
LIST

of the medicines recommended for the registration by the Center according to the meeting decision  N 05-1/24  on May 17, 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
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and date

1
Neo Tergynan 
vaginal tablet

metronidazole, neomycin 
(neomycin sulfate), nystatin tablets vaginal

500mg+65000IU+100000IU , 
(10(1x10) in blister

Sophartex, 21 rue du Pressoir, 28500 
Vernouillet France

Bouchara-Recordati, I70 avenue 
du General de Gaulle, 92800 

Puteaux 
France PoM

22059
17.05.2024

2 Hexaspray tropical 
flavor

biclotymol oromucosal 
spray

2,5g; 30g glass bottle with 
pump dispenser

Laboratoires Bouchara-Recordati, Parc 
Mecatronic 03410 Saint Victor 

France
Laboratoires Bouchara-Recor-
dati, Immeuble le Wilson, 70 
avenue du General de Gaulle, 

92800 Puteaux 

France OTC 22060
17.05.2024



LIST

of the medicines recommended for registration under the EAEU procedure by the Center according to the meeting decision  N 05-1/24  on May 17, 

2024

N Trade name Common name of the active 
substance 

Pharmaceutical 
form

Strength and packaging, 
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medicinal product manufacturing process 
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and date

1 Thiogamma thioctic acid
solution for 

infusion
12mg/ml; (1) glass vial 50ml, 
(5) glass vials 50ml, (10) glass 

vials 50ml

Solupharm Pharmazeutische Erzeu-
gnisse GmbH, Industriestrasse 3, 34212 

Melsungen 
Germany

Woerwag Pharma GmbH 
& Co. KG, Flugfeld-Allee 24, 

71034 Boblingen 
Germany PoM

22064
(003934)

17.05.2024

2 Quamatel famotidine
powder 

lyophilized for 
solution for 
injection

20mg; (5) glass vials 72,8mg 
and (5) solvent in ampoules 

5ml
Gedeon Richter PLC, Gyomroi ut 19-21, 

1103 Budapest
Hungary Gedeon Richter PLC, Gyom-

roi ut 19-21, 1103 Budapest
Hungary PoM

22065
(002280)

17.05.2024

3 Quamatel famotidine

powder 
lyophilized for 

solution for 
injection

20mg; (5) glass vials 72,8mg 
and (5) solvent in ampoules 

5ml

Gedeon Richter PLC, Gyomroi st 19-21, 
1103 Budapest- solvent secondary packag-
er, powder bulk manufacturer, packager, 
quality control, batch releaser, Hemofarm 

A.D., 26300, Vrsac, Beogradskii put bb, 
Serbia- bulk manufacturer, primary 

packager 

Hungary
Gedeon Richter PLC, Gyom-
roi st 19-21, 1103 Budapest Hungary PoM

22066
(002280)

17.05.2024

4 Impaza affinity purified antibodies to 
endothelial NO synthase

tablets to be 
sucked

10000UMA; (20/1x20/) in 
blister

NPF Materia Medica Holding LLC, 54, 
Buguruslanskaya st., Chelyabinsk 454139 

Russia
NPF Materia Medica 

Holding LLC, 9 bld., 3rd 
Samotyochny per., Moscow 

127473 

Russia OTC
22067

(000066)
17.05.2024

5 Triplixam
perindopril (perindopril argi-

nine), indapamide, amlodipine 
(amlodipine besilate)

tablets film-
coated

5mg+1,25mg+5mg; (30) 
plastic container

Servier (Ireland) Industries Ltd, Gorey 
Road, Arklow-Co. Wicklow, Y14 E284, 

Ireland 
Ireland

Les Laboratoires Servier, 50, 
rue Carnot, 92284 Suresnes 

cedex 
France PoM

22068
(005286)

17.05.2024



6 Triplixam
perindopril (perindopril argi-

nine), indapamide, amlodipine 
(amlodipine besilate)

tablets film-
coated

5mg+1,25mg+5mg; (30) 
plastic container, (90) plastic 

container

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

khorskoye, Moscow 
Russia

Les Laboratoires Servier, 50, 
rue Carnot, 92284 Suresnes 

cedex 
France PoM

22069
(005286)

17.05.2024

7 Triplixam
perindopril (perindopril argi-

nine), indapamide, amlodipine 
(amlodipine besilate)

tablets film-
coated

5mg+1,25mg+5mg; (30) 
plastic container

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

Krasnopakhorskoye, Moscow- packager, 
batch releaser, Servier (Ireland) Industries 
Ltd, Gorey Road, Arklow-Co. Wicklow, 
Y14 E284, Ireland- bulk manufacturer, 

quality control 

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

cedex 
France PoM

22070
(005286)

17.05.2024

8 Triplixam
perindopril (perindopril argi-

nine), indapamide, amlodipine 
(amlodipine besilate)

tablets film-
coated

5mg+2,5mg+10mg; (30) 
plastic container

Servier (Ireland) Industries Ltd, Gorey 
Road, Arklow-Co. Wicklow, Y14 E284 Ireland

Les Laboratoires Servier, 50, 
rue Carnot, 92284 Suresnes 

cedex 
France PoM

22071
(005286)

17.05.2024

9 Triplixam
perindopril (perindopril argi-

nine), indapamide, amlodipine 
(amlodipine besilate)

tablets film-
coated

5mg+2,5mg+10mg; (30) 
plastic container, (90) plastic 

container

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

khorskoye, Moscow 
Russia

Les Laboratoires Servier, 50, 
rue Carnot, 92284 Suresnes 

cedex 
France PoM

22072
(005286)

17.05.2024

10 Triplixam
perindopril (perindopril argi-

nine), indapamide, amlodipine 
(amlodipine besilate)

tablets film-
coated

5mg+2,5mg+10mg; (30) 
plastic container

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

Krasnopakhorskoye, Moscow- packager, 
batch releaser, Servier (Ireland) Industries 
Ltd, Gorey Road, Arklow-Co. Wicklow, 
Y14 E284, Ireland- bulk manufacturer, 

quality control 

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

cedex 
France PoM

22073
(005286)

17.05.2024

11 Triplixam
perindopril (perindopril argi-

nine), indapamide, amlodipine 
(amlodipine besilate)

tablets film-
coated

10mg+1,25mg+5mg; (30) 
plastic container

Servier (Ireland) Industries Ltd, Gorey 
Road, Arklow-Co. Wicklow, Y14 E284 Ireland

Les Laboratoires Servier, 50, 
rue Carnot, 92284 Suresnes 

cedex 
France PoM

22074
(005286)

17.05.2024

12 Triplixam
perindopril (perindopril argi-

nine), indapamide, amlodipine 
(amlodipine besilate)

tablets film-
coated

10mg+1,25mg+5mg; (30) 
plastic container, (90) plastic 

container

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

khorskoye, Moscow 
Russia

Les Laboratoires Servier, 50, 
rue Carnot, 92284 Suresnes 

cedex 
France PoM

22075
(005286)

17.05.2024

13 Triplixam
perindopril (perindopril argi-

nine), indapamide, amlodipine 
(amlodipine besilate)

tablets film-
coated

10mg+1,25mg+5mg; (30) 
plastic container

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

Krasnopakhorskoye, Moscow- packager, 
batch releaser, Servier (Ireland) Industries 
Ltd, Gorey Road, Arklow-Co. Wicklow, 
Y14 E284, Ireland- bulk manufacturer, 

quality control 

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

cedex 
France PoM

22076
(005286)

17.05.2024



14 Triplixam
perindopril (perindopril argi-

nine), indapamide, amlodipine 
(amlodipine besilate)

tablets film-
coated

10mg+2,5mg+10mg; (30) 
plastic container

Servier (Ireland) Industries Ltd, Gorey 
Road, Arklow-Co. Wicklow, Y14 E284 Ireland

Les Laboratoires Servier, 50, 
rue Carnot, 92284 Suresnes 

cedex 
France PoM

22077
(005286)

17.05.2024

15 Triplixam
perindopril (perindopril argi-

nine), indapamide, amlodipine 
(amlodipine besilate)

tablets film-
coated

10mg+2,5mg+10mg; (30) 
plastic container, (90) plastic 

container

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

khorskoye, Moscow 
Russia

Les Laboratoires Servier, 50, 
rue Carnot, 92284 Suresnes 

cedex 
France PoM

22078
(005286)

17.05.2024

16 Triplixam
perindopril (perindopril argi-

nine), indapamide, amlodipine 
(amlodipine besilate)

tablets film-
coated

10mg+2,5mg+10mg; (30) 
plastic container

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

Krasnopakhorskoye, Moscow- packager, 
batch releaser, Servier (Ireland) Industries 
Ltd, Gorey Road, Arklow-Co. Wicklow, 
Y14 E284, Ireland- bulk manufacturer, 

quality control 

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

cedex 
France PoM

22079
(005286)

17.05.2024

17 Afrin moisturizing
oxymetazoline (oxymetazoline 

hydrochloride) spray nasal
0,5mg/ml; 15ml plastic bottle 

with pump dispenser

Delpharm Montreal Inc., 3535, 
Route Transcanadienne, Pointe-

Claire, Quebec H9R 1B4
Canada

Bayer Consumer Care AG, 
Peter Merian-Strasse 84, 

4052 Basel 
Switzerland OTC

22080
(001440)

17.05.2024

18 Caffetin Duo ibuprofen, paracetamol
tablets film-

coated
200mg+500mg; (10/1x10/) in 
blister, (20/2x10/) in blister

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

Republic 
of North 

Macedonia

Alkaloid AD Skopje, Blvd. 
Aleksandar Makedonski 12, 

1000 Skopje

Republic of North 
Macedonia OTC

22063
(004157)

17.05.2024

19 Lactofiltrum AVVA 
RUS

lignin, lactulose tablets 355mg+120mg; (60/4x15/) 
in blister

AVVA RUS JSC, Kirov region, Kirov city, 
Luganskaya Str. 53A 

Russia
TOO «AVVA Kazakhstan», 
050008, city Almaty, Almaly 
region, Abaya avenue, 109B, 

room 501

Republic of Kazakh-
stan

OTC
22061

(003693)
17.05.2024

20 Mesinil nimesulide tablets 100mg; (30/3x10/) in blister
Pharmtechnology LLC, 22, Korzhenevsk-

ogo str., 220024, Minsk 
Republic of 

Belarus
Giga Pharm LLC, Gogunca 

str.3/5, Gyumri Republic of Armenia PoM
22062

(003277)
17.05.2024



LIST

of the medicines recommended for the re-registration by the Center according to the meeting decision  N 05-1/24  on May 17, 2024
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1 Lacto-G

lyophilized viable lactic acid 
bacterias (lactobacillus acidoph-
ilus, bifidobacterium longum, 

bifidobacterium bifidum, 
bifidobacterium infantis)

capsules
10x10^9 CFU/g; (10/1x10/) 

in blister
GM Pharmaceuticals LTD, Rustavi 

Highway 52, Tbilisi Georgia
GM Pharmaceuticals LTD, 
Rustavi Highway 52, Tbilisi Georgia OTC

22081
17.05.2024

2 Lotosonic

dry extract of substances mix-
ture of natural origin (folium 
mori albae, folium erythrinae 
variegatae, arillus longan), dry 
extract of the seeds of oriental 

arborvitae (semen platycladi ori-
entalis), dry extract of the seeds 
of Mauritanian dates (semen 

ziziphi mauritianae), dry extract 
of the seeds of nuciferous lotus 
(semen nelumbinis nucifer-
ae), dry extract of embryos 
of the seeds of nuciferous 
lotus (embryo nelumbinis 

nuciferae), powder of the tubers 
of wild yam (tuber dioscoreae 

persimilis)

tablets film-coated

80mg (91,25mg+91,25mg+ 
91,25mg)+10mg(91,25mg)+
10mg(91,25mg)+35mg(175
mg)+8mg(15mg)+145mg(1
83mg); (10/1x10/) in blister, 

(20/2x10/) in blister

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

Danang city 
Vietnam

«DOMINANTA-SERVIS» JSC, 
Komsomolskaya St. 1, building 
49, apartment 1, office 223, Po-
dolsk, Moscow region, 142100 

Russia OTC
22082

17.05.2024

3 Viread tenofovir disoproxil fumarate tablets film-coated 300mg; (30) plastic container

Gilead Sciences Ireland UC, IDA Business 
and Technology Park, Carrigtohill, Co. 
Cork- packager, batch releaser, Takeda 
GmbH, Lehnitzstrasse 70-98, Oranien-

burg 16515, Germany- bulk manufactur-
er, quality control 

Ireland
Gilead Sciences Inc., 333 

Lakeside Drive, Foster City, CA 
94404 

USA PoM 22083
17.05.2024



4 Viread tenofovir disoproxil fumarate tablets film-coated 300mg; (30) plastic container

Gilead Sciences Ireland UC, IDA Business 
and Technology Park, Carrigtohill, Co. 
Cork- batch releaser, Takeda GmbH, 

Lehnitzstrasse 70-98, Oranienburg 16515, 
Germany- bulk manufacturer, quality 
control, Catalent Germany Schorndorf 
GmbH, Steinbeisstrasse 1und 2, 73614, 

Schorndorf, Germany- packager 

Ireland
Gilead Sciences Inc., 333 

Lakeside Drive, Foster City, CA 
94404

USA PoM 22084
17.05.2024

5 Gliclazide Canon gliclazide tablets pro-
longed-release

60mg; (30/3x10/) in blister, 
(30/2x15/) in blister

CJSC Canonpharma production, 105B 
bldg., 11, Zarechnaya st., Schelkovo city, 
Schelkovo urban district, Moscow region, 

141100- quality control (microbiolog-
ical), batch releaser, CJSC Canonphar-
ma production, 105, Zarechnaya st., 

Schelkovo city, Schelkovo urban district, 
Moscow region, 141100, Russia- bulk 

manufacturer, packager, quality control 
(physicochemical) 

Russia
CJSC Canonpharma pro-

duction, 105, Zarechnaya st., 
Schelkovo city, Moscow region, 

141100 

Russia PoM 22085
17.05.2024

6 Viagra sildenafil (sildenafil citrate) tablets film-coated 25mg; (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
22086

17.05.2024

7 Zinc ointment 10% zinc oxide
ointment for 
external use

100mg/g; 25g aluminium 
tube

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

22087
17.05.2024

8 Nidol Gel nimesulide gel 20mg/g; aluminium tube 30g
Polipharm Co., Ltd., 109 Bangna-Trad 
Road, Bang Phli District, Samut Prakan 

10540 
Thailand

PharmaTech CJSC, 0064, 
Yerevan, Raffi str. 111 Republic of Armenia PoM

22088
17.05.2024

9 Nebilet
nebivolol (nebivolol hydro-

chloride) tablets
5mg; (7/1x7/) in blister, 

(14/1x14/) in blister, 
(28/2x14/) in blister

Berlin-Chemie A.G., Glienicker Weg 125, 
12489 Berlin- granules manufacturer, 

packager, quality control (microbiologi-
cal), batch releaser, Berlin-Chemie AG, 

Tempelhofer Weg 83, 12347 Berlin, 
Germany- bulk manufacturer, 1. Ber-
lin-Chemie AG, Tempelhofer Weg 83, 

12347 Berlin, Germany, 2. Berlin-Chemie 
A.G., Glienicker Weg 125, 12489 Berlin, 
Germany- quality control (physicochem-

ical) 

Germany
Menarini International 

Operations Luxembourg S.A.,1, 
avenue de la Gare, 1611

Luxembourg PoM
22089

17.05.2024



10
Tramadol Denk 

100mg/2ml
tramadol (tramadol hydro-

chloride)
solution for injec-

tion/infusion 50mg/ml; (5) ampoules 2ml
Solupharm Pharmazeutische Erzeugnisse 
GmbH, Industriestr. 3, 34212, Melsungen Germany

Denk Pharma GmbH & Co. 
KG, Prinzregentenstr. 79, 81675 

Munchen
Germany PoM

22090
17.05.2024

11 Celestoderm-V betamethasone (betamethasone 
17-valerate)

ointment 1mg/g; aluminium tube 30g Organon Heist B.V., Industriepark 30, 
Heist-op-den-Berg, 2220 

Belgium Organon Central East GmbH, 
Weystrasse 20, 6006 Luzern 

Switzerland PoM 22091
17.05.2024

12 Insty sugar free

salix alba, adhatoda vasica, viola 
odorata, glycyrrhiza glabra, thea 

sinensis, foeniculum vulgare, 
eucalyptus globulus, valeriana 

officinalis

granules
750mg+300mg+100mg+550
mg+125mg+75mg+35mg+10
0mg; (5) sachets, (10) sachets

Herbion Pakistan Pvt. Ltd., Plot No. 
30, Sector 28, Korangi Industrial Area, 

Karachi
Pakistan

Herbion Pakistan Pvt. Ltd., 
Plot No. 30, Sector 28, Korangi 

Industrial Area, Karachi
Pakistan OTC

22092
17.05.2024

13 Traumeel

achillea millefolium D3, 
aconitum napellus D3, atropa 
bella-donna D4, hepar sulfuris 
D8, chamomilla recutita D3, 

mercurius solubilis Hahneman-
ni D8, symphytum officinale 
D8, bellis perennis D2, calen-
dula officinalis D2, echinacea 
D2, echinacea purpurea D2, 

hamamelis virginiana D2, hy-
pericum perforatum D2, arnica 

montana D2

tablets
15mg+30mg+75mg+30mg+2
4mg+30mg+24mg+6mg+15

mg+6mg+6mg+15mg+3mg+1
5mg; (50) in plastic container

Biologische Heilmittel Heel GmbH, 
Dr.-Reckeweg-Strasse 2-4, 76532 Baden-

Baden
Germany

Biologische Heilmittel Heel 
GmbH, Dr.-Reckeweg-Strasse 

2-4, 76532 Baden-Baden
Germany OTC 22093

17.05.2024

14 Linkus Plush ivy leaf powder extract lozenges sugar free
5mg; (8/1x8/) in blister, 

(16/2x8/) in blister, (18/2x9/) 
in blister

Herbion Pakistan Pvt. Ltd., Plot No. 37/A-
3, Landhi Industrial Area, Karachi Pakistan

Herbion Pakistan Pvt. Ltd., Plot 
30, Sector 28,Korangi Industrial 

Area, Karachi-74900 
Pakistan OTC

22094
17.05.2024

15 Linkus Plush ivy leaf powder extract syrup sugar free

35mg/5ml; 90ml glass bottle 
and measuring cup, 120ml 
glass bottle and measuring 
cup, 150ml glass bottle and 

measuring cup

Herbion Pakistan Pvt. Ltd., Plot 30, Sector 
28,Korangi Industrial Area, Karachi-74900 Pakistan

Herbion Pakistan Pvt. Ltd., Plot 
30, Sector 28,Korangi Industrial 

Area, Karachi-74900
Pakistan OTC

22095
17.05.2024

16 Gliatilin choline alfoscerate solution for 
injection

250mg/ml; (3) ampoules 4ml Italfarmaco S.p.A., Viale Fulvio Testi, 330 
- 20126 Milan

Italy Italfarmaco S.p.A., Viale Fulvio 
Testi, 330 - 20126 Milan

Italy PoM 22096
17.05.2024



17 Gliatilin choline alfoscerate capsules 400mg; (14/1x14/) in blister

Italfarmaco S.p.A., Viale Fulvio Testi, 330 
- 20126 Milan- packager, quality control, 
batch releaser, Catalent Italy S.p.A., Via 
Nettunense Km. 20, 100 - 04011 Aprilia 

(LT), Italy- packager, quality control, 
batch releaser 

Italy Italfarmaco S.p.A., Viale Fulvio 
Testi, 330 - 20126 Milan 

Italy PoM 22097
17.05.2024

18 Arytmil
amiodarone (amiodarone 

hydrochloride) tablets 200mg; (20/2x10/) in blister
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
22098

17.05.2024

19 Bepanthen dexpanthenol ointment
50mg/g; aluminium tube 30g, 

aluminium tube 100g
GP Grenzach Produktions GmbH, 

Emil-Barell-Strasse 7, D-79639 Gren-
zach-Wyhlen 

Germany
Bayer Consumer Care AG, 

Peter Merian-Strasse 84, 4052 
Basel 

Switzerland OTC
22099

17.05.2024

20 Bepanthen dexpanthenol cream
50mg/g; aluminium tube 30g, 

aluminium tube 100g
GP Grenzach Produktions GmbH, 

Emil-Barell-Strasse 7, D-79639 Gren-
zach-Wyhlen 

Germany
Bayer Consumer Care AG, 

Peter Merian-Strasse 84, 4052 
Basel

Switzerland OTC
22100

17.05.2024

21 Aciclovir aciclovir
ointment for 
external use 50mg/g; 5g aluminium tube

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

releaser, Belmedpreparaty RUE, 220007, 
Minsk, Fabritsius lane 3, No11, Republic 
of Belarus- bulk manufacturer, packager 

Republic of 
Belarus

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

22101
17.05.2024

22 Theraflu Extra 
Lemon

paracetamol, phenylephrine 
(phenylephrine hydrochloride), 

pheniramine (pheniramine 
maleate)

powder for oral 
solution with 
lemon flavour

650mg+10mg+20mg; (10) 
sachets 15g

Delpharm Orleans, 5 avenue de Concyr, 
45071 Orleans Cedex 02 

France
GSK Consumer Healthcare 

SARL, Route de Ì Etraz, 1260 
Nyon 

Switzerland OTC 22102
17.05.2024

23 Salbutamol salbutamol (salbutamol sulfate) tablets 2mg; (24/1x24/) in blister
Arpimed LLC, Kotayk Marz, Abovyan, 

2nd Micro-District, 19 Building
Republic of 
Armenia

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

19 Building
Republic of Armenia PoM

22103
17.05.2024

24 Levicitam levetiracetam tablets film-coated 250mg; (30/3x10/) in blister, 
(60/6x10/) in blister

Pharma Start LLC, Boulevard Vatslava 
Havela, 8, 03124, Kiev 

Ukraine Acino Ukraine LLC, Boulevard 
Vatslava Havela, 8, 03124, Kiev 

Ukraine PoM 22104
17.05.2024

25 Levicitam levetiracetam tablets film-coated 500mg; (30/3x10/) in blister, 
(60/6x10/) in blister

Pharma Start LLC, Boulevard Vatslava 
Havela, 8, 03124, Kiev 

Ukraine Acino Ukraine LLC, Boulevard 
Vatslava Havela, 8, 03124, Kiev 

Ukraine PoM 22105
17.05.2024



LIST

of the medicines recommended for the registration under simplified procedure by the Center  according to the  meeting decision   N 05-1/24  on May 

17, 2024

N Trade name Common name of the active 
substance 

Pharmaceutical 
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1 Proflosin tamsulosin (tamsulosin 
hydrochloride)

modified release 
capsules, hard

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

Menarini-Von Heyden GmbH, Leipziger 
Strasse 7-13, 01097 Dresden- packager, 
quality control, batch releaser, Synthon 

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

manufacturer 

Germany
Menarini International 

Operations Luxembourg S.A.,1, 
avenue de la Gare, 1611

Luxembourg PoM 22058
17.05.2024



LIST

of  variations requiring reformulation of registration certificate  approved by the Center according to the  meeting decision N 05-1/24  on May 17, 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 Tonopenem meropenem (meropenem 
trihydrate)

powder for 
solution for i/v 

injection
500mg; (36) glass vials 10ml

Tonus-Les LLC, N1 Laboratory complex, 
6th str., v. Nor Gyugh, com. Akunk, 
Kotayk marz- batch releaser, Triple-

Pharm, Minsk Region, Logoisk, Minskaya 
str., house 2B, Republic of Belarus- bulk 
manufacturer, packager, quality control 

Republic of 
Armenia

Tonus-Les LLC, Yerevan, 1 
Yervand Kochar str., 0070 

Republic of 
Armenia

PoM 21677/1/1
17.05.2024

2 Bisoprolol bisoprolol (bisoprolol fumarate) tablets film-
coated

2,5mg; (30/3x10/) in blister Hemofarm LLC, 249035, Obninsk, Kaluga 
Region, 62 Kievskoye highway 

Russia
Nizhpharm JSC, 603105, 

Nizhny Novgorod, Salganskaya 
st., 7 

Russia PoM 20081/2/2
17.05.2024



3 Corvalol-
Pharmstandard

alfa-bromisovaleric acid ethyl 
ester, phenobarbital, pepper-

mint oil
drops oral

20mg/ml+18,26mg/
ml+1,42mg/ml; 25ml glass 

bottle-dropper

Pharmstandard-Leksredstva JSC, 305022, 
Kursk oblast, Kursk, Agregatnaya 2nd 

str., 1a/18
Russia

Pharmstandard-Leksredstva 
JSC, 305022, Kursk oblast, 

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

Russia OTC 20946/1/1
17.05.2024

4 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 18831/4/2
17.05.2024

5 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
18832/4/2
17.05.2024

6 Peritol cyproheptadine 
(cyproheptadine hydrochloride)

tablets 4mg; (20/2x10/) in blister Egis Pharmaceuticals PLC, 9900, Kor-
mend, Matyas Kiraly u. 65

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

Hungary PoM 20016/3/1
17.05.2024



7 Respero Myrtol forte
distillate of a mixture of rectified 

essential oils of eucalyptus, 
sweet orange, myrtle and lemon

capsules gastro-
resistant, soft

300mg; (20/2x10/) in 
blister, (50/5x10/) in blister, 

(100/10x10/) in blister

G. Pohl-Boskamp GmbH & Co.KG, 
Kieler Strasse 11, 25551, Hohenlockstedt- 
quality control (microbiological), batch 
releaser, G. Pohl-Boskamp GmbH & 

Co.KG, Kaddenbusch, 25578, Daegeling, 
Germany- bulk manufacturer, packager, 

quality control (physicochemical) 

Germany
G. Pohl-Boskamp GmbH & 

Co.KG, Kieler Strasse 11, 25551, 
Hohenlockstedt

Germany OTC
20614/1/1
17.05.2024

8 Vitasilk benzoyl peroxide gel for external 
use

50mg/g; aluminium tube 25g 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

OTC 22022/1/1
17.05.2024

9 Prednisolone prednisolone
ointment for 
external use

5mg/g; 10g in aluminium 
tube

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

releaser,Belmedpreparaty RUE, 220007, 
Minsk, Fabritsius lane 3/11-bulk manufac-

turer,packager 

Republic of 
Belarus

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

18699/1/1
17.05.2024

10 Bicillin-3
benzathine benzylpenicillin, 

benzylpenicillin sodium, 
benzylpenicillin procaine

powder for 
suspension for 
i/m injection

200000IU+200000I-
U+200000IU; (50) glass vials 

10ml

«Sintez» PJSC, Pr. Konstitutsii, building 
7/32, Kurgan region, Kurgan- quality 

control (physicochemical), batch releaser, 
«Sintez» PJSC, Pr. Konstitutsii, No. 7, 

building 6, Kurgan region, Kurgan, Rus-
sia- bulk manufacturer, packager, «Sintez» 

PJSC, Pr. Konstitutsii, No.7/34, Kurgan 
region, Kurgan, Russia- quality control 

(microbiological) 

Russia
«Sintez» PJSC, Pr. Konstitutsii, 

No. 7, Kurgan, 640008 Russia PoM
20038/1/1
17.05.2024

11 Bicillin-3
benzylpenicillin benzathine, 

benzylpenicillin sodium, 
benzylpenicillin procaine

powder for 
suspension for 
i/m injection

400000IU+400000I-
U+400000IU; (50) glass vials 

10ml

«Sintez» PJSC, Pr. Konstitutsii, building 
7/32, Kurgan region, Kurgan- quality 

control (physicochemical), batch releaser, 
«Sintez» PJSC, Pr. Konstitutsii, No. 7, 

building 6, Kurgan region, Kurgan, Rus-
sia- bulk manufacturer, packager, «Sintez» 

PJSC, Pr. Konstitutsii, No.7/34, Kurgan 
region, Kurgan, Russia- quality control 

(microbiological) 

Russia
«Sintez» PJSC, Pr. Konstitutsii, 

No. 7, Kurgan, 640008 Russia PoM
20039/1/1
17.05.2024



12
Benzylpenicillin 

sodium salt
benzylpenicillin 

(benzylpenicillin sodium)
powder for 

solution for i/m 
injection

1000000IU; (50) glass vials 
10ml

«Sintez» PJSC, Pr. Konstitutsii, building 
7/32, Kurgan region, Kurgan- quality 

control (physicochemical), batch releaser, 
«Sintez» PJSC, Pr. Konstitutsii, No. 7, 

building 6, Kurgan region, Kurgan, Rus-
sia- bulk manufacturer, packager, «Sintez» 

PJSC, Pr. Konstitutsii, No.7/34, Kurgan 
region, Kurgan, Russia- quality control 

(microbiological) 

Russia
«Sintez» PJSC, Pr. Konstitutsii, 

No. 7, Kurgan, 640008 Russia PoM
20026/1/1
17.05.2024

13 Bicillin-5
benzathine benzylpenicillin, 

benzylpenicillin procaine
powder for 

suspension for 
i/m injection

1200000IU+300000IU; (50) 
glass vials 10ml

«Sintez» PJSC, Pr. Konstitutsii, building 
7/32, Kurgan region, Kurgan- quality 

control (physicochemical), batch releaser, 
«Sintez» PJSC, Pr. Konstitutsii, No. 7, 

building 6, Kurgan region, Kurgan, Rus-
sia- bulk manufacturer, packager, «Sintez» 

PJSC, Pr. Konstitutsii, No.7/34, Kurgan 
region, Kurgan, Russia- quality control 

(microbiological) 

Russia
«Sintez» PJSC, Pr. Konstitutsii, 

No. 7, Kurgan, 640008 Russia PoM
20027/1/1
17.05.2024

14 Voltaren Emulgel diclofenac (diclofenac 
diethylamine)

gel for external 
use

20mg/g; 50g laminated tube, 
100g laminated tube

GlaxoSmithKline Consumer Healthcare 
SARL, Route de l̀ Etraz, 1260 Nyon

Switzerland
GlaxoSmithKline Consumer 
Healthcare SARL, Route de 

l̀ Etraz, 1260 Nyon
Switzerland OTC 19232/1/1

17.05.2024

15 Nixar bilastin tablets

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

blister, (30/3x10/) in blister, 
(50/5x10/) in blister

A.Menarini Manufacturing Logistics and 
Services S.r.l.,Via Campo Di Pile, 67100 
L  ̀Aquila- bulk manufacturer, packager, 
batch releaser, A. Menarini Manufactur-
ing Logistics and Services S.r.l., Via Sette 
Santi, 3 50131 Florence, Italy- quality 

control 

Italy
Menarini International 

Operations Luxembourg S.A.,1, 
avenue de la Gare, 1611

Luxembourg OTC
20739/1/1
17.05.2024

16 Minoxil minoxidil
solution for 
topical use

50mg/ml; 60ml plastic bottle 
with nozzle spray

Tonus-Les LLC, N1 Laboratory complex, 
6th str., v. Nor Gyugh, com. Akunk, 

Kotayk marz- secondary packager, batch 
releaser, Medical Horizon LLC, Ararat 

province, Masis city, Hrant Vardanyan 22, 
Republic of Armenia- bulk manufacturer, 

primary packager, quality control 

Republic of 
Armenia

Tonus-Les LLC, Yerevan, 1 
Yervand Kochar str., 0070 

Republic of 
Armenia OTC

21114/1/1
17.05.2024



17 Tonsilotren

atropinum sulfuricum trit.D5, 
hepar sulfuris trit. D3, kalium 
bichromicum trit. D4, silicea 
trit. D2, mercurius bijodatus 

trit. D8

tablets
12,5mg+10mg+50mg+ 

5mg+25mg; (40/2x20/) in 
blister

Dr. Gustav Klein GmbH & Co. KG, 
Steinenfeld 3, 77736 Zell am Harmers-

bach- bulk manufacture, packager, quality 
control (physicochemical), batch releaser, 
GBA Pharma GmbH,Ernst-Abbe-Str. 40, 

Ulm, 89079, Germany- quality control 
(microbiological) 

Germany
Alpen Pharma GmbH Stein-

enfeld 3 Zell am Harmersbach, 
77736 

Germany OTC
19861/1/1
17.05.2024

18 Liprimar ST atorvastatin (atorvastatin 
calcium)

tablets film-
coated

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

Pfizer Manufacturing Deutschland 
GmbH, Mooswaldallee 1, 79090 Frieburg 
Im Breisgau - packager, quality control, 
batch releaser, Pfizer Pharmaceuticals 

LLC, 1.9 km Road 689, Vega Baja, Puerto 
Rico 00693, USA- bulk manufacturer 

Germany
VIATRIS SPECIALTY LLC, 

3711 Collins Ferry Road, Mor-
gantown, WV 26505 

USA PoM 21149/1/1
17.05.2024

19 Liprimar ST
atorvastatin (atorvastatin 

calcium)
tablets film-

coated 20mg; (30/3x10/) in blister

Pfizer Manufacturing Deutschland 
GmbH, Mooswaldallee 1, 79090 Frieburg 
Im Breisgau - packager, quality control, 
batch releaser, Pfizer Pharmaceuticals 

LLC, 1.9 km Road 689, Vega Baja, Puerto 
Rico 00693, USA- bulk manufacturer 

Germany
VIATRIS SPECIALTY LLC, 

3711 Collins Ferry Road, Mor-
gantown, WV 26505 

USA PoM
21150/1/1
17.05.2024

20 Liprimar ST atorvastatin (atorvastatin 
calcium)

tablets film-
coated

40mg; (30/3x10/) in blister

Pfizer Manufacturing Deutschland 
GmbH, Mooswaldallee 1, 79090 Frieburg 
Im Breisgau - packager, quality control, 
batch releaser, Pfizer Pharmaceuticals 

LLC, 1.9 km Road 689, Vega Baja, Puerto 
Rico 00693, USA- bulk manufacturer 

Germany
VIATRIS SPECIALTY LLC, 

3711 Collins Ferry Road, Mor-
gantown, WV 26505

USA PoM 21151/1/1
17.05.2024

21 Liprimar ST atorvastatin (atorvastatin 
calcium)

tablets film-
coated

80mg; (30/3x10/) in blister

Pfizer Manufacturing Deutschland 
GmbH, Mooswaldallee 1, 79090 Frieburg 
Im Breisgau - packager, quality control, 
batch releaser, Pfizer Pharmaceuticals 

LLC, 1.9 km Road 689, Vega Baja, Puerto 
Rico 00693, USA- bulk manufacturer 

Germany
VIATRIS SPECIALTY LLC, 

3711 Collins Ferry Road, Mor-
gantown, WV 26505

USA PoM 21152/1/1
17.05.2024



LIST

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

05-1/24  on May 17, 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 Alkazol cilostazol tablets 100mg; (30/1x30/) in blister

Alkaloid AD Skopje, Blvd. Aleksandar 
Makedonski 12, 1000 Skopje- batch releaser, 
Noucor Health, S.A. Av. Cami Reial, 51-57, 
08184 Palau-Solita i Plegamans, Barcelona, 
Spain- bulk manufacturer, packager, quality 
control(physicochemical), Eurofins Biophar-

ma Product Testing SPAIN, S.L.U., Calle 
De Josef Argemi 13-15, Poligono Industrial 

Esplugues De Llobregat, 08950, Spain- quality 
control (microbiological) 

Republic 
of North 

Macedonia

Alkaloid AD Skopje, Blvd. 
Aleksandar Makedonski 12, 1000 

Skopje 
Republic of North 

Macedonia
PoM 000476

17.05.2024



LIST

of the variations not requiring reformulation of registration certificate  approved by the Center according to the meeting decision  N 05-1/24  on May 17, 2024

N Trade name
Common name of the 

active substance Pharmaceutical form
Strength and packaging, 

presentation
All manufacturing sites involved in 
the medicinal product manufactur-

ing 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
Novartis Pharma Stein AG Technical 

Operations Schweiz, Stein Steriles, 
Schaffhauserstrasse, Stein AG, 4332 

Switzerland
Novartis Overseas Investments 
AG, Lichtstrasse 35, 4056 Basel Switzerland PoM

19953/4/2
17.05.2024

2 Enterol 250 lyophilized cells of saccha-
romyces boulardii

powder for oral 
suspension

250mg; (10) sachets Biocodex, 1 avenue Blaise Pascal, 
60000 Beauvais 

France Biocodex, 7 avenue Gallieni 
94250 Gentilly

France OTC 21508/1
17.05.2024

3 Enterol 250 lyophilized cells of saccha-
romyces boulardii

capsules 250mg; (10) in glass bottle Biocodex, 1 avenue Blaise Pascal, 
60000 Beauvais 

France Biocodex, 7 avenue Gallieni 
94250 Gentilly 

France OTC 21507/1
17.05.2024

4 Duphaston dydrogesterone tablets film-coated 10mg; (20/1x20/) in blister
ABBOTT Biologicals B.V., Veerweg 

12, 8121 AA Olst 
the 

Netherlands
ABBOTT Healthcare Products 
B.V., C.J. van Houtenlaan 36, 

NL-1381 CP Weesp 
the Netherlands PoM

19642/1
17.05.2024

5 Omnipaque iohexol solution for injection 300mg iodine/ml; (10) 
plastic vials 50ml

GE Healthcare Ireland Limited, IDA 
Business Park, Carrigtohill Co. Cork 

Ireland GE Healthcare AS, P.O. Box 
4220 Nydalen, NO-0401 Oslo 

Norway PoM 21110/1
17.05.2024

6 Omnipaque iohexol solution for injection 300mg iodine/ml; (10) 
plastic vials 100ml

GE Healthcare Ireland Limited, IDA 
Business Park, Carrigtohill Co. Cork 

Ireland GE Healthcare AS, P.O. Box 
4220 Nydalen, NO-0401 Oslo

Norway PoM 21111/1
17.05.2024

7 Omnipaque iohexol solution for injection 350mg iodine/ml; (10) 
plastic vials 50ml

GE Healthcare Ireland Limited, IDA 
Business Park, Carrigtohill Co. Cork 

Ireland GE Healthcare AS, P.O. Box 
4220 Nydalen, NO-0401 Oslo 

Norway PoM 21091/1
17.05.2024

8 Omnipaque iohexol solution for injection 350mg iodine/ml; (10) 
plastic vials 100ml

GE Healthcare Ireland Limited, IDA 
Business Park, Carrigtohill Co. Cork 

Ireland GE Healthcare AS, P.O. Box 
4220 Nydalen, NO-0401 Oslo 

Norway PoM 21092/1
17.05.2024



9
Sodium chloride 

solution 0.9% sodium chloride solution for infusion

9mg/ml; 50ml plastic pack, 
100ml plastic pack, 200ml 
plastic pack, 250ml plastic 
pack, 400ml plastic pack, 

500ml plastic pack, 1000ml 
plastic pack, 2000ml plastic 
pack, 3000ml plastic pack

PharmaTech CJSC, 0064, Yerevan, 
Raffi str. 111

Republic of 
Armenia

PharmaTech CJSC, 0064, Yere-
van, Raffi str. 111

Republic of 
Armenia PoM

19280/1
17.05.2024

10 Ringer

sodium chloride, potassium 
chloride, calcium chloride 
(calcium chloride dihy-

drate)
solution for infusion

8,6mg/ml+0,3mg/
ml+0,33mg/ml; 100ml 

plastic pack, 200ml plastic 
pack, 250ml plastic pack, 

500ml plastic pack, 1000ml 
plastic pack, 2000ml plastic 
pack, 3000ml plastic pack

PharmaTech CJSC, 0064, Yerevan, 
Raffi str. 111

Republic of 
Armenia

PharmaTech CJSC, 0064, Yere-
van, Raffi str. 111

Republic of 
Armenia PoM

19279/1
17.05.2024

11 Tiregis D telmisartan, 
hydrochlorothiazide

tablets
40mg+12,5mg; (28/2x14/) 

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

Egis Pharmaceuticals PLC, 1165 
Budapest, Bokenyfoldi st. 118-120- 
batch releaser, Actavis Ltd., BLB015, 
BLB 016, Bulebel Industrial Estate, 

Zejtun, ZTN 3000, Malta- bulk man-
ufacturer, packager, quality control 

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

Hungary PoM 19272/4
17.05.2024

12 Tiregis D telmisartan, 
hydrochlorothiazide

tablets
80mg+12,5mg; (28/2x14/) 

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

Egis Pharmaceuticals PLC, 1165 
Budapest, Bokenyfoldi st. 118-120- 
batch releaser, Actavis Ltd., BLB015, 
BLB 016, Bulebel Industrial Estate, 

Zejtun, ZTN 3000, Malta- bulk man-
ufacturer, packager, quality control 

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

Hungary PoM 19273/4
17.05.2024

13 Tiregis D telmisartan, 
hydrochlorothiazide

tablets 80mg+25mg; (28/2x14/) in 
blister, (56/4x14/) in blister

Egis Pharmaceuticals PLC, 1165 
Budapest, Bokenyfoldi st. 118-120- 
batch releaser, Actavis Ltd., BLB015, 
BLB 016, Bulebel Industrial Estate, 

Zejtun, ZTN 3000, Malta- bulk man-
ufacturer, packager, quality control 

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

Hungary PoM 19274/4
17.05.2024



14 Gardasil

human papillomavirus 
type 6 L1 protein, human 
papillomavirus type 11 L1 
protein, human papilloma-
virus type 16 L1 protein, 

human papillomavirus type 
18 L1 protein

suspension for i/m 
injection

20mcg/dose+40mcg/
dose+40mcg/dose+20mcg/
dose; 0,5ml/dose glass vial

Merck Sharp & Dohme B.V. 
Waarderweg 39, 2031 BN Haarlem- 
secondary packager, batch releaser, 
Merck Sharp & Dohme LLC, 770 
Sumneytown Pike, West Point, 

Pennsylvania (PA) 19486, USA- bulk 
manufacturer, primary packager, 

quality control 

the 
Netherlands

Merck Sharp & Dohme IDEA 
GmbH, Tribschenstrasse 60, 

6005 Luzern 
Switzerland PoM 20189/5/3

17.05.2024

15 Gardasil

human papillomavirus 
type 6 L1 protein, human 
papillomavirus type 11 L1 
protein, human papilloma-
virus type 16 L1 protein, 

human papillomavirus type 
18 L1 protein

suspension for i/m 
injection

20mcg/dose+40mcg/
dose+40mcg/dose+20mcg/
dose; 0,5ml/dose pre-filled 

syringe and (1) needle, 
0,5ml/dose pre-filled 

syringe and (2) needles

Merck Sharp & Dohme B.V. 
Waarderweg 39, 2031 BN Haarlem- 
secondary packager, batch releaser, 
Merck Sharp & Dohme LLC, 770 
Sumneytown Pike, West Point, 

Pennsylvania (PA) 19486, USA- bulk 
manufacturer, primary packager, 

quality control 

the 
Netherlands

Merck Sharp & Dohme IDEA 
GmbH, Tribschenstrasse 60, 

6005 Luzern 
Switzerland PoM 20190/5/3

17.05.2024

16 Dermovate
clobetasol (clobetasol 

propionate) ointment
0,5mg/g; aluminium tube 

25g
Delpharm Poznan Spolka Akcyjna, 

189 Grunwaldzka street, 60-322 
Poznan 

Poland
GlaxoSmithKline Export Ltd, 

980 Great West Road, Brentford, 
Middlesex, TW8 9GS 

UK PoM
21726/2

17.05.2024

17 Dermovate
clobetasol (clobetasol 

propionate) cream
0,5mg/g; aluminium tube 

25g
Delpharm Poznan Spolka Akcyjna, 

189 Grunwaldzka street, 60-322 
Poznan 

Poland
GlaxoSmithKline Export Ltd, 

980 Great West Road, Brentford, 
Middlesex, TW8 9GS

UK PoM
21727/2

17.05.2024

18 Rexocef
cefpodoxime (cefpodoxime 

proxetil)
powder for oral 

suspension

40mg/5ml; 64,8g powder 
in 100ml plastic vial with 
measuring cup and dosing 

syringe

Alkaloid AD Skopje, Blvd. Aleksan-
dar Makedonski 12, 1000 Skopje- 

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

Estate Area No.2 Mandideep-462046 
district-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

21692/1
17.05.2024

19 Duspatalin
mebeverine (mebeverine 

hydrochloride)
capsules hard 

prolonged-release 200mg (30/2x15/) in blister
Mylan Laboratories SAS, Route de 
Belleville, Lieu-dit Maillard, 01400 

Chatillon sur Chalaronne 
France

Abbott Healthcare Products 
B.V., C.J. van Houtenlaan 36, 

1381 CP Weesp 
the Netherlands PoM

19581/2
17.05.2024

20 Viagra sildenafil (sildenafil citrate) tablets film-coated 25mg; (4/1x4/) in blister
Fareva Amboise, Zone Industrielle, 
29 route des Industries, 37530 Poce-

sur-Cisse 
France

Upjohn US 1 LLC, 1209 Orange 
street, Wilmington DE 19801 USA PoM

18317/5/1
17.05.2024



21 Lotosonic

dry extract of substances 
mixture of natural origin 

(folium mori albae, folium 
erythrinae variegatae, 

arillus longan), dry extract 
of the seeds of oriental 

arborvitae (semen platycladi 
orientalis), dry extract of the 
seeds of Mauritanian dates 

(semen ziziphi mauriti-
anae), dry extract of the 
seeds of nuciferous lotus 

(semen nelumbinis nucifer-
ae), dry extract of embryos 
of the seeds of nuciferous 
lotus (embryo nelumbinis 
nuciferae), powder of the 
tubers of wild yam (tuber 

dioscoreae persimilis)

tablets film-coated

80mg (91,25mg+91,25mg+ 
91,25mg)+10mg 
(91.25mg)+10mg 
(91.25mg)+35mg 

(175mg)+8mg 
(15mg)+145mg (183mg) ; 
(10/1x10/) and (20/2x10/) 

in blister

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

District, Danang city
Vietnam

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

Thanh Khe District, Danang city
Vietnam OTC

18057/1
17.05.2024

22 Siofor 1000
metformin (metformin 

hydrochloride) tablets film-coated
1000mg; (60/4x15/) in 

blister
Menarini-Von Heyden GmbH, 

Leipziger Strasse 7-13, 01097 
Dresden 

Germany
Laboratori Guidotti S.p.A., Via 

Livornese, 897, 56122 La Vettola 
(Pisa)

Italy PoM
19676/3

17.05.2024

23 Siofor 1000
metformin (metformin 

hydrochloride) tablets film-coated
1000mg; (60/4x15/) in 

blister

Berlin-Chemie AG, Glienicker 
Weg 125, D-12489 Berlin-batch 

releaser, Dragenopharm Apothek-
er Puschl GmbH, Gollstrasse 1, 

84529 Tittmoning, Germany-bulk 
manufacturer, packager, quality 

control (physicochemical), Labor LS 
SE & Co. KG, Mangelsfeld 4, 5, 6, 

Bad Bocklet-Grossenbrach, Bayern, 
97708, Germany- quality control 

(microbiological) 

Germany
Laboratori Guidotti S.p.A., Via 

Livornese, 897 56122 La Vettola 
(Pisa)

Italy PoM
19677/3

17.05.2024



24 Siofor 1000
metformin (metformin 

hydrochloride) tablets film-coated
1000mg; (60/4x15/) in 

blister

Berlin-Chemie AG, Glienicker 
Weg 125, 12489 Berlin- packager, 
batch releaser, Berlin-Chemie AG, 

Tempelhofer Weg 83, 12347 Berlin, 
Germany- bulk manufacturer, 
Berlin-Chemie AG, Glienicker 

Weg 125, 12489 Berlin, Germany- 
quality control (microbiological), 
1.Berlin-Chemie AG, Glienicker 

Weg 125, 12489 Berlin, Germany, 
2. Berlin-Chemie AG, Tempelhofer 
Weg 83, 12347 Berlin, Germany- 
quality control (physicochemical) 

Germany
Laboratori Guidotti S.p.A., Via 

Livornese, 897 56122 La Vettola 
(Pisa) 

Italy PoM
21090/1

17.05.2024

25 Nitroglycerin nitroglycerin tablets sublingual
0,5mg; (40) in plastic 

container
PJSC «Technolog», 8, Stara prorizna 

street, Uman, Cherkassy region, 
20300

Ukraine
PJSC «Technolog», 8, Stara 

prorizna street, Uman, Cherkassy 
region, 20300

Ukraine PoM
21246/2/1
17.05.2024

26 Fervex
paracetamol, ascorbic acid, 
pheniramine (pheniramine 

maleate)

powder for oral 
solution with lemon 

flavour and sugar

500mg+200mg+25mg; (8) 
sachets 13,1g

UPSA SAS, 979, Avenue des Pyre-
nees, 47520 Le Passage France

UPSA SAS, 3, rue Joseph Moni-
er-92500 Rueil-Malmaison France OTC

21328/3
17.05.2024

27 Nebilet nebivolol (nebivolol 
hydrochloride)

tablets
5mg; (7/1x7/) in blister, 

(14/1x14/) in blister, 
(28/2x14/) in blister

Berlin-Chemie AG, Glienicker Weg 
125 D-12489 Berlin - granules man-
ufacturer, packager, batch releaser, 
Berlin-Chemie AG, Tempelhofer 

Weg 83, D-12347 Berlin, Germany - 
bulk manufacturer 

Germany
Menarini International Opera-

tions Luxembourg S.A.,1, avenue 
de la Gare, 1611 

Luxembourg PoM 18554/3
17.05.2024

28 Triderm
betamethasone (beta-

methasone dipropionate), 
clotrimazole, gentamicin 

(gentamicin sulfate)

cream 0,5mg/g+10mg/g+1mg/g; 
aluminium tube 15g

Organon Heist B.V., Industriepark 
30, Heist-op-den-Berg, 2220 

Belgium Organon Central East GmbH, 
Weystrasse 20, 6006 Luzern

Switzerland PoM 21887/1
17.05.2024

29 Triderm
betamethasone (beta-

methasone dipropionate), 
clotrimazole, gentamicin 

(gentamicin sulfate)

ointment 0,5mg/g+10mg/g+1mg/g; 
aluminium tube 15g

Organon Heist B.V., Industriepark 
30, Heist-op-den-Berg, 2220 

Belgium Organon Central East GmbH, 
Weystrasse 20, 6006 Luzern

Switzerland PoM 21143/3/1
17.05.2024

30 Nurofen for children ibuprofen
suspension oral with 
strawberry flavour

20mg/ml; 100ml, 150ml 
and 200ml plastic bottle 
and measuring syringe

Reckitt Benckiser HealthCare (UK) 
Limited, Dansom Lane, Hull, HU8 

7DS
UK

Reckitt Benckiser HealthCare 
(UK) Limited, Dansom Lane, 

Hull, HU8 7DS
UK OTC

19936/3/1
17.05.2024



31 Nurofen for children ibuprofen
suspension oral with 

orage flavour
20mg/ml; 150ml and 

200ml plastic bottle and 
measuring syringe

Reckitt Benckiser HealthCare (UK) 
Limited, Dansom Lane, Hull, HU8 

7DS
UK

Reckitt Benckiser HealthCare 
(UK) Limited, Dansom Lane, 

Hull, HU8 7DS
UK OTC

19937/3/1
17.05.2024

32 Nurofen for children ibuprofen
suspension oral with 

orange flavour

100mg/5ml; 150ml plastic 
container and measuring 

syringe, 200ml plastic 
container and measuring 

syringe

Reckitt Benckiser Healthcare India 
Private Limited, Khasra No. 701/534, 

Village Sandholi, Baddi-Nalagarh 
Road, District Solan, Baddi, Himach-

al Pradesh, IN-173 205 

India
Reckitt Benckiser HealthCare 
(UK) Limited, Dansom Lane, 

Hull, HU8 7DS 
UK OTC

21530/2/1
17.05.2024

33 Femara letrozole tablets film-coated 2,5mg; (30/3x10/) in blister

Novartis Farma S.P.A.,131, Via 
Provinciale Schito, 80058 Torre 

Annuziata- packager, batch releaser, 
Novartis Pharma Stein AG Novartis 
Technical Operations Schweiz, Stein 
Solids, Schaffhauserstrasse, 4332 Stein 
AG, Switzerland- bulk manufactur-

er, quality control 

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

Switzerland PoM 19893/3
17.05.2024

34 Femara letrozole tablets film-coated 2,5mg; (30/3x10/) in blister Novartis Pharma Stein AG, Schaff-
hauserstrasse, 4332 Stein 

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

Switzerland PoM 20673/1
17.05.2024

35 Metabet SR metformin (metformin 
hydrochloride)

tablets prolonged-
release

500mg; (28/2x14/) in blister

Morningside Pharmaceuticals Ltd, 
5 Pavilion Way, Loughborough, 
LE115GW-batch releaser, USV 
Private Ltd, H-17/ H-18, OIDC, 
Mahatma Gandhi-Udyog Nagar, 

Dabhel, Daman, 396210, India-bulk 
manufacturer, packager, ZETA 

ANALYTICAL LTD, COLONIAL 
WAY, UNIT 3, WATFORD, WD24 

4YR, UK-quality control 

UK
Morningside Healthcare Ltd. 

Unit C, Harcourt Way Leicester 
LE19 1WP 

UK PoM 18916/2
17.05.2024

36 Metabet SR metformin (metformin 
hydrochloride)

tablets prolonged-
release

1000mg; (28/2x14/) in 
blister

Morningside Pharmaceuticals Ltd, 
5 Pavilion Way, Loughborough, 
LE115GW-batch releaser, USV 
Private Ltd, H-17/ H-18, OIDC, 
Mahatma Gandhi-Udyog Nagar, 

Dabhel, Daman, 396210, India-bulk 
manufacturer, packager, ZETA 

ANALYTICAL LTD, COLONIAL 
WAY, UNIT 3, WATFORD, WD24 

4YR, UK-quality control 

UK
Morningside Healthcare Ltd. 

Unit C, Harcourt Way Leicester 
LE19 1WP 

UK PoM 18917/2
17.05.2024



37 Winch fluconazole capsules hard 150mg; (2/1x2/) in blister
LABORATORIO FARMACEU-
TICO C.T. S.R.L., VIA DANTE 

ALIGHIERI, 71, 18038 SANREMO 
(IM) 

Italy
So.Se. Pharm S.r.l., Via dei Cas-
telli Romani 22, 00071 Pomezia 

(Rome) 
Italy PoM 21730/1

17.05.2024

38 Aciclovir aciclovir ointment for external 
use

50mg/g; 5g aluminium 
tube

Belmedpreparaty RUE, 220007, 
Minsk, Fabritsius St., 30- quality con-
trol, batch releaser, Belmedpreparaty 
RUE, 220007, Minsk, Fabritsius lane 
3, No11, Republic of Belarus- bulk 

manufacturer, packager 

Republic of 
Belarus

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

Republic of 
Belarus

OTC 17923/1
17.05.2024

39 Ketotifen ketotifen (ketotifen 
fumarate)

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

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

control, batch releaser, Belmedprepa-
raty RUE, 220007, Minsk, Fabritsius 

St., 3, Republic of Belarus- bulk 
manufacturer, packager 

Republic of 
Belarus

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

Republic of 
Belarus

PoM 18330/2
17.05.2024

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

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

Ukraine PoM 18790/1
17.05.2024

41 Gliclazide Canon gliclazide
tablets prolonged-

release
60mg; (30/3x10/) and 
(30/2x15/) in blister

CJSC Canonpharma production, 
105B bldg., 11, Zarechnaya st., 

Schelkovo city, Schelkovo urban 
district, Moscow region, 141100- 
quality control(microbiological), 

batch releaser, CJSC Canonpharma 
production, 105, Zarechnaya st., 
Schelkovo city, Schelkovo urban 
district, Moscow region, 141100, 

Russia- bulk manufacturer, packager, 
quality control (physicochemical) 

Russia

CJSC Canonpharma production, 
105, Zarechnaya st., Schelkovo 
city, Schelkovo urban district, 

Moscow region, 141100 
Russia PoM

17285/2/1
17.05.2024

42 Heptral ademetionine tablets gastro-resistant 400mg; (20/2x10/) in blister
AbbVie S.r.l., S.R. 148 Pontina KM 

52, SNC- Campoverde di Aprilia (loc. 
Aprilia)-04011 Aprilia (LT) 

Italy
Abbott Laboratories GmbH, Fre-
undallee 9A, 30173 Hannover Germany PoM

20082/2/1
17.05.2024

43 Tyrosur tyrothricin gel for topical use 1mg/g; 5g aluminium tube
Engelhard Arzneimittel GmbH& 
Co. KG, Herzbergstrasse 3, 61138 

Niederdorfelden
Germany

Engelhard Arzneimittel 
GmbH& Co. KG, Herzberg-

strasse 3, 61138 Niederdorfelden
Germany OTC

20797/2
17.05.2024



44 Ginkor Fort
ginkgo biloba extract, 

troxerutin, heptaminol 
hydrochloride

capsules
14mg+300mg+300mg; 

(30/3x10/), in blister
Beaufour Ipsen Industrie, rue Ethe 

Virton, 28100 Dreux France
TONIPHARM, Immeuble ̀ `Le 
Wilso`  ̀70 Avenue du General 

de Gaulle, 92800 Puteaux 
France OTC

20428/2
17.05.2024

45 Vitamin B complex
thiamine (thiamine nitrate), 

riboflavin, pyridoxine 
(pyridoxine hydrochloride), 

nicotinamide

film-coated tablets 5mg+1mg+4mg+50mg; 
(20/1x20/) in blister

Sopharma JSC, str. Iliensko shosse 16, 
1220 Sofia

Bulgaria Sopharma JSC, str. Iliensko 
shosse 16, 1220 Sofia

Bulgaria OTC 20959/1
17.05.2024

46 Vitamin B complex 
solution for injection

thiamine (thiamine 
hydrochloride), riboflavin 

(riboflavin sodium 
phosphate), pyridoxine 

(pyridoxine hydrochloride), 
nicotinamide

solution for injection
5mg/ml+1mg/ml+5mg/
ml+50mg/ml; (10) am-

poules 2ml
Sopharma JSC, str. Iliensko shosse 16, 

1220 Sofia
Bulgaria Sopharma JSC, str. Iliensko 

shosse 16, 1220 Sofia
Bulgaria PoM 19819/2

17.05.2024

47 Arpeflu
umifenovir (umifenovir 

hydrochloride) tablets film-coated 50mg; (30/3x10/) in blister
Lekpharm JLLC, 223141, Minsk 

region, Logoysk, Minskaya str. 2a/4 
Republic of 

Belarus
«Lekpharm» JLLC, 223141, 

Minsk region, Logoysk, Minska-
ya str. 2a, room 301

Republic of 
Belarus OTC

21983/1
17.05.2024

48 Arpeflu
umifenovir (umifenovir 

hydrochloride) tablets film-coated 100mg; (30/3x10/) in blister
Lekpharm JLLC, 223141, Minsk 

region, Logoysk, Minskaya str. 2a/4 
Republic of 

Belarus
«Lekpharm» JLLC, 223141, 

Minsk region, Logoysk, Minska-
ya str. 2a, room 301 

Republic of 
Belarus OTC

21984/1
17.05.2024

49 Celestoderm-V
betamethasone 
(betamethasone 

17-valerate)
ointment

1mg/g; aluminium tube 
30g

Organon Heist B.V., Industriepark 
30, Heist-op-den-Berg, 2220 Belgium

Organon Central East GmbH, 
Weystrasse 20, 6006 Luzern Switzerland PoM

18483/4/2
17.05.2024

50 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 20179/1
17.05.2024

51 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 20180/1
17.05.2024

52 Strepsils Intensive flurbiprofen lozenges with honey 
and lemon flavour

8,75mg; (24/3x8/) in blister
Reckitt Benckiser Healthcare 

International Limited, Nottingham 
site, Thane Road, Nottingham, 
Nottinghamshire, NG90 2DB

UK
Reckitt Benckiser Healthcare In-
ternational Limited, Nottingham 
site, Thane Road, Nottingham, 
Nottinghamshire, NG90 2DB

UK OTC 19549/3
17.05.2024

53 Laevomycetin chloramphenicol tablets 250mg; (10) in blister, 
(500/50x10/) in blister

Kievmedpreparat PJSC, 01032, Kiev, 
Saksaganskogo street, 139

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

Ukraine PoM 20187/2
17.05.2024



54 Laevomycetin chloramphenicol tablets 500mg; (10) in blister 
(500/50x10/) in blister

Kievmedpreparat PJSC, 01032, Kiev, 
Saksaganskogo street, 139

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

Ukraine PoM 20188/2
17.05.2024

55 Leron
furosemide, amiloride 

(amiloride hydrochloride) tablets
40mg+5mg; (50/5x10/) in 

blister

Aversi-Rational Ltd, David Kobakh-
idze Str. 33, 0198 Tbilisi-packager, 
batch releaser, GENO Pharmaceu-
ticals Pvt. Ltd., Karaswada, Mapusa, 

Goa, India-bulk manufacturer 

Georgia
Aversi-Rational Ltd, Chirnakhuli 

Str. 14, 0198 Tbilisi Georgia PoM
18318/2

17.05.2024

56 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; 
aluminium container 30g; 
aluminium container 45g

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 18944/2/1
17.05.2024

57 Depakine enteric 300
valproate sodium (valproic 

acid) tablets gastro-resistant
300mg; (100/10x10/) in 

blister
Sanofi-Aventis S.A., Ctra. C35 La 

Batlloria a Hostalric, km 63.09,17404 
Riells I Viabrea (Girona) 

Spain
Sanofi-Aventis Group, 54, rue La 

Boetie 75008 Paris France PoM
20628/2/3
17.05.2024

58 Linkus Plush ivy leaf powder extract syrup sugar free

35mg/5ml; 90ml glass 
bottle and measuring cup, 

120ml glass bottle and 
measuring cup, 150ml glass 
bottle and measuring cup

Herbion Pakistan Pvt. Ltd., Plot No. 
30 Sector 28 Korangi Industrial Area, 

Karachi
Pakistan

Herbion Pakistan Pvt. Ltd., 
Plot No. 30 Sector 28 Korangi 

Industrial Area, Karachi
Pakistan OTC

18154/1
17.05.2024

59 Insty sugar free

salix alba, adhatoda vasica, 
viola odorata, glycyrrhiza 

glabra, thea sinensis, 
foeniculum vulgare, euca-
lyptus globulus, valeriana 

officinalis

granules
750mg+300mg+100mg+
550mg+125mg+75mg+3
5mg+100mg; (5) and (10) 

sachets

Herbion Pakistan Pvt. Ltd., Plot No. 
30 Sector 28 Korangi Industrial Area, 

Karachi
Pakistan

Herbion Pakistan Pvt. Ltd., 
Plot No. 30 Sector 28 Korangi 

Industrial Area, Karachi
Pakistan OTC 17898/1

17.05.2024

60 Femoston 1/5 conti
estradiol (estradiol 

hemihydrate), 
dydrogesterone

tablets film-coated
1mg+5mg; (28/1x28/) in 

blister
ABBOTT Biologicals B.V., Veerweg 

12, 8121 AA Olst 
the 

Netherlands
ABBOTT Healthcare Products 
B.V., C.J. van Houtenlaan 36, 

NL-1381 CP Weesp,
the Netherlands PoM

21131/1
17.05.2024

61 Femoston 1/10
white tablet- estradiol, gray 
tablet- estradiol, dydroges-

terone
tablets film-coated

1mg+1mg+10mg; 
(28/2x14/(14 white tablets 
+14 gray tablets) in blister

ABBOTT Biologicals B.V., Veerweg 
12, 8121 AA Olst 

the 
Netherlands

ABBOTT Healthcare Products 
B.V., C.J. van Houtenlaan 36, 

NL-1381 CP Weesp,
the Netherlands PoM

21484/1
17.05.2024

62 Femoston 2/10
pink tablet- estradiol, 

yellow tablet- estradiol + 
dydrogesterone

tablets film-coated
2mg+2mg+10mg; 

(28/14pink tablets + 14yel-
low tablets/) blister

ABBOTT Biologicals B.V., Veerweg 
12, 8121 AA Olst 

the 
Netherlands

ABBOTT Healthcare Products 
B.V., C.J. van Houtenlaan 36, 

NL-1381 CP Weesp,
the Netherlands PoM

19006/2
17.05.2024



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

street, Uman, Cherkassy region, 
20300

Ukraine
PJSC «Technolog», 8, Stara 

prorizna street, Uman, Cherkassy 
region, 20300

Ukraine PoM
18879/1

17.05.2024

64 Arytmil
amiodarone (amiodarone 

hydrochloride) tablets 200mg; (20/2x10/) in blister
SIC «Borshchahivskiy Chemi-

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

Ukraine
SIC «Borshchahivskiy Chemi-

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

Ukraine PoM
18509/1

17.05.2024

65 Prospan cough drops hedera helix drops oral
20mg/ml; 20ml glass 

vial-dropper
Engelhard Arzneimittel GmbH& 
Co. KG, Herzbergstrasse 3, 61138 

Niederdorfelden
Germany

Engelhard Arzneimittel 
GmbH& Co. KG, Herzberg-

strasse 3, 61138 Niederdorfelden
Germany OTC

19612/2
17.05.2024

66 Stresam
etifoxine (etifoxine 

hydrochloride) capsules 50mg; (60/3x20/) in blister
Biocodex,1 avenue Blaise Pascal, 

60000 Beauvais France
Biocodex, 7 avenue Gallieni 

94250 Gentilly France PoM
17646/2

17.05.2024

67 Linkus Plush ivy leaf powder extract lozenges sugar free
5mg; (8/1x8/) in blister, 

(16/2x8/) in blister, 
(18/2x9/) in blister

Herbion Pakistan Pvt. Ltd., Plot 
No. 37/A-3, Landhi Industrial Area, 

Karachi 
Pakistan

Herbion Pakistan Pvt. Ltd., Plot 
30, Sector 28,Korangi Industrial 

Area,Karachi-74900
Pakistan OTC

18153/1
17.05.2024

68 Deep Relief ibuprofen, 
levomenthol(menthol)

gel for external use
50mg/g+30mg/g; 15g 
aluminum tube, 50g 
aluminum tube, 100g 

aluminum tube

The Mentholatum Company 
Limited, 1 Redwood Avenue, Peel 
Park Campus, East Kilbride, G74 

5PE, Scotland

UK
The Mentholatum Company 
Limited, 1 Redwood Avenue, 

Peel Park Campus, East Kilbride, 
G74 5PE, Scotland

UK OTC 19357/5
17.05.2024

69 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, Walbrzys-
ka Str., 60-198, Poznan

Poland PoM 19839/1
17.05.2024

70 Balzamic liniment of 
Vishnevsky

birch tar, xeroform liniment 30mg/g+30mg/g; alumini-
um tube 40g

Open joint stock company «Borisovs-
kiy zavod medicinskikh preparatov», 

64, No2, ul. Chapaeva, Borisov, 
Minsk region 

Republic of 
Belarus

Open joint stock company 
«Borisovskiy zavod medicinskikh 

preparatov» 64, Chapaev str., 
Borisov 222518, Minsk region 

Republic of 
Belarus

OTC 21837/1
17.05.2024

71 Urorec silodosin capsules hard 4mg; (30/3x10/) in blister
Recordati Industria Chimica e 

Farmaceutica S.p.A., Via Civitali, 
1-20148 Milano 

Italy
Recordati Ireland Ltd., Raheens 

East, Ringaskiddy, Co Cork Ireland PoM
21739/1

17.05.2024



72 Urorec silodosin capsules hard
8mg; (30/3x10/) in blister, 

(90/9x10/) in blister
Recordati Industria Chimica e 

Farmaceutica S.p.A., Via Civitali, 
1-20148 Milano 

Italy
Recordati Ireland Ltd., Raheens 

East, Ringaskiddy, Co Cork Ireland PoM
21740/1

17.05.2024

73 Mekinist trametinib (trametinib 
dimthyl sulfoxide)

tablets film-coated 2mg; (30) in plastic 
container

Glaxo Wellcome S.A., Avda Ex-
tremadura, 3, 09400 Aranda de Due-
ro, Burgos- packager, batch releaser, 
GlaxoSmithKline Manufacturing 
S.p.A., Strada Provinciale Asolana, 

90, 43056 San Polo di Torrile, Parma, 
Italy- bulk manufacturer, quality 

control 

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

Switzerland PoM 18988/5/1
17.05.2024



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 Detralex diosmin, hesperidin tablets film-coated
450mg+50mg; (28/2x14/) in 
blister, (30/2x15/) in blister, 

(36/3x12/) in blister, (56/4x14/) 
in blister, (60/4x15/) in blister

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

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

France OTC 000822
17.05.2024

2 Detralex diosmin, hesperidin tablets film-coated
450mg+50mg; (28/2x14/) in 
blister, (30/2x15/) in blister, 

(36/3x12/) in blister, (56/4x14/) 
in blister, (60/4x15/) in blister

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 OTC 000822

17.05.2024

3 Detralex diosmin, hesperidin tablets film-coated
450mg+50mg; (30/2x15/) in 
blister, (36/3x12/) in blister, 

(60/4x15/) in blister

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 OTC 000822
17.05.2024

4 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 000822
17.05.2024

5 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 Krasnopak-

horskoye, Moscow 
Russia Les Laboratoires Servier, 50, rue 

Carnot, 92284 Suresnes cedex
France OTC 000822

17.05.2024
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6 Prestarium A perindopril (perindopril 
arginine)

tablets film-coated 5mg; (30) in plastic container Les Laboratoires Servier Industrie 905, route 
de Saran, 45520 Gidy 

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

France PoM 000574
17.05.2024

7 Prestarium A
perindopril (perindopril 

arginine) tablets film-coated
5mg; (14) in plastic contain-
er, (30) in plastic container, 

(90/3x30/) in plastic container

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

000574
17.05.2024

8 Prestarium A perindopril (perindopril 
arginine)

tablets film-coated 5mg; (30) in plastic container, 
(90/3x30/) in plastic container

SERVIER RUS Ltd, 108828, block 158,pos-
session 2, build.1, settlement Krasnopakhor-
skoye, Moscow- packager, batch releaser, 

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

facturer, quality control 

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

France PoM 000574
17.05.2024

9 Prestarium A perindopril (perindopril 
arginine)

tablets film-coated 10mg; (30) in plastic container Les Laboratoires Servier Industrie 905, route 
de Saran, 45520 Gidy 

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

France PoM 000574
17.05.2024

10 Prestarium A
perindopril (perindopril 

arginine) tablets film-coated
10mg; (30) in plastic container, 
(90/3x30/) in plastic container

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

000574
17.05.2024

11 Prestarium A perindopril (perindopril 
arginine)

tablets film-coated 10mg; (30) in plastic container, 
(90/3x30) in plastic container

SERVIER RUS Ltd, 108828, block 158,pos-
session 2, build.1, settlement Krasnopakhor-
skoye, Moscow- packager, batch releaser, 

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

facturer, quality control 

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

France PoM 000574
17.05.2024


