LIST

of the medicines recommended for the registration by the Center according to the meeting decision N 11-2/24

on November 29, 2024

All manufacturing sites involved in the
Trade name Common name of theactive | Pharmaceutical Strength and packaging, medicinal product manufacturing process Country | Registration certificate holder Country Legalstatus |  Conclusion number
substance form presentation (name, location) (name, location) for supply and date
metamizole (metamizole tablets film- 500mg+20mg; (20/2x10/) in Sopharma JSC, str. Iliensko shosse 16, 1220 Sopharma JSC, str. Iliensko 22505
Tempalgin sodium), triacetonamine 4-tolu- coated blister Sofia Bulgaria shosse 16, 1220 Sofia Bulgaria OTC 29.11.2024
ensulfonate
Novartis Farmaceutica, S.A., Gran Via de les
Corts Catalanes 764, 08013 Barcelona- batch
releaser, Patheon Italia S.;p.A., Viale Gian Bat-
powder lyophi- tista Stucchi 110, 20900 Monza, Italy- powder
lized for solution | 20mg; glass vial and solvent | bulk manufacturer, primary packager, quality Novartis Pharma AG, Lich- 22506
Simulect basiliximab for injection or in ampoule 5ml control, Delpharm Dijon, 6 Boulevard de Spain tstrasse 35, 4056 Basel Switzerland PoM 29.11.2024
infusion 1" Europe, Quetigny, 21800, France- solvent
bulk manufacturer, primary packager, quality
control, Delpharm Dijon, 6 Boulevard de
1" Europe, Quetigny, 21800, France- second-
ary packager
powder BIOCAD JSC, Intracity Municipality the BIOCAD JSC, Intracity Munici-
Iyophilized for Settlement of Strelna, the Settlement of pality the Settlement of Strelna, 22507
Herticad trastuzumab concentrate 150mg; glass vial Strelna, ul. Svyazi, d. 38, str. 1, Saint Peters- Russia the Settlement of Strelna, ul. Russia PoM 29.11.2024
for solution for burg, 198515 Svyazi, d. 38, str. 1, pomeshch.
infusion 89, Saint Petersburg, 198515




Herticad

trastuzumab

powder
Iyophilized for
concentrate
for solution for
infusion

440mg; glass vial and glass
vial with 20ml solvent

BIOCAD JSC, Intracity Municipality the
Settlement of Strelna, the Settlement of
Strelna, ul. Svyazi, d. 38, str. 1, Saint Peters-
burg, 198515

Russia

BIOCAD JSC, Intracity Munici-
pality the Settlement of Strelna,
the Settlement of Strelna, ul.
Svyazi, d. 38, str. 1, pomeshch.
89, Saint Petersburg, 198515

PoM

22508
29.11.2024




LIST

of the medicines recommended for registration under the EAEU procedure by the Center according to the meeting decision N 11-2/24 on November

29, 2024
Common name of theactive | Pharmaceutical Strength and packaging, All manufacturing sites involved in the Registration certificate holder Legal Conclusion number
N Trade name substance form presentation medicinal product manufacturing process Country (name, location) Country status for and date
(name, location) supply
50mg; (5/1x5/) in blister, JADRAN-GALENSKI LABORATORI] JADRAN-GALENSKI 22509
1 Dramina dimenhydrinate tablets (10/1x10/) in blister d.d., Svilno 20, 51000 Rijeka Croatia LABORATORIJ dd,, Svilno Croatia OTC (006026)
20,51000 Rijeka 29.11.2024
05mg; (30/10x3/) in blister, | Minskintercaps U.V.,26/3, Inzhenernaya | Republic of Minskintercaps U.V., 26, 22510
2 Avoprost dutasteride capsules (60/10x6/) in blister str., 220075, Minsk Belarus Inzhenernaya str., 220075, Republic of Belarus PoM (006026)
Minsk 29.11.2024
suppositories Nizhpharm JSC, 603105, Nizhny Nizhpharm JSC, 603105, 22511
3 Vitaprost Forte extract of prostate rectal 20mg; (10/2x5/) Novgorod, Salganskaya st., 7 Russia Nizhny Novgorod, Salgans- Russia OIC (000791)
kayast.,7 29.11.2024
SotexPharmFirm» CJSC, Bld. 11, vi]lage
solution for Belikovo, Sergiev Posad urban district, «Sotex»PharmFirm» CJSC,
infusion and 0,1mg/ml; (5/1x5/) ampoules | Moscow Region- quality control, batch Bld. 11, village Belikovo, 22512
4 Octretex octreotide (octreotide acetate) intracutaneous 1ml in blister, (10/2x5/) releaser, «Sotex»PharmFirm» CJSC, Bld. Russia Sergiev Posad, Moscow Russia PoM (000791)
injection ampoules 1ml in blister 10, village Belikovo, Sergiev Posad urban Region, 141345 29.11.2024
district, Moscow Region, Russia- bulk
manufacturer, packager
Gedeon Richter PLC, Gyomroi ut 19-21,
1103 Budapest- batch releaser, Gedeon
Richter Poland Sp.z 0.0., ul Graniczna 22513
5 Co-Sentor losartan (losartan potassium), tablets film- 50mg+12,5mg; (30/3x10/) 35, Grodzisk Mazowiecki, 05-825, Hungary Gedeon Richter PLC, Gyom- Hungary PoM (011655)
hydrochlorothiazide coated in blister Poland- bulk manufacturer, packager, roi ut 19-21, 1103 Budapest 29.11.2024

Gedeon Richter Polska Sp.z 0.0, ul. Ks. .
Poniatowskiego 5, Grodzisk Mazowiecki,
05-825- quality control




Co-Sentor

losartan (losartan potassium),
hydrochlorothiazide

tablets film-
coated

100mg+12,5mg; (30/3x10/)
in blister

Gedeon Richter PLC, Gyomroi ut 19-21,
1103 Budapest- batch releaser, Gedeon
Richter Poland Sp.z 0.0., ul Graniczna

35, Grodzisk Mazowiecki, 05-825,

Poland- bulk manufacturer, packager,

Gedeon Richter Polska Sp.z 0.0, ul. Ks. .

Poniatowskiego 5, Grodzisk Mazowiecki,

05-825- quality control

Hungary

Gedeon Richter PLC, Gyom-
roi ut 19-21, 1103 Budapest

Hungary

PoM

2514
(011653)
29112024

Co-Sentor

losartan (losartan potassium),
hydrochlorothiazide

tablets film-
coated

100mg+25mg; (30/3x10/) in
blister

Gedeon Richter PLC, Gyomroi ut 19-21,
1103 Budapest- batch releaser, Gedeon
Richter Poland Sp.z 0.0., ul Graniczna

35, Grodzisk Mazowiecki, 05-825,

Poland- bulk manufacturer, packager,

Gedeon Richter Polska Sp.z 0.0, ul. Ks. .

Poniatowskiego 5, Grodzisk Mazowiecki,

05-825- quality control

Hungary

Gedeon Richter PLC, Gyom-
roi ut 19-21, 1103 Budapest

Hungary

PoM

2515
(011655)
29112024

Detrombin

nadroparin calcium

solution for s/c
injection

2850anti-XalU/0,3ml; (10)
pre-filled syringes 0,3ml

SotexPharmFirm» CJSC, bld. 11, village
Belikovo, Sergiev-Posad municipal
district, Moscow Region- quality control,
batch releaser, «Sotex»PharmFirm» CJSC,
bld. 10, village Belikovo, Sergiev-Posad
municipal district, Moscow Region, Rus-
sia- bulk manufacturer, primary packager,
«Sotex»PharmFirm» CJSC, bld. 11, section
1, village Belikovo, Sergiev-Posad munici-
pal district, Moscow Region, Russia- sec-
ondary packager

Russia

Sotex»PharmFirm» CJSC,
Bld. 11, village Belikovo,
city Sergiev-Posad, Moscow
Region, 141345

PoM

2516
(000335)
29112024

Detrombin

nadroparin calcium

solution for s/c
injection

3800anti-XalU/0,4ml; (10)
pre-filled syringes 0,4ml

SotexPharmFirm» CJSC, bld. 11, village
Belikovo, Sergiev-Posad municipal
district, Moscow Region- quality control,
batch releaser, «Sotex»PharmFirm» CJSC,
bld. 10, village Belikovo, Sergiev-Posad
municipal district, Moscow Region, Rus-
sia- bulk manufacturer, primary packager,
«Sotex»PharmFirm» CJSC, bld. 11, section
1, village Belikovo, Sergiev-Posad munici-
pal district, Moscow Region, Russia- sec-
ondary packager

Russia

Sotex»PharmFirm» CJSC,
Bld. 11, village Belikovo,
city Sergiev-Posad, Moscow
Region, 141345

PoM

2517
(000335)
29112024




10

Detrombin

nadroparin calcium

solution for s/c
injection

5700anti-XalU/0,6ml; (10)
pre-filled syringes 0,6ml

SotexPharmFirm» CJSC, bld. 11, village
Belikovo, Sergiev-Posad municipal
district, Moscow Region- quality control,
batch releaser, «Sotex»PharmFirm» CJSC,
bld. 10, village Belikovo, Sergiev-Posad
municipal district, Moscow Region, Rus-
sia- bulk manufacturer, primary packager,
«Sotex»PharmFirm» CJSC, bld. 11, section
1, village Belikovo, Sergiev-Posad munici-
pal district, Moscow Region, Russia- sec-
ondary packager

Russia

Sotex»PharmFirm» CJSC,
Bld. 11, village Belikovo,
city Sergiev-Posad, Moscow
Region, 141345

PoM

2518
(000335)
29112024

11

Detrombin

nadroparin calcium

solution for s/c
injection

7600anti-XalU/0,8ml; (10)
pre-filled syringes 0,8ml

SotexPharmFirm» CJSC, bld. 11, village
Belikovo, Sergiev-Posad municipal
district, Moscow Region- quality control,
batch releaser, «Sotex»PharmFirm» CJSC,
bld. 10, village Belikovo, Sergiev-Posad
municipal district, Moscow Region, Rus-
sia- bulk manufacturer, primary packager,
«Sotex»PharmFirm» CJSC, bld. 11, section
1, village Belikovo, Sergiev-Posad munici-
pal district, Moscow Region, Russia- sec-
ondary packager

Russia

Sotex»PharmFirm» CJSC,
Bld. 11, village Belikovo,
city Sergiev-Posad, Moscow
Region, 141345

PoM

2519
(000335)
29112024

12

Detrombin

nadroparin calcium

solution for s/c
injection

2850anti-XalU/0,3ml; (10)
pre-filled syringes 0,3ml

SotexPharmFirm» CJSC, bld. 11, village
Belikovo, Sergiev-Posad municipal
district, Moscow Region- quality control,
batch releaser, «Sotex»PharmFirm» CJSC,
bld. 11, section 1, village Belikovo, Sergiev-
Posad municipal district, Moscow Region,
Russia- bulk manufacturer, primary pack-
ager, Sotex»PharmFirm» CJSC, bld. 12,
village Belikovo, Sergiev-Posad municipal
district, Moscow Region, Russia- second-
ary packager

Russia

Sotex»PharmFirm» CJSC,
Bld. 11, village Belikovo,
city Sergiev-Posad, Moscow
Region, 141345

PoM

22520
(000335)
29112024




13

Detrombin

nadroparin calcium

solution for s/c
injection

3800anti-XalU/0,4ml; (10)
pre-filled syringes 0,4ml

SotexPharmFirm» CJSC, bld. 11, village
Belikovo, Sergiev-Posad municipal
district, Moscow Region- quality control,
batch releaser, «Sotex»PharmFirm» CJSC,
bld. 11, section 1, village Belikovo, Sergiev-
Posad municipal district, Moscow Region,
Russia- bulk manufacturer, primary pack-
ager, Sotex»PharmFirm» CJSC, bld. 12,
village Belikovo, Sergiev-Posad municipal
district, Moscow Region, Russia- second-
ary packager

Russia

Sotex»PharmFirm» CJSC,
Bld. 11, village Belikovo,
city Sergiev-Posad, Moscow
Region, 141345

PoM

2521
(000335)
29112024

14

Detrombin

nadroparin calcium

solution for s/c
injection

5700anti-XalU/0,6ml; (10)
pre-filled syringes 0,6ml

SotexPharmFirm» CJSC, bld. 11, village
Belikovo, Sergiev-Posad municipal
district, Moscow Region- quality control,
batch releaser, «Sotex»PharmFirm» CJSC,
bld. 11, section 1, village Belikovo, Sergiev-
Posad municipal district, Moscow Region,
Russia- bulk manufacturer, primary pack-
ager, Sotex»PharmFirm» CJSC, bld. 12,
village Belikovo, Sergiev-Posad municipal
district, Moscow Region, Russia- second-
ary packager

Russia

«Sotex»PharmFirm» CJSC,
Bld. 11, village Belikovo,
city Sergiev-Posad, Moscow
Region, 141345

PoM

250
(000335)
29112024

15

Detrombin

nadroparin calcium

solution for s/c
injection

7600anti-XalU/0,8ml; (10)
pre-filled syringes 0,8ml

SotexPharmFirm» CJSC, bld. 11, village
Belikovo, Sergiev-Posad municipal
district, Moscow Region- quality control,
batch releaser, «Sotex»PharmFirm» CJSC,
bld. 11, section 1, village Belikovo, Sergiev-
Posad municipal district, Moscow Region,
Russia- bulk manufacturer, primary pack-
ager, Sotex»PharmFirm» CJSC, bld. 12,
village Belikovo, Sergiev-Posad municipal
district, Moscow Region, Russia- second-

ary packager

Russia

Sotex»PharmFirm» CJSC,
Bld. 11, village Belikovo,
city Sergiev-Posad, Moscow
Region, 141345

PoM

22523
(000335)
29.11.2024




16

Co-Diroton

lisinopril (lisinopril dihydrate),
hydrochlorothiazide

tablets

Gedeon Richter Polska Poland Co. Ltd.,
str. Ks. J. Poniatowskiego 5, Grodzisk
Mazowiecki, 05-825- quality control
(microbiological), batch releaser, Gedeon
Richter Poland Co. Ltd., str. Graniczna 35,
Grodzisk Mazowiecki, 05-825, Poland-
bulk manufacturer, packager, quality
control (physicochemical)

10mg+12,5mg; (10/1x10/) in
blister, (30/3x10/) in blister

Poland

Gedeon Richter PLC, Gyom-
roi ut 19-21, 1103 Budapest

Hungary

PoM

20524
(011991)
29.112024

17

Co-Diroton

lisinopril (lisinopril dihydrate),
hydrochlorothiazide

tablets

Gedeon Richter Polska Poland Co. Ltd.,
str. Ks. J. Poniatowskiego 5, Grodzisk
Mazowiecki, 05-825- quality control

(microbiological), batch releaser, Gedeon

Richter Poland Co. Ltd., str. Graniczna 35,
Grodzisk Mazowiecki, 05-825, Poland-

bulk manufacturer, packager, quality

20mg+12,5mg; (10/1x10/) in
blister, (30/3x10/) in blister

control (physicochemical)

Poland

Gedeon Richter PLC, Gyom-
roi ut 19-21, 1103 Budapest

Hungary

PoM

2525
(011991)
29.112024




LIST

of the medicines recommended for the re-registration by the Center according to the meeting decision N 11-2/24 on November 29, 2024

Common name of theactive | Pharmaceutical Strength and packaging, All manufacturing sites involved in the Registration certificate holder Legal status | Conclusion number
Trade name substance form presentation medicinal product manufacturing process | Country (name, location) Country for supply and date
(name, location)
Carvedilol Tablets Medicamen Biotech Ltd., SP-1192, A&B, Medicamen Biotech Ltd., 1506, 22530
125mg carvedilol tablets 12,5mg; (30/3x10/) in blister | Phase-4, Industrial Area, Bhiwadi, Distt. India Chiranjiv Tower, 43, Nehru India PoM 29.11.2024
Alwar, Rajasthan 301019 Place, New Delhi-110019
Tetracyclin tetracycline (tetracycline tablets film- 100mg; (20/2x10/) in blister, Biosintez PJSC, Druzhby st. 4, 440033, Russia Biosintez PJSC, Druzhby st. 4, Russia PoM 22531
hydrochloride) coated (20) plastic container Penza 440033, Penza 29.11.2024
Purified tuberculosis
allergen in the stan- solution for 2TU/0,1 ml; (1) ampoule FSUE SPbSRIVS FMBA of Russia, Saint FSUE SPbSRIVS FMBA of Rus- 22532
dard dilution (purified tuberculoprotein allergen intradermal Imland (5) syringes, (10) Petersburg, Krasnoe Selo, Svobody St.,52 | Russia sia, Saint Petersburg, Krasnoe Russia PoM 29.11.2024
tuberculin in the injection ampoules 1ml Selo, Svobody St., 52
standard dilution)
Swiss Parenterals Ltd., 808, 809, 810, Swiss Parenterals Ltd., 808, 809,
Protamine Sulfate protamine sulfate solution for 10mg/ml; (5) ampoules 5ml Kerala Industrial Estate, G.ID.C, Near India 810, Kerala Industrial Estate, India PoM 22533
Injection 10mg/ml injection Bavla, Dist. Ahmedabad-382 220, Gujarat G.ID.C, Near Bavla, Dist. 29.11.2024
Ahmedabad-382 220, Gujarat
Laboratoires Bouchara-Recor-
Klimalanin beta-alanine tablets 400mg; (30/3x10/) in blister, Laboratoires Bouchara-Recordati, Parc France dati, Immeuble le Wilson, 70 France OTC 22534
(30/2x15/) in blister Mecatronic 03410 Saint Victor avenue du General de Gaulle, 29.11.2024

92800 Puteaux




Fresenius Kabi Austria GmbH, Hafner-
strasse 36, Graz, 8055- bulk manufacturer,

primary packager, quality control (chemi-
emulsion for 10mg/ml; (5) ampoules20ml | cal), batch releaser, Fresenius Kabi Austria Fresenius Kabi Deutschland 22535
6 Propofol Kabi propofol injection/infu- in blister GmbH, Am Gewerbepark 6, Werndorf, | Austria GmbH, Else-Kroener-Stras- Germany PoM 29.11.2024
sion 8402, Austria- secondary packager, quality se,1,61352 Bad Homburg
control (physical), AGES GmbH IMED,
Beethovenstrasse 6, Graz, 8010, Austria-
quality control (microbiological)
Fresenius Kabi Austria GmbH, Hafner-
strasse 36, Graz, 8055- bulk manufacturer,
primary packager, quality control (chemi-
cal), batch releaser, Fresenius Kabi Austria
emulsion for 10mg/ml; (1) glass vial 50ml | GmbH, Estermannstrasse 17, Linz, 4020, Fresenius Kabi Deutschland 22536
7 Propofol Kabi propofol injection/infu- | inblister, (10) glass vial 50ml |  Austria- secondary packager, Fresenius Austria GmbH, Else-Kroener-Stras- Germany PoM 29.11.2024
sion in blister Kabi Austria GmbH, Am Gewerbepark se,1,61352 Bad Homburg
6, Werndorf, 8402, Austria- quality
control (physical) AGES GmbH IMED,
Beethovenstrasse 6, Graz, 8010, Austria-
quality control (microbiological)
amlodipine (amlodipine tablets film- 5mg+160mg+12,5mg; KRKA-RUSLLC, 50 Moskovskaya Str., KRKA-RUSLLC, 50 Mos- 22537
8 Co-Vamloset besilate), valsartan, hydrochlo- coated (30/3x10/) in blister Istra, Moscow Region,143500 Russia kovskaya Str., Istra, Moscow Russia PoM 29.11.2024
rothiazide Region,143500
amlodipine (amlodipine tablets film- 10mg+160mg+12,5mg; KRKA-RUS LLC, 50 Moskovskaya Str., KRKA-RUSLLC, 50 Mos- 22538
9 Co-Vamloset besilate), valsartan, hydrochlo- coated (30/3x10/) in blister Istra, Moscow Region,143500 Russia kovskaya Str., Istra, Moscow Russia PoM 29.11.2024
rothiazide Region, 143500
amlodipine (amlodipine tablets film- 10mg+160mg+25mg; KRKA-RUSLLC, 50 Moskovskaya Str., KRKA-RUSLLC, 50 Mos- 22539
10 Co-Vamloset besilate), valsartan, hydrochlo- coated (30/3x10/) in blister Istra, Moscow Region,143500 Russia kovskaya Str., Istra, Moscow Russia PoM 29.11.2024
rothiazide Region, 143500
IBUPROFEN-ASTE- tablets film- 400mg; (20/2x10/) in blister, Hankook Korus Pharm Co., Ltd, 30, Republic | Asteria LLC,72/3 Nairi Zaryan, 22540
1 RIA Tab. 400mg ibuprofen coated (100/10x10/) in blister Gangjeo-1o, Jecheon-Si, Chungcheong- | of Korea 0051 Yerevan Republic of Armenia OTC 29.11.2024
buk-do
metamizole (metamizole Arpimed LLC, Kotayk Marz, Abovyan, | Republic | GigaFarm LLC, Goguntsst. 3/5, 22541
12 | Analgin GIGAfarm sodium) tablets 500mg; (200/20x10/) in blister 2nd Micro-District, 19 Building of Arme- Gyumri Republic of Armenia OTC 29.11.2024




phospholipids, sodium glycyr- 65mg+35mg; (50/5x10/) in Pharmstandard-Leksredstva OJSC, Pharmstandard-Leksredstva 22542
13 Phosphogliv rhizinate (glycyrrhizinic acid capsules blister, (96/8x12/) in blister 305022, Kursk, Agregatnaya 2nd str., Russia | OJSC, 305022, Kursk, Agregat- Russia OTC 29.11.2024
trisodium) 1a/18 naya 2nd str., 1a/18
bisoprolol (bisoprolol fumarate), 5mg+5mg; (28/4x7/) in
14 Alotendin amlodipine (amlodipine tablets blister, (30/3x10/) in blister, | Egis Pharmaceuticals PLC, 1165 Budapest, | Hungary | Egis Pharmaceuticals PLC, 1106 Hungary PoM 22543
besilate) (56/8x7/) in blister, (90/9x10) Bokenyfoldi st. 118-120 Budapest, Kereszturi st. 30-38 29.11.2024
in blister
bisoprolol (bisoprolol fumarate), 5mg+10mg; (28/4x7/) in
15 Alotendin amlodipine (amlodipine tablets blister, (30/3x10/) in blister, | Egis Pharmaceuticals PLC, 1165 Budapest, | Hungary | Egis Pharmaceuticals PLC, 1106 Hungary PoM 22544
besilate) (56/8x7/) in blister, (90/9x10/) Bokenyfoldi st. 118-120 Budapest, Kereszturi st. 30-38 29.11.2024
in blister
bisoprolol (bisoprolol fumarate), 10mg+5mg; (28/4x7/) in
16 Alotendin amlodipine (amlodipine tablets blister, (30/3x10/) in blister, | Egis Pharmaceuticals PLC, 1165 Budapest, | Hungary | Egis Pharmaceuticals PLC, 1106 Hungary PoM 22545
besilate) (56/8x7/) in blister, (90/9x10/) Bokenyfoldi st. 118-120 Budapest, Kereszturi st. 30-38 29.11.2024
in blister
bisoprolol (bisoprolol fumarate), 10mg+10mg; (28/4x7/) in
17 Alotendin amlodipine (amlodipine tablets blister, (30/3x10/) in blister, | Egis Pharmaceuticals PLC, 1165 Budapest, | Hungary | Egis Pharmaceuticals PLC, 1106 Hungary PoM 22546
besilate) (56/8x7/) in blister, (90/9x10/) Bokenyfoldi st. 118-120 Budapest, Kereszturi st. 30-38 29.11.2024
in blister
Septanest with articaine (articaine hydrochlo- solution for 40mg/mh+10meg/ml; Septodont, 58 rue du Pont de Creteil, Septodont, 58 rue du Pont de 22547
18 | adrenaline 1/100000 ride), adrenaline (adrenaline injection (50/5x10/) cartridges 1,7ml 94100 Saint- Maur- des- Fosses France | Creteil, 94100 Saint- Maur- des- France PoM 29.11.2024
bitartrate) Fosses




LIST

of the medicines recommended for the re-registration under the EAEU procedure by the Center according to the meeting decision N 11-2/24 on

November 29, 2024
All manufacturing sites involved in the
Trade name Common name of theactive | Pharmaceutical Strength and packaging, medicinal product manufacturing process | Country | Registration certificate holder Country Legal status | Conclusion number

substance form Ppresentation (name, location) (name, location) for supply and date

2mg; (28/2x14/) in blister, Gedeon Richter PLC, Gyomroi ut 19-21, Gedeon Richter PLC, Gyomtroi 22526

Zaftilla dienogest tablets (84/6x14/) in blister 1103 Budapest Hungary ut 19-21, 1103 Budapest Hungary PoM (017324)
29.11.2024

affinity purified antibodies to tablets to be 10000UMA; (20/1x20/) in NPF Materia Medica Holding LLC, 54, NPF Materia Medica Holding 22527

Impaza endothelial NO synthase sucked blister Buguruslanskaya st., Chelyabinsk 454139 | Russia LLC,9bld,, 3rd Samotyochny Russia OTC (018658)
per., Moscow 127473 29.11.2024




LIST

of the medicines with extented of the regitration certificate term by the Center according to the meeting decision N 11-2/24 on November 29, 2024

All manufacturing sites involved in Legal
N Trade name Commonnameof | Pharmaceuticalform | Strength and packaging, | the medicinal product manufacturing Country Registration certificate Country statusfor | Conclusion number
the active substance presentation process (name, location) holder (name, location) supply and date
Medical Horizon Ltd, Ararat province, Medical Horizon Ltd, Ara- 22548
1 GLYCERIN glycerol suppositories rectal 1000mg; (10/2x5/) Masis city, Hrant Vardanyan 22 Republic of Armenia rat province, Masis city, Republic of Armenia OTC 29.11.2024
Hrant Vardanyan 22
Medical Horizon Ltd, Ararat province, Medical Horizon Ltd, Ara- 22549
2 GLYCERIN glycerol suppositories rectal 2110mg; (10/2x5/) Masis city, Hrant Vardanyan 22 Republic of Armenia rat province, Masis city, Republic of Armenia OTC 29.11.2024
Hrant Vardanyan 22
enalapril (enalapril 10mg+25mg; (20/2x10/) Arpimed LLC, Kotayk Marz, 2204, Arpimed LLC, Kotayk 22550
3 Enalapril-H maleate), hydrochlo- tablets in blister Abovyan, 2nd Micro-District, 19 Republic of Armenia Marz, 2204, Abovyan,2nd |  Republic of Armenia PoM 29.11.2024
rothiazide Building Micro-District, 19 Building
20mg/ml; 90ml plastic Arpimed LLC, Kotayk Marz, 2204, Arpimed LLC, Kotayk 22551
4 COALTAR coal tar shampoo bottle Abovyan, 2nd Micro-District, 19 Republic of Armenia Marz, 2204, Abovyan,2nd |  Republic of Armenia PoM 29.11.2024
Building Micro-District, 19 Building




LIST

of variations requiring reformulation of registration certificate approved by the Center according to the meeting decision N 11-2/24 on November 29,

2024
All manufacturing sites involved in Legal
Trade name Common name of theactive | Pharmaceutical Strength and packaging, the medicinal product manufacturing Country Registration certificate holder Country statusfor | Conclusion number
substance form Ppresentation process (name, location) (name, location) supply and date
benzocaine,
Anaesthesol bismuth subgallate, zinc oxyde, suppositories 100mg+40mg+20mg+4mg; Nizhpharm JSC, 603105, Nizhny Russia Nizhpharm JSC, 603105, Nizhny Russia OTC 20537/1/1
levomenthol rectal (10/2x5/) Novgorod, Salganskaya st., 7 Novgorod, Salganskaya st., 7 29.11.2024
Lek Pharmaceuticals d.d., Verovskova
Str. 57,1526 Ljubljana- batch releaser,
quality control (microbiological),
Ketonal Forte ketoprofen tablets film- 100mg; (20) in glass container | Novartis Pharmaceuticals Manufactur- Slovenia Lek Pharmaceuticals d.d., Verovs- Slovenia PoM 22002/1/1
coated ing LLC, Verovskova Ulica 57, 1000, kova Str. 57, 1526 Ljubljana 29.11.2024
Ljubljana bulk manufacturer, packager,

quality control (physicochemical)




Lek Pharmaceuticals d.d., Verovskova
Str. 57,1526 Ljubljana- batch releaser,
quality control (microbiological),
Ketonal DUO ketoprofen capsules 150mg; (20/2x10/) in blister, | Novartis Pharmaceuticals Manufactur- Slovenia Lek Pharmaceuticals d.d., Verovs- Slovenia PoM 19541/7/1
modified-release (30/3x10/) in blister ing LLC, Verovskova Ulica 57, 1000, kova Str. 57, 1526 Ljubljana 29.11.2024
Ljubljana bulk manufacturer, packager,
quality control (physicochemnical)
phospholipids (lipoid PPL 400), Pharmstandard-Leksredstva JSC, Pharmstandard-Leksredstva JSC,
Phosphogliv Forte- | sodium glycyrrhizinate (glycyr- capsules 300mg+65mg; (50/5x10/)in | Kursk region, Kursk, Agregatnaya 2nd Russia 305022, Kursk region, Kursk, Russia PoM 20887/2/1
Pharmstandard rhizinic acid trisodium salt) blister str,, 1a/18 Agregatnaya 2nd str., 1a/18 29.11.2024
solution for NPO Petrovax Pharm LLC, 1 Sos- NPO Petrovax Pharm LI.C, 1
Polyoxidonium- azoximer bromide injectionandfor | 6mg/ml; (5) glass vials Iml novaya str., Pokrov village, Podolsk, Russia Sosnovaya str., Pokrov village, Russia PoM 20723/1/1
Petrovax topical use Moscow region, 142143 Podolsk, Moscow region, 142143 29.11.2024




6mg/ml; (3/1x3) ampoles

2,5ml in blister, (10/2x5/)
ampoules 2,5ml in blister,
(5/1x5/) “blow-fill-seal” Pharmstandard-URVITA OJSC, Pharmstandard-URVITA OJSC,
Artrozan- meloxicam solution for ampoules 2,5ml, (10/2x5/) 450077, Ufa, str. Khudaiberdina 28, Russia 450077, Ufa, str. Khudaiberdina Russia PoM 2147/111
Pharmstandard injection “blow-fill-seal” ampoules Republic of Bashkortostan 28, Republic of Bashkortostan 29.11.2024
2,5ml, (5/1x5/) “blow-fill-seal”
ampoules 2,5ml in foil pack,
(10/25/) “blow-fill-seal”
ampoules 2,5ml in foil pack
Bionorica SE, Kerschensteinerstr. 11-
15,92318 Neumarkt in der Oberpfalz
gentiane radix, primulae flos, - packager, batch releaser, Rotten- Bionorica SE, Kerschensteinerstr.
Sinupret rumicis herba, sambuci flos, tablets coated 6mg+18mg+18mg+18mg+ dorf Pharma GmbH, Ostenfelder Germany 11-15,92318 Neumarkt in der Germany OTC 20477/1/1
verbenae herba 18mg; (50/2x25/) in blister Strasse 51-61, 59320 Ennigerloh, Oberpfalz 29.11.2024
Nordrhein-Westfalen, Germany- bulk
manufacturer
Etacizin ethacizine tablets coated 50mg; (50/5x10/) in blister Olpha AS, 5 Rupnicu Str., Olaine, Latvia Olpha AS, 5 Rupnicu Str., Olaine, Latvia PoM 20113/2/1
Olaines region, LV-2114 Olaines region, LV-2114 29.11.2024




9 Furagin furazidin tablets 50mg; (30/3x10/) in blister Olpha AS, 5 Rupnicu Str., Olaine, Olpha AS, 5 Rupnicu Str., Olaine, Latvia PoM 20454/1/1
Olaines region, LV-2114 Olaines region, LV-2114 29.11.2024

Olpha AS, 5 Rupnicu Str., Olaine,

Olaines region, LV-2114- quality
10 Vazonat meldonium (meldonium solution for i/v 100mg/ml; (10) ampoules control and batch releaser, Sopharma Olpha AS, 5 Rupnicu Str., Olaine, Latvia PoM 20830/1/1
dihydrate) injection 5ml AD, 16 Tliensko shosse str., Sofia, 1220, Olaines region, LV-2114 29.11.2024

Bulgaria- bulk manufacturer, packager
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43/5, Shuvoye, Moscow region, Yegoriyevsky
district, 140342, Russia- packager

Common name of theactive | Pharmaceutical Strength and packaging, All manufacturing sites involved in the medicinal Registration certificate holder Legal Conclusion
Trade name substance form presentation product manufacturing process (name, location) | Country (name, location) Country statusfor | numberand
supply date
Gedeon Richter-RUS JSC, Lesnaya st. 40,
Shuvoye, Moscow region, Yegoriyevsky district,
Cavinton Comforte vinpocetine tablets orodis- 10mg; (30/2x15/) in blister, | 140342- bulk manufacturer, quality control, batch | Russia | Gedeon Richter PLC, Gyomroiut Hungary PoM 001215
persible (90/6x15/) in blister releaser, Gedeon Richter-RUS JSC, Lesnayast. 19-21, 1103 Budapest 29.11.2024
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articaine (articaine hydrochlo- 40mg/mH+0,005mg/ml; (50) glass 3M Deutschland GmbH, ESPE Platz 3M Deutschland 18325/1
1 Ubistesin ride), epinephrine (epinephrine | solution for injection cartridges 1,7ml 82229 Seefeld Germany GmbH, Carl-Schurz Germany PoM 29.11.2024
hydrochloride) Strasse 1, 42453 Neuss
articaine (articaine hydrochlo- 40mg/mh+0,01mg/ml; (50) glass car- 3M Deutschland GmbH, ESPE Platz 3M Deutschland 18326/1
2 Ubistesin forte ride), epinephrine (epinephrine | solution for injection tridges 1,7ml 82229 Seefeld Germany GmbH, Carl-Schurz Germany PoM 29.11.2024
hydrochloride) Strasse 1, 42453 Neuss
ceftriaxone (ceftriaxone sodium | powder for solution Biosintez PJSC, Druzhby st. 4, Biosintez PJSC, 19077/1
3 Biokson triseskvihydrate) fori/mand iv 1000mg; (1) glass vial 10ml 440033, Penza Russia Druzhby st. 4, 440033, Russia PoM 29.11.2024
injection Penza
streptomycin (streptomycin powder for solution Kievmedpreparat PJSC, 01032, Kiev, Kievmedpreparat PJSC, 20139/3
4 Streptomyci sulfate) for injection 500mg; (40) glass vials Saksaganskogo street, 139 Ukraine 01032, Kiev, Saksagan- Ukraine PoM 29.11.2024
skogo street, 139
streptomycin (streptomycin powder for solution Kievmedpreparat PJSC, 01032, Kiev, Kievmedpreparat PJSC, 20140/3
5 Streptomycin sulfate) for injection 1000mg; (40) glass vials Saksaganskogo street, 139 Ukraine 01032, Kiev, Saksagan- Ukraine PoM 29.11.2024
skogo street, 139
tetracycline (tetracycline 100mg; (20/2x10/) in blister, (20) plastic Biosintez PJSC, Druzhby st. 4, Biosintez PJSC, 1885972
6 Tetracyclin hydrochloride) tablets film-coated container 440033, Penza Russia Druzhby st. 4, 440033, Russia PoM 29.11.2024
Penza
GE Healthcare Ireland Limited, IDA GE Healthcare AS, P.O. 2109172
7 Omnipaque iohexol solution for injection | 350mg iodine/ml; (10) plastic vials 50ml | Business Park, Carrigtohill Co. Cork Ireland Box 4220 Nydalen, Norway PoM 29.11.2024

NO-0401 Oslo




GE Healthcare Ireland Limited, IDA GE Healthcare AS, P.O. 2109272
8 Omnipaque iohexol solution for injection | 350mg iodine/ml; (10) plastic vials 100ml | Business Park, Carrigtohill Co. Cork Ireland Box 4220 Nydalen, Norway PoM 29.11.2024
NO-0401 Oslo
GE Healthcare Ireland Limited, IDA GE Healthcare AS, P.O. 2111012
9 Omnipaque iohexol solution for injection | 300mg iodine/ml; (10) plastic vials 50ml | Business Park, Carrigtohill Co. Cork Ireland Box 4220 Nydalen, Norway PoM 29.11.2024
NO-0401 Oslo
GE Healthcare Ireland Limited, IDA GE Healthcare AS, P.O. 2111172
10 Omnipaque iohexol solution for injection | 300mg iodine/ml; (10) plastic vials 100ml | Business Park, Carrigtohill Co. Cork Ireland Box 4220 Nydalen, Norway PoM 29.11.2024
NO-0401 Oslo
Charcoal 250mg; (10) in blister, (10/1x10/) in Pharmstandard-Lek-
11 activated- activated charcoal tablets blister, (30/3x10) in blister, (50/5x10/) Pharmstandard-Leksredstva OJSC, Russia sredstva OJSC, Kursk, Russia OTC 19163/312
Pharmstandard in blister Kursk, Agregatnaya 2nd str., 1a/18 Agregatnaya 2nd str., 29.11.2024
1a/18
Openjoint stock
Open joint stock company “Borisovs- company “Borisovskiy
12 Euphyllin aminophylline solution for i/v 24mg/ml; (10) ampoules 5ml label kiy zavod medicinskikh preparatov”, Republic of zavod medicinskikh Republic of PoM 2177711
injection banderol, (10/2x5/) ampoules 5ml 64, ul. Chapaeva, Borisov, Minsk Belarus preparatov”, 64, ul. Belarus 29.11.2024
region Chapaeva, Borisov,
Minsk region
Open joint stock
Open joint stock company “Borisovs- company “Borisovskiy
13 Meloxicam meloxicam solution for i/m 10mg/ml; (5) ampoules 1.5ml kiy zavod medicinskikh preparatov” Republic of zavod medicinskikh Republic of PoM 20765/3/1
injection 64, ul. Chapaeva, Borisov 222518, Belarus preparatov” 64, ul. Belarus 29.11.2024
Minsk region Chapaeva, Borisov
222518, Minsk region
powder for oral 175mg/5ml; glass vial 50g and mesuring | ZETA FARMACEUTICISP.A, VIA UAB «MRA» Totoriu 19980/4
14 ERMUCIN erdosteine suspension cap GALVANI, 10-36066, SANDRIGO Ttaly str. 209, LT-01121 Lithuania PoM 29.11.2024
(VD Vilnius
miconazole (miconazole nitrate), Minskintercaps U.V., 26/3 bild. No2, Republic of Minskintercaps U.V., Republic of 18873/2/1
15 Metrofungyn metronidazole capsules vaginal 100mg+100mg; (10/2x5/) Inzhenernaya str., 220075, Minsk Belarus 26, Inzhenernayastr., Belarus PoM 29.11.2024
220075, Minsk
Septanest with articaine (articaine hydrochlo- 40mg/mh+10meg/ml; (50/5x10/) car- Septodont, 58 rue du Pont de Creteil, Septodont, 58 rue du 19097/2
16 adrenaline ride), adrenaline (adrenaline solution for injection tridges 1,7ml 94100 Saint- Maur- des- Fosses France Pont de Creteil, 94100 France PoM 29.11.2024
1/100000 bitartrate) Saint- Maur- des- Fosses




Piramal Pharma

Piramal Pharma Limited, Ananta, Agastya Cor-
17 Sevoflurane sevoflurane liquid for inhalation 100%; 250ml glass bottle SyNos.7-70,70/1 & 70/2, Digwal India porate Park, Opposite India PoM 21366/2
Village, Kohir Mandal, Sangareddy Fire Brigade, Kamani 29.11.2024
District- 502 321, Telangana Junction, LBS Marg,
Kurla (West), Mumbai-
400070, Maharashtra
Swiss Parenterals
Protamine Swiss Parenterals Ltd., 808, 809, 810, 1td,, 808, 809, 810,
18 | Sulfate Injection protamine sulfate solution for injection 10mg/ml; (5) ampoules 5ml Kerala Industrial Estate, G.LD.C, Near India Kerala Industrial Estate, India PoM 191771
10mg/ml Bavla, Dist. Ahmedabad-382 220, G.ID.C, Near Bavla, 29.11.2024
Gujarat Dist. Ahmedabad-382
220, Gujarat
Medical Horizon Ltd, Ararat Medical Horizon Ltd,
19 GLYCERIN glycerol suppositories rectal 1000mg; (10/2x5/) province, Masis city, Masis station, Republic of Ararat province, Masis Republic of OTC 18853/2
Gortsaranain 22 Armenia city, Masis station, Armenia 29.11.2024
Gortsaranain 22
Medical Horizon Ltd, Ararat Medical Horizon Ltd,
20 GLYCERIN glycerol suppositories rectal 2110mg; (10/2x5/) province, Masis city, Masis station, Republic of Ararat province, Masis Republic of OTC 18854/2
Gortsaranain 22 Armenia city, Masis station, Armenia 29.11.2024
Gortsaranain 22
Arpimed LLC, Kotayk Marz, 2204, Arpimed LLC, Kotayk
21 Enalapril-H enalapril (enalapril maleate), tablets 10mg+25mg; (20/2x10/) in blister Abovyan, 2nd Micro-District, 19 Republic of Marz, 2204, Abovyan, Republic of PoM 1889372
hydrochlorothiazide Building Armenia 2nd Micro-District, 19 Armenia 29.11.2024
Building
IBUPROFEN- 400mg; (20/2x10/) in blister, (100/10x10/) | Hankook Korus Pharm Co., Ltd, 30, Republic of Asteria L1.C, 72/3 Nairi Republic of 18788/2/1
22 | ASTERIATab. ibuprofen tablets film-coated in blister Gangjeo-ro, Jecheon-Si, Chun- Korea Zaryan, 0051 Yerevan Armenia OTC 29.11.2024
400mg gcheongbuk-do
Arpimed LLC, Kotayk Marz, 2204, Arpimed LLC, Kotayk
23 COALTAR coal tar shampoo 20mg/ml; 90ml plastic bottle Abovyan, 2nd Micro-District, 19 Republic of Marz, 2204, Abovyan, Republic of PoM 18851/2/1
Building Armenia 2nd Micro-District, 19 Armenia 29.11.2024
Building
GE Healthcare Ireland Limited, IDA GE Healthcare AS, P.O. 19107/5/1
24 Visipaque iodixanol solution for injection | 320mg iodine/ml; (10) plastic vials 50ml | Business Park, Carrigtwohill, Cork, Ireland Box 4220, Nydalen, Norway PoM 29.11.2024
T45 AV60 0401 Oslo




GE Healthcare Ireland Limited, IDA GE Healthcare AS, P.O. 19108/5/1
25 Visipaque iodixanol solution for injection | 320mg iodine/ml; (10) plastic vials 100ml | Business Park, Carrigtwohill, Cork, Ireland Box 4220, Nydalen, Norway PoM 29.11.2024
T45 AV60 0401 Oslo
Balkanpharma-Razgrad AD, 68 GM Pharmaceuticals 22354/1
26 Izigel-M ibuprofen, levomenthol gel for external use 50mg/g;+30mg/g; aluminium tube 40g | Aprilsko Vastanie Blvd, 7200 Razgrad Bulgaria LTD, Rustavi Highway Georgia OTC 29.11.2024
52, Thilisi
Zambon Switzerland Ltd., Via Indu- Zambon SP.A., Via 19436/4
27 Fluimucil acetylcysteine tablets effervescent 600mg; (10/5x2/) in blister stria 13, CH-6814, Cadempino Switzerland Lillo Del Duca, 10, Ttaly OTC 29.11.2024
Bresso, 20091
KRKA-RUSLLC,
28 Co-Vamloset | amlodipine (amlodipine besilate), |  tablets film-coated 10mg+160mg+12,5mg; (30/3x10/) in KRKA-RUS LLC, 50 Moskovskaya Russia 50 Moskovskaya Russia PoM 18912/5/2
valsartan, hydrochlorothiazide blister Str., Istra, Moscow Region, 143500 Str., Istra, Moscow 29.11.2024
Region,143500
KRKA-RUSLLC,
29 Co-Vamloset | amlodipine (amlodipine besilate), | tabletsfilm-coated | 10mg+160mg+25mg; (30/3x10/) inblister | KRKA-RUSLLC, 50 Moskovskaya Russia 50 Moskovskaya Russia PoM 18913/5/2
valsartan, hydrochlorothiazide Str., Istra, Moscow Region, 143500 Str., Istra, Moscow 29.11.2024
Region,143500
Analgin Arpimed LLC, Kotayk Marz, 2204, Republic of Giga Farm LLC, Go- Republic of 1923973
30 GIGAfarm metamizole (metamizole sodium) tablets 500mg; (200/20x10/) in blister Abovyan, 2nd Micro-District, 19 Armenia gunca str.3/5, Gyumuri Armenia OTC 29.11.2024
Buildi
Enterogermina | spores of polyantibiotic-resistant Opella Healthcare Italy SR.L., Viale Opella Healthcare Italy 21483/2/1
31 Forte Bacillus clausii suspension oral 4x10"9/5ml; (10) plastic vials 5ml Europa, 11, 21040 Origgio (VA) Ttaly SR.L, Viale Luigi Bodio Ttaly OTC 29.11.2024
37/b, 20158 Milano(MI)
Santen Oy, Kelloportinkatu 1, Tam-
pere, 33100- batch releaser, Santen
Pharmaceutical Co. Ltd., Shiga Plant
348-3, Aza-suwa, Oaza-shide, Taga-
cho, Inukami-gun, Shiga 522-0314, Santen Oy, Niitty- 19806/2
32 Taflotan tafluprost dropseye 15mcg/ml; plastic bottle-dropper 2,5ml Japan- bulk manufacturer, primary Finland haankatu 20, 33720 Finland PoM 29.11.2024
packager, quality control, Manufac- Tampere
turing Packaging Farmaca (MPF)

B.V.,Neptunus 12, HEERENVEEN,
8448 CN, the Netherlands- secondary
packager




Avamigran

propyphenazone, caffeine, camy-
lofin (camylofin hydrochloride),
mecloxamine (mecloxamine
citrate), ergotamine (ergotamine
tartrate)

tablets film-coated

200mg+80mg+25mg+20mg+0,75mg;

(10) in plastic container

Bosnalijek d.d., Jukiceva 53,71000
Sarajevo

Bosnia And
Herzegovina

Bosnalijek d.d., Jukiceva
53, 71000 Sarajevo

Bosnia And
Herzegovina

PoM

21047/4
29.11.2024




LIST

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

decision N 11-2/24 on November 29, 2024

Legl
Common name of theactive | Pharmaceutical Strength and packaging, All manufacturing sites involved in the Registration certificate holder status | Conclusion num-
N Trade name substance form presentation medicinal product manufacturing process Country (name, location) Country for ber and date
(name, location) supply
Pharmaceutical Works PolpharmaS.A., 19 Pharmaceutical Works Pol- 001260
1 | Trichopol Polpharma metronidazole tablets 250mg; (20/2x10/) in blister Pelplinska Str., 83-200 Starogard Gdanski Poland pharma S.A,, 19 Pelplinska Str., Poland PoM 29.11.2024
83-200 Starogard Gdanski




