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Protech Biopharma Pvt. Ltd., 4/481& 4/491, Zone Protech Biopharma Pvt. Ltd., 4/481
TADAMED-20 tadalafil tablets film-coated 20mg; (4/1x4/)in blister 1, SIDCO Industrial Growth Centre, Lassipora, India &4/491, Zone I, SIDCO Industrial India PoM 2430017.07.2026
Pulwama, 192305 (J&K) Growth Centre, Lassipora, Pulwama,

192305 (J&K)




LIST

of the medicines recommended for registration under the EAEU procedure by the Center according to the meeting decision 07-1/26 on July 17, 2026

All manufacturing sites involved Legal
N Trade name Common name of theactive | Pharmaceutical Strength and packaging, presentation in the medicinal product Country Registration certificate holder Country status | Conclusion number
substance form manufacturing process (name, (name, location) for and date
location) supply
IBSA Institut Biochimique SA, Via Pian
Scairolo 49, 6912 Pazzallo- secondary
1 Prolutex progesterone solution for injection | 25mg/1,112ml; (1) glass vial 1,112ml, (7) glass vials packager, quality control, batch releaser, Switzerland IBSA Institut Biochimique S.A,Via Switzerland PoM 24308 (000055) 17.07.2026
1,112ml, (14) glass vials 1,112ml Alfasigma Sp.A., Via Enrico Fermi, 1, 65020, Pian Scairolo 49, 6912 Pazzallo
Alanno, Italy- bulk manufacturer, primary
packager
IBSA Institut Biochimique SA, Via Pian
Scairolo 49, 6912 Pazzallo- quality control,
25mg/1,112mi; (1) glass vial 1,112m, (7) glass vials | batch releaser, Alfasigma Sp.A. Pescara, Via TBSA Instirut Biochimique S.A,Via
2 Prolutex progesterone solution for injection 1,112ml, (14) glass vials 1,112ml Enrico Fermi, 1,65020, Alanno, Italy- bulk Switzerland Pian Scairolo 49, 6912 Pazzallo Switzerland PoM 24309 (000055) 17.07.2026
manuficture, primry packager, BSA
Institut Biochimique SA, Via Serta 12,6814,
Tamone, Switzerland- secondary packager
Open joint stock company "Borisovskiy Openjoint stock company
3 Loperamide loperamide (loperamide capsules 2mg; (10/1x10/)in lister, (202x10))inblister | zavod medicinskikh preparatov’, 64A,No4, | Republicof | "Borisovskiyzavodmedicinskikh | RepublicofBelarus | OTC | 24310 (024340) 17.07.2026
hydrochloride hydrochloride) ul. Chapaeva, Borisov, Minsk region Belarus preparatov”, 64, ul. Chapaeva,
Pharmproject JSC, bld. 14, lit. A, Sofiyskaya "Sotex"PharmFirm" CJSC, bld. 11,
4 Amelotex meloxicam suppositories rectal 75mg; (6/2x3/) in blister str., Saint Petersburg, 192236 Russia village Belikovo, Sergiev-Posad, Russia PoM 24311 (004217) 17.07.2026
Moscow Region, 141345
"Sotex"PharmFirm" CJSC, bld. 11,
5 Amelotex meloxicam suppositories rectal 15mg; (6/2x3/) in blister Pharmproject JSC, bld. 14, lit. A, Sofiyskaya Russia village Belikovo, Sergiev-Posad, Russia PoM 24312 (004217) 17.07.2026
str, Saint Petersburg, 192236 Moscow Region, 141345




1mg/g; aluminum tube 30g, aluminum tube 50g,

Haleon CH SARL, Route de 1" Etraz, Nyon,

JSC "Haleon Rus', Presnenskaya

6 Fenistil dimetindene (dimetindene maleate) gel aluminum tube 100g 1260 Switzerland Naberezhnaya, 10, unit ITT, room 9, Russia OTC 24313 (013507) 17.07.2026
6 floor, Moscow, 123112
P5mg; (10/1x10) in PVC/Aluminium blisterand
in Aluminium/Aluminium blister, 30/3x10) Menarini International Operations
7 Dexalgin dexketoprofen (dexketoprofen tablets film-coated in PVC/Aluminium blister and in Aluminium/ Laboratorios Menarini S.A., str. Alfonso XTI, Spain TLuxembourg SA.,1, avenue dela Luxembourg OTC 24314(003820) 17.07.2026
trometamol) Aluminium blister, (505x10) in PVC/ 58708918 Badzlona (Barcelonz) Gare, L1611
Aluminium blister or in Aluminium/Aluminium
blister
2mg (10/1x10/) in PVC/Aluminium blisterand | A Menarini Manufacturing Logisticsand
in Aluminum/Aluminium blister, (30/3x10/) Services Sr1,Via Campo Di Pile, 67100L" Menarini International Operations
8 Dexalgin dexketoprofen (dexketoprofen tablets film-coated in PVC/Aluminium blister and in Aluminium/ | Aquila (AQ)- bulk manufacturer, packager, Traly Luxembourg S.A. 1, avenue dela Luxembourg OTC | 24315(003820) 17.072026
trometamol) Aluminium blister, (505x10) in PVC/ batch releaser, A. Menarini Manufacturing Gare, L1611
Aluminium blister or in Aluminium/Aluminium | Logisticsand Services Sr1., Via Sette Santi, 3
blister 50131 Florence, Italy- quality control
Pmg (10/1x10/) in PVC/Aluminium blisterand | A Menarini Manufacturing Logisticsand
in Aluminium/Aluminium blister, (30/3x10/) Services Sr1,Via Campo Di Pile, 67100L" Menarini International Operations
9 Dexalgin dexketoprofen (dexketoprofen tablets film-coated in PVC/Aluminium blister and in Aluminiumy/ | Aquila (AQ)- bulk manufacturer, packager, Traly Luxembourg S.A. 1, avenue dela Luxembourg OTIC | 24316(003820) 17.072026
trometamol) Aluminium blister, (505x10) in PVC/ betch releaser, Laboratorios Menarini Gare, L1611
Aluminium blister or in Aluminium/Aluminium SA,, str. Alfonso XTI, 587 08918 Badalona
iiter (Barcelon), Spein- quality conirol
doxylamine succinate,pyridoxine tablets enteric- 10mg+10mg; (60/4x15/) in blister, (60/6x10/) Valenta Pharm JSC, 141108, Moscow Valenta Pharm JSC, 141108,
10 Duonika hydrochloride coated in blister Region, Shchelkovo, Fabrichnaya St 2 Russia Moscow Region, Shchelkovo, Russia PoM 24317 (007260) 17.07.2026
Fabrichnaya St., 2
1 Dexlgin sachet dexdeetoprofen (dexketoprofen granules for oral 25mg; (4) sachets 25g, (10) sachets 25g,20) | Laboratorios Menarini S.A. str. Alfonso XII, Spain LuxembourgSA.1, avenue dela Luxembourg OIC | 24318(001662) 17.072026
trometamol) solution sachets 25g, (30) sachets 25g 58708918 Badzlona (Barcelonz) Gare, L1611
Danapha Pharmaceutical JSC, 253 Dung "DOMINANTA-SERVIS'JSC,
12 GoldenSzrBalem | levomenthol, camphor, menthaecil, | solutionforexternal | 280mg/mi+888mg/mh229mg/ml+ Img/ Si'Thanh Khe str, Thanh Khe District, Vietnam Komsomolskaya St. 1, building 49, Russia OIC | 24319(028007) 17.07:2026
eucalyptoil, doves oil, cassia oil use ml+4,6mg/mh3,8mg/ml; glass vial Sml Danang city room 1, apartment 223, Podolsk,
Moscow region, 142100
Open joint stock company "Borisovskiy Openjoint stock company
13 Famotidine famotidine tablets film-coated 20mg; (20/2x10/) in blister zavod medicinskikh preparatov”, 24, Republicof "Borisovskiy zavod medicinskikh | Republic of Belarus PoM | 24320(016830) 17.07.2026
Stroiteley str, Borisov, Minsk region Belarus preparatov’ 64, Chapaev s,

Borisov 222518, Minsk region




Open joint stock company "Borisovskiy Open joint stock company
14 Famotidine famotidine tablets film-coated 40mg; (20/2x10/) in blister zavod medicinskikh preparatov’, 24, Republic of "Borisovskiy zavod medicinskikh | Republic of Belarus PoM | 24321 (016880) 17.07.2026
Stroiteley str., Borisov, Minsk region Belarus preparatov” 64, Chapaev str.,
Borisov 222518, Minsk region
belladonna leaf tincture, valerian Yaroslavl Pharmaceutical Factory CJSC, "DANHSON-RU"LLC,
15 Zelenina drops rhizome with roots tincture, lily of the drops oral 0,2ml/mh04ml/mk+0,4ml/ml+0,008g/ml; 25ml Yaroslavl Region, 150080, Yaroslavl, Ist Russia Komsomolskaya St. b.1, bld. 49, Russia PoM | 24322(017478) 17.07.2026
valley herb tincture, levomenthol glass vial, 25m glass vial-dropper Putevaya Street b5 premises 1, room 220, 142100,
Podolsk, Moscow Region
Minskintercaps U.V., 26/3, Inzhenernaya Republic of Minskintercaps U.V., 26,
16 D3-CAPS colecalciferol capsules 20001U; (30/2x15/) in blister str., 220075, Minsk Belarus Inzhenernayastr, 220075, Minsk | Republic of Belarus OTC | 24323(013218) 17.07.2026
17 DetriTon colecalciferol capsules 50001U; (30/3x10/) in blister Minskintercaps U.V., 26/3, Inzhenernaya Republicof Minskintercaps UV, 26, Republic of Belarus OTC | 24324(013218) 17.07.2026
str., 220075, Minsk Belarus Inzhenernayastr., 220075, Minsk
Moscow Endocrine Plant FSUE
("ENDOFARM' FSUE), 25,bld. 1,
Novokhokhlovskayast., Nizhegorodsky "Moscow Endocrine Plant" FSUE
Municipal District (intra-city territory), ('ENDOFARM'FSUE), 25,
trimeperidine (rimeperidine 10mg/ml; (5/1x5/) ampoules 1ml in blister, Moscow, 109052- quality control, batch bld. 1, Novokhokhlovskayast.,
18 Promedol hydrochloride) solution injection (10/2x5/) ampoules 1ml in blister releaser, "Moscow Endocrine Plant” Russia Nizhegorodsky Municipal District Russia PoM | 24325(013090) 17.07.2026
FSUE ('ENDOFARM" FSUE), 25, bld. 2, (intra-city temitory), Moscow,
Novokhokhlovskayast., Nizhegorodsky 109052
Municipel Disrict intra-ciy teritory),
Moscow, 109052, Russia- bulk
manufacturer, packager
Moscow Endocrine Plant FSUE
("ENDOFARM' FSUE), 25,bld. 1,
Novokhokhlovskayast., Nizhegorodsky "Moscow Endocrine Plant" FSUE
Municipal District (intra-city territory), ('ENDOFARM'FSUE), 25,
trimeperidine (rimeperidine 20mg/ml; (5/1x5/) ampoules 1ml in blister, Moscow, 109052- quality control, batch bld. 1, Novokhokhlovskayast.,
19 Promedol hydrochloride) solution injection (10/2x5/) ampoules 1ml in blister releaser, "Moscow Endocrine Plant” Russia Nizhegorodsky Municipal District Russia PoM | 24326(013090) 17.07.2026
FSUE ('ENDOFARM" FSUE), 25, bld. 2, (intra-city temitory), Moscow,
Novokhokhlovskayast., Nizhegorodsky 109052
Municipel Disrict intra-ciy teritory),

Moscow, 109052, Russia- bulk
manufacturer, packager




dexketoprofen (dexketoprofen solution for 25mg/ml; (1) ampoule 2ml, (5) ampoules 2ml, A. Menarini Manufacturing Logisticsand Menarini International Operations
20 Dexalgin inject trometamol) injection/infusion (10) ampoules 2ml Services Srl, Via Sette Santi, 3-50131 Traly Luxembourg S.A. 1, avenue dela Luxembourg PoM | 24327(013090) 17.07.2026
Florence Gare, L-1611
Pharmstandard-Leksredstva JSC,
21 | Octolipen-Pharmstandard thiocticacid (alfa-lipoic acid) capsules 300mg; (30/3x10/) in blister, 60(6x10) in blister Pharmstandard-Leksredstva JSC, Kursk Russia 305022, Kursk region, Kursk, Russia PoM | 24328(014770) 17.07.2026
region, Kursk, Agregamaya 2nd str., 1a/18 Agregatnaya 2nd str., 1a/18
JADRAN-GALENSKI
22 Folacin folicacid tablets 5mg; (10/1x10/) in blister, (20/2x10/) in blister, JADRAN-GALENSKILABORATORIJ Croatia LABORATORI] dd.,, Svilno 20, Croatia PoM | 24329(008025) 17.07.2026
(30/3x10/) in blister d.d.,, Svilno 20, 51000 Rijeka 51000 Rijeka
powder lyophilized 75mg; pre-connected syringessystem: syringe | Recordati Industria Chimica e Farmaceutica
and solvent for A-378mg of solvent, syringe B-13,1mg of Sp.A., Via Matteo Civitali, 1-20148 Milano- Recordati Industria Chimica e
23 Eligard leuprorelin (leuprorelin acetate) solution fors/c lyophilized powder and a connector with a valve batch releaser, Tolmar Inc., 701 Centre Traly FarmaceuticaSp.A., Via Matteo Traly PoM | 24330(007918) 17.07.2026
injection button, ina plastic pack and an injection needle Avenue, Ft. Collins, CO 80526, USA- bulk Civitali, 1-20148 Milano
manufacturer, packager, quality control
powder lyophilized 7,5mg; pre-connected syringes system: syringe Recordati Industria Chimicae
24 Eligard leuprorelin (leuprorelin acetate) and solvent for A-378mg of solvent, syringe B-13,Img of Tolmar Inc,, 701 Centre Avenue, Ft. Collins, UsA FarmaceuticaSp.A., Via Matteo Traly PoM | 24331(007918) 17.07.2026
solution fors/c lyophilized powder and a connector with a valve CO80526 Civitali, 1-20148 Milano
injection button, in a plastic pack and an injection needle
powderlyophilized | 225mg; pre-connected syringessystem: syringe | Recordati Industria Chimica e Farmaceutica
and solvent for A-490mg of solvent, syringe B-32,6mg of Sp.A., Via Matteo Civitali, 1-20148 Milano- Recordati Industria Chimicae
25 Eligard leuprorelin (leuprorelin acetate) solution fors/c lyophilized powder and a connector with a valve batch releaser, Tolmar Inc., 701 Centre Traly FarmaceuticaSp.A., Via Matteo Traly PoM | 24332(007918) 17.07.2026
injection button, ina plastic pack and an injection needle Avenue, Ft. Collins, CO 80526, USA- bulk Civitali, 1-20148 Milano
manufacturer, packager, quality control
powderlyophilized | 225mg; pre-connected syringes system: syringe Recordati Industria Chimicae
26 Eligard leuprorelin (leuprorelin acetate) and solvent for A-490mg of solvent, syringe B-32,6mg of Tolmar Inc., 701 Centre Avenue, Ft. Collins, UsA FarmaceuticaSp.A., Via Matteo Traly PoM | 24333(007918) 17.07.2026
solution fors/c lyophilized powder and a connector with a valve CO80526 Civitali, 1-20148 Milano
injection button, in a plastic pack and an injection needle
powder lyophilized 45mg; pre-connected syringes system: syringe Recordati Industria Chimica e Farmaceutica
and solvent for A-436mg of solvent, syringe B-63,7mg of Sp.A., Via Matteo Civitali, 1-20148 Milano- Recordati Industria Chimica e
27 Eligard leuprorelin (leuprorelin acetate) solution fors/c lyophilized powder and a connector with a valve batch releaser, Tolmar Inc., 701 Centre Traly FarmaceuticaSp.A., Via Matteo Traly PoM | 24334(007918) 17.07.2026
injection button, ina plastic pack and an injection needle Avenue, Ft. Collins, CO 80526, USA- bulk Civitali, 1-20148 Milano

manufacturer, packager, quality control




powder lyophilized 45mg; pre-connected syringes system: syringe Recordati Industria Chimicae
28 Eligard leuprorelin (leuprorelin acetate) and solvent for A-436mg of solvent, syringe B-63,7mg of Tolmar Inc., 701 Centre Avenue, Ft. Collins, USA Farmaceutica Sp.A., ViaMatteo Traly PoM 24335 (007918) 17.07.2026
solution fors/c lyophilized powder and a connector with a valve CO80526 Civitali, 1-20148 Milano
injection button, in a plastic pack and an injection needle
Minskintercaps U.V., 26/3, Inzhenernaya Republic of Minskintercaps U.V., 26,
29 D3-CAPS colecalciferol capsules 100001U; (30/3x10/) in blister, (60/6x10/) in blister str, 220075, Minsk Belarus Inzhenermayasir, 220075, Minsk | RepublicofBelarus | PoM | 24336(013951) 17.07.2026
BionoricaSE, Kerschensteinerstrasse 11-15,
Neumarkt in der Oberpfalz, Bayern 92318- Bionorica SE,
packager, quality control, batch releaser, Kerschensteinerstrasse 11-15,
30 Cyclodynon agnus castus dry extract tabletsfilm-coated | 4mg; (30/2x15/)in blister, (60/4x15) in blster Rottendorf Pharma GmbH, Ostenfelder Germany | Neumarktin der Oberpfilz, Bayern Germany OIC | 24337(007557) 17072026
Strasse 51-61, Ennigerloh, North Rhine- 92318
‘Westphalia 59320, Germany- bulk
manufacturer
BionoricaSE, Kerschensteinerstrasse 11-15,
Neumarkt in der Oberpfalz, Bayern 92318~
packager, quality control (physicocheica),
batch releaser, Rottendorf Pharma GmbH, Bionorica SE,
31 Cyclodynon agnus castus dry extract tabletsfilm-coated | 4mg; (30/2x15/)in blister, (60/4x15) in blster Ostenfelder Srasse 51-61, Ennigerloh, Germany Kerschensteinersirasse 11-15, Germany OIC | 24338(007557) 17.072026
North Rhine-Westphalia 59320, Neumarkt in der Oberpfalz, Bayern
Germany- bulk manufacturer, Wessling 92318
GmbH, Johann-Krane-Weg 42, Sentrup,
Muenster, 48149, Germany- quality control
(microbiologial)
Bionorica SE, Kerschensteinerstrasse 11-15,
Neumarkt in der Oberpfalz, Bayern 92318~
packager, quality control (physicochemical), Bionorica SE,
batch releaser, Rottendorf Pharma GmbH, Kerschensteinerstrasse 11-15,
32 Cyclodynon agnus castus dry extract tabletsfilm-coated | 4mg; (30/2x15/)in blister, (60/4x15) in blster Ostenfilder Strasse 51-61, Ennigerloh, Germany | Neurnarktinder Oberpfalz, Bayern Germany OIC | 24339(007557) 17.072026
North Rhine-Westphalia 59320, Germany- 92318
bulk manufacturer, LSSE & Co.KG,
Mangelsfeld 4, 5,6, 97708 Bad Bocklet,
Germany- quality control (microbiological)
NPO Petrovax Pharm I1.C, 1 Sosnovaya NPO Petrovax Pharm LLC, 1
33 | Polyoxidonium-Petrovax azoximer bromide solution for injection 6mg/ml; (5/135/) glass vials Imlin blister str, Pokrov village, Podolsk city, Moscow Russa Sosnovayastr, Pokrov village, Russia PoM | 24340(009630) 17.07.2026
and for topical use region, 142143 Podolsk city, Moscow region,

142143




NPO Petrovax Pharm I1.C, 1 Sosnovaya
str., Pokrov village, Podolsk city, Moscow

NPO Petrovax Pharm LLC, 1

solution for injection region, 142143- quality control, batch Sosnovayastr, Pokrov village,
34 | Polyoxidonium-Petrovax azoximer bromide and fortopical use 6mg/ml; (5/135/) glass vials Imlin blister releaser, NPO Petrovax Pharm LLC, Russia Podolsk city, Mosoow region, Russia PoM | 24341 (009630) 17.07.2026
1Sosnovayassir, bld. 1, Pokrov village, 142143
Podolsk city, Moscow region, 142143,
Russia- bulk manufacturer, packager
NPO Petrovax Pharm I1.C, 1 Sosnovaya NPO Petrovax Pharm LLC, 1
35 | Polyoxidonium-Petrovax azoximer bromide solution for injection 6mg/ml; (1) glass vial 5ml and dropper str,, Pokrov village, Podolsk city, Moscow Russia Sosnovayastr, Pokrov village, Russia PoM | 24342 (009630) 17.07.2026
and fortopical use region, 142143 Podolsk city, Moscow region,
142143
NPO Petrovax Pharm LLC, 1 Sosnovaya
str., Pokrov village, Podolsk city, Moscow NPO Petrovax Pharm LLC, 1
solution for injection region, 142143- quality control, batch Sosnovayastr, Pokrov village,
36 Polyoxidonium-Petrovax azoximer bromide and for topical use 6mg/ml; (1) glass vial 5Sml and dropper releaser, NPO Petrovax Pharm LLC, Russia Podolsk city, Moscow region, Russia PoM 24343 (009630) 17.07.2026
1Sosnovayassir, bld. 1, Pokrov village, 142143
Podolsk city, Moscow region, 142143,
Russia- bulk manufacturer, packager
Moscow Endocrine Plant FSUE, 25,bld 1,
Novokhokhlovskaya st., Moscow- quality "Moscow Endocrine Plant" FSUE,
37 Oxytocin-MEZ oxytocin solution forivand | SIU/ml; (5/1x5/) ampoules Lmlin blister, (10/2x5/) | control, batch releaser, "Moscow Endocrine Russia 25, Novokhokhlovskayast., Russia PoM | 24344 (008429) 17072026
/m injection ampoules Iml in blister Plant" FSUE, 25, bld 2, Novokhokhlovskaya Moscow, 109052
st., Moscow, Russia- bulk manufacturer,
packager
trifluoperazine (trifluoperazine Arpimed LLC, Kotayk Marz, 2204, Republicof Arpimed LLC, Kotayk Marz, 2204,
38 Triftazine hydrochloride) tablets coated 5mg; (48/2x24/) in blister Abovyan, 2nd Micro-District, 19 Building Armenia Abovyan, 2nd Micro-District, 19 | Republicof Armenia | PoM | 24302 (039827) 17.07.2026
Baing
39 Glycerin glycerol solution for local use 900mg/g; (1) plastic container 5ml, (1) plastic ESCO-PHARM LLC, Nor-Norq V block, Republicof ESCO-PHARMLLC,Nor-NorqV | Republic of Armenia OTC | 24303 (040811) 17.07.2026
(enema) container 10ml Mikoyan 13, Yerevan 0079 Armenia block, Mikoyan 13, Yerevan 0079
40 Mexipam ethylmethylhydroxypyridine solution forivand 50mg/ml; (5) glass vials 2ml Liqvor CJSC, 0089, Yerevan, str. Kochinyan, Republicof Liqvor CJSC, 0089, Yerevan, str. Republic of Armenia PoM 24304 (034221) 17.07.2026
succinate i/minjection 7" Armenia Kochinyan, 79




solution for i Liqvor CJSC, 0089, Yerevan, str. Kochinyan, Republicof Liqvor CJSC, 0089, Yerevan, str.
41 Kalium chloride potassium chloride infusion 40mg/ml; 200ml plastic pack 7 Armenia Kochinyan, 79 Republicof Armenia | PoM | 24305 (041008) 17.07.2026
Darnitsa Pharmaceutical Firm
42 Prozerin-Darnitsa neostigmine (neostigmine solution for injection 05mg/ml; (10/2x5/) ampoules Iml in blister Darnitsa Pharmaceutical Firm PJSC, 02093, Ukraine P1JSC, 02093, Kyiv, Boryspilska Ukraine PoM 24306 (028256) 17.07.2026
methylulfate) Kyiv, Boryspilska Str, 13 Sw.13




LIST

foil pack, (10/2x5/) blow-fill-seal
ampoules 25ml in foil pack

of the medicines recommended for re-registration under the EAEU procedure by the Center according to the meeting decision 07-1/26 on July 17,
2026
All manufacturing sites involved in the Legal
N Trade name Common name of theactive | Pharmaceutical Strength and packaging, medicinal product manufacturing process Country Registration certificate holder status | Conclusion number
substance form Ppresentation (name, location) (name, location) for and date
supply
6mg/ml; (3/1x3/) ampoules 2 5ml
in blister, (5/1x5/) ampoules 2.5ml
in blister, (10/2x65/) ampoules 25ml
solution fori/m in blister, (5/1x5/) blow-fill-seal Pharmstandard-UfaVITA OJSC, 450077, Ufa, str. Pharmstandard-UfaVITA OJSC,
Artrozan-Pharmstandard meloxicam injection ampoles 25ml, (10/2x5/) blow- Khudaiberdina 28, Republic of Bashkortostan Russia 450077, Ufy, str. Khudaiberdina 28, PoM | 24307 (046877) 17072026
fill-seal ampoules 2,5ml, (5/1x5/) Republic of Bashkortostan
blowfil-seal ampoules 2 5mlin




LIST

of the variations requiring registration under the EAEU procedure by the Center according to the meeting decision 07-1/26 on July 17, 2026

Legl
Common name of theactive | Pharmaceutical Strength and packaging, All manufacturing sites involved in the Registration certificate holder status | Conclusion number
Trade name substance form presentation medicinal product manufacturing process Country (name, location) Country for and date
(name, location) supply
Bayer AG, Muellerstrasse 178, 13353, Berlin-
Yarina drospirenone, ethinylestradiol tablets film-coated 3mg+003mg; (21/1x21/) in blister packager, batch releaser, Bayer Weimar GmbH Germany Bayer AG, Kaiser-Wilhelm-Allee 1, Germany PoM JIT-NO04136-TTI-AM
8 Co.KG, Doebereinerstrasse 20, Weimar 99427, 51373 Leverkusen 17072026
Germany- bulk manufacturer, quality control
Yarina drospirenone, ethinylestradiol tablets film-coated 3mg+008mg; (21/1x21/)inblister | Bayer Weimar GmbH & Co. KG, Doebereinerstrasse Germany Bayer AG, Kaiser-Wilhelm-Allee 1, Germany PoM JIT-NO04136-TTI-AM
20, Weimar 99427 51373 Leverkusen 17072026




of

LIST

variations requiring reformulation of registration certificate approved by the Center according to the meeting decision 07-1/26 on July 17, 2026

syringe

All manufacturing sites involved in the
N 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 presentation (name, location) (name, location) for supply and date
Merck Sharp & Dohme B.V. Waarderweg 39,
2081 BN Haarlem- packager, batch releaser, Rovi
60mg; (7/1x7/) inblister, (28/4x7/) | Pharma Industrial Services S A, Via Complutense the Merz Pharma GmbH & Co. KGaA,
Arcoxia etoricoxib tablets film-coated in blister 140, 28805 Alcala de Henares, Madrid, Spain-bulk | Netherlands Eckenheimer Landstrasse 100, 60318 Germany PoM 19968/3/1 17.07.2026
manufacturer, quality control for LLC"Organon’, Frankfurt/Main
Str. Timura Frunze 11, Bldg, 13, g Moskva, 119021,
Rossia
Merck Sharp & Dohme B.V. Waarderweg 39,
90mg; (7/17)in blister, (28/4x7/) | 2081 BN Haarlem- packager, batch releaser, Rovi the LLC"Organon’, Str. Timura Frunze
Arcoxia etoricoxib tablets film-coated in blister Pharma Industrial Services S.A, Via Complutense Netherlands 11, Bldg, 13, g. Moskva, 119021 Russia PoM 19969/3/1 17072026
140, 28805 Alcala de Henares, Madrid, Spain-bulk
manufacturer, quality control
Merck Sharp & Dohme B.V. Waarderweg 39,
120mg; (7/17/)in blister, (28/4x7/) | 2081 BN Haarlem- packager, batch releaser, Rovi the LLC"Organon’, Str. Timura Frunze
Arcoxia etoricoxib tablets film-coated in blister Pharma Industrial Services S.A, Via Complutense Netherlands 11, Bldg, 13, g. Moskva, 119021 Russia PoM 19970/3/1 17072026
140,28805 Alcala de Henares, Madrid, Spain-bulk
manufacturer, quality control
100mg/5ml; 150ml plastic container | M/s Hindustan Foods Ltd., Kh. NO701/534, Village Reckitt Benckiser HealthCare (UK)
4 Nurofen for children ibuprofen suspension oral with and measuring syringe, 200ml Sandholi, Baddi-Nalagarh Road, Baddi, District India Limited, Dansom Lane, Hull, HU8 UK OTC 21530/3/217.07.2026
orange flavour plastic container and measuring Solan, HP,, 173205 7DS




LIST

of variations under the EAEU procedure requiring reformulation of registration certificate approved by the Center according to the meeting decision 07-

1/26 on July 17, 2026

Common name of the active | Pharmaceutical Strength and packaging, All manufacturing sites involved in the Registration certificate holder Legalstatus |  Conclusion number
N Trade name substance form presentation medicinal product manufacturing process Country (name, location) Country for supply and date
(name, location)
F. Hoffmann-Ta Roche Ltd., Wurmisweg, 4303
concentrate for Kaiseraugst- secondary packager, batch releaser, F. Hoffmann-La Roche Ltd., JIT-NQ02721-TTI-AM
1 Avastin bevacizumab solution for infusion 25mg/ml; glass vial 4ml Roche Diagnostics GmbH, Sandhofer strasse 116, Switzerland Grenzacherstrasse, 124, 4058, Basel Switzerland PoM 17.072026
68305 Mannheim, Germany- bulk manufacturer,
primary packager, quality control
F. Hoffmann-Ta Roche Ltd., Wurmisweg, 4303
concentrate for Kaiseraugst- secondary packager, batch releaser, F. Hoffmann-Ia Roche Ltd., JIT-NQ02721-TTI-AM
2 Avastin bevacizumab solution for infusion 25mg/ml; glass vial 16ml Roche Diagnostics GmbH, Sandhofer strasse 116, Switzerland Grenzacherstrasse, 124, 4058, Basel Switzerland PoM 17.072026
68305 Mannheim, Germany- bulk manufacturer,
primary packager, quality control




LIST

of variations not requiring reformulation of registration certificate approved by the Center according to the meeting decision 07-1/26 on July 17, 2026

Legsl
Common name of theactive | Pharmaceutical Strength and packaging, All manufacturing sites involved in the Registration certificate holder status | Conclusion number
N Trade name substance form presentation medicinal product manufacturing process Country (name, location) Country for and date
(name, location) supply
1 Lespeftil Biosta lespedeza bicolor solution oral 708mg/ml; glass bottle 100ml VIFITEH CJSC, Obolensk v., Serpukhov, Moscow Russia VIFITEH CJSC, SCRAM, Obolensk v., Russia OTC 19767/1 17072026
region, "Kvartal A" area, bldg, 14 Serpukhov, Moscow region, 142279
Vitarmin A, vitamin D3, vitamin 3600IU+500IU+15mg+100mg+0,8 Dragenopharm Apotheker Puschl GmbH,
E, vitamin C, folic acid, vitamin mg+,6mg+1,8mg+2,6mg+4meg+l Gollstrasse 1, 84529 Tittmoning- bulk
Bl,vitamin B2, vitamin B6, vitamin 9mg+200meg+10mg+125mg+100 manufacturer, packager, quality control JSCBAYER, 3rd Rybinskaya st., 18, build.
2 Elevit Pronatal BI12, nicotinamide, biotin, calcium tablets film-coated mg+125mg+60mg+7,5mg+1mg+1 (physicochemical), batch releaser, Labor LSSE Germany 2,107113 Moscow Russia QO1C 208562 17.07.2026
pantothenate, calcium, magnesium, mg; (30/3x10/) in blister, (100/5x20/) & Co.KG, Mangelsfeld 4, 5,6, Bad Bocklet-
phosphor, ferrum, zinc, copper, in blister Grossenbrach, Bayern, 97708, Germany- quality
vaginal delivery Organon Central East GmbH, Weystrasse
3 Nuvaring etonogestrel, ethinylestradiol system (vaginal 11,7mg+2,7mg; (1) sachet N.V. Organon, Kloosterstraat 6, 5349 AB Oss Switzerland 20,6006 Luzern Switzerland PoM 22682/217.07.2026
ring)
neostigmine (neostigmine 05mg/ml; (10/2x5/) ampoules Iml PYSC A«Pharmaceutical firm ADarnitsaA», PrJSC AcPharmaceutical firm
4 Prozerin-Darnitsa methylsulfate) solution for injection in blister 02093, Kyiv, Boryspilska S, 13 Ukraine AdDamitsa», 02093, Kyiv, Boryspiska Ukzaine PoM 21295/1 17072026
Sw.,13
5 | Clindamycin ABR 600mg dindamycin (clindamycin capsules hard 600mg; (12/2x6/) in blister Balkanpharma-Razgrad AD, 68 Aprilsko Vastanie Bulgaria Antibiotic-Razgrad AD, 68, Aprilsko Bulgaria PoM 23508/1 17.07.2026
capsules, hard hydrochloride) Blvd, 7200 Razgrad vastanie Blvd, Razgrad, 7200
6 Nurofen for children ibuprofen suspension oral with | 20mg/ml; 100ml, 150ml and 200ml Reckitt Benckiser HealthCare (UK) Limited, UK Reckitt Benckiser HealthCare (UK) UK O1IC 19936/4/1 17.07.2026
strawberry flavour | plastic bottle and measuring syringe Dansom Lane, Hull, HU8 7DS Limited, Dansom Lane, Hull, HU8 7DS
7 Nurofen for children ibuprofen suspension oral with | 20mg/ml; 150ml and 200ml plastic Reckitt Benckiser HealthCare (UK) Limited, UK Reckitt Benckiser HealthCare (UK) UK OTC 19937/4/1 17072026
orange flavour bottle and measuring syringe Dansom Lane, Hull, HU8 7DS Limited, Dansom Lane, Hull, HU8 7DS




ONE PHARMA INDUSTRIAL

Azithromycin-Asteria azithromycin (azithromycin tablets film-coated 250mg; (6/1x6/) in blister PHARMACEUTICAL COMPANY SOCIETE Greece Asteria LLC, 72/3 Nairi Zaryan str., 0051 Republic of Armenia PoM 22396/2/117.07.2026
dihydrate) ANONYME, 60th km NNR. Athinon-Lamias, Yerevan
Sximatari Voiotias, 32009
ONE PHARMA INDUSTRIAL
Azithromycin-Asteria azithromycin (azithromycin tablets film-coated 500mg; (3/1x3/) in blister PHARMACEUTICAL COMPANY SOCIETE Greece Asteria LL.C, 72/3 Nairi Zaryan str., 0051 Republic of Armenia PoM 22397/2/11707.2026
dihydrate) ANONYME, 60th km NNR. Athinon-Lamias, Yerevan

Sximatari Voiotias, 32009




of the variations under the EAEU procedure not requiring reformulation of registration certificate

LIST

decision 07-1/26 on July 17, 2026

approved by the Center according to the meeting

Legal

Common name of the Pharmaceutical All manufacturing sites involved in Registration certificate holder status | Conclusion number

N Trade name active substance form Strength and packaging, presentation | the medicinal product manufacturing Country (name, location) Country for and date

process (name, location) supply

1 Rigevidon levonorgestrel, ethinylestradiol tablets coated 0,15mg+0,03mg; (21/1x21/) in blister, Gedeon Richter PLC, Gyomroiut 19-21,1103 Hungary Gedeon Richter PLC, Gyomroiut 19-21, Hungary PoM JITT-NeO03330-ITI-AM

(63/3x21/) in blister Budapest 1103 Budapest 17072026
2 Brilinta ticagrelor tablets film-coated | 90mg; (14/1x14/) in blister, (56/4x14/) in blister, AstraZeneca AB Gartunavagen, Sodertalje, Sweden AstraZeneca AB, Sodertalje, SE-15185 Sweden PoM JITT-N2006368-TTI-AM

(168/12x14/) in lister 15257 17072026
90mg; (14/1x14/) in blister, (56/4x14/) in bllister, | AstraZeneca Industries LLC, 249020, Kaluga JITT-N006368-TTI-AM

3 Brilinta ticagrelor tablets film-coated (168/12x14/) in blister Region, Borovsky District, Dobrino village, 1st Russia AstraZeneca AB, Sodertalje, SE-15185 Sweden PoM 17.072026

Vostochny proezd, estate 8
AstraZeneca Industries LLC, 249020, Kaluga
Region, Borovsky District, Dobrino village,

90mg; (14/1x14/) in blister, (56/4x14/) in blister, 1st Vostochny proezd, estate 8- secondary JITT-N2006368-TTI-AM

4 Brilinta ticagrelor tablets film-coated (168/12x14/) in blister packager, batch releaser, AstraZeneca AB Russia AstraZeneca AB, Sodertalje, SE-15185 Sweden PoM 17.072026

Gartunavagen, Sodertalje, 15257, Sweden-
control

5 Diabeton MR gliclazide tablets modified- 60mg; (30/1x30/) in blister, (30/2x15/) in blister, | LesLaboratoires Servier Industrie 905, route de Russia LesLaboratoires Servier, 50, rue Carnot, France PoM JITTI-N000531-TTI-AM

release (60/2x30/) in blister Saran, 45520 Gidy 92284 Suresnes cedex 17072026

SERVIER RUS Ltd, 108328, block
60mg; (28/2x14/) in blister, (30/2x15/) in blister, 158 possession 2, build 1, settlement

6 Diabeton MR gliclazide tablets modified- (30/1x30/) in blister, (60/2x30/) in blister, Krasnopakhorskoye, Moscow- packager, batch Russia LesLaboratoires Servier, 50, rue Carnot, France PoM JITT-NeO00531-TTI-AM

release (60/4x15/) in blister releaser, Les Laboratoires Servier Industrie 92284 Suresnes cedex 17.072026

905, route de Saran, 45520 Gidy, France- bulk
manufacturer, quality control




Diabeton MR

tablets modified-

60mg; (28/2x14/) in blister, (30/2x15/) i blister,
(60/4x15/) in lister

SERVIER RUS Ltd, 108328, block
158, possession 2, build.1, settlement
Krasnopakhorskoye, Moscow

Les Laboratoires Servier, 50, rue Carnot,

France

PoM

JITT-NO00531-TTI-AM
17.07.2026

Verospiron

tablets

25mg; (20/1520) in blister, (60/3x20/) in blister,
(100/520/) i blister

Gedeon Richter PLC, Gyomroiut 19-21,1103
Budapest

Hungary

1103 Budapest

Gedeon Richter PLC, Gyomroiut 19-21,

Hungary

PoM

JITI-NOO4527-TTI-AM
17.07.2026

Verospiron

tablets

25mg; (20/1x20) in blister, (60/3x20/) in blister,
(100/520/) i blister

GEDEON RICHTER JSC-RUS, Lesnaya St.
40, Shuvoye, Moscow region, Yegoriyevsky
district, 140342- bulk manufacturer, batch
releaser, GEDEON RICHTER JSC- RUS,
Yegoriyevsky district, 140842, Russia-
packager, GEDEON RICHTER JSC-RUS,
region, Yegoriyevsky district, 140842, Russia-
quality control (physicochernical), GEDEON
RICHTER JSC- RUS, Lesnaya St. 40, build.2,
Shuvoye, Moscow region, Yegoriyevsky
district, 140842, Russia- quality control
(microbiological)

Gedeon Richter PLC, Gyomroiut 19-21,
1103 Budapest

Hungary

PoM

JITI-NOO4527-TTI-AM
17.07.2026

10

Verospiron

tablets

25mg; (20/1520) in blister, (60/3x20/) in blister,
(1005x20/) in blister

GEDEON RICHTER JSC-RUS, Lesnaya St.
40, Shuvoye, Moscow region, Yegoriyevsky
district, 140342- batch releaser, Gedeon
Richter PLC, Gyomroiut 19-21,1103
Budapest, Hungary- bulk manufacturer,
GEDEON RICHTER JSC-RUS, Lesnaya St.
43/5,, Shuvoye, Moscow region, Yegoriyevsky
district, 140342, Russia- packager, GEDEON
RICHTER JSC- RUS, Lesnaya St. 40, build.1,
Shuvoye, Moscow region, Yegoriyevsky
district, 140842, Russia- quality control
(physicochemical), GEDEON RICHTER
JSC- RUS, Lesnaya St 40, build 2, Shuvoye,
Moscow region, Yegoriyevsky disric, 14342,

Russia- quality control ricrobiologica)

Gedeon Richter PLC, Gyomroiut 19-21,
1103 Budapest

Hungary

PoM

JITI-NOO4527-TTI-AM
17.07.2026

11

Norvasc

amlodipine (amlodipine besilate)

tablets

Smg; (303x10/) in blister, (40/4x10/)in bliter,
(90/9x10/)in blister, (14/1x14/)in blister

Plizer Manufacturing Deutschland Gmb,

Mooswaldallee 1,79108 Freiburg Im Breisgau-
packager, quality control, batch releaser, Viatris
Pharmaceuticals 1L, Road 689, K 19, Vega

Baja, Puerto Rico 00693- bulk manufacturer

Germany

VIATRISSPECIALTY LLC, 3711 Collins
Ferry Road, Morgantown, WV 26505

PoM

JITT-NQ03555-TTI-AM
17.07.2026




Pfizer Manufacturing Deutschland GmbH,

10mg; (30/3x10/) in blister, (40/4x10/) in blister, | Mooswaldallee 1, 79108 Freiburg Im Breisgau- VIATRISSPECIALTY LIC, 3711 Collins JIT-NO03555-TTI-AM
12 Norvasc amlodipine (amlodipine besilate) tablets (90/9x10/) in blister, (14/1x14/) in blister packager, quality control, batch releaser, Viatris Germany Ferry Road, Morgantown, WV 26505 USA PoM 17.07.2026
Pharmaceuticals LLC, Road 689, Km 1.9, Vega
Baja, Puerto Rico 00693- bulk manufacturer
articaine (articaine 40mg/mh5mceg/ml; (50/5x10/) cartridges Septodont, 58 rue du Pont de Creteil, Saint- Septodont, 58 rue du Pont de Creteil, JITT-N008279- ITI-AM
13 | Septanestwith adrenaline hydrochloride), adrenaline solution for injection 1,7mlin blister Maur-des-Fosses, 94100 France Saint-Maur-des-Fosses, 94100 France PoM 17.07.2026
(adrenaline tartrate)
articaine (articaine 40mg/mh+10mcg/ml; (50/5x10/) cartridges Septodont, 58 rue du Pont de Creteil, Saint- Septodont, 58 rue du Pont de Creteil, JIT-N008279-TTI-AM
14 | Septanest with adrenaline hydrochloride), adrenaline solution for injection 1,7mlin blister Maur-des-Fosses, 94100 France Saint-Maur-des-Fosses, 94100 France PoM 17.07.2026
(adrenaline tartrate)
15 Norcohut norethisterone tablets 5mg; (20/2x10/) in blister Gedeon Richter PLC, Gyomroiut 19-21,1103 Hungary Gedeon Richter PLC, Gyomroiut 19-21, Hungary PoM JITT-NeQOO922-TTI-AM
Budapest 1103 Budapest 17072026
16 Urorec silodosin capsuleshard 4mg; (30/3x10/) in blister Recordati Industria Chimica e Farmaceutica Ttaly Recordati Ireland Ltd., Raheens East, Ireland PoM JITT-NO02956-TTI-AM
Sp.A., Via Givitali, 1-20148 Milano Ringaskiddy, Co Cork 17072026
17 Urorec silodosin capsuleshard 8mg; (30/3x10/) in blister, (90/9x10/) in blister Recordati Industria Chimica e Farmaceutica Ttaly Recordati Ireland Ltd., Raheens East, Treland PoM JITI-NO02956-TTI-AM
Sp.A., Via Givitali, 1-20148 Milano Ringaskiddy, Co Cork 17072026
xylometazoline (xylometazoline | spray nasalmetered | 140mcg/dose; 10ml (60 dose) plastic vial with Haleon CH SARL, Route de" Etraz, Nyon, JSC Haleon Rus Presnenskaya JITT-NQ01789-TTI-AM
18 Otrivin hydrochloride) dose pump dispenser 1260 Switzerland Naberezhnaya, 10, unit IIT, room 9, 6 Russia OTC 17.072026
floor, Moscow, 123112
cream forexternal |  50mg/g; aluminium tube 2g, aluminiumtube | Glaxo Wellcome Operations, Harmire Road, JSC "Haleon Rus', Presnenskaya JITI-NOO4177-TTI-AM
19 Zovirax acicdlovir use 5g, aluminium tube 10g or 2g plastic bottle Barnard Castle, DL12 8DT UK Naberezhnaya, 10, unit IIT, room 9, 6 Russia O1C 17.072026
with dispenser device floor, Moscow, 123112
325mg+20mg+10mg+50mg; (1) sachet 22,1g,
paracetamol, pheniramine 2,3).4,6),6),7),(8), 9,10, (11),(12),
(pheniramine maleate), powder for oral (13),(14),(15),(16),(17),(18),(19), (20), (21), Delpharm Orleans, 5 avene de Concyr, JSC "Haleon Rus', Presnenskaya JIT-NO4993-TTI-AM
20 TheraFlu phenylephrine (phenylephrine | solutionwithlemon |  (22),(23),(24),(25),(26),(27),(28),(29),(30), Orleans Cedex 2,45071 France Naberezhnaya, 10, unit IIT, room 9, 6 Russia OTC 17.072026
hydrochloride), ascorbic acid flavour (31),32),(33), (34), (35), (36),(37), (38), (39), floor, Moscow, 123112

(40), (41), (42), (43), (44), (45), (46, (47), (48),
(49), (50) sachets 22,1g




