
LIST

of the medicines recommended for the registration by the Center according to the meeting decision  N 06-1/26  on June 05, 2026

N Trade name
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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 Elixus apixaban
tablets film-

coated 5mg; (10/1x10/) in blister
Ibn Al Haytham Pharma Industries Co., 

P.O.Box 16232, Al Mansura-Aleppo Syria
Ibn Al Haytham Pharma 

Industries Co., P.O.Box 16232, Al 
Mansura-Aleppo

Syria PoM 24142 05.06.2026

2 Elixus apixaban
tablets film-

coated 2,5mg; (10/1x10/) in blister
Ibn Al Haytham Pharma Industries Co., 

P.O.Box 16232, Al Mansura-Aleppo Syria
Ibn Al Haytham Pharma 

Industries Co., P.O.Box 16232, Al 
Mansura-Aleppo

Syria PoM 24143 05.06.2026 

3
ROPIVACAINE 

VELPHARM
ropivacaine (ropivacaine 

hydrochloride)
solution for 
injection

2mg/ml; (5/1x5/) ampoules 
20ml, in blister

Velfarm LLC, Kurgan Region, Kurgan city, 
Prospekt Konstitutsii, Building 11 Russia

Velpharm LLC Ozerkovsky Lane, 
Building 12, Floor 1, Premises I, 

Room 9, 115184, Moscow
Russia PoM 24144 05.06.2026

4 ROPIVACAINE 
VELPHARM

ropivacaine (ropivacaine 
hydrochloride)

solution for 
injection

10mg/ml; (5/1x5/) ampoules 
10ml in blister

Velfarm LLC, Kurgan Region, Kurgan city, 
Prospekt Konstitutsii, Building 11 

Russia
"Velpharm" LLC Ozerkovsky 

Lane, Building 12, Floor 1, 
Premises I, Room 9, 115184, 

Moscow

Russia PoM 24145 05.06.2026

5 Imatinib-DRLA imatinib (imatinib mesylate) capsules 400mg; (30/3x10/) in blister
Dr.Reddy's Laboratories Limited 

Formulation Unit-VII, Plot Nos. P1 to P9, 
Phase III, VSEZ, Duvvada, Visakhapatnam 

District 530046, Andhra Pradesh 

India
Dr. Reddy's Laboratories Ltd., 8-2-

337, Road No. 3, Banjara Hills, 
Hyderabad-500 034 Telangana 

India PoM 24146 05.06.2026

6 Abitomax abiraterone (abiraterone 
acetate)

tablets film-
coated

500mg; (60) in plastic 
container

Aversi-Rational Ltd, 33 David Kobakhidze 
Str., 0198, Tbilisi- packager, quality control, 
batch releaser, Synthon Hispania, S.L.,C/

Castello, N1, 08830, Sant Boi de Llobregat, 
Barcelona, Spain- bulk manufacturer, 

primary packager 

Georgia Aversi-Rational Ltd, 33 David 
Kobakhidze Str., 0198, Tbilisi 

Georgia PoM 24147 05.06.2026



LIST

of the medicines recommended for registration under the EAEU procedure by the Center according to the meeting decision N 06-1/26  on June 05, 
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Pharmaceutical 
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1 Biseptol sulfamethoxazole, trimethoprim tablets 100mg+20mg; (20/1x20/) in blister
Adamed Pharma S.A., 5 Marszalka 

Jozefa Pilsudskiego Str., 95-200 
Pabianice 

Poland
Adamed Pharma S.A., 
6A, Pienkow, Mariana 

Adamkiewicza St., 05-152 
Czosnow

Poland PoM 24172 (007845) 
05.06.2026

2 Biseptol sulfamethoxazole, trimethoprim tablets 400mg+80mg; (20/1x20/) in blister
Adamed Pharma S.A., 5 Marszalka 

Jozefa Pilsudskiego Str., 95-200 
Pabianice 

Poland
Adamed Pharma S.A., 
6A, Pienkow, Mariana 

Adamkiewicza St., 05-152 
Czosnow

Poland PoM 24173 (007845) 
05.06.2026

3 Diovan valsartan
tablets film-

coated
160mg; (14/1x14/) in blister, (28/2x14/) in 

blister

Novartis Pharmaceutica, S.A., Gran 
Via de les Corts Catalanes 764, 08013 
Barcelona - batch releaser, Siegfried 
Barbera S.L., Ronda de Santa Maria 

158, 08210 Barbera del Valles, 
Barcelona, Spain- bulk manufacturer, 

packager, quality control 

Spain
Novartis Pharma AG, 

Lichtstrasse 35, 4056 Basel Switzerland PoM
24174 (015546) 

05.06.2026

4 Diovan valsartan
tablets film-

coated
160mg; (14/1x14/) in blister, (28/2x14/) in 

blister
Novartis Farma S.p.A., Via Provinciale 
Schito 131, 80058 Torre Annunziata Italy

Novartis Pharma AG, 
Lichtstrasse 35, 4056 Basel Switzerland PoM

24175 (015546) 
05.06.2026

5 Diovan valsartan
tablets film-

coated
80mg; (14/1x14/) in blister, (28/2x14/) in 

blister

Novartis Pharmaceutica, S.A., Gran 
Via de les Corts Catalanes 764, 08013 
Barcelona - batch releaser, Siegfried 
Barbera S.L., Ronda de Santa Maria 

158, 08210 Barbera del Valles, 
Barcelona, Spain- bulk manufacturer, 

packager, quality control

Spain
Novartis Pharma AG, 

Lichtstrasse 35, 4056 Basel Switzerland PoM
24176 (015546) 

05.06.2026



6 Diovan valsartan
tablets film-

coated
80mg; (14/1x14/) in blister, (28/2x14/) in 

blister
Novartis Farma S.p.A., Via Provinciale 
Schito 131, 80058 Torre Annunziata Italy

Novartis Pharma AG, 
Lichtstrasse 35, 4056 Basel Switzerland PoM

24177 (015546) 
05.06.2026

7 Sinecod butamirate (butamirate citrate) drops oral 5mg/ml;  20ml glass vial with dropper Haleon CH SARL, Route de l̀ Etraz, 
1260 Nyon 

Swaziland
JSC Haleon Rus, Presnenskaya 

Naberezhnaya, 10, unit III, 
room 9, 6 floor, 123112, 

Moscow 

Russia OTC 24178 (007824) 
05.06.2026

8 Sinecod butamirate (butamirate citrate) solution oral
1,5mg/ml; 100ml glass bottle and 

measuring cup, 200ml glass bottle and 
measuring cup

Haleon CH SARL, Route de l̀ Etraz, 
1260 Nyon

Swaziland
JSC Haleon Rus, Presnenskaya 

Naberezhnaya, 10, unit III, 
room 9, 6 floor, 123112, 

Moscow 

Russia OTC 24179 (007824) 
05.06.2026

9 Nizoral ketoconazole shampoo 
medicinal

20mg/g; plastic bottle 60ml, plastic bottle 
120ml

Hemofarm A.D., 26300, Vrsac, 
Beogradski put b.b.- batch releaser, 

Hemofarm A.D., 15000, Vrsac, 
Hajduk (plant Sabac), Veljkova b.b., 
Sabac, Serbia- bulk manufacturer, 

packager, quality control 

Serbia
STADA Arzneimittel AG, 

Stadastrasse 2-18, 61118 Bad 
Vilbel

Germany OTC 24180 (021399) 
05.06.2026

10 Nizoral ketoconazole
shampoo 
medicinal

20mg/g; plastic bottle 60ml, plastic bottle 
120ml

Janssen Pharmaceutica NV, 
Turnhoutseweg 30, 2340 Beerse Belgium

STADA Arzneimittel AG, 
Stadastrasse 2-18, 61118 Bad 

Vilbel
Germany OTC

24181 (021399) 
05.06.2026

11 Flosteron
betamethasone (betamethasone 
dipropionate), betamethasone 

(betamethasone sodium 
phosphate)

suspension for 
injection

5mg/ml+2mg/ml; (5) ampoules 1ml 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 24182 (005377) 
05.06.2026

12 Golden Star Balsam
levomenthol, camphor racemic, 
peppermint oil, eucalyptus oil, 

clove oil, cinnamon oil

ointment for 
external use

113,75mg/g+227,5mg/g+132,5mg/
g+32,25mg/g+59mg/g+14mg/g; 4g metallic 
container, 4g metallic container with screw

Danapha Pharmaceutical JSC, 253 
Dung Si Thanh Khe str., Thanh Khe 

District, Danang city 
Vietnam

"DOMINANTA-SERVIS" 
JSC, Komsomolskaya St. 1, 

building 49, room 1, apartment 
223, Podolsk, Moscow region, 

142100

Russia OTC
24183 (017176) 

05.06.2026



13 Zyllt Krka
clopidogrel (clopidogrel hydrogen 

sulphate)
tablets film-

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

blister, (30/3x10/) in blister, (90/9x10/) in 
blister

KRKA, d.d., Novo mesto, Smarjaska 
cesta 6, 8501 Novo mesto- packager, 

quality control (microbiological), 
batch releaser, Unichem 

Laboratories Limited, Plots 15, 16, 
17, 17A, 18, Pilerne Industrial Estate, 

Pilerne, Bardez GoA, India- bulk 
manufacturer, KRKA, d.d., Novo 

mesto, Povhova ulica 5, 8501 Novo 
Mesto, Slovenia- quality control 

(physicochemical) 

Slovenia
KRKA, d.d., Novo mesto, 

Smarjaska cesta 6, 8501 Novo 
mesto

Slovenia PoM
24184 (026536) 

05.06.2026

14 Zyllt Krka
clopidogrel (clopidogrel hydrogen 

sulphate)
tablets film-

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

blister, (30/3x10/) in blister, (90/9x10/) in 
blister

KRKA, d.d., Novo mesto, Smarjaska 
cesta 6, 8501 Novo mesto- packager, 

quality control, batch releaser, 
Unichem Laboratories Limited, Plots 
15, 16, 17, 17A, 18, Pilerne Industrial 
Estate, Pilerne, Bardez GoA, India- 

bulk manufacturer 

Slovenia
KRKA, d.d., Novo mesto, 

Smarjaska cesta 6, 8501 Novo 
mesto

Slovenia PoM
24185 (026536) 

05.06.2026

15 Milgamma protekt
benfotiamine, pyridoxine 

(pyridoxine hydrochloride)
tablets film-

coated
300mg; (30/3x10/) in blister, (100/10x10/) 

in blister

Dragenopharm Apotheker Puschl 
GmbH, Gollstrasse 1, 84529 

Tittmoning- bulk manufacturer, 
packager, quality control 

(physicochemical), batch releaser, 
Labor LS SE & Co. KG, Mangelsfeld 
4, 5, 6, Bad Bocklet-Grossenbrach, 
Bayern, 97708, Germany- quality 

control (microbiological) 

Germany
Woerwag Pharma GmbH 

& Co. KG, Flugfeld-Allee 24, 
71034 Boeblingen

Germany PoM
24186 (010707) 

05.06.2026

16 Leatrisa tibolone tablets 2,5mg; (28/1x28/) in blister, (84/3x28/) in 
blister

Lindopharm GmbH, Neustrasse 82, 
40721 Hilden- bulk manufacturer, 

packager, quality control 
(physicochemical), batch releaser, 

Labor LS SE & Co. KG, Mangelsfeld 
4-6, Grossenbrach, Bad Bocklet, 
97708, Germany- quality control 

(microbiological) 

Germany
Aristo Pharma GmbH, 

Wallenroder strasse 8-10, 
13435, Berlin

Germany PoM 24187 (001103) 
05.06.2026



17 Leatrisa tibolone tablets
2,5mg; (28/1x28/) in blister, (84/3x28/) in 

blister

Lindopharm GmbH, Neustrasse 82, 
40721 Hilden- bulk manufacturer, 

packager, quality control 
(physicochemical), batch releaser, 

IMQ- Institut fur mikrobiologische 
Qualitatssicherung GmbH, 

Benninghofer Weg 2, Mettmann, 
40822, Germany- quality control 

(microbiological) 

Germany
Aristo Pharma GmbH, 

Wallenroder strasse 8-10, 
13435, Berlin

Germany PoM
24188 (001103) 

05.06.2026

18 Golden Star Balsam
crystallic menthol, camphor, 

menthae oil, eucalypt oil, cloves 
oil, cassia oil

pencil
0,658g/1,3g+0,124g/1,3g+0,258g/1,3g+0,065
g/1,3g+0,005g/1,3g+ 0,006g/1,3g; pencil 1,3g

Danapha Pharmaceutical JSC, 253 
Dung Si Thanh Khe str., Thanh Khe 

District, Danang city 
Vietnam

"DOMINANTA-SERVIS" 
JSC, Komsomolskaya St. 1, 

building 49, room 1, apartment 
223, Podolsk, Moscow region, 

142100

Russia OTC
24189 (019566) 

05.06.2026

19 Ceftriaxone ceftriaxone (ceftriaxone sodium)
powder for 

solution for i/m 
and i/v injection

0,5g; (1) glass vial, (10) glass vials, (270) 
glass vials

Open joint stock company 
"Borisovskiy zavod medicinskikh 
preparatov", 64/3, ul. Chapaeva, 

Borisov, Minsk region 

Republic of 
Belarus

Open joint stock company 
"Borisovskiy zavod 

medicinskikh preparatov" 64, 
ul. Chapaeva, Borisov 222518, 

Minsk region

Republic of 
Belarus PoM

24190 (015500) 
05.06.2026

20 Ceftriaxone ceftriaxone (ceftriaxone sodium)
powder for 

solution for i/m 
and i/v injection

1g; (1) glass vial, (10) glass vials, (270) glass 
vials

Open joint stock company 
"Borisovskiy zavod medicinskikh 
preparatov", 64/3, ul. Chapaeva, 

Borisov, Minsk region 

Republic of 
Belarus

Open joint stock company 
"Borisovskiy zavod 

medicinskikh preparatov" 64, 
ul. Chapaeva, Borisov 222518, 

Minsk region

Republic of 
Belarus PoM

24191 (015500) 
05.06.2026

21 Ibuprofen MAX ibuprofen
tablets film-

coated
400mg; (10/1x10/) in blister, (20/2x10/) in 

blister

Open joint stock company 
"Borisovskiy zavod medicinskikh 

preparatov" 64A, Chapaev str., Borisov 
222518, Minsk region 

Republic of 
Belarus

Open joint stock company 
"Borisovskiy zavod 

medicinskikh preparatov" 64, 
Chapaev str., Borisov 222518, 

Minsk region

Republic of 
Belarus PoM

24192 (003125) 
05.06.2026

22 Melarena melatonin
tablets film-

coated
0,3mg; (10/1x10/) in blister, (30/3x10/) in 

blister
Hemofarm LLC, 249035, Obninsk, 

Kaluga Region, 62 Kievskoye highway Russia
Nizhpharm JSC, 603105, 

Nizhny Novgorod, 
Salganskaya st., 7

Russia OTC
24193 (017282) 

05.06.2026

23 Melarena melatonin tablets film-
coated

3mg; (10/1x10/) in blister, (30/3x10/) in 
blister

Hemofarm LLC, 249035, Obninsk, 
Kaluga Region, 62 Kievskoye highway  

Russia
Nizhpharm JSC, 603105, 

Nizhny Novgorod, 
Salganskaya st., 7 

Russia OTC 24194 (017282) 
05.06.2026



24 Faslodex fulvestrant
solution for 
injection

50mg/ml; (2) pre-filled syringes and (2) 
needles

AstraZeneca Industries LLC, property 
8,1st Vostochny passage, Dobrino 

village, Borovsk area, Kaluga region, 
249020- secondary packager, batch 
releaser, Vetter Pharma-Fertigung 
GmbH & Co. KG, Schutzenstrasse 
87 and 99-101, 88212 Ravensburg, 

Germany- bulk manufacturer, 
primary packager, quality control 

Russia

AstraZeneca UK Limited, 
1 Francis Crick Avenue, 
Cambridge Biomedical 

Campus, Cambridge, CB2 
0AA 

UK PoM
24195 (001873) 

05.06.2026

25 Faslodex fulvestrant
solution for 
injection

50mg/ml; (2) pre-filled syringes and (2) 
needles

AstraZeneca Industries LLC, property 
8,1st Vostochny passage, Dobrino 

village, Borovsk area, Kaluga region, 
249020- secondary packager, batch 
releaser, Vetter Pharma-Fertigung 
GmbH & Co. KG, Eisenstrasse 2-4, 

88085 Langenargen, Germany- bulk 
manufacturer, primary packager, 

quality control 

Russia

AstraZeneca UK Limited, 
1 Francis Crick Avenue, 
Cambridge Biomedical 

Campus, Cambridge, CB2 
0AA

UK PoM
24196 (001873) 

05.06.2026

26 Faslodex fulvestrant solution for 
injection

50mg/ml; (2) pre-filled syringes and (2) 
needles

AstraZeneca UK Limited, Silk Road 
Business Park, Macclesfield, Cheshire 
SK10 2NA- secondary packager, batch 

releaser, Vetter Pharma-Fertigung 
GmbH & Co. KG, Schutzenstrasse 
87 and 99-101, 88212 Ravensburg, 

Germany- bulk manufacturer, 
primary packager, quality control 

UK

AstraZeneca UK Limited, 
1 Francis Crick Avenue, 
Cambridge Biomedical 

Campus, Cambridge, CB2 
0AA 

UK PoM 24197 (001873) 
05.06.2026

27 Faslodex fulvestrant solution for 
injection

50mg/ml; (2) pre-filled syringes and (2) 
needles

AstraZeneca UK Limited, Silk Road 
Business Park, Macclesfield, Cheshire 

SK10 2NA- secondary packager, 
quality control, batch releaser, Vetter 
Pharma-Fertigung GmbH & Co. KG, 
Eisenstrasse 2-4, 88085 Langenargen, 

Germany- bulk manufacturer, 
primary packager 

UK

AstraZeneca UK Limited, 
1 Francis Crick Avenue, 
Cambridge Biomedical 

Campus, Cambridge, CB2 
0AA 

UK PoM 24198 (001873) 
05.06.2026

28 Gadovist gadobutrol
solution for 
injection 604,72mg/ml; (5) glass vials 15ml

Bayer AG, Mullerstrasse 178, 13353, 
Berlin Germany

Bayer AG, Kaiser-Wilhelm-
Allee 1, 51373 Leverkusen Germany PoM

24199 (012371) 
05.06.2026



29 Gadovist gadobutrol
solution for 
injection 604,72mg/ml; (1) glass vial 30ml

Bayer AG, Mullerstrasse 178, 13353, 
Berlin Germany

Bayer AG, Kaiser-Wilhelm-
Allee 1, 51373 Leverkusen Germany PoM

24200 (012371) 
05.06.2026

30 Gadovist gadobutrol solution for 
injection

604,72mg/ml; (5/5x1/) pre-filled glass 
syringes 5ml in blister, (5) plastic prefilled 

syringes 5ml
Bayer AG, Mullerstrasse 178, 13353, 

Berlin 
Germany Bayer AG, Kaiser-Wilhelm-

Allee 1, 51373 Leverkusen 
Germany PoM 24201 (012371) 

05.06.2026

31 Gadovist gadobutrol solution for 
injection

604,72mg/ml; (5/5x1/) pre-filled glass 
syringes 7,5ml in blister, (5) plastic prefilled 

syringes 7,5ml
Bayer AG, Mullerstrasse 178, 13353, 

Berlin 
Germany Bayer AG, Kaiser-Wilhelm-

Allee 1, 51373 Leverkusen
Germany PoM 24202 (012371) 

05.06.2026

32 Gadovist gadobutrol solution for 
injection

604,72mg/ml; (5) glass vials 15ml
Scientific Technological 

Pharmaceutical Firm "POLYSAN" 
LLC, Salova str., Bld 72, Unit 2, Litt. A, 

Saint Petersburg, 192102 

Russia Bayer AG, Kaiser-Wilhelm-
Allee 1, 51373 Leverkusen 

Germany PoM 24203 (012371) 
05.06.2026

33 Phesgo pertuzumab, trastuzumab
solution for 

subcutaneous 
injection

600mg+600mg; glass vial 10ml
F. Hoffmann-La Roche Ltd., 

Wurmisweg, 4303, Kaiseraugst Switzerland
F. Hoffmann-La Roche Ltd, 
Grenzacherstrasse 124 Basel, 

4058 
Switzerland PoM

24204 (008805) 
05.06.2026

34 Phesgo pertuzumab, trastuzumab
solution for 

subcutaneous 
injection

1200mg+600mg; glass vial 15ml F. Hoffmann-La Roche Ltd., 
Wurmisweg, 4303, Kaiseraugst 

Switzerland
F. Hoffmann-La Roche Ltd, 
Grenzacherstrasse 124 Basel, 

4058 
Switzerland PoM 24205 (008805) 

05.06.2026

35 Phesgo pertuzumab, trastuzumab
solution for 

subcutaneous 
injection

600mg+600mg; glass vial 10ml

Belmedpreparaty RUE, 220007, 
Minsk, Fabritsius St., 30- secondary 

packager, batch releaser, F. Hoffmann-
La Roche Ltd., Wurmisweg, 4303, 

Kaiseraugst, Switzerland- bulk 
manufacturer, primary packager, 

quality control 

Republic of 
Belarus

F. Hoffmann-La Roche Ltd, 
Grenzacherstrasse 124 Basel, 

4058 
Switzerland PoM

24206 (008805) 
05.06.2026

36
Milgamma 

compositum tab
benfotiamine, pyridoxine 

(pyridoxine hydrochloride)
tablets film-

coated
100mg+100mg; (30/2x15/) in blister, 

(60/4x15/) in blister, (100/4x25/) in blister
Saneca Pharmaceuticals a.s., Nitrianska 

100, 920 27 Hlohovec Germany
Woerwag Pharma GmbH & 
Co. KG, Calwer str. 7, 71034 

Boblingen 
Germany PoM

24207 (012056) 
05.06.2026



37 Voltaren Retard diclofenac (diclofenac sodium)
tablets film-

coated prolonged-
release

75mg; (20/2x10/) in blister
Novartis Farma S.p.A., Via Provinciale 
Schito 131, 80058 Torre Annunziata 

(Naples) 
Italy

Novartis Pharma AG, 
Lichtstrasse 35, 4056 Basel Switzerland PoM

24208 (005693) 
05.06.2026

38 AMBER ambroxol (ambroxol 
hydrochloride)

tablets film-
coated

30mg; (20/2x10/) in blister, (100/10x10/) 
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

OTC 24149 (044876) 
05.06.2026

39 AMBER
ambroxol (ambroxol 

hydrochloride)
tablets film-

coated
30mg; (20/2x10/) in blister, (100/10x10/) 

in blister

A LAB PHARMACEUTICALS 
LLC, Kochinyan 13/16, Yerevan- 

secondary packager, quality control, 
batch releaser, Centurion Laboratories 
Pvt. Ltd., P-2 Savli Bio-Tech Park, At 
Manjusar, Tal-Savli, Vadodara, India- 
bulk manufacturer, primary packager 

Republic of 
Armenia

A LAB 
PHARMACEUTICALS LLC, 

Kochinyan 13/16, Yerevan

Republic of 
Armenia OTC

24150 (044876) 
05.06.2026

40 Bicillin-5
benzathine benzylpenicillin, 
benzylpenicillin novocaine

powder for i/m 
suspension for 

injection
1200000IU+300000IU; (40) glass vials

Kievmedpreparat PJSC, 01032, Kiev, 
Saksaganskogo street, 139 Ukraine

Kievmedpreparat PJSC, 01032, 
Kiev, Saksaganskogo street, 139 Ukraine PoM

24151 (024412) 
05.06.2026

41 Taufone taurine drops eye 40mg/ml; 10ml plastic vial-dropper Liqvor CJSC, 0089, Yerevan, str. 
Kochinyan, 7/9

Republic of 
Armenia

Liqvor CJSC, 0089, Yerevan, 
str. Kochinyan, 7/9

Republic of 
Armenia

PoM 24148 (029867) 
05.06.2026
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1 Vegzelma bevacizumab
concentrate 

for solution for 
infusion

25mg/ml; glass vial 4ml

Nuvisan France SARL, 2400, Route des 
Colles, 06410, Biot- batch releaser, Celltrion 
Inc., 20, Academy-ro 51 beon-gil, Yeonsu-

gu, Incheon, 22014, Republic of Korea- bulk 
manufacturer, packager, KYMOS, S.L., 
Ronda de Can Fatjo, 7b, Parc Tecnologic 

Del Valles, Cerdanyola del Valles, Barcelona, 
08290, Spain- quality control 

France
Celltrion Healthcare Hungary 

Kft., 1062 Budapest, Vaci ut 1-3, 
WestEnd, Office Building B 

torony

Hungary PoM 24157 05.06.2026

2 Vegzelma bevacizumab
concentrate 

for solution for 
infusion

25mg/ml; glass vial 16ml

Nuvisan France SARL, 2400, Route des 
Colles, 06410, Biot- batch releaser, Celltrion 
Inc., 20, Academy-ro 51 beon-gil, Yeonsu-

gu, Incheon, 22014, Republic of Korea- bulk 
manufacturer, packager, KYMOS, S.L., 
Ronda de Can Fatjo, 7b, Parc Tecnologic 

Del Valles, Cerdanyola del Valles, Barcelona, 
08290, Spain- quality control 

France
Celltrion Healthcare Hungary 

Kft., 1062 Budapest, Vaci ut 1-3, 
WestEnd, Office Building B 

torony 

Hungary PoM 24158 05.06.2026

3 Vegzelma bevacizumab
concentrate 

for solution for 
infusion

25mg/ml; glass vial 4ml

Nuvisan France SARL, 2400, Route des 
Colles, 06410, Biot- batch releaser, Celltrion 
Inc., 20, Academy-ro 51 beon-gil, Yeonsu-

gu, Incheon, 22014, 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, Barcelona, 08290, 
Spain- quality control 

France

Celltrion Healthcare Hungary 
Kft., 1062 Budapest, Vaci ut 1-3, 

WestEnd, Office Building B 
torony 

Hungary PoM 24159 05.06.2026



4 Vegzelma bevacizumab
concentrate 

for solution for 
infusion

25mg/ml; glass vial 16ml

Nuvisan France SARL, 2400, Route des 
Colles, 06410, Biot- batch releaser, Celltrion 
Inc., 20, Academy-ro 51 beon-gil, Yeonsu-

gu, Incheon, 22014, 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, Barcelona, 08290, 
Spain- quality control 

France

Celltrion Healthcare Hungary 
Kft., 1062 Budapest, Vaci ut 1-3, 

WestEnd, Office Building B 
torony 

Hungary PoM 24160 05.06.2026

5 Vegzelma bevacizumab
concentrate 

for solution for 
infusion

25mg/ml; glass vial 4ml

Nuvisan France SARL, 2400, Route des 
Colles, 06410, Biot- batch releaser, Celltrion 
Inc., 20, Academy-ro 51 beon-gil, Yeonsu-

gu, Incheon, 22014, Republic of Korea- bulk 
manufacturer, primary packager, Steripack 
Medical Poland Sp. zo.o, Leg, ul. Japonska 1, 
55-220 Jelcz-Laskowice, Poland- secondary 
packager, KYMOS, S.L., Ronda de Can Fatjo, 
7b, Parc Tecnologic Del Valles, Cerdanyola 
del Valles, Barcelona, 08290, Spain- quality 

control 

France

Celltrion Healthcare Hungary 
Kft., 1062 Budapest, Vaci ut 1-3, 

WestEnd, Office Building B 
torony 

Hungary PoM 24161 05.06.2026

6 Vegzelma bevacizumab
concentrate 

for solution for 
infusion

25mg/ml; glass vial 16ml

Nuvisan France SARL, 2400, Route des 
Colles, 06410, Biot- batch releaser, Celltrion 
Inc., 20, Academy-ro 51 beon-gil, Yeonsu-

gu, Incheon, 22014, Republic of Korea- bulk 
manufacturer, primary packager, Steripack 
Medical Poland Sp. zo.o, Leg, ul. Japonska 1, 
55-220 Jelcz-Laskowice, Poland- secondary 
packager, KYMOS, S.L., Ronda de Can Fatjo, 
7b, Parc Tecnologic Del Valles, Cerdanyola 
del Valles, Barcelona, 08290, Spain- quality 

control 

France

Celltrion Healthcare Hungary 
Kft., 1062 Budapest, Vaci ut 1-3, 

WestEnd, Office Building B 
torony 

Hungary PoM 24162 05.06.2026



7 Vegzelma bevacizumab
concentrate 

for solution for 
infusion

25mg/ml; glass vial 4ml

Nuvisan France SARL, 2400, Route des 
Colles, 06410, Biot- batch releaser, Samsung 
Biologics Co., Ltd, 300, Songdo bio-daero, 

Yeonsu-gu, Incheon, 21987, Republic 
of Korea- bulk manufacturer, primary 

packager, Celltrion Inc., 20, Academy-ro 
51 beon-gil, Yeonsu-gu, Incheon, 22014, 
Republic of Korea- secondary packager, 

KYMOS, S.L., Ronda de Can Fatjo, 7b, Parc 
Tecnologic Del Valles, Cerdanyola del Valles, 

Barcelona, 08290, Spain- quality control 

France

Celltrion Healthcare Hungary 
Kft., 1062 Budapest, Vaci ut 1-3, 

WestEnd, Office Building B 
torony 

Hungary PoM 24163 05.06.2026

8 Vegzelma bevacizumab
concentrate 

for solution for 
infusion

25mg/ml; glass vial 16ml

Nuvisan France SARL, 2400, Route des 
Colles, 06410, Biot- batch releaser, Samsung 
Biologics Co., Ltd, 300, Songdo bio-daero, 

Yeonsu-gu, Incheon, 21987, Republic 
of Korea- bulk manufacturer, primary 

packager, Celltrion Inc., 20, Academy-ro 
51 beon-gil, Yeonsu-gu, Incheon, 22014, 
Republic of Korea- secondary packager, 

KYMOS, S.L., Ronda de Can Fatjo, 7b, Parc 
Tecnologic Del Valles, Cerdanyola del Valles, 

Barcelona, 08290, Spain- quality control 

France

Celltrion Healthcare Hungary 
Kft., 1062 Budapest, Vaci ut 1-3, 

WestEnd, Office Building B 
torony 

Hungary PoM 24164 05.06.2026

9 Vegzelma bevacizumab
concentrate 

for solution for 
infusion

25mg/ml; glass vial 4ml

Nuvisan France SARL, 2400, Route des 
Colles, 06410, Biot- batch releaser, Samsung 
Biologics Co., Ltd, 300, Songdo bio-daero, 

Yeonsu-gu, Incheon, 21987, 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, Barcelona, 

08290, Spain- quality control 

France

Celltrion Healthcare Hungary 
Kft., 1062 Budapest, Vaci ut 1-3, 

WestEnd, Office Building B 
torony 

Hungary PoM 24165 05.06.2026



10 Vegzelma bevacizumab
concentrate 

for solution for 
infusion

25mg/ml; glass vial 16ml

Nuvisan France SARL, 2400, Route des 
Colles, 06410, Biot- batch releaser, Samsung 
Biologics Co., Ltd, 300, Songdo bio-daero, 

Yeonsu-gu, Incheon, 21987, 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, Barcelona, 

08290, Spain- quality control 

France

Celltrion Healthcare Hungary 
Kft., 1062 Budapest, Vaci ut 1-3, 

WestEnd, Office Building B 
torony 

Hungary PoM 24166 05.06.2026

11 Vegzelma bevacizumab
concentrate 

for solution for 
infusion

25mg/ml; glass vial 4ml

Nuvisan France SARL, 2400, Route des 
Colles, 06410, Biot- batch releaser, Samsung 
Biologics Co., Ltd, 300, Songdo bio-daero, 

Yeonsu-gu, Incheon, 21987, Republic 
of Korea- bulk manufacturer, primary 

packager, Steripack Medical Poland Sp. zo.o, 
Leg, ul. Japonska 1, 55-220 Jelcz-Laskowice, 
Poland- secondary packager, KYMOS, S.L., 

Ronda de Can Fatjo, 7b, Parc Tecnologic 
Del Valles, Cerdanyola del Valles, Barcelona, 

08290, Spain- quality control 

France

Celltrion Healthcare Hungary 
Kft., 1062 Budapest, Vaci ut 1-3, 

WestEnd, Office Building B 
torony 

Hungary PoM 24167 05.06.2026

12 Vegzelma bevacizumab
concentrate 

for solution for 
infusion

25mg/ml; glass vial 16ml

Nuvisan France SARL, 2400, Route des 
Colles, 06410, Biot- batch releaser, Samsung 
Biologics Co., Ltd, 300, Songdo bio-daero, 

Yeonsu-gu, Incheon, 21987, Republic 
of Korea- bulk manufacturer, primary 

packager, Steripack Medical Poland Sp. zo.o, 
Leg, ul. Japonska 1, 55-220 Jelcz-Laskowice, 
Poland- secondary packager, KYMOS, S.L., 

Ronda de Can Fatjo, 7b, Parc Tecnologic 
Del Valles, Cerdanyola del Valles, Barcelona, 

08290, Spain- quality control 

France

Celltrion Healthcare Hungary 
Kft., 1062 Budapest, Vaci ut 1-3, 

WestEnd, Office Building B 
torony 

Hungary PoM 24168 05.06.2026



13 Glatiramer acetate-Vista glatiramer acetate
solution for 
injection

40mg/ml; (12) pre-filled 
syringes 1ml

Synthon Hispania, S.L., C/Castello, N 1, Sant 
Boi de Llobregat, 08830 Barcelona- batch 

releaser, Synthon Chile Ltda, El Castano, 145 
Valle Grande, Lampa, Santiago, 9391521, 

Chile- bulk manufacturer, packager, 
Synthon s.r.o., Brnenska 597/32, Blansko, 
678 01, Czech Republic- quality control 

(physicochemical), ITEST plus s.r.o., Kladska 
44c/1032, Slezske Predmesti, 500 03, Hradec 

Kralove, Czech Republic- quality control 
(microbiological) 

Spain
Mistral Capital Management 
Limited, 9 Whitmore Manor 
Close, Coventry, CV6 2PH 

England PoM 24169 05.06.2026

14 Glatiramer acetate-Vista glatiramer acetate solution for 
injection

40mg/ml; (12) pre-filled 
syringes 1ml

Synthon Hispania, S.L., C/Castello, N 1, Sant 
Boi de Llobregat, 08830 Barcelona- batch 

releaser, Synthon Chile Ltda, El Castano, 145 
Valle Grande, Lampa, Santiago, 9391521, 

Chile- bulk manufacturer, packager, 
Synthon s.r.o., Brnenska 597/32, Blansko, 
678 01, Czech Republic- quality control 
(physicochemical), ITEST plus s.r.o., Bile 

Vchnice 10, Vapno, 533 16, Czech Republic- 
quality control (microbiological) 

Spain
Mistral Capital Management 
Limited, 9 Whitmore Manor 
Close, Coventry, CV6 2PH 

England PoM 24170 05.06.2026



LIST

of the medicines recommended for the re-registration by the Center according to the meeting decision  N 06-1/26  on June 05, 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 Vilda Denk 50mg vildagliptin tablets 50mg; (28/4x7/) in blister

Denk Pharma GmbH & Co. KG, Goellstr. 1, 
84529 Tittmoning- batch releaser, Combino 
Pharm (Malta) Ltd., HF60, Hal Far Industrial 
Estate BBG3000, Malta- bulk manufacturer, 
packager, quality control (physicochemical), 

BIODNA LABORATORY SERVICES 
LIMITED, LS2.1.1 and LS2.1.2, Malta Life 

Sciences Park, San Gwann Industrial Estate, 
San Gwann, SGN3000, Malta- quality 

control (microbiological) 

Germany
Denk Pharma GmbH & Co. 

KG, Prinzregentenstr. 79, 81675 
Munchen

Germany PoM 24209 05.06.2026



LIST

of the medicines with extented of the regitration certificate term by the Center according to the meeting decision  N 06-1/26  on June 05, 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 Tribux trimebutine (trimebutine 
maleate)

tablets 100mg; (30/3x10/) in blister Biofarm Sp. z o.o., 13, Walbrzyska Str., 
60-198, Poznan

Poland Biofarm Sp. z o.o., 13, Walbrzyska 
Str., 60-198, Poznan

Poland PoM 24171 05.06.2026



LIST

of the medicines recommended for re-registration under the EAEU procedure by the Center according to the meeting decision N 06-1/26  on June 05, 

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 Tyrez bisoprolol (bisoprolol fumarate)
tablets film-

coated 2,5mg; (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

24152 (034546) 
05.06.2026

2 Tyrez bisoprolol (bisoprolol fumarate)
tablets film-

coated 5mg; (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

24153 (034546) 
05.06.2026

3 Tyrez bisoprolol (bisoprolol fumarate)
tablets film-

coated 10mg; (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

24154 (034546) 
05.06.2026

4 Preductal OD
trimetazidine (trimetazidine 

dihydrochloride)
capsules 

prolonged-release
80mg; (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 PoM

24155 (034960) 
05.06.2026

5 Preductal OD
trimetazidine (trimetazidine 

dihydrochloride)
capsules 

prolonged-release
80mg; (30/3x10/) in blister, 

(60/6x10/) in blister

Egis Pharmaceuticals PLC, 1165 Budapest, 
Bokenyfoldi st. 118-120- packager, quality 

control, batch releaser, Egis Pharmaceuticals 
PLC, 9900, Kormend, Matyas Kiraly u. 65, 

Hungary- bulk manufacturer 

Hungary
Les Laboratoires Servier, 50, rue 
Carnot, 92284 Suresnes cedex France PoM

24156 (034960) 
05.06.2026



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 Physiotens moxonidine
tablets film-

coated
0,2mg; (14/1x14/) in blister, 

(28/1x28/) in blister
Mylan Laboratories SAS, Route de Belleville, 

Lieu dit Maillard, 01400 Chatillon sur 
Chalaronne 

France
Abbott Laboratories GmbH, 

Freundallee 9A, 30173 Hannover Germany PoM 21957/1/1 05.06.2026

2 Physiotens moxonidine
tablets film-

coated
0,4mg; (14/1x14/) in blister, 

(28/1x28/) in blister
Mylan Laboratories SAS, Route de Belleville, 

Lieu dit Maillard, 01400 Chatillon sur 
Chalaronne 

France
Abbott Laboratories GmbH, 

Freundallee 9A, 30173 Hannover Germany PoM 21958/1/1 05.06.2026

3 Vamloset
amlodipine (amlodipine besilate), 

valsartan
tablets film-

coated
5mg+80mg; (30/3x10/) in 

blister
KRKA-RUS LLC, 50 Moskovskaya Str., 

Istra, Moscow Region,143500 Russia
KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 Novo 
Mesto

Slovenia PoM 19760/2/1 05.06.2026

4 Vamloset
amlodipine (amlodipine besilate), 

valsartan
tablets film-

coated
5mg+160mg; (30/3x10/) in 

blister
KRKA-RUS LLC, 50 Moskovskaya Str., 

Istra, Moscow Region,143500 Russia
KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 Novo 
Mesto 

Slovenia PoM 19761/2/1 05.06.2026

5 Vamloset
amlodipine (amlodipine besilate), 

valsartan
tablets film-

coated
10mg+160mg; (30/3x10/) in 

blister
KRKA-RUS LLC, 50 Moskovskaya Str., 

Istra, Moscow Region,143500 Russia
KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 Novo 
Mesto

Slovenia PoM 19762/2/1 05.06.2026

6 Moxonidin Avexima moxonidine tablets film-
coated

0,2mg; (60/6x10/) in blister, 
(60/3x20/) in blister, (100/5x20/) 

in blister

Irbitskiy himfarmzavod JSC, 124/1, K. 
Marksa str., Irbit, St. Sverdlovsk, 623856- 
quality control, batch releaser, Irbitskiy 
himfarmzavod JSC, 124-a, K. Marksa 
str., Irbit, St. Sverdlovsk, Russia- bulk 

manufacturer, packager 

Russia
Avexima OJSC, 31A/1, 

Leningradsky pr., Moscow, 
125284 

Russia PoM 23637/1/1 05.06.2026

LIST

of  variations requiring reformulation of registration certificate  approved by the Center according to the  meeting decision  N 06-1/26  on June 05, 2026



7 Moxonidin Avexima moxonidine tablets film-
coated

0,4mg; (60/6x10/) in blister, 
(60/3x20/) in blister, (100/5x20/) 

in blister

Irbitskiy himfarmzavod JSC, 124/1, K. 
Marksa str., Irbit, St. Sverdlovsk, 623856- 
quality control, batch releaser, Irbitskiy 
himfarmzavod JSC, 124-a, K. Marksa 
str., Irbit, St. Sverdlovsk, Russia- bulk 

manufacturer, packager 

Russia
Avexima OJSC, 31A/1, 

Leningradsky pr., Moscow, 
125284 

Russia PoM 23638/1/1 05.06.2026

8 Driptane oxybutynin (oxybutynin 
hydrochloride)

tablets 5mg; (30/2x15/) in blister Astrea Fontaine, Rue des Pres Potets, 21121 
Fontaine les Dijon 

France Abbott Laboratories GmbH, 
Freundallee 9A, 30173 Hannover

Germany PoM 21021/2/1 05.06.2026



LIST

of variations not requiring reformulation of registration certificate  approved by the Center according to the  meeting decision N 06-1/26  on June 05, 

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 Tribux trimebutine (trimebutine 
maleate)

tablets 100mg; (30/3x10/) in blister Biofarm Sp. z o.o., 13, Walbrzyska Str., 
60-198, Poznan

Poland Biofarm Sp. z o.o., 13, Walbrzyska 
Str., 60-198, Poznan

Poland PoM 19839/3 05.06.2026

2 Mirtazapine Canon mirtazapine tablets film-
coated

30mg; (30/3x10/) in blister, 
(30/1x30/) 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 st., Schelkovo city, 
Schelkovo urban district, Moscow 

region, 141100

Russia PoM 20148/2/1 05.06.2026  

3 Mirtazapine Canon mirtazapine tablets film-
coated

45mg; (30/3x10/) 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 st., Schelkovo city, 
Schelkovo urban district, Moscow 

region, 141100

Russia PoM 20149/2/1 05.06.2026  

4 RotaTeq
rotavirus type G1, rotavirus type 
G2, rotavirus type G3, rotavirus 

type G4, rotavirus type P1A
solution oral

not less than 2,2x10̂ 6IU+not 
less than 2,8x10̂ 6IU+not less 

than 2,2x10̂ 6IU+not less 
than 2x10̂ 6IU+not less than 
2,3x10̂ 6IU; (1) plastic tube 
2ml, (10) plastic tubes 2ml

Merck Sharp & Dohme B.V. Waarderweg 
39,Haarlem 2031 BN- batch releaser, Merck 

Sharp & Dohme LLC, 770 Sumneytown 
Pike, West Point, Pennsylvania(PA) 19486, 

USA- bulk manufacturer, packager 

the 
Netherlands

Merck Sharp & Dohme IDEA 
GmbH, Tribschenstrasse 60, 6005 

Luzern
Switzerland PoM 21576/2/1 05.06.2026



5 Vilda Denk 50mg vildagliptin tablets 50mg; (28/4x7/) in blister

Denk Pharma GmbH & Co. KG, Goellstr. 1, 
84529 Tittmoning- batch releaser, Combino 
Pharm (Malta) Ltd., HF60, Hal Far Industrial 
Estate BBG3000, Malta- bulk manufacturer, 
packager, quality control (physicochemical), 

BIODNA LABORATORY SERVICES 
LIMITED, LS2.1.1 and LS2.1.2, Malta Life 

Sciences Park, San Gwann Industrial Estate, 
San Gwann, SGN3000, Malta- quality 

control (microbiological) 

Germany
Denk Pharma GmbH & Co. 

KG, Prinzregentenstr. 79, 81675 
Munchen

Germany PoM 19528/2 05.06.2026

6 Vonab vonoprazan
tablets film-

coated 10mg; (28/4x7/) in blister
Getz Pharma (Pvt.) Limited, 29-30/27, 
Korangi Industrial Area, Karachi 74900 Pakistan

Getz Pharma (Pvt.) Limited, 
29-30/27, Korangi Industrial Area, 

Karachi 74900
Pakistan PoM 23610/1 05.06.2026

7 Vonab vonoprazan
tablets film-

coated 20mg; (28/4x7/) in blister
Getz Pharma (Pvt.) Limited, 29-30/27, 
Korangi Industrial Area, Karachi 74900 Pakistan

Getz Pharma (Pvt.) Limited, 
29-30/27, Korangi Industrial Area, 

Karachi 74900
Pakistan PoM 23611/1 05.06.2026

8 Broncho-munal P lyophilized bacterial lysate capsules hard 3,5mg; (10/1x10/) in blister

Lek Pharmaceuticals d.d., Verovskova 
Str. 57, 1526 Ljubljana- batch releaser, 

OM Pharma SA, Rue Du Bois-Du-Lan 
22, Meyrin 1217, Switzerland- bulk 

manufacturer, quality control, Novartis 
Pharmaceutical Manufacturing LLC, 
Verovskova ulica 57, Ljubljana, 1000, 

Slovenia- packager 

Slovenia Lek Pharmaceuticals d.d., 
Verovskova Str. 57, 1526 Ljubljana

Slovenia PoM 23123/1 05.06.2026

9 Broncho-munal lyophilized bacterial lysate capsules hard 7mg; (10/1x10/) in blister

Lek Pharmaceuticals d.d., Verovskova 
Str. 57, 1526 Ljubljana- batch releaser, 

OM Pharma SA, Rue Du Bois-Du-Lan 
22, Meyrin 1217, Switzerland- bulk 

manufacturer, quality control, Novartis 
Pharmaceutical Manufacturing LLC, 
Verovskova ulica 57, Ljubljana, 1000, 

Slovenia- packager 

Slovenia Lek Pharmaceuticals d.d., 
Verovskova Str. 57, 1526 Ljubljana 

Slovenia PoM 23122/1 05.06.2026



10 Meteospasmyl alverine (alverine citrate), 
simeticone

capsules 60mg+300mg (20/2x10/) in 
blister, (30/3x10/) in blister

Laboratoires MAYOLY SPINDLER, 
6 avenue de l̀  Europe, 78400 Chatou- 

packager, quality control (physicochemical), 
batch releaser, Laboratoires GALENIQUES 

VERNIN, 20 rue Louis-Charles Vernin, 
77190 Dammarie-Les-Lys, France- 
bulk manufacturer,quality control 

(microbiological) 

France
Laboratoires MAYOLY 

SPINDLER, 6 avenue de l̀  Europe, 
78400 Chatou 

France OTC 19602/3 05.06.2026



LIST

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

decision N 06-1/26  on June 05, 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 Natalsid sodium alginate suppositories 
rectal

250mg; (10/2x5/)

Nizhpharm JSC, 603105, Nizhny 
Novgorod, Salganskaya st., 7, c.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-№002743-ГП-
АМ 05.06.2026

2 Tantum Verde
benzydamine 
(benzydamine 
hydrochloride)

spray for local use
0,255mg/dose; 30ml (176 doses) plastic 

container with pump dispenser
Aziende Chimiche Riunite Angelini 

Francesco A.C.R.A.F. S.p.A. Via Vecchia 
Del Pinocchio, 22, 60131 Ancona 

Italy
Angelini Pharma S.p.A., Viale, 

Amelia 70, 00181, Rome Italy OTC
ЛП-№000747-ГП-

АМ 05.06.2026

3 Suprastinex levocetirizine (levocetirizine 
dihydrochloride)

drops oral 5mg/ml; glass vial with dropper 20ml Egis Pharmaceuticals PLC, 9900, 
Kormend, Matyas Kiraly u. 65 

Hungary Egis Pharmaceuticals PLC, 1106 
Budapest, Kereszturi st. 30-38

Hungary OTC ЛП-№001957-ГП-
AM 05.06.2026

4 GENFERON LIGHT interferon alfa-2b, taurine suppositories 
vaginal and rectal

125000IU+5mg; (10/2x5/)
BIOCAD JSC, 5 Promyshlennaya ul., 
bld. 2, Petrovo-Dalneye, Krasnogorsk 

Urban District, Moscow Region, 143422
Russia

BIOCAD JSC, d. 38, str.1, pomeshch. 
89, Intracity Municipality the 

Settlement of Strelna, ul. Svyazi, 
Saint Petersburg, 198515

Russia PoM ЛП-№007484-ГП-
АМ 05.06.2026

5 GENFERON LIGHT interferon alfa-2b, taurine suppositories 
vaginal and rectal

125000IU+5mg; (10/2x5/)
PK-137 LLC, bld. 2, 5557th proyezd, 
Zelenograd, Intracity territory of the 
Silino municipal district, Moscow, 

124460 

Russia
BIOCAD JSC, d. 38, str.1, pomeshch. 

89, Intracity Municipality the 
Settlement of Strelna, ul. Svyazi, 

Saint Petersburg, 198515

Russia PoM ЛП-№007484-ГП-
АМ 05.06.2026

6 GENFERON LIGHT interferon alfa-2b, taurine suppositories 
vaginal and rectal

250000IU+5mg; (10/2x5/)
PK-137 LLC, bld. 2, 5557th proyezd, 
Zelenograd, Intracity territory of the 
Silino municipal district, Moscow, 

124460 

Russia
BIOCAD JSC, d. 38, str.1, pomeshch. 

89, Intracity Municipality the 
Settlement of Strelna, ul. Svyazi, 

Saint Petersburg, 198515

Russia PoM ЛП-№007484-ГП-
АМ 05.06.2026



7 GENFERON LIGHT interferon alfa-2b, taurine suppositories 
vaginal and rectal

250000IU+5mg; (10/2x5/)
BIOCAD JSC, 5 Promyshlennaya ul., 
bld. 2, Petrovo-Dalneye, Krasnogorsk 

Urban District, Moscow Region, 143422
Russia

BIOCAD JSC, d. 38, str.1, pomeshch. 
89, Intracity Municipality the 

Settlement of Strelna, ul. Svyazi, 
Saint Petersburg, 198515

Russia PoM ЛП-№007484-ГП-
АМ 05.06.2026

8 Bisoprolol-AKOS bisoprolol (bisoprolol 
fumarate)

tablets film-
coated

5mg; (30/3x10/) in blister, (50/5x10/) in 
blister, (60/6x10/) in blister, (70/7x10/) in 
blister, (80/8x10/) in blister, (90/9x10/) in 

blister, (100/10x10/) in blister

Biocom JSC, 54 Chapaevsky Cr., 
Stavropol, 355016

Russia Biocom JSC, 54 Chapaevsky Cr., 
Stavropol, 355016

Russia PoM ЛП-№000792-ГП-
AM 05.06.2026

9 Bisoprolol-AKOS bisoprolol (bisoprolol 
fumarate)

tablets film-
coated

10mg; (30/3x10/) in blister, (50/5x10/) in 
blister, (60/6x10/) in blister, (70/7x10/) in 
blister, (80/8x10/) in blister, (90/9x10/) in 

blister, (100/10x10/) in blister

Biocom JSC, 54 Chapaevsky Cr., 
Stavropol, 355016

Russia Biocom JSC, 54 Chapaevsky Cr., 
Stavropol, 355016

Russia PoM ЛП-№000792-ГП-
AM 05.06.2026

10 Rozamet metronidazole
cream for 

external use 10mg/g; aluminum tube 25g
JADRAN-GALENSKI LABORATORIJ 

d.d., Svilno 20, 51000 Rijeka Croatia
JADRAN-GALENSKI 

LABORATORIJ d.d., Svilno 20, 
51000 Rijeka

Croatia OTC
ЛП-№006064-ГП-

АМ 05.06.2026

11 Avoprost dutasteride capsules 0,5mg; (30/3x10/) in blister, (60/6x10/) 
in blister

Minskintercaps U.V., 26/3, Inzhenernaya 
str., 220075, Minsk 

Republic of 
Belarus

Minskintercaps U.V., 26, 
Inzhenernaya str., 220075, Minsk

Republic of Belarus PoM ЛП-№002564-ГП-
АМ 05.06.2026

12 Ultravist iopromide solution for 
injection

769mg/ml (370mg iodine/ml); (10) glass 
vials 30ml, (10) glass vials 50ml, (10) glass 

vials 100ml, (10) glass vials 200ml, (8) 
glass vials 500ml, (10(2x5/1x5/)) plastic 

cartridges 100ml, in pack, (10(2x5/1x5/)) 
plastic cartridges 150ml, in pack

Bayer AG, Mullerstrasse 178, 13353, 
Berlin 

Germany Bayer AG, Kaiser-Wilhelm-Allee 1, 
51373 Leverkusen

Germany PoM ЛП-№007559-ГП-
AM 05.06.2026

13 Ultravist iopromide solution for 
injection

769mg/ml (370mg iodine/ml); (10) glass 
vials 30ml, (1) glass vial 50ml, (1) glass 

vial 100ml, (1) glass vial 200ml, (1) glass 
vial 500ml

Scientific Technological Pharmaceutical 
Firm "POLYSAN" LLC, Salova str., 

Bld 72, Unit 2, Litt. A, Saint Petersburg, 
192102 

Russia Bayer AG, Kaiser-Wilhelm-Allee 1, 
51373 Leverkusen

Germany PoM ЛП-№007559-ГП-
AM 05.06.2026

14 Ultravist iopromide
solution for 
injection

623mg/ml (300mg iodine/ml); (10) glass 
vials 10ml, (10) glass vials 20ml, (10) glass 

vials 50ml, (10) glass vials 100ml, (10) 
glass vials 200ml, (8) glass vials 500ml, 
(10(2x5/1x5/)) plastic cartridges 100ml, 
in pack, (10(2x5/1x5/)) plastic cartridges 

150ml, in pack

Bayer AG, Mullerstrasse 178, 13353, 
Berlin Germany

Bayer AG, Kaiser-Wilhelm-Allee 1, 
51373 Leverkusen Germany PoM

ЛП-№007559-ГП-
AM 05.06.2026



15 Ultravist iopromide solution for 
injection

623mg/ml (300mg iodine/ml); (10) glass 
vials 20ml, (1) glass vial 50ml, (1) glass 

vial 100ml, (1) glass vial 200ml, (1) glass 
vial 500ml

Scientific Technological Pharmaceutical 
Firm "POLYSAN" LLC, Salova str., 

Bld 72, Unit 2, Litt. A, Saint Petersburg, 
192102 

Russia Bayer AG, Kaiser-Wilhelm-Allee 1, 
51373 Leverkusen

Germany PoM ЛП-№007559-ГП-
AM 05.06.2026

16 Lactodepantol lactic acid suppositories 
vaginal

100mg; (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-№000078-РП-
AM 05.06.2026

17 Xiltess rivaroxaban tablets film-
coated

2,5mg; (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 ЛП-№004676-ГП-
AM 05.06.2026

18 Xiltess rivaroxaban tablets film-
coated

10mg; (10/1x10/) in blister, (28/2x14/) in 
blister, (98/7x14/) in blister

Egis Pharmaceuticals PLC, 1165 
Budapest, Bokenyfoldi st. 118-120 

Hungary Egis Pharmaceuticals PLC, 1106 
Budapest, Kereszturi st. 30-38

Hungary PoM ЛП-№004676-ГП-
AM 05.06.2026

19 Xiltess rivaroxaban tablets film-
coated

15mg; (28/2x14/) in blister, (42/3x14/) in 
blister, (98/7x14/) in blister

Egis Pharmaceuticals PLC, 1165 
Budapest, Bokenyfoldi st. 118-120 

Hungary Egis Pharmaceuticals PLC, 1106 
Budapest, Kereszturi st. 30-38 

Hungary PoM ЛП-№004676-ГП-
AM 05.06.2026

20 Xiltess rivaroxaban tablets film-
coated

20mg; (28/2x14/) in blister, (98/7x14/) 
in blister

Egis Pharmaceuticals PLC, 1165 
Budapest, Bokenyfoldi st. 118-120 

Hungary Egis Pharmaceuticals PLC, 1106 
Budapest, Kereszturi st. 30-38

Hungary PoM ЛП-№004676-ГП-
AM 05.06.2026


