
LIST

of the medicines recommended for the registration by the Center according to the meeting decision  N 09-1/24  on September 02, 2024

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 Vsiqq brolucizumab
solution for 
intraocular 
injection

120mg/ml; glass vial and 
filter needle

Lek Pharmaceuticals d.d., Verovskova Str. 
57, 1526 Ljubljana- secondary packager, 

batch releaser, Novartis Pharma Stein AG, 
Schaffhauserstrasse, 4332, Switzerland- 
bulk manufacturer, primary packager, 

quality control 

Slovenia Novartis Overseas Investments 
AG, Lichtstrasse 35, 4056 Basel

Switzerland PoM 22251
02.09.2024

2 Hemastad-RN tranexamic acid tablets coated
250mg; (30/3x10/) in 

blister

Rubicon LLC, 62B, M. Gorky street, 
210002, Vitebsk- bulk manufacturer, 

packager, batch releaser, «Rubicon» LLC, 
62-2, M. Gorky street, 210002, Vitebsk, 

Republic of Belarus- quality control 

Republic of Belarus
«Rubicon» LLC, 62B, M. Gorky 

street, 210002, Vitebsk Republic of Belarus PoM
22252

02.09.2024

3 Hemastad-RN tranexamic acid tablets coated
500mg; (10/1x10/) in 

blister

Rubicon LLC, 62B, M. Gorky street, 
210002, Vitebsk- bulk manufacturer, 

packager, batch releaser, «Rubicon» LLC, 
62-2, M. Gorky street, 210002, Vitebsk, 

Republic of Belarus- quality control 

Republic of Belarus
«Rubicon» LLC, 62B, M. Gorky 

street, 210002, Vitebsk Republic of Belarus PoM
22253

02.09.2024



LIST

of the medicines recommended for registration under the EAEU procedure by the Center according to the meeting decision  N 09-1/24  on September 

02, 2024

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 Betadine povidone-iodine solution for 
external use

100mg/ml; 30ml plastic 
bottle-dropper, 120ml plastic 

bottle-dropper, 1000ml 
plastic bottle-dropper

Egis Pharmaceuticals PLC, 9900, Kor-
mend, Matyas Kiraly u. 65 

Hungary
Egis Pharmaceuticals PLC, 
1106 Budapest, Kereszturi 

ut 30-38
Hungary OTC

22255
(006084)

02.09.2024

2 Betadine povidone-iodine ointment
100mg/g; 20g aluminium 

tube
Egis Pharmaceuticals PLC, 9900, Kor-

mend, Matyas Kiraly u. 65 Hungary
Egis Pharmaceuticals PLC, 
1106 Budapest, Kereszturi 

ut 30-38
Hungary OTC

22256
(010003)

02.09.2024

3 Crurovit cilostazol tablets
50mg; (28/2x14) in blister, 

(56/4x14/) in blister
Egis Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-120 Hungary
Egis Pharmaceuticals PLC, 
1106 Budapest, Kereszturi 

st. 30-38
Hungary PoM

22257
(003600)

02.09.2024

4 Crurovit cilostazol tablets
100mg; (28/2x14/) in blister, 

(56/4x14/) in blister
Egis Pharmaceuticals PLC, 1165 Budapest, 

Bokenyfoldi st. 118-120 Hungary
Egis Pharmaceuticals PLC, 
1106 Budapest, Kereszturi 

st. 30-38
Hungary PoM

22258
(003600)

02.09.2024

5 Caffetin SC
paracetamol, propyphenazone, 

caffeine tablets
250mg+210mg+50mg; 

(6/1x6/) in strip, (10/1x10/) in 
strip, (12/2x6/) in strip

Alkaloid AD Skopje, Blvd. Aleksandar 
Makedonski 12, 1000 Skopje

Republic 
of North 

Macedonia

Alkaloid AD Skopje, Blvd. 
Aleksandar Makedonski 12, 

1000 Skopje

Republic of North 
Macedonia OTC

22259
(003600)

02.09.2024

6 Cycloferon meglumine acridonacetate
solution for i/m 
and i/v injection

125mg/ml; (5) ampoules 2ml 
in blister

Scientific Technological Pharmaceutical 
Firm “POLYSAN” Ltd, lit. A, 2 building, 
72 Salova st., Saint- Petersburg, 192102

Russia

Scientific Technological 
Pharmaceutical Firm 

“POLYSAN” Ltd, lit. A, 2 
building, 72 Salova st., Saint- 

Petersburg, 192102

Russia PoM
22260

(002620)
02.09.2024



LIST

of the medicines recommended for the re-registration by the Center according to the meeting decision  N 09-1/24  on September 02, 2024

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 num-
ber and date

Furagin furazidin tablets 50mg; (30/3x10/) in blister Kievmedpreparat PJSC, 01032, Kyiv, 
Saksaganskogo street, 139

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

Ukraine OTC 22261
02.09.2024

2
Loperamide hydro-

chloride
loperamide (loperamide 

hydrochloride) capsules
2mg; (10) in blister, (20/2x10/) 

in blister

Open joint stock company «Borisovskiy 
zavod medicinskikh preparatov», 64A, 

No4, ul. Chapaeva, Borisov 222518, Minsk 
region 

Republic of 
Belarus

Open joint stock company 
«Borisovskiy zavod medicinski-

kh preparatov», 64, ul. Cha-
paeva, Borisov 222518, Minsk 

region 

Republic of Belarus OTC
22262

02.09.2024

3 Cetamol paracetamol suppositories rectal 80mg; (10/2x5/)
Medical Horizon Ltd, Ararat province, 

Masis city, Hrant Vardanyan 22
Republic of 
Armenia

Medical Horizon Ltd, Ararat 
province, Masis city, Hrant 

Vardanyan 22
Republic of Armenia OTC

22263
02.09.2024

4 Cetamol paracetamol suppositories rectal 150mg; (10/2x5/)
Medical Horizon Ltd, Ararat province, 

Masis city, Hrant Vardanyan 22
Republic of 
Armenia

Medical Horizon Ltd, Ararat 
province, Masis city, Hrant 

Vardanyan 22
Republic of Armenia OTC

22264
02.09.2024

5 Cetamol paracetamol suppositories rectal 325mg; (10/2x5/)
Medical Horizon Ltd, Ararat province, 

Masis city, Hrant Vardanyan 22
Republic of 
Armenia

Medical Horizon Ltd, Ararat 
province, Masis city, Hrant 

Vardanyan 22
Republic of Armenia OTC

22265
02.09.2024

6 Losartan losartan (losartan potassium) tablets film-coated
50mg; (10/1x10/) in 

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

Belmedpreparaty RUE, 220006, Minsk, 
Mayakovskogo St., 1- quality control, 
batch releaser, Belmedpreparaty RUE, 
220006, Minsk, Mayakovskogo st. 1/5, 

No6, Republic of Belarus- bulk manufac-
turer, packager 

Republic of 
Belarus

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

Republic of Belarus PoM 22266
02.09.2024



7 Metoject methotrexate (methotrexate 
disodium)

solution for s/c 
injection

7,5mg/0,15ml; pre-filled 
syringe 0,15ml in blister

Medac GmbH, Theaterstrasse 6, 22880 
Wedel- secondary packager, batch releas-
er, Oncotec Pharma Produktion GmbH, 
Am Pharmapark, 06861 Dessau-Rosslau, 
Germany- bulk manufacturer, primary 

packager, quality control 

Germany Medac GmbH, Theaterstrasse 6, 
22880 Wedel

Germany

PoM

22267
02.09.2024

8 Metoject methotrexate (methotrexate 
disodium)

solution for s/c 
injection

10mg/0,2ml; pre-filled 
syringe 0,2ml in blister

Medac GmbH, Theaterstrasse 6, 22880 
Wedel- secondary packager, batch releas-
er, Oncotec Pharma Produktion GmbH, 
Am Pharmapark, 06861 Dessau-Rosslau, 
Germany- bulk manufacturer, primary 

packager, quality control 

Germany Medac GmbH, Theaterstrasse 6, 
22880 Wedel

Germany

PoM

22268
02.09.2024

9 Metoject methotrexate (methotrexate 
disodium)

solution for s/c 
injection

12,5mg/0,25ml; pre-filled 
syringe 0,25ml in blister

Medac GmbH, Theaterstrasse 6, 22880 
Wedel- secondary packager, batch releas-
er, Oncotec Pharma Produktion GmbH, 
Am Pharmapark, 06861 Dessau-Rosslau, 
Germany- bulk manufacturer, primary 

packager, quality control 

Germany Medac GmbH, Theaterstrasse 6, 
22880 Wedel

Germany

PoM

22269
02.09.2024

10 Metoject methotrexate (methotrexate 
disodium)

solution for s/c 
injection

15mg/0,3ml; pre-filled 
syringe 0,3ml in blister

Medac GmbH, Theaterstrasse 6, 22880 
Wedel- secondary packager, batch releas-
er, Oncotec Pharma Produktion GmbH, 
Am Pharmapark, 06861 Dessau-Rosslau, 
Germany- bulk manufacturer, primary 

packager, quality control 

Germany Medac GmbH, Theaterstrasse 6, 
22880 Wedel

Germany

PoM

22270
02.09.2024

11 Metoject methotrexate (methotrexate 
disodium)

solution for s/c 
injection

17,5mg/0,35ml; pre-filled 
syringe 0,35ml in blister

Medac GmbH, Theaterstrasse 6, 22880 
Wedel- secondary packager, batch releas-
er, Oncotec Pharma Produktion GmbH, 
Am Pharmapark, 06861 Dessau-Rosslau, 
Germany- bulk manufacturer, primary 

packager, quality control 

Germany Medac GmbH, Theaterstrasse 6, 
22880 Wedel

Germany

PoM

22271
02.09.2024

12 Metoject methotrexate (methotrexate 
disodium)

solution for s/c 
injection

20mg/0,4ml; pre-filled 
syringe 0,4ml in blister

Medac GmbH, Theaterstrasse 6, 22880 
Wedel- secondary packager, batch releas-
er, Oncotec Pharma Produktion GmbH, 
Am Pharmapark, 06861 Dessau-Rosslau, 
Germany- bulk manufacturer, primary 

packager, quality control 

Germany Medac GmbH, Theaterstrasse 6, 
22880 Wedel

Germany

PoM

22272
02.09.2024



13 Metoject methotrexate (methotrexate 
disodium)

solution for s/c 
injection

25mg/0,5ml; pre-filled 
syringe 0,5ml in blister

Medac GmbH, Theaterstrasse 6, 22880 
Wedel- secondary packager, batch releas-
er, Oncotec Pharma Produktion GmbH, 
Am Pharmapark, 06861 Dessau-Rosslau, 
Germany- bulk manufacturer, primary 

packager, quality control 

Germany Medac GmbH, Theaterstrasse 6, 
22880 Wedel

Germany

PoM

22273
02.09.2024

14 Omep-20 omeprazole
capsules gastro-re-

sistant
20mg; (30/3x10/) in blister, 

(100/10x10/) in strip

Akriti Pharmaceuticals Pvt. Ltd., Plot No. 
D-10, D-11, M.I.D.C. Indl. Estate, Nira 

Road, Jejuri, Tal. Purandar (Saswad), Dist. 
Pune-412 303, Maharashtra 

India

Akriti Pharmaceuticals Pvt. 
Ltd., 117, Block No. 2, Emerald 
Plaza, Hiranandani Meadows, 
Barrister Nath Pai Road, Thane 

(West) 400 610 

India

PoM
22274

02.09.2024

15 Viagra sildenafil (sildenafil citrate) tablets film-coated
50mg; (1) in blister, (4/1x4/) 

in blister
Fareva Amboise, Zone Industrielle, 29 

route des Industries, 37530 Poce-sur-Cisse France
VIATRIS SPECIALTY LLC, 

3711 Collins Ferry Road, Mor-
gantown, WV 26505 

USA
PoM 22275

02.09.2024

16 Viagra sildenafil (sildenafil citrate) tablets film-coated
100mg; (1) in blister, (4/1x4/) 

in blister
Fareva Amboise, Zone Industrielle, 29 

route des Industries, 37530 Poce-sur-Cisse France
VIATRIS SPECIALTY LLC, 

3711 Collins Ferry Road, Mor-
gantown, WV 26505

USA
PoM 22276

02.09.2024

17 Otoralgin
nitrofurazone, phenazone, 
lidocaine (lidocaine hydro-

chloride)
drops ear

2mg/g+70mg/g+25mg/g; 
plastic bottle 5g, plastic bottle 

15g

Arpimed LLC, Kotayk Marz, 2204, 
Abovyan, 2nd Micro-District, 19 Building

Republic of 
Armenia

Arpimed LLC, Kotayk Marz, 
2204, Abovyan, 2nd Micro-Dis-

trict, 19 Building
Republic of Armenia

PoM 22277
02.09.2024

18 Controloc pantoprazole (pantoprazole 
sodium sesquihydrate)

powder for solution 
for injection

40mg; glass vial Takeda GmbH, Robert-Bosch-Str. 8, 
78224 Singen 

Germany Takeda GmbH, Byk-Gulden str. 
2, D-78467, Konstanz

Germany PoM 22278
02.09.2024

19 Vessel Due F sulodexide solution for i/v and 
i/m injection

300LSU/ml; (10/2x5/) am-
poules 2ml in blister

Alfasigma S.p.A., Via Enrico Fermi, 
1-65020, Alanno (Pescara) 

Italy Alfasigma S.p.A., Via Ragazzi 
del’ 99, 5-40133 Bologna (BO) 

Italy PoM 22279
02.09.2024

20 Vessel Due F sulodexide capsules soft 250LSU; (50/2x25/) in blister

Alfasigma S.p.A., Via Enrico Fermi, 
1-65020, Alanno (Pescara)- packager, 

quality control, batch releaser, Catalent 
Italy S.p.A., Via Nettunense Km. 20, 
100 - 04011 Aprilia (LT), Italy- bulk 

manufacturer 

Italy Alfasigma S.p.A., Via Ragazzi 
del’ 99, 5-40133 Bologna (BO) 

Italy

PoM

22280
02.09.2024

21 Hotgra 50 sildenafil (sildenafil citrate) tablets film-coated 50mg; (4/1x4/) in blister

Akriti Pharmaceuticals Pvt. Ltd., Plot No. 
D-10, D-11, M.I.D.C. Indl. Estate, Nira 

Road, Jejuri, Tal. Purandar (Saswad), Dist. 
Pune-412 303, Maharashtra 

India

Akriti Pharmaceuticals Pvt. 
Ltd., 117, Block No. 2, Emerald 
Plaza, Hiranandani Meadows, 
Barrister Nath Pai Road, Thane 

(West) 400 610 

India

PoM
22281

02.09.2024



22 Hotgra 100 sildenafil (sildenafil citrate) tablets film-coated 100mg; (4/1x4/) in blister

Akriti Pharmaceuticals Pvt. Ltd., Plot No. 
D-10, D-11, M.I.D.C. Indl. Estate, Nira 

Road, Jejuri, Tal. Purandar (Saswad), Dist. 
Pune-412 303, Maharashtra 

India

Akriti Pharmaceuticals Pvt. 
Ltd., 117, Block No. 2, Emerald 
Plaza, Hiranandani Meadows, 
Barrister Nath Pai Road, Thane 

(West) 400 610

India

PoM
22282

02.09.2024

23 Zometa zoledronic acid (zoledronic 
acid monohydrate)

solution for infusion 0,04mg/ml; plastic vial 100ml

Novartis Pharma Stein AG, Schaffhaus-
erstrasse, 4332 Stein- secondary packager, 
quality control, batch releaser, Fresenius 
Kabi Austria GmbH, Hafnerstrasse 36, 

Graz, 8055, Austria- bulk manufacturer, 
primary packager 

Switzerland Novartis Pharma AG, Licht-
strasse 35, 4056 Basel

Switzerland

PoM

22283
02.09.2024

24 Folic Acid folic acid tablets 1mg; (50) plastic container
PJSC «Technolog», 8, Stara prorizna street, 

Uman, Cherkassy region, 20300 Ukraine
PJSC «Technolog», 8, Stara pro-
rizna street, Uman, Cherkassy 

region, 20300
Ukraine

PoM 22284
02.09.2024

25 Ceftriaxone-BCPP
ceftriaxone (ceftriaxone 

sodium)
powder for solution 

for i/m and i/v 
injection

1000mg; (1) glass vial, (5) 
glass vials

SIC «Borshchahivskiy Chemical-Phar-
maceutical Plant» PJSC, 17, Mira St, Kyiv, 

03134
Ukraine

SIC «Borshchahivskiy Chemi-
cal-Pharmaceutical Plant» PJSC, 

17, Mira St, Kyiv, 03134
Ukraine

PoM 22285
02.09.2024

26 Olestezin-AV
concentrate of sea 

buckthorn oil, sulfaetidol, 
benzocaine

suppositories rectal
330mg+50mg+100mg; 

(10/2x5/)
Altayvitaminy JSC, 659325, Altay region, 

Biysk, st. Zavodskaya, 69 Russia
Altayvitaminy JSC, 659325, 
Altay region, Biysk, st. Za-

vodskaya, 69
Russia OTC

22286
02.09.2024

27 Kameton
chlorobutanol (chlorobu-
tanol hydrate), camphora, 
L-menthol, eucalyptus oil

aerosol for local use

6,67mg/g+6,67mg/g+6,67mg/
g+6,67mg/g; 30g aluminium 
container with vertical pump 

dispenser, 45g aluminium 
container with vertical pump 

dispenser, 30g aluminium 
container with vertical pump 

dispenser and horizontal 
pump dispenser, 45g 

aluminium container with 
vertical pump dispenser and 
horizontal pump dispenser

Pharmstandard-Leksredstva JSC, Kursk 
region, Kursk, Agregatnaya 2nd str., 1a/18 

Russia
Pharmstandard-Leksredstva 
JSC, 305022, Kursk region, 

Kursk, Agregatnaya 2nd str., 
1a/18 

Russia OTC 22287
02.09.2024

28 Nifuromed nifuroxazide
suspension oral with 

banana flavour
44mg/ml; glass bottle 100ml 

and measuring cup
Medical Horizon Ltd, Ararat province, 

Masis city, Hrant Vardanyan 22
Republic of 
Armenia

Medical Horizon Ltd, Ararat 
province, Masis city, Hrant 

Vardanyan 22
Republic of Armenia PoM

22288
02.09.2024



29 Dexamethasone
dexamethasone (dexameth-
asone sodium phosphate)

solution for i/m and 
i/v injection

4mg/ml; (10/2x5/) ampoules 
2ml in blister

Arpimed LLC, Kotayk Marz, 2204, 
Abovyan, 2nd Micro-District, 19 Building

Republic of 
Armenia

Arpimed LLC, Kotayk Marz, 
2204, Abovyan, 2nd Micro-Dis-

trict, 19 Building
Republic of Armenia PoM

22289
02.09.2024

30 Ocrevus ocrelizumab concentrate for solu-
tion for infusion

30mg/ml; 10ml glass vial

F. Hoffmann-La Roche Ltd. 4303 Kaiser-
augst- secondary packager, batch releaser, 

Roche Diagnostics GmbH, Sandhofer 
Strasse 116, Mannheim, Baden Wurttem-
berg 68305, Germany- bulk manufactur-

er, primary packager, quality control 

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

4070, Basel 
Switzerland PoM 22290

02.09.2024

31 Najatox
naja common dry venom, 

methylsalicylate, camphora, 
eucalipt oil

ointment for external 
use

12MU/100g+4g/100g+3g/
100g+2g/100g; aluminium 

tube 20g

Mekophar Chemical-Pharmaceutical JSC, 
297/5 Ly Thoung Kiet, Ward 15, District 

11, Ho Chi Minh
Vietnam

Mekophar Chemical-Pharma-
ceutical JSC, 297/5 Ly Thoung 
Kiet, Ward 15, District 11, Ho 

Chi Minh

Vietnam OTC 22291
02.09.2024



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 num-
ber and date

1 Ibuprofen AKTIV ibuprofen syrup 20mg/ml; glass bottle 100ml 
and measuring spoon

REPLEK FARM Ltd. Skopje, 188 str. Kozle, 
1000 Skopje 

Republic of North 
Macedonia

Esculap Ltd., 17/2, 1 block, 
Davidashen, 0054, Yerevan

Republic of 
Armenia

OTC 22292
02.09.2024
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LIST

of  variations requiring reformulation of registration certificate  approved by the Center according to the  meeting decision N 09-1/24  on September 02, 

2024

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 Madopar levodopa, benserazide 
(benserazide hydrochloride)

tablets 200mg+50mg; (100) in glass 
bottle

F. Hoffmann La Roche Ltd., Viadukt-
strasse 33, 4051 Basel- batch releaser, 

DELPHARM MILANO S.R.L.,VIA CAR-
NEVALE, 1, Segrate, 20054, Italy-bulk 
manufacturer, packager, quality control 

Switzerland F. Hoffmann La Roche Ltd., Gren-
zacherstrasse 124 Basel, CH-4070 

Switzerland PoM 20354/1/1
02.09.2024

2 Cefecon D paracetamol suppositories 
rectal

50mg; (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 20624/2/2
02.09.2024



3 Cefecon D paracetamol suppositories 
rectal

100mg; (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 20625/2/2
02.09.2024

4 Cefecon D paracetamol 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 20626/1/1
02.09.2024

5 Oxolin oxolin ointment nasal 2,5mg/g; 15g aluminium tube

Belmedpreparaty RUE, 220007, Minsk, 
Fabritsius St., 30- quality control, batch 

releaser, Belmedpreparaty RUE, 220007, 
Minsk, Fabritsius lane 3/11, Republic of 
Belarus- bulk manufacturer, packager 

Republic of 
Belarus

Belmedpreparaty RUE, 220007, 
Minsk, Fabritsius St., 30 Republic of Belarus OTC

21381/1/1
02.09.2024

6 Cytotec misoprostol tablets 200mcg; (28/2x14/) in blister, 
(60/6x10/) in blister

Piramal Healthcare UK Limited, Whalton 
Road Morpeth, Northumberland, NE61 

3YA 
UK Pfizer Inc., 66 Hudson Boulevard 

East, New York, NY 10001-2192
USA PoM 18849/1/3

02.09.2024



7 Ascophen-
Darnytsia

acetylsalicylic acid, paracetamol, 
caffeine

tablets
200mg+200mg+40mg; 

(6), (10), (6/1x6/) in blister, 
(10/1x10/) in blister

PrJSC Pharmaceutical firm Darnytsia, 
02093, Kyiv, Boryspilska Str.,13

Ukraine
PrJSC Pharmaceutical firm 

Darnytsia, 02093, Kyiv, Boryspils-
ka Str.,13

Ukraine OTC 20827/1/1
02.09.2024

8 Prevenar 13

pneumococcal polysaccharide 
conjugate vaccine 

(pneumococcal polysaccharide 
serotype 1, pneumococcal 
polysaccharide serotype 3, 

pneumococcal polysaccharide 
serotype 4, pneumococcal 
polysaccharide serotype 5, 

pneumococcal polysaccharide 
serotype 6A, pneumococcal 
polysaccharide serotype 6B, 

pneumococcal polysaccharide 
serotype 7F, pneumococcal 
polysaccharide serotype 9V, 

pneumococcal polysaccharide 
serotype 14, pneumococcal 

polysaccharide serotype 18C, 
pneumococcal polysaccharide 
serotype 19A, pneumococcal 
polysaccharide serotype 19F, 
pneumococcal polysaccharide 

serotype 23F)

suspension for 
injection

2.2mcg/dose+2.2mcg/
dose+2.2mcg/dose+2.2mcg/
dose+2.2mcg/dose+4.4mcg/
dose+2.2mcg/dose+2.2mcg/
dose+2.2mcg/dose+2.2mcg/
dose+2.2mcg/dose+2.2mcg/
dose+2.2mcg/dose; (50) vials 

0,5ml

Pfizer Manufacturing Belgium N.V., 
Rijksweg 12, Puurs-Sint-Amands, 2870 

Belgium Pfizer Europe MA EEIG, Boule-
vard de la Plaine 17 1050 Bruxelles

Belgium PoM 19005/7/1
02.09.2024

9 Essentiale forte N phospholipids (essential)-EPL capsules 300mg; (30/3x10/) in blister A. Nattermann & Cie. GmbH, Natter-
mannallee 1, D-50829 Cologne 

Germany
A. Nattermann & Cie. GmbH, 

Bruningstrasse 50, 65929 Frank-
furt am Main 

Germany OTC 20986/3/2
02.09.2024



10 Thiotriazolin thiotriazoline (tiazotic acid 
morpholinate)

tablets 200mg; (90/9x10/) in blister, 
(90/6x15/) in blister

Kievmedpreparat PJSC, 01032, Kiev, 
Saksaganskogo street, 139

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

Ukraine PoM 22028/2/1
02.09.2024

11
Analgin-

Pharmstandard
metamizole (metamizole 

sodium) tablets 500mg; (10/1x10/) in blister
Pharmstandard-Leksredstva JSC, 305022, 

Kursk, Agregatnaya 2nd str., 1a/18 Russia
Pharmstandard-Leksredstva JSC, 
305022, Kursk, Agregatnaya 2nd 

str., 1a/18
Russia OTC

20186/1/1
02.09.2024

12 Psilo-Balsam
diphenhydramine 
(diphenhydramine 

hydrochloride)
gel 10mg/g; aluminium tube 20g Nizhpharm JSC, 603105, Nizhny 

Novgorod, Salganskaya st., 7
Russia Nizhpharm JSC, 603105, Nizhny 

Novgorod, Salganskaya st., 7
Russia OTC 18791/2/1

02.09.2024

13 Sertazol sertaconazole (sertaconazole 
nitrate)

suppositories 
vaginal

300mg; (1)

Rubicon LLC, 62B, M. Gorky street, 
210002, Vitebsk- bulk manufacturer, 

packager, batch releaser, «Rubicon» LLC, 
62-2, M. Gorky street, 210002, Vitebsk, 

Republic of Belarus- quality control 

Republic of 
Belarus

«Rubicon» LLC, 62B, M. Gorky 
street, 210002, Vitebsk 

Republic of Belarus PoM 20318/1/1
02.09.2024



LIST

of the variations not requiring reformulation of registration certificate  approved by the Center according to the meeting decision  N 09-1/24  on September 02, 

2024

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 Stimuloton
sertraline (sertraline 

hydrochloride) tablets film-coated
50mg; (10/1x10/) in blister, 

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

Egis Pharmaceuticals PLC, 
9900, Kormend, Matyas 

Kiraly u. 65 
Hungary

Egis Pharmaceuticals PLC, 1106 
Budapest, Kereszturi ut 30-38 Hungary PoM

20800/1
02.09.2024

2 Afala
antibodies to prostatospecific 

antigen affinity purified tablets to be sucked
3mg (not more than 10 -̂

15ng/g); (100/5x20/) in blister
NPF Materia Medica Hold-
ing LLC, 54, Buguruslanska-
ya st., Chelyabinsk 454139 

Russia
NPF Materia Medica Holding 
LLC, 9 bld., 3rd Samotyochny 

per., Moscow 127473 
Russia OTC

20917/1
02.09.2024

3 Thiopental
thiopental (thiopental 

sodium and sodium hydro-
carbonate)

powder lyophilized 
for solution for i/v 

injection
500mg; (40) glass vials

Kievmedpreparat PJSC, 
01032, Kiev, Saksaganskogo 

street, 139
Ukraine

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

20342/3/1
02.09.2024

4 Thiopental
thiopental (thiopental 

sodium and sodium hydro-
carbonate)

powder lyophilized 
for solution for i/v 

injection
1000mg; (40) glass vial

Kievmedpreparat PJSC, 
01032, Kiev, Saksaganskogo 

street, 139
Ukraine

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

20343/3/1
02.09.2024

5 L-Lysine aescinat
2,6-diaminohexanoic acid 

escine salt
solution for 
injection

1mg/ml; (10/2x5/) ampoules 
5ml in blister

Halychpharm JSC, 
79024, city of Lviv, st. 
Opryshkovskaya, 6/8

Ukraine
Halychpharm JSC, 79024, city 

of Lviv, st. Opryshkovskaya, 6/8 Ukraine PoM
21750/1

02.09.2024

6 Trachisan 
Lozenges

lidocaine (lidocaine hydro-
chloride), chlorhexidine 

(chlorhexidine digluconate), 
tyrothricin

lozenges 1mg+1mg+0,5mg; (20/2x10/) 
in blister

Engelhard Arzneimittel 
GmbH & Co. KG, Herzberg-
strasse 3, 61138 Niederdor-

felden

Germany
Engelhard Arzneimittel GmbH 
& Co. KG, Herzbergstrasse 3, 

61138 Niederdorfelden
Germany OTC 19696/2

02.09.2024

7 Prograf tacrolimus capsules hard 0,5mg; (50/5x10/) in blister
Astellas Ireland Co. Ltd., 
Killorglin, County Kerry, 

V93 FC86 
Ireland

Astellas Pharma Europe B. V., 
Sylviusweg 62, 2333 BE Leiden the Netherlands PoM

20195/4/1
02.09.2024



8 Prograf tacrolimus capsules hard 1mg; (50/5x10/) in blister
Astellas Ireland Co. Ltd., 
Killorglin, County Kerry, 

V93 FC86 
Ireland

Astellas Pharma Europe B. V., 
Sylviusweg 62, 2333 BE Leiden the Netherlands PoM

20196/4/1
02.09.2024

9 Prograf tacrolimus capsules hard 5mg; (50/5x10/) in blister
Astellas Ireland Co. Ltd., 
Killorglin, County Kerry, 

V93 FC86 
Ireland

Astellas Pharma Europe B. V., 
Sylviusweg 62, 2333 BE Leiden the Netherlands PoM

20197/4/1
02.09.2024

10 Oxycodone 
Hydrochloride

oxycodone (oxycodone 
hydrochloride)

solution for 
injection/infusion

10mg/ml; (5/1x5/) ampoules 
1ml in plastic liner, (10/2x5/) 
ampoules 1ml in plastic liner

Kalceks JSC, 71E Krustpils 
Street, Riga, LV-1057- batch 
releaser, HBM Pharma s.r.o., 
Sklabinska 30, 03680 Martin, 
Slovakia- bulk manufacturer, 

packager, quality control 

Latvia Kalceks JSC, 71E Krustpils 
Street, Riga, LV-1057 

Latvia PoM 19796/2/1
02.09.2024

11 Oxycodone 
Hydrochloride

oxycodone (oxycodone 
hydrochloride)

solution for 
injection infusion

10mg/ml; (5/1x5/) ampoules 
2ml in plastic liner, (10/2x5/) 
ampoules 2ml in plastic liner

Kalceks JSC, 71E Krustpils 
Street, Riga, LV-1057- batch 
releaser, HBM Pharma s.r.o., 
Sklabinska 30, 03680 Martin, 
Slovakia- bulk manufacturer, 

packager, quality control 

Latvia Kalceks JSC, 71E Krustpils 
Street, Riga, LV-1057 

Latvia PoM 19797/2/1
02.09.2024

12 Oxycodone 
Hydrochloride

oxycodone (oxycodone 
hydrochloride)

solution for 
injection infusion

50mg/ml; (5/1x5/) ampoules 
1ml in plastic liner, (10/2x5/) 
ampoules 1ml in plastic liner

Kalceks JSC, 71E Krustpils 
Street, Riga, LV-1057- batch 
releaser, HBM Pharma s.r.o., 
Sklabinska 30, 03680 Martin, 
Slovakia- bulk manufacturer, 

packager, quality control 

Latvia Kalceks JSC, 71E Krustpils 
Street, Riga, LV-1057 

Latvia PoM 19798/2/1
02.09.2024

13 Omep-20 omeprazole capsules gastro-
resistant

20mg; (30/3x10/) in blister, 
(100/10x10/) in strip

Akriti Pharmaceuticals Pvt. 
Ltd., Plot No. D-10, D-11, 
M.I.D.C. Indl. Estate, Nira 
Road, Jejuri, Tal. Purandar 
(Saswad), Dist. Pune-412 

303, Maharashtra 

India

Akriti Pharmaceuticals Pvt. 
Ltd., 117, Block No. 2, Emerald 
Plaza, Hiranandani Meadows, 
Barrister Nath Pai Road, Thane 

(West) 400 610

India PoM 18553/1
02.09.2024

14 ALBUCID
sulfacetamide (sulfacetamide 

sodium)
powder for 
external use 500mg; (10) sachets

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

18458/1
02.09.2024



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

Zahravi Pharmaceutical 
Company, Alinasab Indus-

trial Town, Serum Darou St., 
Opp. Agricultural Training 
Center, 19th Km. Tehran 

Road, Tabriz 

Iran Giga Farm LLC, Gogunc str.3/5, 
Gyumri 

Republic of Armenia PoM 21275/2
02.09.2024

16 Rexocef
cefpodoxime (cefpodoxime 

proxetil) tablets film-coated
100mg; (10/1x10/) in blister, 

(20/2x10/) in blister

Alkaloid AD Skopje, Blvd. 
Aleksandar Makedonski 
12, 1000 Skopje- quality 

control, batch releaser, Lupin 
Limited, 198-202, New 

Industrial Estate Area No.2 
Mandideep-462046 dis-

trict-Raisen M.P, India- bulk 
manufacturer, packager 

Republic of North 
Macedonia

Alkaloid AD Skopje, Blvd. 
Aleksandar Makedonski 12, 

1000 Skopje 

Republic of North 
Macedonia PoM

21690/1
02.09.2024

17 Rexocef
cefpodoxime (cefpodoxime 

proxetil) tablets film-coated
200mg; (10/1x10/) in blister, 

(20/2x10/) in blister

Alkaloid AD Skopje, Blvd. 
Aleksandar Makedonski 
12, 1000 Skopje- quality 

control, batch releaser, Lupin 
Limited, 198-202, New 

Industrial Estate Area No.2 
Mandideep-462046 dis-

trict-Raisen M.P, India- bulk 
manufacturer, packager 

Republic of North 
Macedonia

Alkaloid AD Skopje, Blvd. 
Aleksandar Makedonski 12, 

1000 Skopje 

Republic of North 
Macedonia PoM

21691/1
02.09.2024

18 Kameton
chlorobutanol (chlorobu-
tanol hydrate), camphora, 
L-menthol, eucalyptus oil

aerosol for local use

6,67mg/g+6,67mg/g+6,67mg/
g+6,67mg/g; 30g aluminium 
container with vertical pump 

dispenser, 45g aluminium 
container with vertical pump 

dispenser, 30g aluminium 
container with vertical pump 

dispenser and horizontal pump 
dispenser, 45g aluminium 

container with vertical pump 
dispenser and horizontal pump 

dispenser

Pharmstandard-Leksredstva 
JSC, Kursk region, Kursk, 

Agregatnaya 2nd str., 1a/18 
Russia

Pharmstandard-Leksredstva 
JSC, 305022, Kursk region, 

Kursk, Agregatnaya 2nd str., 
1a/18 

Russia OTC 18944/3/1
02.09.2024



19 Evica
saraca indica, symplocos 

racemosa, valeriana wallichi, 
matricaria chamomilla, vitex 
agnus castus, areca catechu

capsules
150mg+50mg+50mg+50mg+50 
mg+50mg; (20) in plastic con-
tainer, (60) in plastic container

Herbion Pakistan Pvt. Ltd., 
Plot No. 30 Sector 28 Koran-
gi Industrial Area, Karachi

Pakistan
Herbion Pakistan Pvt. Ltd., 

Plot No. 30 Sector 28 Korangi 
Industrial Area, Karachi

Pakistan PoM 18980/1
02.09.2024

20 Otoralgin
nitrofurazone, phenazone, 
lidocaine (lidocaine hydro-

chloride)
drops ear

2mg/g+70mg/g+25mg/g; plastic 
bottle 5g, plastic bottle 15g

Arpimed LLC, Kotayk 
Marz, 2204, Abovyan, 2nd 
Micro-District, 19 Building

Republic of 
Armenia

Arpimed LLC, Kotayk Marz, 
2204, Abovyan, 2nd Micro-Dis-

trict, 19 Building
Republic of Armenia PoM

18717/1
02.09.2024

21 Cetamol paracetamol suppositories rectal 80mg; (10/2x5/)
Medical Horizon Ltd, Ararat 
province, Masis city, Hrant 

Vardanyan 22

Republic of 
Armenia

Medical Horizon Ltd, Ararat 
province, Masis city, Hrant 

Vardanyan 22
Republic of Armenia OTC

18430/1
02.09.2024

22 Cetamol paracetamol suppositories rectal 150mg; (10/2x5/)
Medical Horizon Ltd, Ararat 
province, Masis city, Hrant 

Vardanyan 22

Republic of 
Armenia

Medical Horizon Ltd, Ararat 
province, Masis city, Hrant 

Vardanyan 22
Republic of Armenia OTC

18431/1
02.09.2024

23 Cetamol paracetamol suppositories rectal 325mg; (10/2x5/)
Medical Horizon Ltd, Ararat 
province, Masis city, Hrant 

Vardanyan 22

Republic of 
Armenia

Medical Horizon Ltd, Ararat 
province, Masis city, Hrant 

Vardanyan 22
Republic of Armenia OTC

18432/1
02.09.2024

24 Laevomycetin chloramphenicol
powder for solution 

for injection 500mg; (40) glass vials
Kievmedpreparat PJSC, 

01032, Kiev, Saksaganskogo 
street, 139

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

20265/3
02.09.2024

25 Laevomycetin chloramphenicol
powder for solution 

for injection 1000mg; (40) glass vials
Kievmedpreparat PJSC, 

01032, Kiev, Saksaganskogo 
street, 139

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

20266/3
02.09.2024

26 Ampicillin
ampicillin (ampicillin 

sodium)
powder for solution 

for injection 500mg; (40) glass vials
Kievmedpreparat PJSC, 

01032, Kiev, Saksaganskogo 
street, 139

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

20179/2
02.09.2024

27 Ampicillin
ampicillin (ampicillin 

sodium)
powder for solution 

for injection 1000mg; (40) glass vials
Kievmedpreparat PJSC, 

01032, Kiev, Saksaganskogo 
street, 139

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

20180/2
02.09.2024

28 Phosphogliv Forte
phospholipids (lipoid PPL 

400), sodium glycyrrhizinate 
(glycyrrhizinic acid trisodi-

um salt)

capsules 300mg+65mg; (50/5x10/) in 
blister

Pharmstandard-Leksredstva 
JSC, Kursk region, Kursk, 

Agregatnaya 2nd str., 1a/18 
Russia

Pharmstandard-Leksredstva 
JSC, 305022, Kursk region, 

Kursk, Agregatnaya 2nd str., 
1a/18

Russia PoM 20887/1
02.09.2024



29 Levomycetin chloramphenicol tablets
500mg; (10) in blister, (10) in 

strip
Irbitskiy himfarmzavod 

OJSC, 124-a, K. Marksa str., 
Irbit, St. Sverdlovsk, 623856 

Russia
Irbitskiy himfarmzavod OJSC, 
172, Kirova str., Irbit, St. Sverd-

lovsk, 623856
Russia PoM

18486/1
02.09.2024

30 Zometa
zoledronic acid (zoledronic 

acid monohydrate)
solution for 

infusion 0,04mg/ml; plastic vial 100ml

Novartis Pharma Stein AG, 
Schaffhauserstrasse, 4332 
Stein-secondary packager, 

quality control, batch releas-
er, Fresenius Kabi Austria 
GmbH, Hafnerstrasse 36, 
Graz, 8055, Austria-bulk 
manufacturer, primary 

packager 

Switzerland
Novartis Pharma AG, Licht-

strasse 35, 4056 Basel Switzerland PoM
18836/5/1
02.09.2024

31 Hotgra 50 sildenafil (sildenafil citrate) tablets film-coated 50mg; (4/1x4/) in blister

Akriti Pharmaceuticals Pvt. 
Ltd., Plot No. D-10, D-11, 
M.I.D.C. Indl. Estate, Nira 
Road, Jejuri, Tal. Purandar 
(Saswad), Dist. Pune-412 

303, Maharashtra 

India

Akriti Pharmaceuticals Pvt. 
Ltd., 117, Block No. 2, Emerald 
Plaza, Hiranandani Meadows, 
Barrister Nath Pai Road, Thane 

(West) 400 610

India PoM 18500/1
02.09.2024

32 Hotgra 100 sildenafil (sildenafil citrate) tablets film-coated 100mg; (4/1x4/) in blister

Akriti Pharmaceuticals Pvt. 
Ltd., Plot No. D-10, D-11, 
M.I.D.C. Indl. Estate, Nira 
Road, Jejuri, Tal. Purandar 
(Saswad), Dist. Pune-412 

303, Maharashtra 

India

Akriti Pharmaceuticals Pvt. 
Ltd., 117, Block No. 2, Emerald 
Plaza, Hiranandani Meadows, 
Barrister Nath Pai Road, Thane 

(West) 400 610 

India PoM 18501/1
02.09.2024



33 Dolgit ibuprofen cream for external 
use

5g/100g; 20g aluminium tube, 
50g aluminium tube, 100g 

aluminium tube

Dolorgiet GmbH & Co.KG, 
Otto-von-Guericke-Strasse 
1, 53757 Sankt Augustin- 

bulk manufacturer, packager, 
batch releaser, Dolorgiet 

GmbH & Co.KG, Otto-von-
Guericke-Strasse 1, 53757 
Sankt Augustin, Germany, 

2.GBA Pharma GmbH, An-
na-Sigmund-Strasse 82061 
Neuried, Germany- quality 
control (physicochemical), 
BAV INSTITUT fur Hy-

giene und Qualitatssicherung 
GmbH ,Hanns-Martin-

Schleyer-Str. 25, D-77656 
Offenburg, Germany- quali-
ty control (microbiological) 

Germany
Dolorgiet GmbH & Co.KG, Ot-
to-von-Guericke Str. 1, 53757 

Sankt Augustin 
Germany OTC 20835/2

02.09.2024

34 Ceftriaxone-BCPP ceftriaxone (ceftriaxone 
sodium)

powder for solu-
tion for i/m and i/v 

injection
1000mg; (1) glass vial, (5) glass 

vials

SIC «Borshchahivskiy 
Chemical-Pharmaceutical 
Plant» PJSC, 17, Mira St, 

Kyiv, 03134

Ukraine
SIC «Borshchahivskiy Chemi-

cal-Pharmaceutical Plant» PJSC, 
17, Mira St, Kyiv, 03134

Ukraine PoM 18508/2
02.09.2024

35 Botulax
clostridium botulinum toxin 

type A
powder lyophilized 

for solution for 
injection

50U; glass vial
Hugel Inc, 23 Geodudanji 
1-gil, Dongnae-myeon, 

Chuncheon-si, Gangwon-do
Republic of Korea

Hugel Inc, 23 Geodudanji 1-gil, 
Dongnae-myeon, Chun-
cheon-si, Gangwon-do

Republic of Korea PoM
20237/1

02.09.2024

36 Botulax
clostridium botulinum toxin 

type A
powder lyophilized 

for solution for 
injection

100U; glass vial
Hugel Inc, 23 Geodudanji 
1-gil, Dongnae-myeon, 

Chuncheon-si, Gangwon-do
Republic of Korea

Hugel Inc, 23 Geodudanji 1-gil, 
Dongnae-myeon, Chun-
cheon-si, Gangwon-do

Republic of Korea PoM
20238/1

02.09.2024

37 Botulax
clostridium botulinum toxin 

type A
powder lyophilized 

for solution for 
injection

200U; glass vial
Hugel Inc, 23 Geodudanji 
1-gil, Dongnae-myeon, 

Chuncheon-si, Gangwon-do
Republic of Korea

Hugel Inc, 23 Geodudanji 1-gil, 
Dongnae-myeon, Chun-
cheon-si, Gangwon-do

Republic of Korea PoM
20239/1

02.09.2024

38 Nifuromed nifuroxazide
suspension oral 
with banana 

flavour

44mg/ml; glass bottle 100ml and 
measuring cup

Medical Horizon Ltd, Ararat 
province, Masis city, Hrant 

Vardanyan 22

Republic of 
Armenia

Medical Horizon Ltd, Ararat 
province, Masis city, Hrant 

Vardanyan 22
Republic of Armenia PoM

18111/2
02.09.2024

39 Dexamethasone
dexamethasone 

(dexamethasone sodium 
phosphate)

solution for i/m and 
i/v injection

4mg/ml; (10/2x5/) ampoules 
2ml in blister

Arpimed LLC, Kotayk 
Marz, 2204, Abovyan, 2nd 
Micro-District, 19 Building

Republic of 
Armenia

Arpimed LLC, Kotayk Marz, 
2204, Abovyan, 2nd Micro-Dis-

trict, 19 Building
Republic of Armenia PoM

18522/1
02.09.2024



40 Dexamethasone
dexamethasone 

(dexamethasone sodium 
phosphate)

solution for i/m and 
i/v injection

4mg/ml; (10/2x5/) ampoules 
1ml in blister

Arpimed LLC, Kotayk Marz, 
Abovyan, 2nd Micro-Dis-

trict, 19 Building

Republic of 
Armenia

Arpimed LLC, Kotayk Marz, 
Abovyan, 2nd Micro-District, 

19 Building
Republic of Armenia PoM

19780/1
02.09.2024

41 Ocrevus ocrelizumab
concentrate 

for solution for 
infusion

30mg/ml; 10ml glass vial

F. Hoffmann-La Roche 
Ltd. 4303 Kaiseraugst-sec-
ondary packager, batch 

releaser, Roche Diagnostics 
GmbH, Sandhofer Strasse 
116, Mannheim, Baden 

Wurttemberg 68305,Ger-
many-bulk manufacturer, 

primary packager 

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

4070, Basel
Switzerland PoM

18365/5
02.09.2024

42 Ibuprofen AKTIV ibuprofen syrup 20mg/ml; glass bottle 100ml and 
measuring spoon

REPLEK FARM Ltd. Skopje, 
188 str. Kozle, 1000 Skopje 

Republic of North 
Macedonia

Esculap Ltd., 17/2, 1 block, 
Davidashen, 0054, Yerevan 

Republic of Armenia OTC 18928/1
02.09.2024



LIST

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

decision N 09-1/24  on September 02, 2024

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 num-
ber and date

1 Coraxan 5mg ivabradine tablets film-coated

5mg; (14/1x14/) in blister, 
(28/2x14/) in blister, (52/2x26/) 
in blister, (56/4x14/) in blister, 
(1000-300000) in plastic con-

tainer

Les Laboratoires Servier Industrie 905, route 
de Saran, 45520 Gidy France

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

000306
02.09.2024

2 Coraxan 5mg ivabradine tablets film-coated

5mg; (14/1x14/) in blister, 
(28/2x14/) in blister, (52/2x26/) 
in blister, (56/4x14/) in blister, 
(1000-300000) in plastic con-

tainer

SERVIER RUS Ltd, 108828, block 158, 
possession 2, build.1, settlement Krasnopak-

horskoye, Moscow 
Russia

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

000306
02.09.2024

3 Coraxan 5mg ivabradine tablets film-coated

5mg; (14/1x14/) in blister, 
(28/2x14/) in blister, (52/2x26/) 
in blister, (56/4x14/) in blister, 
(1000-300000) in plastic con-

tainer

SERVIER RUS Ltd, 108828, block 158, 
possession 2, build.1, settlement Krasnopa-

khorskoye, Moscow- packager, quality 
control, batch releaser, Les Laboratoires 

Servier Industrie 905, route de Saran, 45520 
Gidy, France- bulk manufacturer 

Russia Les Laboratoires Servier, 50, rue 
Carnot, 92284 Suresnes cedex

France PoM 000306
02.09.2024



4 Coraxan 7,5mg ivabradine tablets film-coated

7,5mg; (14/1x14/) in blister, 
(28/2x14/) in blister, (52/2x26/) 
in blister, (56/4x14/) in blister, 
(1000-300000) in plastic con-

tainer

Les Laboratoires Servier Industrie 905, route 
de Saran, 45520 Gidy France

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

000306
02.09.2024

5 Coraxan 7,5mg ivabradine tablets film-coated

7,5mg; (14/1x14/) in blister, 
(28/2x14/) in blister, (52/2x26/) 
in blister, (56/4x14/) in blister, 
(1000-300000) in plastic con-

tainer

SERVIER RUS Ltd, 108828, block 158, 
possession 2, build.1, settlement Krasnopak-

horskoye, Moscow 
Russia

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

000306
02.09.2024

6 Coraxan 7,5mg ivabradine tablets film-coated

7,5mg; (14/1x14/) in blister, 
(28/2x14/) in blister, (52/2x26/) 
in blister, (56/4x14/) in blister, 
(1000-300000) in plastic con-

tainer

SERVIER RUS Ltd, 108828, block 158, 
possession 2, build.1, settlement Krasnopa-

khorskoye, Moscow- packager, quality 
control, batch releaser, Les Laboratoires 

Servier Industrie 905, route de Saran, 45520 
Gidy, France- bulk manufacturer 

Russia Les Laboratoires Servier, 50, rue 
Carnot, 92284 Suresnes cedex

France PoM 000306
02.09.2024


