 Eralis tadalafil tablets film-coated 20mg; (4/1x4) in blister

A LAB PHARMACEUTICALS LLC, Nor 

Nork, Kochinyan 13/16, Yerevan- packager, 

quality control, batch releaser, RELAX 

BIOTECH PVT. LTD, 862/1, G.I.D.C., 

MAKARPURA, VADODARA, 390010, 

Gujarat, India- bulk manufacturer 

Republic of 

Armenia

A LAB PHARMACEUTICALS 

LLC, Nor Nork, Kochinyan 13/16, 

Yerevan

Republic of Armenia PoM 24249 (044899) 30.06.2026

47 Benzylpenicillin

benzylpenicillin (benzylpenicillin 

sodium)

powder for solution 

for injection

1000000IU; (10/1x10/) glass vials in blister, (40) 

glass vials

Kievmedpreparat PJSC, 01032, Kiev, 

Saksaganskogo street, 139 Ukraine

Kievmedpreparat PJSC, 01032, 

Kiev, Saksaganskogo street, 139 Ukraine PoM 24250 (032480) 30.06.2026

48 Zanotazon colecalciferol capsules soft 50000IU; (20/1x20/) in blister

Zahravi Pharmaceutical Company, Alinasab 

Industrial Town, Serum Darou St., Opp. 

Agricultural Training Center, 19th Km. 

Tehran Road, Tabriz 

Iran Giga Farm LLC, Gogunts str.3/5, 

Gyumri, 3101

Republic of Armenia PoM 24251 (044908) 30.06.2026

49 Vegarpi sildenafil (sildenafil citrate) tablets coated 50mg; (10/1x10/) in blister Arpimed LLC, Kotayk Marz, 2204, 

Abovyan, 2nd Micro-District, 19 Building

Republic of 

Armenia

Arpimed LLC, Kotayk Marz, 2204, 

Abovyan, 2nd Micro-District, 19 

Building

Republic of Armenia PoM 24252 (038002) 30.06.2026

50 Vegarpi sildenafil (sildenafil citrate) tablets coated 100mg; (4/1x4/) in blister, (10/1x10/) in blister

Arpimed LLC, Kotayk Marz, 2204, 

Abovyan, 2nd Micro-District, 19 Building

Republic of 

Armenia

Arpimed LLC, Kotayk Marz, 2204, 

Abovyan, 2nd Micro-District, 19 

Building

Republic of Armenia PoM 24253 (038002) 30.06.2026



51 FLUCO fluconazole capsules 150mg; (8/1x8/) in blister, (80/10x8) in blister

A LAB PHARMACEUTICALS LLC, 

Kochinyan 13/16, Yerevan- packager, 

quality control, batch releaser, RELAX 

BIOTECH PVT. LTD, 862/1, G.I.D.C., 

MAKARPURA, BARODA- 390010, India- 

bulk manufacturer 

Republic of 

Armenia

A LAB PHARMACEUTICALS 

LLC, Kochinyan 13/16, Yerevan

Republic of Armenia PoM 24254 (044903) 30.06.2026

52 Allergosan

chloropyramine (chloropyramine 

hydrochloride)

ointment for 

external use 10mg/g; 18g aluminium tube

Sopharma JSC, str. Iliensko shosse 16, 

1220 Sofia- batch releaser, Sopharma JSC, 

Vrabevo vlg. 5660, district of Lovetch, 

Bulgaria- bulk manufacturer, packager, 

quality control 

Bulgaria

Sopharma JSC, str. Iliensko shosse 

16, 1220 Sofia Bulgaria OTC 24255 (026990) 30.06.2026



LIST

of the medicines recommended for the registration under simplified procedure by the Center according to the meeting decision  N 06-2/26  on June 30, 

2026

N Trade name Common name of the 
active substance 

Pharmaceutical 
form

Strength and packaging, 
presentation

All manufacturing sites involved in the 
medicinal product manufacturing process 

(name, location)
Country Registration certificate holder 

(name, location)
Country Legal status 

for supply
Conclusion 

number and date

1 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (2) glass vial 10ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Celltrion Inc., 20, 

Academy-ro 51 beon-gil, Yeonsu-gu, Incheon, 

Republic of Korea- bulk manufacturer, packager, 

1.Simtra Deutschland GmbH, Kantstrasse 2, 33790 

Halle, Westphalia, Germany, 2.KYMOS S.L., 

Ronda de Can Fatjo, 7b, Parc Tecnologic del Valles, 

Cerdanyola del Valles, 08290, Barcelona, Spain- 

quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary  PoM 24213 30.06.2026

2 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (2) glass vial 10ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Celltrion Inc., 20, 

Academy-ro 51 beon-gil, Yeonsu-gu, Incheon, 

Republic of Korea- bulk manufacturer, packager, 

KYMOS S.L., Ronda de Can Fatjo, 7b, Parc 

Tecnologic del Valles, Cerdanyola del Valles, 

08290, Barcelona, Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24214 30.06.2026



3 Truxima rituximab concentrate for 

solution for infusion

10mg/ml; (2) glass vial 10ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Celltrion Inc., 20, 

Academy-ro 51 beon-gil, Yeonsu-gu, Incheon, 

Republic of Korea- bulk manufacturer, primary 

packager, Celltrion Pharm. Inc., 82, 2 Sandan Ro, 

Ochang Eup, Cheongwon, Cheongju, 28117, 

Republic of Korea- secondary packager, 1.Simtra 

Deutschland GmbH, Kantstrasse 2, 33790 Halle, 

Westphalia, Germany, 2.KYMOS S.L., Ronda 

de Can Fatjo, 7b, Parc Tecnologic del Valles, 

Cerdanyola del Valles, 08290, Barcelona, Spain- 

quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24215 30.06.2026

4 Truxima rituximab concentrate for 

solution for infusion

10mg/ml; (2) glass vial 10ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Celltrion Inc., 20, 

Academy-ro 51 beon-gil, Yeonsu-gu, Incheon, 

Republic of Korea- bulk manufacturer, primary 

packager, Celltrion Pharm. Inc., 82, 2 Sandan Ro, 

Ochang Eup, Cheongwon, Cheongju, 28117, 

Republic of Korea- secondary packager, KYMOS 

S.L., Ronda de Can Fatjo, 7b, Parc Tecnologic del 

Valles, Cerdanyola del Valles, 08290, Barcelona, 

Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B Tower 

Hungary PoM 24216 30.06.2026

5 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (2) glass vial 10ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Celltrion Inc., 20, 

Academy-ro 51 beon-gil, Yeonsu-gu, Incheon, 

Republic of Korea- bulk manufacturer, primary 

packager, Egis Pharmaceuticals PLC, 1165 

Budapest, Bokenyfoldi st. 118-120, Hungary- 

secondary packager, 1.Simtra Deutschland GmbH, 

Kantstrasse 2, 33790 Halle, Westphalia, Germany, 

2.KYMOS S.L., Ronda de Can Fatjo, 7b, Parc 

Tecnologic del Valles, Cerdanyola del Valles, 

08290, Barcelona, Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24217 30.06.2026



6 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (2) glass vial 10ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Celltrion Inc., 20, 

Academy-ro 51 beon-gil, Yeonsu-gu, Incheon, 

Republic of Korea- bulk manufacturer, primary 

packager, Egis Pharmaceuticals PLC, 1165 

Budapest, Bokenyfoldi st. 118-120, Hungary- 

secondary packager, KYMOS S.L., Ronda de Can 

Fatjo, 7b, Parc Tecnologic del Valles, Cerdanyola 

del Valles, 08290, Barcelona, Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24218 30.06.2026

7 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (2) glass vial 10ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Celltrion Inc., 20, 

Academy-ro 51 beon-gil, Yeonsu-gu, Incheon, 

Republic of Korea- bulk manufacturer, primary 

packager, SteriPack Medical Poland Sp. zo.o, 

ul. Japonska 1, Leg, Jelcz-Laskowice, 55-220, 

Poland- secondary packager, 1.Simtra Deutschland 

GmbH, Kantstrasse 2, 33790 Halle, Westphalia, 

Germany, 2.KYMOS S.L., Ronda de Can Fatjo, 7b, 

Parc Tecnologic del Valles, Cerdanyola del Valles, 

08290, Barcelona, Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24219 30.06.2026

8 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (2) glass vial 10ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Celltrion Inc., 20, 

Academy-ro 51 beon-gil, Yeonsu-gu, Incheon, 

Republic of Korea- bulk manufacturer, primary 

packager, SteriPack Medical Poland Sp. zo.o, ul. 

Japonska 1, Leg, Jelcz-Laskowice, 55-220, Poland- 

secondary packager, KYMOS S.L., Ronda de Can 

Fatjo, 7b, Parc Tecnologic del Valles, Cerdanyola 

del Valles, 08290, Barcelona, Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24220 30.06.2026

9 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (2) glass vial 10ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Simtra Deutschland 

GmbH, Kantstrasse 2, 33790 Halle, Westphalia, 

Germany- bulk manufacturer, primary packager, 

Egis Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-120, Hungary- secondary 

packager, 1.Simtra Deutschland GmbH, 

Kantstrasse 2, 33790 Halle, Westphalia, Germany, 

2.KYMOS S.L., Ronda de Can Fatjo, 7b, Parc 

Tecnologic del Valles, Cerdanyola del Valles, 

08290, Barcelona, Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24221 30.06.2026



10 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (1) glass vial 50ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Simtra Deutschland 

GmbH, Kantstrasse 2, 33790 Halle, Westphalia, 

Germany- bulk manufacturer, primary packager, 

Egis Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-120, Hungary- secondary 

packager, KYMOS S.L., Ronda de Can Fatjo, 7b, 

Parc Tecnologic del Valles, Cerdanyola del Valles, 

08290, Barcelona, Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24222 30.06.2026

11 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (2) glass vial 10ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Simtra Deutschland 

GmbH, Kantstrasse 2, 33790 Halle, Westphalia, 

Germany- bulk manufacturer, primary packager, 

SteriPack Medical Poland Sp. zo.o, ul. Japonska 1, 

Leg, Jelcz-Laskowice, 55-220, Poland- secondary 

packager, 1.Simtra Deutschland GmbH, 

Kantstrasse 2, 33790 Halle, Westphalia, Germany, 

2.KYMOS S.L., Ronda de Can Fatjo, 7b, Parc 

Tecnologic del Valles, Cerdanyola del Valles, 

08290, Barcelona, Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24223 30.06.2026

12 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (2) glass vial 10ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Simtra Deutschland 

GmbH, Kantstrasse 2, 33790 Halle, Westphalia, 

Germany- bulk manufacturer, primary packager, 

SteriPack Medical Poland Sp. zo.o, ul. Japonska 1, 

Leg, Jelcz-Laskowice, 55-220, Poland- secondary 

packager, KYMOS S.L., Ronda de Can Fatjo, 7b, 

Parc Tecnologic del Valles, Cerdanyola del Valles, 

08290, Barcelona, Spain- quality control  

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24224 30.06.2026

13 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (2) glass vial 10ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Simtra Deutschland 

GmbH, Kantstrasse 2, 33790 Halle, Westphalia, 

Germany- bulk manufacturer, packager, 1.Simtra 

Deutschland GmbH, Kantstrasse 2, 33790 Halle, 

Westphalia, Germany, 2.KYMOS S.L., Ronda 

de Can Fatjo, 7b, Parc Tecnologic del Valles, 

Cerdanyola del Valles, 08290, Barcelona, Spain- 

quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24225 30.06.2026



14 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (2) glass vial 10ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Simtra Deutschland 

GmbH, Kantstrasse 2, 33790 Halle, Westphalia, 

Germany- bulk manufacturer, packager, KYMOS 

S.L., Ronda de Can Fatjo, 7b, Parc Tecnologic del 

Valles, Cerdanyola del Valles, 08290, Barcelona, 

Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24226 30.06.2026

15 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (1) glass vial 50ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Celltrion Inc., 20, 

Academy-ro 51 beon-gil, Yeonsu-gu, Incheon, 

Republic of Korea- bulk manufacturer, packager, 

1.Simtra Deutschland GmbH, Kantstrasse 2, 33790 

Halle, Westphalia, Germany, 2.KYMOS S.L., 

Ronda de Can Fatjo, 7b, Parc Tecnologic del Valles, 

Cerdanyola del Valles, 08290, Barcelona, Spain- 

quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24227 30.06.2026

16 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (1) glass vial 50ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Celltrion Inc., 20, 

Academy-ro 51 beon-gil, Yeonsu-gu, Incheon, 

Republic of Korea- bulk manufacturer, packager, 

KYMOS S.L., Ronda de Can Fatjo, 7b, Parc 

Tecnologic del Valles, Cerdanyola del Valles, 

08290, Barcelona, Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24228 30.06.2026

17 Truxima rituximab concentrate for 

solution for infusion

10mg/ml; (1) glass vial 50ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Celltrion Inc., 20, 

Academy-ro 51 beon-gil, Yeonsu-gu, Incheon, 

Republic of Korea- bulk manufacturer, primary 

packager, Celltrion Pharm. Inc., 82, 2 Sandan Ro, 

Ochang Eup, Cheongwon, Cheongju, 28117, 

Republic of Korea- secondary packager, 1.Simtra 

Deutschland GmbH, Kantstrasse 2, 33790 Halle, 

Westphalia, Germany, 2.KYMOS S.L., Ronda 

de Can Fatjo, 7b, Parc Tecnologic del Valles, 

Cerdanyola del Valles, 08290, Barcelona, Spain- 

quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24229 30.06.2026



18 Truxima rituximab concentrate for 

solution for infusion

10mg/ml; (1) glass vial 50ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Celltrion Inc., 20, 

Academy-ro 51 beon-gil, Yeonsu-gu, Incheon, 

Republic of Korea- bulk manufacturer, primary 

packager, Celltrion Pharm. Inc., 82, 2 Sandan Ro, 

Ochang Eup, Cheongwon, Cheongju, 28117, 

Republic of Korea- secondary packager, KYMOS 

S.L., Ronda de Can Fatjo, 7b, Parc Tecnologic del 

Valles, Cerdanyola del Valles, 08290, Barcelona, 

Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B Tower 

Hungary PoM 24230 30.06.2026

19 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (1) glass vial 50ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Celltrion Inc., 20, 

Academy-ro 51 beon-gil, Yeonsu-gu, Incheon, 

Republic of Korea- bulk manufacturer, primary 

packager, Egis Pharmaceuticals PLC, 1165 

Budapest, Bokenyfoldi st. 118-120, Hungary- 

secondary packager, 1.Simtra Deutschland GmbH, 

Kantstrasse 2, 33790 Halle, Westphalia, Germany, 

2.KYMOS S.L., Ronda de Can Fatjo, 7b, Parc 

Tecnologic del Valles, Cerdanyola del Valles, 

08290, Barcelona, Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24231 30.06.2026

20 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (1) glass vial 50ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Celltrion Inc., 20, 

Academy-ro 51 beon-gil, Yeonsu-gu, Incheon, 

Republic of Korea- bulk manufacturer, primary 

packager, Egis Pharmaceuticals PLC, 1165 

Budapest, Bokenyfoldi st. 118-120, Hungary- 

secondary packager, KYMOS S.L., Ronda de Can 

Fatjo, 7b, Parc Tecnologic del Valles, Cerdanyola 

del Valles, 08290, Barcelona, Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24232 30.06.2026



21 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (1) glass vial 50ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Celltrion Inc., 20, 

Academy-ro 51 beon-gil, Yeonsu-gu, Incheon, 

Republic of Korea- bulk manufacturer, primary 

packager, SteriPack Medical Poland Sp. zo.o, 

ul. Japonska 1, Leg, Jelcz-Laskowice, 55-220, 

Poland- secondary packager, 1.Simtra Deutschland 

GmbH, Kantstrasse 2, 33790 Halle, Westphalia, 

Germany, 2.KYMOS S.L., Ronda de Can Fatjo, 7b, 

Parc Tecnologic del Valles, Cerdanyola del Valles, 

08290, Barcelona, Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24233 30.06.2026

22 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (1) glass vial 50ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Celltrion Inc., 20, 

Academy-ro 51 beon-gil, Yeonsu-gu, Incheon, 

Republic of Korea- bulk manufacturer, primary 

packager, SteriPack Medical Poland Sp. zo.o, ul. 

Japonska 1, Leg, Jelcz-Laskowice, 55-220, Poland- 

secondary packager, KYMOS S.L., Ronda de Can 

Fatjo, 7b, Parc Tecnologic del Valles, Cerdanyola 

del Valles, 08290, Barcelona, Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24234 30.06.2026

23 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (1) glass vial 50ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Simtra Deutschland 

GmbH, Kantstrasse 2, 33790 Halle, Westphalia, 

Germany- bulk manufacturer, primary packager, 

Egis Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-120, Hungary- secondary 

packager, 1.Simtra Deutschland GmbH, 

Kantstrasse 2, 33790 Halle, Westphalia, Germany, 

2.KYMOS S.L., Ronda de Can Fatjo, 7b, Parc 

Tecnologic del Valles, Cerdanyola del Valles, 

08290, Barcelona, Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24235 30.06.2026

24 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (2) glass vial 10ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Simtra Deutschland 

GmbH, Kantstrasse 2, 33790 Halle, Westphalia, 

Germany- bulk manufacturer, primary packager, 

Egis Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-120, Hungary- secondary 

packager, KYMOS S.L., Ronda de Can Fatjo, 7b, 

Parc Tecnologic del Valles, Cerdanyola del Valles, 

08290, Barcelona, Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24236 30.06.2026



25 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (1) glass vial 50ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Simtra Deutschland 

GmbH, Kantstrasse 2, 33790 Halle, Westphalia, 

Germany- bulk manufacturer, primary packager, 

SteriPack Medical Poland Sp. zo.o, ul. Japonska 1, 

Leg, Jelcz-Laskowice, 55-220, Poland- secondary 

packager, 1.Simtra Deutschland GmbH, 

Kantstrasse 2, 33790 Halle, Westphalia, Germany, 

2.KYMOS S.L., Ronda de Can Fatjo, 7b, Parc 

Tecnologic del Valles, Cerdanyola del Valles, 

08290, Barcelona, Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24237 30.06.2026

26 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (1) glass vial 50ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Simtra Deutschland 

GmbH, Kantstrasse 2, 33790 Halle, Westphalia, 

Germany- bulk manufacturer, primary packager, 

SteriPack Medical Poland Sp. zo.o, ul. Japonska 1, 

Leg, Jelcz-Laskowice, 55-220, Poland- secondary 

packager, KYMOS S.L., Ronda de Can Fatjo, 7b, 

Parc Tecnologic del Valles, Cerdanyola del Valles, 

08290, Barcelona, Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24238 30.06.2026

27 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (1) glass vial 50ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Simtra Deutschland 

GmbH, Kantstrasse 2, 33790 Halle, Westphalia, 

Germany- bulk manufacturer, packager, 1.Simtra 

Deutschland GmbH, Kantstrasse 2, 33790 Halle, 

Westphalia, Germany, 2.KYMOS S.L., Ronda 

de Can Fatjo, 7b, Parc Tecnologic del Valles, 

Cerdanyola del Valles, 08290, Barcelona, Spain- 

quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24239 30.06.2026

28 Truxima rituximab

concentrate for 

solution for infusion 10mg/ml; (1) glass vial 50ml

Nuvisan France SARL, 2400, Route des Colles, 

06410, Biot- batch releaser, Simtra Deutschland 

GmbH, Kantstrasse 2, 33790 Halle, Westphalia, 

Germany- bulk manufacturer, packager, KYMOS 

S.L., Ronda de Can Fatjo, 7b, Parc Tecnologic del 

Valles, Cerdanyola del Valles, 08290, Barcelona, 

Spain- quality control 

France

Celltrion Healthcare Hungary Kft., 

1062 Budapest, Vaci ut 1-3, WestEnd, 

Office Building B torony 

Hungary PoM 24240 30.06.2026



LIST

of the medicines recommended for re-registration under the EAEU procedure by the Center according to the meeting decision N 06-2/26  on June 30, 

2026

N Trade name Common name of the active 
substance 

Pharmaceutical 
form

Strength and packaging, 
presentation

All manufacturing sites involved in the 
medicinal product manufacturing process 

(name, location)
Country Registration certificate holder 

(name, location)
Country

Legal 
status 
for 

supply

Conclusion number 
and date

1 Mydocalm Long tolperisone (tolperisone hydrochloride)

tablets film-coated 

prolonged release

450mg; (10/1x10/)i n blister, 

(30/3x10/) in blister, (bag) 10,5-18,5 

kg x 1(box

Gedeon Richter Polska Sp. z o.o., ul. Ks. J. 

Poniatowskiego 5, Grodzisk Mazowiecki, 05-825- 

quality control, batch releaser, 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 24293 (038320) 30.06.2026

2 Mydocalm Long tolperisone (tolperisone hydrochloride) tablets film-coated 

prolonged release

450mg; (10/1x10/) in blister, 

(30/3x10/) in blister, (bag) 10,5-18,5 

kg x 1(box)

GEDEON RICHTER JSC- RUS, Lesnaya St. 40., 

Shuvoye, Moscow region, Yegoriyevsky district, 

140342- batch releaser, Gedeon Richter Polska 

Sp.z o.o., ul.Graniczna 35, Grodzisk Mazowiecki, 

05-825, Poland- bulk manufacturer, GEDEON 

RICHTER JSC- RUS, Lesnaya St. 43/5., Shuvoye, 

Moscow region, Yegoriyevsky district, 140342, 

Russia- packager, GEDEON RICHTER JSC- RUS, 

Lesnaya St. 40., build.1, Shuvoye, Moscow region, 

Yegoriyevsky district, 140342, Russia- quality control 

(physicochemical), GEDEON RICHTER JSC- RUS, 

Lesnaya St. 40., build.2, Shuvoye, Moscow region, 

Yegoriyevsky district, 140342, Russia- quality control 

(microbiological) 

Russia Gedeon Richter PLC, Gyomroi ut 

19-21, 1103 Budapest

Hungary PoM 24294 (038320) 30.06.2026



3 Mydocalm Long tolperisone (tolperisone hydrochloride) tablets film-coated 

prolonged release

450mg; (10/1x10/)i n blister, 

(30/3x10/) in blister, (bag) 10,5-18,5 

kg x 1(box)

GEDEON RICHTER JSC- RUS, Lesnaya St. 40., 

Shuvoye, Moscow region, Yegoriyevsky district, 

140342- bulk manufacturer, batch releaser, GEDEON 

RICHTER JSC- RUS, Lesnaya St. 43/5., Shuvoye, 

Moscow region, Yegoriyevsky district, 140342, 

Russia- packager, GEDEON RICHTER JSC- RUS, 

Lesnaya St. 40., build.1, Shuvoye, Moscow region, 

Yegoriyevsky district, 140342, Russia- quality control 

(physicochemical), GEDEON RICHTER JSC- RUS, 

Lesnaya St. 40., build.2, Shuvoye, Moscow region, 

Yegoriyevsky district, 140342, Russia- quality control 

(microbiological) 

Russia Gedeon Richter PLC, Gyomroi ut 

19-21, 1103 Budapest

Hungary PoM 24295 (038320) 30.06.2026

4 Lamal lamotrigine tablets 25mg; (30/3x10/) 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 24296 (036843) 30.06.2026

5 Lamal lamotrigine tablets 50mg; (30/3x10/) 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 24297 (036843) 30.06.2026

6 Lamal lamotrigine tablets 100mg; (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 24298 (036843) 30.06.2026

7 Lamal lamotrigine tablets 200mg; (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 24299 (036843) 30.06.2026



N Trade name Common name of the active 
substance 

Pharmaceutical 
form

Strength and packaging, 
presentation

All manufacturing sites involved in the 
medicinal product manufacturing process 

(name, location)
Country Registration certificate holder 

(name, location)
Country Legal status 

for supply
Conclusion number 

and date

1 Contractubex

extract cepae, heparin (heparin 

sodium), allantoin gel for external use

100mg/g+50IU/g+10mg/g; 20g 

aluminium tube

Merz Pharma GmbH & Co. KGaA, Ludwigstrasse 

22, Reinheim, Hessen, 64354 Germany

Merz Pharma GmbH & Co. KGaA, 

Eckenheimer Landstrasse 100, 60318 

Frankfurt/Main

Germany OTC 21081/4/2 30.06.2026

2 Pregabalin Canon pregabalin capsules

75mg; (14/2x7/), in blister, 

(14/1x14/), in blister, (56/8x7/), in 

blister, (56/4x14/), in blister

CJSC Canonpharma production, 105B, bldg., 

11, Zarechnaya st., Schelkovo city, Schelkovo 

urban district, Moscow region- quality control, 

batch releaser, CJSC Canonpharma production, 

105B, bldg., 16,  Zarechnaya st., Schelkovo city, 

Schelkovo urban district, Moscow region, Russia- 

bulk manufacturer, packager 

Russia

CJSC Canonpharma production, 105, 

Zarechnaya street, Schelkovo city, 

Schelkovo urban district, Moscow 

region, 141100

Russia PoM 19835/3/3 30.06.2026

3 Pregabalin Canon pregabalin capsules

150mg; (14/2x7/), in blister, 

(14/1x14/), in blister, (56/8x7/), in 

blister, (56/4x14/), in blister

CJSC Canonpharma production, 105B, bldg., 

11, Zarechnaya st., Schelkovo city, Schelkovo 

urban district, Moscow region- quality control, 

batch releaser, CJSC Canonpharma production, 

105B, bldg., 16,  Zarechnaya st., Schelkovo city, 

Schelkovo urban district, Moscow region, Russia- 

bulk manufacturer, packager 

Russia

CJSC Canonpharma production, 105, 

Zarechnaya street, Schelkovo city, 

Schelkovo urban district, Moscow 

region, 141100

Russia PoM 19836/3/3 30.06.2026

4 Pregabalin Canon pregabalin capsules

300mg; (14/2x7/), in blister, 

(14/1x14/), in blister, (56/8x7/), in 

blister, (56/4x14/), in blister

CJSC Canonpharma production, 105B, bldg., 

11, Zarechnaya st., Schelkovo city, Schelkovo 

urban district, Moscow region- quality control, 

batch releaser, CJSC Canonpharma production, 

105B, bldg., 16,  Zarechnaya st., Schelkovo city, 

Schelkovo urban district, Moscow region, Russia- 

bulk manufacturer, packager 

Russia

CJSC Canonpharma production, 105, 

Zarechnaya street, Schelkovo city, 

Schelkovo urban district, Moscow 

region, 141100

Russia PoM 19837/3/3 30.06.2026

LIST

of  variations requiring reformulation of registration certificate  approved by the Center according to the  meeting decision  N 06-2/26  on June 30, 2026



5 Doktor MOM Fito camphor, levomenthol, turpentine oil, 

eucalyptus oil

ointmentc for 

external use

1.05g/20g+0.61g/20g+1,11ml/20g+0,

3ml/20g; 20g plastic container

Unique Pharmaceutical Laboratories (a division of 

J. B. Chemicals & Pharmaceuticals Ltd.), Plot No. 

304-308, G.I.D.C. Industrial Area, Panoli: 394 116, 

Gujarat State 

India

JTNL LLC, 121614, Moscow, 

Krylatskaya intercity municipal district, 

Krylatskaya str., 17, bld. 3

Russia OTC 19679/1/1 30.06.2026

6 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, 

Tomskaya obl., Tomskiy rayon, selo Kaltay, ul. 

Uspeshnaya, d. 1,, 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 20503/1/2 30.06.2026



LIST

of  variations under the EAEU procedure requiring reformulation of registration certificate  approved by the Center according to the  meeting decision  N 

06-2/26  on June 30, 2026

N Trade name
Common name of the active 

substance 
Pharmaceutical 

form
Strength and packaging, 

presentation
All manufacturing sites involved in the 

medicinal product manufacturing process 
(name, location)

Country
Registration certificate holder 

(name, location) Country
Legal status 
for supply

Conclusion number 
and date

1 Evrysdi risdiplam powder for oral 

solution

0,75mg/ml; glass vial 2g (60mg), (1) 

adapter, (2) syringe 1ml, (2) syringe 

6ml, (1) syringe 12ml

F. Hoffmann-La Roche Ltd., Wurmisweg, 

4303 Kaiseraugst- bulk manufacturer, packager, 

quality control (physicochemical), batch releaser, 

F. Hoffmann-La Roche Ltd, Grenzacherstrasse 

124, 4070 Basel, Switzerland- quality control 

(microbiological) 

Switzerland F. Hoffmann-La Roche Ltd, 

Grenzacherstrasse 124, 4058 Basel

Switzerland PoM ЛП-№008925-ГП-АМ 

30.06.2026

2 Evrysdi risdiplam powder for oral 

solution

0,75mg/ml; glass vial 2g (60mg), (1) 

adapter, (2) syringe 1ml, (2) syringe 

6ml, (1) syringe 12ml

F. Hoffmann-La Roche Ltd., Wurmisweg, 4303 

Kaiseraugst- secondary packager, quality control 

(physicochemical), batch releaser, F. Hoffmann-La 

Roche Ltd, Grenzacherstrasse 124, 4070 Basel, 

Switzerland- bulk manufacturer, primary 

packager, quality control (microbiological) 

Switzerland F. Hoffmann-La Roche Ltd, 

Grenzacherstrasse 124, 4058 Basel

Switzerland PoM ЛП-№008925-ГП-АМ 

30.06.2026

3 Evrysdi risdiplam powder for oral 

solution

0,75mg/ml; glass vial 2g (60mg), (1) 

adapter, (2) syringe 1ml, (2) syringe 

6ml, (1) syringe 12ml

LLC "Dobrolek", Kolomenskoye Passage, 

13A, 115446, Moscow- secondary packager, 

batch releaser, F. Hoffmann-La Roche Ltd, 

Grenzacherstrasse 124, 4070 Basel, Switzerland- 

bulk manufacturer, primary packager, quality 

control (microbiological), F. Hoffmann-La Roche 

Ltd., Wurmisweg, 4303 Kaiseraugst, Switzerland- 

quality control (physicochemical) 

Russia F. Hoffmann-La Roche Ltd, 

Grenzacherstrasse 124, 4058 Basel

Switzerland PoM ЛП-№008925-ГП-АМ 

30.06.2026



4 Evrysdi risdiplam powder for oral 

solution

0,75mg/ml; glass vial 2g (60mg), (1) 

adapter, (2) syringe 1ml, (2) syringe 

6ml, (1) syringe 12ml

LLC "Dobrolek", Kolomenskoye Passage, 

13A, 115446, Moscow- secondary packager, 

batch releaser, F. Hoffmann-La Roche Ltd., 

Wurmisweg, 4303 Kaiseraugst, Switzerland- bulk 

manufacturer, primary packager, quality control 

(physicochemical), F. Hoffmann-La Roche Ltd, 

Grenzacherstrasse 124, 4070 Basel, Switzerland- 

quality control (microbiological) 

Russia F. Hoffmann-La Roche Ltd, 

Grenzacherstrasse 124, 4058 Basel

Switzerland PoM ЛП-№008925-ГП-АМ 

30.06.2026

5 Lodigrel clopidogrel (clopidogrel 

hydrosulfate)

tablets film-coated 75mg; (14/2x7/) in blister, (28/4x7/) 

in blister

Egis Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-120 

Hungary Egis Pharmaceuticals PLC, 1106 

Budapest, Kereszturi st. 30-38

Hungary PoM ЛП-№005400-ГП-АМ 

30.06.2026

6 Betadine povidone-iodine solution for local and 

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 ЛП-№002550-ГП-АМ 

30.06.2026

7 Detralex diosmin, hesperidin tablets film-coated

900mg+100mg; (18/2x9/) in blister, 

(27/3x9/) in blister, (30/3x10/) in 

blister, (60/6x10/) in blister

Les Laboratoires Servier Industrie 905, route de 

Saran, 45520 Gidy France

Les Laboratoires Servier, 50, rue 

Carnot, 92284 Suresnes cedex France OTC

ЛП-№000880-ГП-АМ 

30.06.2026

8 Detralex diosmin, hesperidin tablets film-coated

900mg+100mg; (18/2x9/) in blister, 

(30/3x10/) in blister, (60/6x10/) 

in blister

SERVIER RUS Ltd, 108828, block 158, possession 

2, build.1, settlement Krasnopakhorskoye, 

Moscow- packager, batch releaser, Les Laboratoires 

Servier Industrie 905, route de Saran, 45520 Gidy, 

France- bulk manufacturer, quality control 

Russia

Les Laboratoires Servier, 50, rue 

Carnot, 92284 Suresnes cedex France OTC

ЛП-№000880-ГП-АМ 

30.06.2026

9 Detralex diosmin, hesperidin tablets film-coated

900mg+100mg; (18/2x9/) in blister, 

(27/3x9/) in blister, (30/3x10/) in 

blister, (60/6x10/) in blister

SERVIER RUS Ltd, 108828, block 158, possession 

2, build.1, settlement Krasnopakhorskoye, Moscow Russia

Les Laboratoires Servier, 50, rue 

Carnot, 92284 Suresnes cedex France OTC

ЛП-№000880-ГП-АМ 

30.06.2026

10 Vitamin B complex

thiamine (thiamine 

hydrochloride), riboflavin 

(riboflavin sodium phosphate), 

pyridoxine (pyridoxine 

hydrochloride), nicotinamide

solution for injection

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

ml; (10) ampoules 2ml Sopharma JSC, str. Iliensko shosse 16, 1220 Sofia Bulgaria

Sopharma JSC, str. Iliensko shosse 16, 

1220 Sofia Bulgaria PoM

ЛП-№014813-РГ-АМ 

30.06.2026



11 Cortexin

complex of water-soluble 

polypeptide fractions

powder lyophilized 

for solution for i/m 

injection

10mg; (10/2x5/) glass vials 5ml 

in blister

GEROPHARM Ltd., Moscow region, Serpukhov 

city district, Obolensk work settlement, "Kvartal 

A" area, lane 82, bldg. 4- quality control, batch 

releaser, "GEROPHARM" Ltd., Moscow 

region, Serpukhov city district, Obolensk work 

settlement, "Kvartal A" area, bldg. 5, Russia- bulk 

manufacturer, packager 

Russia

"GEROPHARM" Ltd, 9 

Zvenigorodskaya st., 191119 Saint 

Petersburg

Russia PoM

ЛП-№000636-ГП-АМ 

30.06.2026

12 Cortexin

complex of water-soluble 

polypeptide fractions

powder lyophilized 

for solution for i/m 

injection

10mg; (10/2x5/) glass vials 5ml 

in blister

GEROPHARM Ltd., Moscow region, Serpukhov 

city district, Obolensk work settlement, "Kvartal A" 

area, bldg. 5- bulk manufacturer, packager, batch 

releaser, "GEROPHARM" Ltd., Moscow region, 

Serpukhov city district, Obolensk work settlement, 

"Kvartal A" area, lane 82, bldg. 4, Russia- quality 

control for 

Russia

"GEROPHARM" Ltd, 9 

Zvenigorodskaya st., 191119 Saint 

Petersburg 

Russia PoM

ЛП-№000636-ГП-АМ 

30.06.2026

13 Cortexin complex of water-soluble 

polypeptide fractions

powder lyophilized 

for solution for i/m 

injection

10mg; (10/2x5/) glass vials 5ml 

in blister

GEROPHARM Ltd., Moscow region, Serpukhov 

city district, Obolensk work settlement, "Kvartal 

A" area, bldg. 5- secondary packager, batch 

releaser, "GEROPHARM" Ltd., Moscow region, 

Serpukhov city district, Obolensk work settlement, 

"Kvartal A" area, bldg. 5/2- bulk manufacturer, 

primary packager,  "GEROPHARM" Ltd., 

Moscow region, Serpukhov city district, Obolensk 

work settlement, "Kvartal A" area, lane 82, bldg. 4, 

Russia- quality control   

Russia

"GEROPHARM" Ltd, 9 

Zvenigorodskaya st., 191119 Saint 

Petersburg 

Russia PoM ЛП-№000636-ГП-АМ 

30.06.2026

14 Cortexin complex of water-soluble 

polypeptide fractions

powder lyophilized 

for solution for i/m 

injection

10mg; (10/2x5/) glass vials 5ml 

in blister

GEROPHARM Ltd., Moscow region, Serpukhov 

city district, Obolensk work settlement, "Kvartal A" 

area, lane 82, bldg. 4- quality control, batch releaser, 

"GEROPHARM" Ltd., Moscow region, Serpukhov 

city district, Obolensk work settlement, "Kvartal A" 

area, bldg. 5/2 Russia- bulk manufacturer, primary 

packager, "GEROPHARM" Ltd., Moscow region, 

Serpukhov city district, Obolensk work settlement, 

"Kvartal A" area, bldg. 5, Russia- secondary 

packager 

Russia

"GEROPHARM" Ltd, 9 

Zvenigorodskaya st., 191119 Saint 

Petersburg

Russia PoM ЛП-№000636-ГП-АМ 

30.06.2026



LIST

of variations not requiring reformulation of registration certificate  approved by the Center according to the  meeting decision N 06-2/26  on June 30, 

2026

N Trade name
Common name of the active 

substance 
Pharmaceutical 

form
Strength and packaging, 

presentation
All manufacturing sites involved in the 

medicinal product manufacturing process 
(name, location)

Country
Registration certificate holder 

(name, location) Country

Legal 
status 
for 

supply

Conclusion number 
and date

1 Avonza

tenofovir disoproxil fumarate, 

lamivudine,efavirenz tablets film-coated

300mg+300mg+400mg; (30) in 

plastic conteiner, (90) in plastic 

conteiner

Mylan Laboraories Limited, Plot No.11, 12 & 13, 

Indore SEZ, Pharma Zone, Phase-II, Sector-III, 

Pithambur-454775, Dist. Dhar, Madhya Pradesh 

India

Mylan Laboratories Limited, Plot No. 

564/A/22, Road No.92, Jubilee Hills, 

Hyderabad, Telangana, 500096

India PoM 21224/2 30.06.2026

2 HepBest tenofovir alafenamide fumarate tablets film-coated 25mg; (30) in plastic bottle

Mylan Laboraories Limited,Plot No.11, 12 & 13, 

Indore SEZ, Pharma Zone, Phase-II, Sector-III, 

Pithampur-454775, Dist. Dhar, Madhya Pradesh 

India

Mylan Laboratories Limited, Plot No. 

564/A/22, Road No.92, Jubilee Hills, 

Hyderabad, Telangana, 500096

India PoM 20869/2 30.06.2026

3 ACRIPTEGA

dolutegravir (dolutegravir sodium), 

lamivudine, tenofovir (tenofovir 

disoproxil fumarate)

tablets film-coated

50mg+300mg+300mg; (30) in 

plastic container, (90) in plastic 

container, (180) in plastic container

Mylan Laboraories Limited, Plot No.11, 12 & 13, 

Indore SEZ, Pharma Zone, Phase-II, Sector-III, 

Pithampur-454775, Dist. Dhar, Madhya Pradesh 

India

Mylan Laboratories Limited, Plot No. 

564/A/22, Road No.92, Jubilee Hills, 

Hyderabad - 500096, Telangana

India PoM 21072/2 30.06.2026

4 Exoderil naftifine hydrochloride cream for external 

use

10mg/g; aluminium tube 15g

Salutas Pharma GmbH, Betriebsstaette 

Osterweddingen, Lange Goehren 3,Suelzetal, 

OT Osterweddingen,Sachsen-Anhalt, 39171- 

bulk manufacturer, packager, quality control 

(physicochemical), batch releaser, Salutas Pharma 

GmbH, Otto-von-Guericke-Alle-1, 39179 

Barleben, Sachsen-Anhalt, Germany- quality 

control (microbiological) 

Germany Sandoz GmbH, Biochemiestrasse 10, 

A-6250 Kundl

Austria OTC 20970/3 30.06.2026

5 Tinctura Leonuri herba leonuri tincture 200mg/ml; glass bottle 30ml ESCO-PHARM LLC, Nor-Norq V block, 

Mikoyan 13, Yerevan 0079

Republic of 

Armenia

ESCO-PHARM LLC, Nor-Norq V block, 

Mikoyan 13, Yerevan 0079

Republic of Armenia OTC 22153/1 30.06.2026



6
Rabies vaccine cultural 

concentrated purified 

inactivated dried

specific antigen of rabies virus 

"Vnukovo-32" strain

lyophilisate and 

solvent for solution 

for i/m injection

2.5IU/ml; (5) ampoules 1ml (1dose) 

and (5) ampoules with solvent 

1.1ml

Federal State Autonomous Scientific Institution 

"Chumakov Federal Scientific Center for Research 

and Development of Immune-and-Biological 

Products of Russian Academy of Sciences"(Institute 

of Poliomyelitis), Premises 8, Village of Institute of 

Poliomyelitis, Settlement "Moskovskiy", Moscow 

Russia

Federal State Autonomous Scientific 

Institution "Chumakov Federal Scientific 

Center for Research and Development 

of Immune-and-Biological Products of 

Russian Academy of Sciences"(Institute 

of Poliomyelitis), 117218 Moscow, Intra-

City Area (Intra-City Municipality) of the 

Federal City- Municipal District Kotlovka, 

Krzhizhanovskogo Street 29, Building 5, 

Floor 3, Premises I, Room No. 6

Russia PoM 19597/2/1 30.06.2026



LIST

of the variations under the EAEU procedure not requiring reformulation of registration certificate  approved by the Center according to the meeting 

decision N 06-2/26  on June 30, 2026

N Trade name
Common name of the 

active substance 
Pharmaceutical 

form Strength and packaging, presentation
All manufacturing sites involved in 

the medicinal product manufacturing 
process (name, location)

Country
Registration certificate holder 

(name, location) Country

Legal 
status 
for 

supply

Conclusion number 
and date

1 Essentiale N phospholipids (essential)-EPL

solution for i/v 

injection 50mg/ml; (5) ampoules 5ml

Famar Health Care Services Madrid, S.A.U., 

Avenida de Leganes, 62, 28923  Alcorcon 

(Madrid) 

Spain

Opella Healthcare LLC, Tverskaya str. 

22, Moscow Russia PoM

ЛП-№001936-ГП-AM 

30.06.2026

2 Vitaprost Forte extract of prostate suppositories rectal 20mg; (10/2x5/)

Nizhpharm JSC, 603105, Nizhny Novgorod, 

Salganskaya st., 7, s.1- quality control, batch 

releaser, Nizhpharm JSC, 603105, Nizhny 

Novgorod, Salganskaya st., 7, Russia- bulk 

manufacturer, packager 

Russia

Nizhpharm JSC, 603105, Nizhny 

Novgorod, Salganskaya st., 7 Russia OTC

ЛП-№000284-ГП-AM 

30.06.2026

3 Normodipine amlodipine (amlodipine besilate) tablets 5mg; (30/3x10/) in blister

Gedeon Richter PLC, Gyomroi ut 19-21, 

H-1103 Budapest- bulk manufacturer, 

packager, batch releaser, Gedeon Richter PLC, 

Laboratory Quality Control Budapest 10, p/ya 

27, H 1475, Hungary- quality control 

Hungary

Gedeon Richter PLC, Gyomroi ut 19-21, 

1103 Budapest Hungary PoM

ЛП-№000148-ГП-AM 

30.06.2026



4 Normodipine amlodipine (amlodipine besilate) tablets 5mg; (30/3x10/) in blister

GEDEON RICHTER JSC- RUS, Lesnaya St. 

40., Shuvoye, Moscow region, Yegoriyevsky 

district, 140342- bulk manufacturer, batch 

releaser, GEDEON RICHTER JSC- RUS, 

Lesnaya St. 43/5., Shuvoye, Moscow region, 

Yegoriyevsky district, 140342, Russia- 

packager, GEDEON RICHTER JSC- RUS, 

Lesnaya St. 40., build.1, Shuvoye, Moscow 

region, Yegoriyevsky district, 140342, Russia- 

quality control (physicochemical), GEDEON 

RICHTER JSC- RUS, Lesnaya St. 40., build.2, 

Shuvoye, Moscow region, Yegoriyevsky 

district, 140342, Russia- quality control 

(microbiological)

Russia Gedeon Richter PLC, Gyomroi ut 19-21, 

1103 Budapest

Hungary PoM ЛП-№000148-ГП-AM 

30.06.2026

5 Normodipine amlodipine (amlodipine besilate) tablets 5mg; (30/3x10/) in blister

GEDEON RICHTER JSC- RUS, Lesnaya St. 

40., Shuvoye, Moscow region, Yegoriyevsky 

district, 140342- batch releaser, Gedeon 

Richter PLC, Gyomroi ut 19-21, 1103 

Budapest, Hungary- bulk manufacturer, 

GEDEON RICHTER JSC- RUS, Lesnaya St. 

43/5., Shuvoye, Moscow region, Yegoriyevsky 

district, 140342, Russia- packager, GEDEON 

RICHTER JSC- RUS, Lesnaya St. 40., build.1, 

Shuvoye, Moscow region, Yegoriyevsky 

district, 140342, Russia- quality control 

(physicochemical), GEDEON RICHTER 

JSC- RUS, Lesnaya St. 40., build.2, Shuvoye, 

Moscow region, Yegoriyevsky district, 140342, 

Russia- quality control (microbiological) 

Russia

Gedeon Richter PLC, Gyomroi ut 19-21, 

1103 Budapest Hungary PoM

ЛП-№000148-ГП-AM 

30.06.2026

6 Normodipine amlodipine (amlodipine besilate) tablets 10mg; (30/3x10/) in blister

Gedeon Richter PLC, Gyomroi ut 19-21, 

H-1103 Budapest- bulk manufacturer, 

packager, batch releaser, Gedeon Richter PLC, 

Laboratory Quality Control Budapest 10, p/ya 

27, H 1475, Hungary- quality control 

Hungary

Gedeon Richter PLC, Gyomroi ut 19-21, 

1103 Budapest Hungary PoM

ЛП-№000148-ГП-AM 

30.06.2026



7 Normodipine amlodipine (amlodipine besilate) tablets 10mg; (30/3x10/) in blister

GEDEON RICHTER JSC- RUS, Lesnaya St. 

40., Shuvoye, Moscow region, Yegoriyevsky 

district, 140342- bulk manufacturer, batch 

releaser, GEDEON RICHTER JSC- RUS, 

Lesnaya St. 43/5., Shuvoye, Moscow region, 

Yegoriyevsky district, 140342, Russia- 

packager, GEDEON RICHTER JSC- RUS, 

Lesnaya St. 40., build.1, Shuvoye, Moscow 

region, Yegoriyevsky district, 140342, Russia- 

quality control (physicochemical), GEDEON 

RICHTER JSC- RUS, Lesnaya St. 40., build.2, 

Shuvoye, Moscow region, Yegoriyevsky 

district, 140342, Russia- quality control 

(microbiological) 

Russia Gedeon Richter PLC, Gyomroi ut 19-21, 

1103 Budapest

Hungary PoM ЛП-№000148-ГП-AM 

30.06.2026

8 Normodipine amlodipine (amlodipine besilate) tablets 10mg; (30/3x10/) in blister

GEDEON RICHTER JSC- RUS, Lesnaya St. 

40., Shuvoye, Moscow region, Yegoriyevsky 

district, 140342- batch releaser, Gedeon 

Richter PLC, Gyomroi ut 19-21, 1103 

Budapest, Hungary- bulk manufacturer, 

GEDEON RICHTER JSC- RUS, Lesnaya St. 

43/5., Shuvoye, Moscow region, Yegoriyevsky 

district, 140342, Russia- packager, GEDEON 

RICHTER JSC- RUS, Lesnaya St. 40., build.1, 

Shuvoye, Moscow region, Yegoriyevsky 

district, 140342, Russia- quality control 

(physicochemical), GEDEON RICHTER 

JSC- RUS, Lesnaya St. 40., build.2, Shuvoye, 

Moscow region, Yegoriyevsky district, 140342, 

Russia- quality control (microbiological) 

Russia

Gedeon Richter PLC, Gyomroi ut 19-21, 

1103 Budapest Hungary PoM

ЛП-№000148-ГП-AM 

30.06.2026



9 Duotam

dutasteride, tamsulosin 

(tamsulosin hydrochloride) capsules hard 0,5mg+0,4mg; (30) in plastic container

Alkaloid AD Skopje, Blvd. Aleksandar 

Makedonski 12, 1000 Skopje- batch releaser, 

Laboratorios Leon Farma S.A., Poligono 

Industrial Navatejera, C/ La Vallina s/n, 

Villaquilambre, 24008, Leon, Spain- bulk 

manufacturer, packager, Netpharmalab 

Consulting Services S.L., Carretera De 

Fuencarral 22, Poligono Vereda De Los 

Pobres, Alcobendas, 28108, Spain- quality 

control (physicochemical), LABORATORIO 

ECHEVARNE, S.A., Avinguda De Can Bellet 

61-65, Sant Cugat Del Valles, 08174, Spain- 

quality control (microbiological) 

Republic 

of North 

Macedonia

Alkaloid AD Skopje, Blvd. Aleksandar 

Makedonski 12, 1000 Skopje

Republic of North 

Macedonia PoM

ЛП-№011153-ГП-AM 

30.06.2026

10 AZARGA timolol (timolol maleate), 

brinzolamide

drops eye 

(suspension)

5mg/ml+10mg/ml; plastic vial-dropper 5ml Novartis Manufacturing N.V., Rijksweg 14, 

Puurs-Sint- Amands, 2870 

Belgium Novartis Pharma AG, Lichtstrasse 35, 

4056 Basel

Switzerland PoM ЛП-№002179-ГП-АМ 

30.06.2026

11 Dicloberl retard diclofenac (diclofenac sodium)

capsules prolonged-

release 100mg; (20/2x10/) in blister

Berlin-Chemie A.G., Glienicker Weg 

125, 12489 Berlin- batch releaser, Hennig 

Arzneimittel GmbH & Co. KG, Liebigstrasse 

1-2, 65439 Floersheim-am-Main, Germany- 

bulk manufacturer, Menarini-Von Heyden 

GmbH, Leipziger Strasse 7-13, 01097 Dresden, 

Germany- packager, quality control

Germany

Berlin-Chemie A.G., Glienicker Weg 

125, 12489 Berlin Germany PoM

ЛП-№003063-РГ-AM 

30.06.2026

12 Dicloberl retard diclofenac (diclofenac sodium)

capsules prolonged-

release 100mg; (20/2x10/) in blister

Berlin-Chemie A.G., Glienicker Weg 

125, 12489 Berlin- batch releaser, Hennig 

Arzneimittel GmbH & Co. KG, Liebigstrasse 

1-2, 65439 Floersheim-am-Main, 

Germany- bulk manufacturer, quality 

control (phisicochemical), Menarini-Von 

Heyden GmbH, Leipziger Strasse 7-13, 01097 

Dresden, Germany- packager, quality control 

(microbiological) 

Germany

Berlin-Chemie A.G., Glienicker Weg 

125, 12489 Berlin Germany PoM

ЛП-№003063-РГ-AM 

30.06.2026

13 Tebantin gabapentin capsules 300mg; (50/5x10/) in blister, (100/10x10/) in 

blister

Gedeon Richter PLC, Gyomroi ut 19-21, 1103 

Budapest

Hungary Gedeon Richter PLC, Gyomroi ut 19-21, 

1103 Budapest

Hungary PoM ЛП-№001220-ГП-АМ 

30.06.2026



14 Mycosyst fluconazole capsules 150mg; (1/1x1/) in blister, (2/2x1/) in blister, 

(4/4x1/) in blister

GEDEON RICHTER JSC- RUS, Lesnaya St. 

40., Shuvoye, Moscow region, Yegoriyevsky 

district, 140342- bulk manufacturer, batch 

releaser, GEDEON RICHTER JSC- RUS, 

Lesnaya St. 43/5., Shuvoye, Moscow region, 

Yegoriyevsky district, 140342, Russia- 

packager, GEDEON RICHTER JSC- RUS, 

Lesnaya St. 40., build.1, Shuvoye, Moscow 

region, Yegoriyevsky district, 140342, Russia- 

quality control (physicochemical), GEDEON 

RICHTER JSC- RUS, Lesnaya St. 40., build.2, 

Shuvoye, Moscow region, Yegoriyevsky 

district, 140342, Russia- quality control 

(microbiological) 

Russia Gedeon Richter PLC, Gyomroi ut 19-21, 

1103 Budapest

Hungary PoM ЛП-№005615-ГП-АМ 

30.06.2026

15 Mycosyst fluconazole capsules

150mg; (1/1x1/) in blister, (2/2x1/) in blister, 

(4/4x1/) in blister

GEDEON RICHTER JSC- RUS, Lesnaya St. 

40., Shuvoye, Moscow region, Yegoriyevsky 

district, 140342- batch releaser, Gedeon 

Richter PLC, Gyomroi ut 19-21, 1103 

Budapest, Hungary- bulk manufacturer, 

GEDEON RICHTER JSC- RUS, Lesnaya St. 

43/5., Shuvoye, Moscow region, Yegoriyevsky 

district, 140342, Russia- packager, GEDEON 

RICHTER JSC- RUS, Lesnaya St. 40., build.1, 

Shuvoye, Moscow region, Yegoriyevsky 

district, 140342, Russia- quality control 

(physicochemical), GEDEON RICHTER 

JSC- RUS, Lesnaya St. 40., build.2, Shuvoye, 

Moscow region, Yegoriyevsky district, 140342, 

Russia- quality control (microbiological) 

Russia

Gedeon Richter PLC,  Gyomroi ut 19-21, 

1103 Budapest Hungary PoM

ЛП-№005615-ГП-АМ 

30.06.2026

16 Mycosyst fluconazole capsules 150mg; (1/1x1/) in blister, (2/2x1/) in blister, 

(4/4x1/) in blister

Gedeon Richter PLC, Gyomroi ut 19-21, 1103 

Budapest

Hungary Gedeon Richter PLC, Gyomroi ut 19-21, 

1103 Budapest

Hungary PoM ЛП-№005615-ГП-АМ 

30.06.2026

17 Diflucan fluconazole capsules 50mg; (7/1x7/), in blister, (28/4x7/) in blister Fareva Amboise,  Zone Industrielle, 29 route 

des Industries, 37530 Poce-sur-Cisse 

France Pfizer Inc., 66 Hudson Boulevard East, 

New York, NY 10001-2192

USA PoM ЛП-№002126-ГП-AM 

30.06.2026

18 Diflucan fluconazole capsules 150mg; (1/1x1/) in blister, (2/1x2/) in blister, 

(4/1x4/) in blister, (12/3x4/) in blister

Fareva Amboise,  Zone Industrielle, 29 route 

des Industries, 37530 Poce-sur-Cisse 

France Pfizer Inc., 66 Hudson Boulevard East, 

New York, NY 10001-2192

USA PoM ЛП-№002126-ГП-AM 

30.06.2026

19 Azopt brinzolamide drops eye 10mg/ml; plastic vial 5ml Novartis Manufacturing N.V., Rijksweg 14, 

Puurs-Sint- Amands, 2870 

Belgium Novartis Pharma AG, Lichtstrasse 35, 

4056 Basel

Switzerland PoM ЛП-№002603-ГП-AM 

30.06.2026



20 Lamal lamotrigine tablets 25mg; (30/3x10/) 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

ЛП-№000302-ГП-АМ 

30.06.2026

21 Lamal lamotrigine tablets 50mg; (30/3x10/) 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

ЛП-№000302-ГП-АМ 

30.06.2026

22 Lamal lamotrigine tablets 100mg; (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

ЛП-№000302-ГП-АМ 

30.06.2026

23 Lamal lamotrigine tablets 200mg; (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

ЛП-№000302-ГП-АМ 

30.06.2026

24 Zolaxa ODT olanzapine tablets orodispersible

10mg; (28/2x14/) in blister, (30/5x6/) in blister, 

(56/4x14/) in blister

Pharmaceutical Works Polpharma S.A., 19 

Pelplinska Str., 83-200 Starogard Gdanski Poland

Pharmaceutical Works Polpharma 

S.A., 19 Pelplinska Str., 83-200 Starogard 

Gdanski

Poland PoM

ЛП-№000239-ГП-AM 

30.06.2026

25 Jadenu deferasirox tablets film-coated 90mg; (30/3x10/) in blister, (90/9x10/) in blister

Novartis Pharma Produktions GmbH, 

Oeflinger Strasse 44, Wehr, 79664- packager, 

quality control (physicochemical), batch 

releaser, Novartis Pharma Stein AG, 

Schaffhauserstrasse, Stein, 4332, Switzerland- 

bulk manufacturer, quality control 

(microbiological) 

Germany

Novartis Pharma AG, Lichtstrasse 35, 

4056 Basel Switzerland PoM

ЛП-№000251-ГП-AM 

30.06.2026

26 Jadenu deferasirox tablets film-coated 90mg; (30/3x10/) in blister, (90/9x10/) in blister Sandoz S.R.L., str. Livezeni nr. 7A, 540472, 

Targu Mures 

Romania Novartis Pharma AG, Lichtstrasse 35, 

4056 Basel

Switzerland PoM ЛП-№000251-ГП-AM 

30.06.2026

27 Jadenu deferasirox tablets film-coated

180mg; (30/3x10/) in blister, (90/9x10/) in 

blister

Novartis Neva LLC, Doroga v Kamenku Road 

to Kamenka, Building 40, Block 3, Letter A- 

secondary packager, batch releaser, Novartis 

Pharma Stein AG, Schaffhauserstrasse, 4332, 

Stein, Switzerland- bulk manufacturer, quality 

control (microbiological), Novartis Pharma 

Produktions GmbH, Oeflinger Strasse 44, 

79664 Wehr, Germany- primary packager, 

quality control (physicochemical) 

Russia

Novartis Pharma AG, Lichtstrasse 35, 

4056 Basel Switzerland PoM

ЛП-№000251-ГП-AM 

30.06.2026



28 Jadenu deferasirox tablets film-coated

180mg; (30/3x10/) in blister, (90/9x10/) in 

blister

Novartis Pharma Produktions GmbH, 

Oeflinger Strasse 44, Wehr, 79664- packager, 

quality control (physicochemical), batch 

releaser, Novartis Pharma Stein AG, 

Schaffhauserstrasse, Stein, 4332, Switzerland- 

bulk manufacturer, quality control 

(microbiological) 

Germany

Novartis Pharma AG, Lichtstrasse 35, 

4056 Basel Switzerland PoM

ЛП-№000251-ГП-AM 

30.06.2026

29 Jadenu deferasirox tablets film-coated 180mg; (30/3x10/) in blister, (90/9x10/) in 

blister

Sandoz S.R.L., str. Livezeni nr. 7A, 540472, 

Targu Mures 

Romania Novartis Pharma AG, Lichtstrasse 35, 

4056 Basel 

Switzerland PoM ЛП-№000251-ГП-AM 

30.06.2026

30 Jadenu deferasirox tablets film-coated

360mg; (30/3x10/) in blister, (90/9x10/) in 

blister

Novartis Neva LLC, Doroga v Kamenku Road 

to Kamenka, Building 40, Block 3, Letter A- 

secondary packager, batch releaser, Novartis 

Pharma Stein AG, Schaffhauserstrasse, 4332, 

Stein, Switzerland- bulk manufacturer, quality 

control (microbiological), Novartis Pharma 

Produktions GmbH, Oeflinger Strasse 44, 

79664 Wehr, Germany- primary packager, 

quality control (physicochemical) 

Russia

Novartis Pharma AG, Lichtstrasse 35, 

4056 Basel Switzerland PoM

ЛП-№000251-ГП-AM 

30.06.2026

31 Jadenu deferasirox tablets film-coated

360mg; (30/3x10/) in blister, (90/9x10/) in 

blister

Novartis Pharma Produktions GmbH, 

Oeflinger Strasse 44, Wehr, 79664- packager, 

quality control (physicochemical), batch 

releaser, Novartis Pharma Stein AG, 

Schaffhauserstrasse, Stein, 4332, Switzerland- 

bulk manufacturer, quality control 

(microbiological) 

Germany

Novartis Pharma AG, Lichtstrasse 35, 

4056 Basel Switzerland PoM

ЛП-№000251-ГП-AM 

30.06.2026

32 Jadenu deferasirox tablets film-coated 360mg; (30/3x10/) in blister, (90/9x10/) in 

blister

Sandoz S.R.L., str. Livezeni nr. 7A, 540472, 

Targu Mures 

Romania Novartis Pharma AG, Lichtstrasse 35, 

4056 Basel 

Switzerland PoM ЛП-№000251-ГП-AM 

30.06.2026

33 Magnerot

magnesium orotate (magnesium 

orotate dihydrate) tablets

500mg; (20/2x10/) in blister, (50/5x10/) in 

blister, (20/1x20/) in blister, (40/2x20/) in blister, 

(60/3x20/) in blister, (80/4x20/) in blister, 

(100/5x20/) in blister

Woerwag Pharma Production GmbH & Co. 

KG, Gewerbealle 1, 82343 Poecking- bulk 

manufacturer, packager, quality control 

(physicochemical), batch releaser, Labor LS 

SE & Co. KG, Mangelsfeld 4-6, Grossenbrach, 

Bad Bocklet, 97780, Germany- quality control 

(microbiological) 

Germany

Woerwag Pharma GmbH & Co. KG, 

Flugfeld-Allee 24, 71034 Boeblingen Germany OTC

ЛП-№000260-ГП-AM   

30.06.2026



34 Magnerot magnesium orotate (magnesium 

orotate dihydrate)

tablets

500mg; (20/2x10/) in blister, (50/5x10/) in 

blister, (20/1x20/) in blister, (40/2x20/) in blister, 

(60/3x20/) in blister, (80/4x20/) in blister, 

(100/5x20/) in blister

PIQ-PHARMA LEK LLC, 308010, 

Belgorod region, Belgorodsky district, 

urban village Severny, Berezovaya St. 

1/19- bulk manufacturer, packager, quality 

control (physicochemical), batch releaser, 

FARMOBORONA Test Center, Ltd., 

Moscow Region, Korolyov, Gagarin St., 46A, 

Russia- quality control (microbiological) 

Russia Woerwag Pharma GmbH & Co. KG, 

Flugfeld-Allee 24, 71034 Boeblingen 

Germany OTC ЛП-№000260-ГП-AM 

30.06.2026  

35 Magnerot

magnesium orotate (magnesium 

orotate dihydrate) tablets

500mg; (20/2x10/) in blister, (50/5x10/) in 

blister, (20/1x20/) in blister, (40/2x20/) in blister, 

(60/3x20/) in blister, (80/4x20/) in blister, 

(100/5x20/) in blister

Worwag Pharma Operations Sp. z o.o., Ul. 

Gen. Mariana Langiewicza 58, Konstantynow 

Lodzki, 95-050- bulk manufacturer, packager, 

quality control (physicochemical), batch 

releaser, MIKROLAB Sp. z o.o., Ul. Lubelska 

5/7, 03-802 Warsaw, Poland- quality control 

(microbiological) 

Poland

Woerwag Pharma GmbH & Co. KG, 

Flugfeld-Allee 24, 71034 Boeblingen Germany OTC

ЛП-№000260-ГП-AM  

30.06.2026 


