LIST

of the medicines recommended for the registration by the Center according to the meeting decision N 03-1/26 on March 16, 2026

Common name of the Pharmaceutical | Strength and packaging, All manufacturing sites involved in the Registration certificate holder Legal status Conclusion
Trade name active substance form presentation medicinal product manufacturing process Country (name, location) Country forsupply | numberand date
(name, location)
9mg/ml; 100m] eurohead plastic
bottle, 500ml eurchead plastic Gufic Biosciences Limited, 1st to 4th
Sodium Chloride Intravenous sodium chloride solution for i bottle, 100ml nipple head plastic | Gufic Biosciences Limited, N. H. No. 8, Near Grid, India Floor, S. M. House 11 Sahakar Road, India PoM 2394916032026
Infusion (09% W) infission bottle, 250mml nipple head plastic Kabilpore-396424, Navsari, Gujarat Ville Parle (East), Mimbai-400057
bottle, 500ml nipple head plastic
bottle
solution for s/c 0,25mg/05ml; pre-filled syringe | Gufic Biosciences Limited, N. H. No. 8, Near Grid, Gufic Biosciences Limited, 1st to 4th
Indotrex cetrorelix (cetrorelixacetate) injection 05ml Kabilpore-396424, Navsari, Gujarat India Floor, S. M. House 11 Sahakar Road, India PaM 2395016032026

Ville Parle (East), Mumbai-400057




LIST

of the medicines recommended for registration under the EAEU procedure by the Center according to the meeting decision N 03-1/26 on March 16,

2026
All manufacturing sites Legal
N Trade name Common name of the active Pharmaceutical form Strength and packaging, involved in the medicinal Country Registration certificate holder Country status | Conclusion number
substance Ppresentation product manufacturing (name, location) for and date
process (name, location) supply
1 Lomexin fenticonazole (fenticonazole nitrate) capsules vaginal 600mg; (1) in blister, (/1x2/) Catalent Italy Sp.A., Via Nettunense Traly Recordati Ireland Ltd., Raheens Ireland PoM 23953 (008907)
in blister kan. 20,100, Aprilia, 04011 East, Ringaskiddy, Co Cork 16082026
2 Lomexin fenticonazole (fenticonazole nitrate) capsules vaginal 1000mg; (1)in blister, (2/1x2/) | Catalent Italy Sp.A., Via Nettunense Traly Recordati Ireland Ltd., Raheens Ireland PoM 23954(008907)
in blister kan. 20,100, Aprilia, 04011 East, Ringaskiddy, Co Cork 16082026
2mg; (303x10)) in blister, KRKA dd, Novo mesto, Smarjeska KRKA d.d, Novo mesto, Smarjeska 23955 (012131)
3 Prenessa perindopril (perindopril erbumine) tablets (60/6x10/) in blister, (30/2x15/) cesta 6,8501 Novo Mesto Slovenia cesta 6,8501 Novo Mesto Slovenia PoM 16032026
in blister, (60/4x15/) in blister
4mg; (30/3x10/)in blister,
4 Prenessa perindopril (perindopril erburnine) tablets (60/6x10/)in blister, (30/2x15)) | KRKA dd., Novomesto, Smarjeska Slovenia KRKA dd., Novo mesto, Smarjeska Slovenia PoM 23956 012131)
in blister, (60/4x15/) in blister cesta 6,8501 Novo Mesto cesta 6,8501 Novo Mesto 16032026
8mg; (30/3x10/) in blister,
5 Prenessa perindopril (perindopril erburnine) tablets (60/6x10))in blister, (302x15) | KRKA d.d, Novomesto, Smarjeska Slovenia KRKA d.d, Novo mesto, Smarjeska Slovenia PoM 23957 (012131)
in blister, (60/4x15/) in blister cesta 6,8501 Novo Mesto cesta 6,8501 Novo Mesto 16032026




20mg; (50/2x25/) in blister, Grindeks JSC, Krustpils street 53, Grindeks JSC, Krustpils street 53, 23958 (007268)
6 Ipigrix ipidacrine (ipidacrine hydrochloride) tablets (100/4x25/) in blister LV-1057,Riga Latvia LV-1057,Riga Latvia PoM 16032026
ACS Dobfar Sp.A., Via Alessandro
Fleming, 2,37135, Verona- packager,
7 Zinforo ceftaroline fosamil powder for solution for 600mg; (10) glass vials 20ml quality control, batch releaser, Traly Pfizer Inc., 66 Hudson Boulevard UsA PoM 23959 (018563)
infusion ACSDobfar Sp.A, Viale Addetta East, New York, NY 10001-2192 16032026
2a/12-3/5,20067 Tribiano, Milano,
Ttaly- bulk manufacturer
80mg+12,5mg; (14/1x14/)in Novartis Farma Sp.A., Via Novartis Pharma AG, Lichtstrasse 23960 (013161)
8 Co-Diovan valsartan, hydrochlorothiazide tablets film-coated blister, (28/2x14/) in blister, Provinciale Schito 131, 80058 Torre Traly 35,4056 Basel Switzerland PoM 16032026
(98/7x14/) in blister Annunziata
160mg+12,5mg; (14/1x14/) Novartis Farma Sp.A., Via
9 Co-Diovan valsartan, hydrochlorothiazide tablets film-coated in blister, (28/2x14/) in blister, | Provinciale Schito 131,80058 Torre Traly Novartis Pharma AG, Lichtstrasse Switzerland PoM 2391 (013161)
(98/7x14/) in blister Annunziata 35,4056 Basel 16032026
Novartis Farma Sp.A., Via
Provinciale Schito 131,80058 Torre
80mg+12,5mg; (14/1x14/)in Anmunziata- bulk manufacturer, Novartis Pharma AG, Lichtstrasse 23962 (013161)
10 Co-Diovan valsartan, hydrochlorothiazide tablets film-coated blister, (28/2x14/) in blister, packager, batch releaser, Sandoz Traly 35,4056 Basel Switzerland PoM 16032026
(98/7x14/) in blister SRL,str. Livezeni nr. 7A, 540472,
Targu Mures, Jud. Mures, Romania-
quality control
Novartis Farma Sp.A., Via
Provinciale Schito 131,80058 Torre
160mg+12,5mg; (14/1x14/) Anmunziata- bulk manufacturer, Novartis Pharma AG, Lichtstrasse 23963 (013161)
11 Co-Diovan valsartan, hydrochlorothiazide tablets film-coated in blister, (28/2x14/) in blister, packager, batch releaser, Sandoz Traly 35,4056 Basel Switzerland PoM 16032026
(98/7x14/) in blister SRL,str. Livezeni nr. 7A, 540472,
Targu Mures, Jud. Mures, Romania-
quality control
xylometazoline (xylometazoline 1mg/ml; 10ml (60 dose) plastic | Haleon CHSARL, Routedel Etraz, JSC Haleon Rus Presnenskaya 23964 (021568)
12 Otivin hydrochloride) spray nasal vial with pump dispenser Nyon, 1260 Switzerland Naberezhnaya, 10, unit IT, room 9, Russia O1C 16032026
6floor, Moscow, 123112




Smg; (303x10) in blister, Gedeon Richter PLC, Gyomroiut Gedeon Richter PLC, Gyomroi ut 23965 (009166)
13 rosuvastatin (rosuvastatin calcium) tablets film-coated (60/6x10/) in blister, (90/9x10/) 19-21,1108 Budapest Hungary 19:21, 1108 Budapest Hungary PoM 16082026
in blister
10mg; (30/3x10) in blster,
14 rosuvastatin (rosuvastatin calcium) tablets film-coated (60/6x10/) in blister, (909x10/) | Gedeon Richter PLC, Gyomroi ut Hungary Gedeon Richter PLC, Gyomroi ut Hungary PoM 23966 (009166)
in blister 19-21,1108 Budapest 19:21, 1108 Budapest 16082026
20mg; (30/3x10/) in blister, Gedeon Richter PLC, Gyomroiut Gedeon Richter PLC, Gyomroi ut 23967 (009166)
15 rosuvastatin (rosuvastatin calcium) tablets film-coated (60/6x10/) i Blister, (90/9x10/) 19-21,1108 Budapest Hungary 19:21, 1108 Budapest Hungary PoM 16082026
in blister
40mg; (30/3x10/) in blister, Gedeon Richter PLC, Gyomroiut Gedeon Richter PLC, Gyomroi ut 23968 (009166)
16 rosuvastatin (rosuvastatin calcium) tablets film-coated (60/6x10/) i Blister, (90/9x10/) 19-21,1108 Budapest Hungary 19:21, 1108 Budapest Hungary PoM 16082026
in blister
GEDEON RICHTERJSC- RUS,
Lesnaya St. 40, Shuvoye, Moscow
region, Yegoriyevsky district,
140342- bulk manufacturer, batch
releaser, GEDEON RICHTER JSC-
RUS, Lesnaya St. 43/5, Shuvoye,
Mascow region, Yegoriyevsky
Smg; (303x10) in blister, district, 140842, Russia- packager,
17 rosuvastatin (rosuvastatin calcium) tablets film-coated (60/6x10/) inblister, 909x10/) |  GEDEONRICHTER JSG-RUS, Russia Gedeon Richter PLC, Gyomroi ut Hungary PoM 23969 (009166)
in blister Lesnaya $t. 40, build.1, Shuvoye, 19:21, 1108 Budapest 16082026
Mascow region, Yegoriyevsky
district, 140842, Russia- quality
control (physicochemical),
GEDEON RICHTERJSC- RUS,
Lesnaya St. 40, build.2, Shuvoye,
Mascow region, Yegoriyevsky
district, 140842, Russia- quality

control (microbiological)




18

tablets film-coated

10mg; (30/3x10/)in blister,
(60/6x10/)in Blister, (90/9x10/)
inblister

GEDEON RICHTERJSC- RUS,
Lesnaya St. 40, Shuvoye, Moscow
region, Yegoriyevsky district,
140342- bulk manufacturer, batch
releaser, GEDEON RICHTER JSC-
RUS, Lesnaya St. 43/5, Shuvoye,
Mascow region, Yegoriyevsky
district, 140842, Russia- packager,
GEDEON RICHTERJSC- RUS,
Lesnaya St. 40, build.1, Shuvoye,
Mascow region, Yegoriyevsky
district, 140842, Russia- quality
control (physicochemnical),
GEDEON RICHTERJSC- RUS,
Lesnaya St. 40, build.2, Shuvoye,
Mascow region, Yegoriyevsky
district, 140842, Russia- quality
control (microbiological)

Gedeon Richter PLC, Gyomroi ut
19-21, 1103 Budapest

Hungary

PoM

23970 (009166)
16032026

19

tablets film-coated

20mg (303x10) in blister,
(60/6x10/)in Blister, (90/9x10/)
inblister

GEDEON RICHTERJSC- RUS,
Lesnaya St. 40, Shuvoye, Moscow
region, Yegoriyevsky district,
140342- bulk manufacturer, batch
releaser, GEDEON RICHTER JSC-
RUS, Lesnaya St 43/5, Shuvoye,
Mascow region, Yegoriyevsky
district, 140842, Russia- packager,
GEDEON RICHTERJSC- RUS,
Lesnaya St. 40, build.1, Shuvoye,
Mascow region, Yegoriyevsky
district, 140842, Russia- quality
control (physicochemical),
GEDEON RICHTERJSC- RUS,
Lesnaya St. 40,, build.2, Shuvoye,
Mascow region, Yegoriyevsky
district, 140842, Russia- quality
control (microbiological)

Gedeon Richter PLC, Gyomroi ut
19-21, 1103 Budapest

Hungary

PoM

23971 (009166)
16082026




GEDEON RICHTER JSC-RUS,

Lesnaya St. 40, Shuvoye, Moscow
region, Yegoriyevsky disrict,
140342- bulk manufacturer, batch
releaser, GEDEON RICHTER JSC-
RUS, Lesnaya St 43/5, Shuvoye,
Mascow region, Yegoriyevsky
40mg; (30/3x10/) in blister, district, 140342, Russia- packager,
20 Mertenil rosuvastatin (rosuvastatin calcium) tablets film-coated (0/6x10/) in blister, (909x10) | GEDEONRICHTERJSC-RUS, Russia Gedeon Richter PLC, Gyomtoiut Hungary PoM 23972 (009166)
in blister Lesnaya St. 40, build.1, Shuvoye, 19-21, 1103 Budapest 16032026
Mascow region, Yegoriyevsky
district, 140842, Russia- quality
control (physicochemical),
GEDEON RICHTER JSC-RUS,
Moscow region, Yegoriyevsky
district, 140342, Russia- quality
control (microbiological)
Unique Pharmaceutical Laboratories Unique Pharmaceutical
(adivision of]. B. Chemicals & Laboratories (a division of . B. 23973 (001330)
21 Metrogyl metronidazole solution for i/v injection 5mg/ml; plastic bottle 100ml Pharmaceuticals Ltd.), Plot No4, India Chemicals & Pharmaceuticals Ltd.), India PoM 16032026
Phase IV, GID.C. Industrial Estate, ‘Worli, Mumbei 400 030
Panoli: 394 116, Dist: Bharuch
Open joint stock company Open joint stock company
22 Furosemide furosemide tablets 40mg; (50/5x10/) in blister "Borisovskiy zavod medicinskikh Republic of Belarus "Borisovskiy zavod medicinskikh Republic of Belarus PoM 23974 (020872)
preparatov”, 64A, ul. Chapaeva, preparatov”, 64, ul. Chapaeva, 16032026
Borisov, Minsk region 222518 Borisov, Minsk region 222518
30Lf (notJess than
diphtheria toxoid, tetanus toxoid, 201U/05mi)+10Lf (not less
bordetella pertussis antigens- pertussis than 401U/05ml}+25mcg/
toxoid, filamentous haemagglutinin, 05mk+25meg/05ml+40D
poliovirus (inactivated)- type 1 (Mahoney), antigen units05mb8Dantigen | Sanofi Pasteur, Parc Industriel Sanofi Pasteur, 14 Espace Henry 23975 (005907)
3 HEXAXIM type 2 (MEF-1),type3 (Saukett), hepatitis | i/m suspensionforinjection | unity05mb32Dantigenunity/ |  d Encarville, 27100 Val de Reusl Firance Vallee, 69007 Lyon France PoM 16032026
B surface antigen, haemophilus infuenzae 05mH10meg/05mh+12meg/05
typeb polysaccharide, haemophilus mh22-36mcg/05ml, pre-filled
infuienzae type b polysaccharide syringe 05mland needle,
conjugated to tetanus protein pre-filled syringe 0,5ml and

(2) needles




30Lf (not lessthan

diphtheria toxoid, tetanus toxoid, 201U/05mi)+10Lf (not less
bordetella pertussis antigens- pertussis than 401U/05ml)+25mcg/ Sanofi Pasteur SA, 1541 Avenue
toxoid, filamentous haemagglutinin, 05mk+25meg/05ml+40D Marcel Merieux, Marcy L' Etoile,
poliovirus (inactivated)- type 1 (Mzhoney), antigen unity05mH8D antigen 69280- bulk manufacturer, Sanofi Pasteur, 14 Espace Henry 23976 (005907)
24 HEXAXIM type2 (MEF-1), type 3 (Saukett), hepatitis /msuspension forinjection | unity05ml+32D antigenunits’ | secondary packager, quality control, France Vallee, 69007 Lyon France PoM 16032026
B surface antigen, haemophilus infuenzae 05mh+10meg/05mk+12meg/05 | - batch releaser, Sanofi Pasteur, Parc
type b polysaccharide, haemophilus mh22-36mcg/05ml, pre-filled | Industriel d* Incarville, 27100 Val de
infuenzae type b polysaccharide syringe 0,5mland needle, Reuil, France- primary packager
conjugated to tetanus protein pre-filled syringe 0,5ml and
(2) needles
2850IU AXa/03ml; (105x2/) | AspenNotre Dame de Bondeville, 1 Aspen Pharma Trading Limited, 23977 (020598)
b FRAXIPARINE nadroparin calcium solution for st injection pre-filled glasssyringes03ml | ruedel Abbaye, 76960 Notre Dame France 3016 Lake Drive, Citywest Business Treland PoM 16082026
de Bondeville Campus, Dublin 24
3800[U AXa/04ml; (105x2/) | AspenNotre Dame de Bondeville, 1 Aspen Pharma Trading Limited, 23978 (020598)
26 FRAXIPARINE nadroparin calcium solution for st injection pre-filled glasssyringesOdml | ruedel Abbaye, 76960 Notre Dame France 30161 ake Drive, Citywest Business Treland PoM 16082026
de Bondeville Campus, Dublin 24
5700IU AXa/06ml; (105x2/) | AspenNotre Dame de Bondeville, 1 Aspen Pharma Trading Limited, 23979 (020598)
27 FRAXIPARINE nadroparin calcium solution for st injection pre-filled glasssyringes06ml. | rue del Abbaye, 76960 Notre Dame France 30161 ake Drive, Citywest Business Treland PoM 16082026
de Bondeville Campus, Dublin 24
7600IU AXa/08ml; (105x2/) | AspenNotre Dame de Bondeville, 1 Aspen Pharma Trading Limited, 23980 (020598)
28 FRAXIPARINE nadroparin calcium solution for st injection pre-filled glasssyringes08ml | ruedel Abbaye, 76960 Notre Dame France 3016 Lake Drive, Citywest Business Treland PoM 16082026
de Bondeville Campus, Dublin 24
LLC Nanolek, 612079, Kirov region,
28501U AXa/03ml; (10/5x2/) Orichevsky municipal district, Aspen Pharma Trading Limited, 23981 (020598)
29 FRAXIPARINE nadroparin calcium solution for st injection pre-filled glasssyringes 03ml Levinskoye urban settlement, Russia 3016 Lake Drive, Citywest Business Treland PoM 16082026
Biomedical complex NANOLEK Campus, Dublin 24
teritory
LLC Nanolek, 612079, Kirov region,
3800IU AXa/0Aml; (10/5x2/) Orichevsky municipal district, Aspen Pharma Trading Limited, 23982 (020598)
30 FRAXIPARINE nadroparin calcium solution for st injection pre-filled glasssyringes Odml Levinskoye urban settlement, Russia 3016 Lake Drive, Citywest Business Treland PoM 16082026
Biomedical complex NANOLEK Campus, Dublin 24

territory




LLCNanolek, 612079, Kirov region,
57001U AXa/0,6ml; (10/5x2/) Orichevsky municipal district, Aspen Pharma Trading Limited, 23983 (020598)
31 FRAXIPARINE nadroparin calcium solution for ¢/cinjection pre-filled glass syringes 0,6ml Levinskoye urban settlement, Russia 3016 Lake Drive, Citywest Business PoM 16032026
Biomedical complex NANOLEK Campus, Dublin 24
teritory
LLCNanolek, 612079, Kirov region,
7600IU AXa/0,8ml; (10/5x2/) Orichevsky municipal district, Aspen Pharma Trading Limited, 23984 (020598)
32 FRAXIPARINE nadroparin calcium solution for s/cinjection pre-filled glass syringes 0.8ml Levinskoye urban settlement, Russia 3016 Lake Drive, Citywest Business PoM 16032026
Biomedical complex NANOLEK Campus, Dublin 24
teritory
Egis Pharmaceuticals PLC, 1165
solution for i/vand i/m 25mg/ml; (10/2x5/) ampoules Budapest, Bokenyfoldi st. 118-120 Egis Pharmaceuticals PLC, 1106 23985 (000160)
33 Halidor bencydlane (bencydlane fumarate) injection 2mlin blister (legal address- Egis Pharmaceuticals Hungary Budapest, Kereszturi st. 30-38 PoM 16032026
PLC, 1106 Budapest, Kereszturist.
30-38, Hungary)
benzocaine, levomenthol, procaine 25mg/mh+10mg/ml+10mg/ml; |  Yaroslavl Pharmaceutical Factory ARGO-PHARMLIC, 139 23952 (024504)
34 Menovazine-Neo (procaine hydrochloride) solution for external use glass vial 40ml JSC, Yaroslavl Region, 150030, Menovazine-Neo Sundukyanstr,, 0012 Yerevan Republic of Armenia O1C 16032026
Yaroslavl, 1st Putevaya Street b.5
5mg; (28/2x14/) in blister, Pharmaceutical Works Polpharma Pharmaceutical Works Polpharma 23986 (018172)
35 Zolaxa ODT olanzapine tablets orodispersible (30/3x10/) in blister, (56/4x14/) S.A., 19 Pelplinska Str., 83-200 Poland S.A., 19 Pelplinska Str., 83-200 PoM 16032026
inblister Starogard Gdanski Starogard Gdanski
Alkaloid AD Skopje, Blvd.
Aleksandar Makedonski 12, 1000
40mg/5ml; 64.8g powder Skopje- quality control, batch Alkaloid AD Skopje, Blvd.
36 Rexocef cefpodoxime (cefpodoxime proxetil) powder for oral suspension in 100ml plastic vial with releaser, Lupin Limited, 198-202, Republic of North Aleksandar Makedonski 12, 1000 Republic of North PoM 23951 (021353)
measuring cup and dosing New Industrial Estate AreaNo.2 Macedonia Skopje Macedonia 16032026
M.P, India- bulk manufacturer,
packager




LIST

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

03-1/26 on March 16, 2026

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 Legalstatus |  Conclusion number
substance form Ppresentation (name, location) (name, location) for supply and date
1 Norcolut norethisterone tablets 5mg; (20/2x10/) in blister Gedeon Richter PLC, Gyomroiut 19-21,1103 Hungary Gedeon Richter PLC, Gyomroi ut Hungary PoM JITT-NQO0922-TTI-AM
Budapest 19-21, 1103 Budapest 16032026




LIST
of variations not requiring reformulation of registration certificate approved by the Center according to the meeting decision N 03-1/26 on March 16,
2026
Legal
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 Visipaque iodixanol solution for injection | 320mgiodine/ml; (10) plastic vials | GE Healthcare Ireland Limited, IDA Business Park, Treland GE Healthcare AS, P.O. Box 4220, Norway PoM 22706/1 16032026
50ml Carrigtohill, Cork, T45 AVED Nydalen, 0401 Oslo
2 Visipaque iodixanol solution for injection | 320mgiodine/ml; (10) plastic vials | GE Healthcare Ireland Limited, IDA Business Park, Treland GE Healthcare AS, P.O. Box 4220, Norway PoM 22707/1 16032026
100ml Carrigohill, Cork, T45 AV60 Nydalen, 0401 Oslo
LABORATORIOSNORMON SA., Rondade LABORATORIOSNORMONSA,,
3 Desloratadine Normon desloratadine tablets film-coated 5mg; (20/2x10/) in blister Valdecarrizo 6, 28760 Tres Cantos, Madrid Spain Ronda de Valdecarrizo 6, 28760 Tres Spain PoM 23212/116032026
Cantos, Madrid
4 Valsacor H80 valsartan, hydrochlorothiazide tablets film-coated 80mg+12,5mg; (28/2x14/) in blister KRKA d.d., Novo mesto, Smarjeska cesta 6, 8501 Slovenia KRKA d.d., Novo mesto, Smarjeska cesta Slovenia PoM 19792/1 16032026
Novo Mesto 6,8501 Novo Mesto
5 Valsacor H 160 valsartan, hydrochlorothiazide tabletsfilm-coated | 160mg+125mg; (28/2x14/)inblister | KRKA d.d., Novo mesto, Smarjeska cesta 6, 8501 Slovenia KRKA d.d., Novo mesto, Smarjeska cesta Slovenia PoM 19793/1 16032026
Novo Mesto 6,8501 Novo Mesto
6 Valsacor HD 160 valsartan, hydrochlorothiazide tabletsfilm-coated | 160mg+25mg; (14/1x14/)inblister, | KRKA d.d, Novomesto, Smarjeska cesta 6, 8501 Slovenia KRKA d.d., Novo mesto, Smarjeska cesta Slovenia PoM 19794/1 16082026

(28/2x14/)in blister NovoMesto 6,8501 Novo Mesto
Chanelle Medical Unlimited Company, Dublin
Road, Loughrea, H62 FHO0 - bulk manufacturer,

7 Cetirizine cetirizine (cetirizine dihydrochloride) | tablets film-coated 10mg; (20/2x10/)in blister packager, quality control (physicochemical), batch Ireland ARGO-PHARMLIC, 139Sundukyan | RepublicofArmenia | OTC |  20862/4/116032026
releaser, Complete Laboratory Solutions, Units 3A str., 0012 Yerevan
&8, Small Business Park, Tuam Road, Galway,
Ireland- quality control (microbiological)




CARDIO ASPIRIN-

acetylsalicylicacid tablets 100mg; (60/6x10/) in blister Armando Martins Tavares, Rua Outeiro Da Portugal Asteria LLC, 72/3 Nairi Zaryan, 0051 Republic of Armenia O1C 23230/2/116032026
ASTERIA ArmadaNo 5, Coimbra, Condeixa-A-Nova, Yerevan
3150-194, Sebal
matricariae extractum spissum (3:1), ‘Wrodaw Herbal Products Works "Herbapol' SA
belladonnae radicis extractum spissum ,SW. Mikolaja Street 65/68, Wrodlaw , 50-951- ‘Wrodaw Herbal Products Works
9 Hemorol TOrmAatum, extractum compositum suppositoriesrectal | 50mg/2g+20mg/2g+80mg2g+100 |  batch releaser, Wroclaw Herbal Products Works Poland "Herbapol" SA , SW. Mikolaja Street Poland O1IC 21177/116032026
spissum (4:1) ex: cytisi scoparii herba, mg/2g; (12/2x6/) "Herbapol" SA, Hetmanska street 1, Legnica, 65/68, Wroclaw, 50-951
hippocastani cortice, tormetillae 59-220, Poland- bulk manufacturer, packager,
10 Januvia sitagliptin (sitagliptin phosphate tablets film-coated 100mg; (28/2x14/) in blister Organon Pharma (UK) Limited, Shotton Lane, UK Merck Sharp & Dohme IDFA GmbH, Switzerland PoM 22401/1 16032026
hydrate) Cramlington, Northumberland NE23 3JU Tribschenstrasse 60, 6005 Luzern
Merck Sharp & Dohme B.V. Waarderweg 39,
sitagliptin (sitagliptin phosphate Haarlem, 2081 BN- batch releaser, Organon Merck Sharp & Dohme IDFA GmbH,
1 Januvia hydrate) tablets film-coated 100mg; (28/2x14/) in blister Pharma (UK) Limited, Shotton Lane, Cramlington, | the Netherlands Tribschenstrasse 60, 6005 Luzern Switzerland PoM 20808/1 16032026
Northumberland NE23 3JU, United Kingdom-
bulk manufacturer, packager, quality control
Denk Pharma GmbH & Co. KG, Goellstr. 1,84529
Tittmoning- bulk manufacturer, packager, quality
12 Diclo-Denk 50 diclofenac (diclofenac sodium) tablets enteric- 50mg; (20/2x10/) in blister, control (physicochemical), batch releaser, Labor Germany Denk Pharma GmbH & Co.KG, Germany PoM 20143/1 16032026
coated (100/10x10/) in blister ISSE & Co. KG, Mangelsfeld 4,5, 6, Bad Bocklet- Prinzregentenstr. 79, 81675 Muenchen
Grossenbrach, Bayern, 97708, Germany- quality
control (microbiological)
STADA Arzneimittel AG, Stadastrasse 2-18,61118
10mg; (4/1x4/) in blister, (8/2x4/) Bad Vilbel- batch releaser, Actavis Ltd., BLB015, STADA Arzneimittel AG, Stadastrasse
13 Vardenafil STADA vardenafil tablets film-coated inblister BLB 016, Bulebel Industrial Estate, Zejtun, ZTN Germany 2-18,61118 Bad Vilbel Germany PoM 23087/116032026
3000, Malta- bulk manufacturer, packager, quality
control
STADA Arzneimittel AG, Stadastrasse 2-18,61118
20mg; (4/1x4/) in blister, (8/2x4/) Bad Vilbel- batch releaser, Actavis Ltd., BLBO15, STADA Arzneimittel AG, Stadastrasse
14 Vardenafil STADA vardenafil tablets film-coated inblister BLB 016, Bulebel Industrial Estate, Zejtun, ZTN Germany 2-18,61118 Bad Vilbel Germany PoM 23088/2 16032026

3000, Malta- bulk manufacturer, packager, quality

control




70%; plastic container 50ml, plastic | - Lizin OJSC, Charentsavan, 2501, st. Gortsaranayin
concentrate for container 100ml, plastic container 14- secondary packager, batch releaser, Republic of Lizin OJSC, Charentsavan, 2501, st.
15 Medical Alcohol 70% ethyl alcohol solution forexternal | 250ml, plastic container 1000ml, PharmaTech CJSC, 0064, Yerevan, Raffi str. 111, Armenia Gortsaranayin 14 Republic of Armenia O1C 19629/1 16082026
use Pplastic container 5000ml Republic of Armenia- bulk manufacturer, primary
packager, qualitycontrl
96%; plastic container 50ml, plastic | - Lizin OJSC, Charentsavan, 2501, st. Gortsaranayin
concentrate for container 100ml, plastic container 14- secondary packager, batch releaser, Republic of Lizin OJSC, Charentsavan, 2501, st.
16 Medical Alcohol 96% ethylalcohol solution for external 250m, plastic container 500ml, PharmaTech CJSC, 0064, Yerevan, Raffi str. 111, Armenia Gortsaranayin 14 Republic of Armenia O1C 19630/1 16032026
use plastic container 1000ml, plastic Republic of Armenia- bulk manufacturer, primary
container 5000ml packager, quality control
Salutas Pharma GmbH, Lange Goehren 3, 39171
Osterweddingen- bulk manufacturer, packager,
17 Diclac gel 5% didofenac (diclofenac sodium) gel for external use 50mg/g; 50g aluminium tube quality control (physicochemical), batch releaser, Germany Sandoz Pharmaceuticals d.d., Verovskova Slovenia O1C 20114/3 16032026
Salutas Pharma GmbH, Otto-von-Guericke- Str. 57,1000 Ljubljana
Alle-1,39179 Barleben, Germany- quality control
(microbiologial)
18 Ketonal ketoprofen solution for injection 50mg/ml; (10) ampoules 2ml Lek Pharmaceuticals dd., Verovskova Str. 57, 1526 Slovenia Lek Pharmaceuticals d.d., Verovskova Str. Slovenia PoM 22137/216032026
TLjubljana 57,1526 Ljubljana
19 Ketonal ketoprofen cream for external 50mg/g; aluminium tube 30g Salutas Pharma GmbH, Lange Goehren 3, 39171 Germany Lek Pharmaceuticals d.d., Verovskova Str. Slovenia PoM 23132/216082026
use Osterweddingen 57,1526 Ljubljana
20 MICOFLU fluconazole capsules 150mg; (1/1x1/) in blister GM Pharmaceuticals Ltd, Rustavi Highway 52, Georgia GM Pharmaceuticals Ltd, Rustavi Georgia PoM 22611/116032026
Thilisi Highway 52, Thilisi
human papillomavirus type 6 L1 Merck Sharp & Dohme B.V. Waarderweg 39,
protein, human papillomavirus type 20mcg/dose+40mcg/dose+40mcg/ 2081 BN Haarlem- secondary packager, batch
21 Gardasil 11 L1 protein, human papillomavirus | suspension for/m dose+20mcg/dose; 05ml/dose releaser, Merck Sharp & Dohme LLC, 770 theNetherlands | Merck Sharp & Dohme IDEA GmbH, Switzerland PoM 20189/7/3 16032026
type 16 L1 protein, human injection glass vial Sumneytown Pike, West Point, Pennsylvania Tribschenstrasse 60, 6005 Luzern
papillomavirus type 18 L1 protein (PA) 19486, USA- bulk manufacturer, primary
packager, quality control
human papillomavirus type 6 L1 20mcg/dose+40mcg/dose+40mcg/ Merck Sharp & Dohme B.V. Waarderweg 39,
protein, human papillomavirus type dose+20mcg/dose; 0,5ml/dose 2031 BN Haarlem- secondary packager, batch
2 Gardasil 11 L1 protein, human papillomavirus suspension fori/m pre-filled syringe and (1) needle, releaser, Merck Sharp & Dohme LLC, 770 the Netherlands | Merck Sharp & Dohme IDEA GmbH, Switzerland PoM 20190/7/3 16032026
type 16 L1 protein, human injection 05ml/dose pre-filled syringe and Sumneytown Pike, West Point, Pennsylvania Tribschenstrasse 60, 6005 Luzern
papillomavirus type 18 L1 protein (2) needles (PA) 19486, USA- bulk manufacturer, primary

packager, quality control




human papillomavirus type 6 L1 20mcg/dose+40mcg/dose+40mcg/ Merck Sharp & Dohme B.V. Waarderweg 39,
protein, human papillomavirus type dose+20mcg/dose; 05ml/dose 2081 BN Haarlem- secondary packager, batch
23 Gardasil 11 L1 protein, human papillomavirus suspension fori/m pre-filled syringe and (1) needle, releaser, Merck Sharp & Dohme LLC, 770 the Netherlands |  Merck Sharp & Dohme IDEA GmbH, Switzerland PoM 23833/1 16032026
type 16 L1 protein, human injection 05ml/dose pre-filled syringe and (2) Sumneytown Pike, West Point, Pennsylvania Tribschenstrasse 60, 6005 Luzern
papillomavirus type 18 L1 protein needles, 0,5ml/dose glass vial (PA) 19486, USA- bulk manufacturer, primary
packager, quality control
24 RIVAROXABAN- rivaroxaban tablets film-coated 10mg; (30/3x10/) in blister Yuyu Pharma. Inc., 94 Bio valley 1-ro, Jecheon-si, Republic of ASTERIA LLC, 72/3 Nairi Zaryan str., Republic of Armenia PoM 23268/316.032026
ASTERIA Chungcheongbuk-do Korea 0051 Yerevan
5 RIVAROXABAN- rivaroxaban tablets film-coated 15mg; (30/3x10/) in blister Yuyu Pharma. Inc., 94 Bio valley 1-ro, Jecheon-si, Republic of ASTERIA LLC, 72/3 Nairi Zaryan str., Republic of Armenia PoM 23269/3 16032026
ASTERIA Chungcheongbuk-do Korea 0051 Yerevan
26 RIVAROXABAN- rivaroxaban tablets film-coated 20mg; (30/3x10/) in blister Yuyu Pharma. Inc., 94 Bio valley 1-ro, Jecheon-si, Republic of ASTERIA LLC, 72/3 Nairi Zaryan str., Republic of Armenia PoM 23270/316.032026
ASTERIA Chungcheongbuk-do Korea 0051 Yerevan
articaine (articaine hydrochloride), 40mg/mk+0,005mg/ml; (50) glass Pierrel Sp.A., Strada Statale Appia, 7 Bis, 46/48 Pierrel Sp.A., Srada Statale Appia, 7 Bis,
27 Ubistesin epinephrine (epinephrine solution for injection cartridges 1,7ml Capua (CE) 81043 Traly 46/48 Capua (CE) 81043 Ttaly PoM 22590/2/116032026
hydrochloride)
articaine (articaine hydrochloride), 40mg/mk0,01mg/ml; (50) glass Pierrel Sp.A., Strada Statale Appia, 7 Bis, 46/48 Pierrel Sp.A., Strada Statale Appia, 7 Bis,
28 Ubistesin forte epinephrine (epinephrine solution for injection cartridges 1,7ml Capua (CE) 81043 Traly 46/48 Capua (CE) 81043 Ttaly PoM 22591/2/116032026
hydrochloride)
2 Omnipaque iohexol solution for injection | 350mg iodine/ml; (10) plastic vials | GE Healthcare Ireland Limited, IDA Business Park, Treland GE Healthcare AS, PO. Box 4220 Norway PoM 21091/3 16032026
50ml Carrigtohill Co. Cork Nydalen, NO-0401 Oslo
30 Omnipaque iohexol solution for injection | 350mg iodine/ml; (10) plastic vials | GE Healthcare Ireland Limited, IDA Business Park, Treland GE Healthcare AS, PO. Box 4220 Norway PoM 21092/3 16032026
100ml Carrigtohill Co. Cork Nydalen, NO-0401 Oslo
31 Omnipaque iohexol solution for injection | 300mg iodine/m; (10) plastic vials | GE Healthcare Ireland Limited, IDA Business Park, Treland GE Healthcare AS, PO. Box 4220 Norway PoM 21110/3 16032026
50ml Carrigtohill Co. Cork Nydalen, NO-0401 Oslo
R Omnipaque iohexol solution for injection | 300mg iodine/m; (10) plastic vials | GE Healthcare Ireland Limited, IDA Business Park, Treland GE Healthcare AS, PO. Box 4220 Norway PoM 21111/316032026
100ml Carrigtohill Co. Cork Nydalen, NO-0401 Oslo
3 Omnipaque iohexol solution for injection | 350mg iodine/ml; (10) plastic vials | GE Healthcare Ireland Limited, IDA Business Park, Treland GE Healthcare AS, P.O. Box 4220, Norway PoM 23204/2 16032026
200ml Carrigtohill, Cork, T45 AVED Nydalen, 0401 Oslo
34 Omnipaque iohexol solution for injection | 350mg iodine/ml; (10) plastic vials | GE Healthcare Ireland Limited, IDA Business Park, Treland GE Healthcare AS, P.O. Box 4220, Norway PoM 23205/216032026
500ml Carrigtohill, Cork, T45 AVED Nydalen, 0401 Oslo




Clivas Plus rosuvastatin (rosuvastatin calcium), tablets film-coated 10mg+10mg; (30/3x10/) in blister ELPEN Pharmaceutical CO., INC, Marathonos Greece Acino Ukraine LLC, Boulevard Vatslava PoM 22665/2 16032026
ezetimibe Ave. 95, Pikermi Attiki, 19009 Havela, 8, Kiev

Clivas Plus rosuvastatin (rosuvastatin calcium), tablets film-coated 20mg+10mg; (30/3x10/) in blister ELPEN Pharmaceutical CO., INC, Marathonos Greece Acino Ukraine LLC, Boulevard Vatslava PoM 22666/2 16032026
ezetimibe Ave. 95, Pikermi Attiki, 19009 Havela, 8, Kiev

Clivas Plus rosuvastatin (rosuvastatin calcium), tablets film-coated 40mg+10mg; (30/3x10/) in blister ELPEN Pharmaceutical CO., INC, Marathonos Greece Acino Ukraine LLC, Boulevard Vatslava PoM 22667/2 16032026

Ave. %5, Pikermi Attiki, 19009

Havela, 8, Kiev




LIST

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

decision N 03-1/26 on March 16, 2026

Legl
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
AbbVieSrl,SR. 148 Pontina KM 52, SN.C--
Smeg/ml; (5/1x5/) glass vials Iml in carton tray, | Campoverde di Aprilia 04011- batch releaser,
1 Zemplar paricalcitol solution for injection | (10/2x5/) glass vials 1ml in carton tray, (5/1x5/) AVARALISCATE PHARMACEUTICAL Ttaly AbbVieLLC, 125196, Lesnayasstr, 7, floor Russia PoM JITT-N004387-TTI-AM
glassvials mlin plastictray, (102x5) gless | SERVICESSp.A, VIA FOSSE ARDEATINE, 4,ro0m 1, Moscow 16082026
vials 1l i plastic tray 2, LISCATE, 20050, Ialy- bulk manufacturer,
packager, quality control
ORTATSC, Kostromskaya distr., Susaninsky
5Smcg/ml; (5/1x5/) glass vials Imlin carton tray, | region, vil. Severnoe, microdistr. Kharitonovo,
(10/2:5/) glass vials Imlin carton tray, (5/1x5/) | 157092- secondary packager, batch releaser, AbbVie LG, 125196, Lesnayastr, 7, floor JITT-NOO4387-TTT-AM
2 Zemplar paricalcitol solution forinjection | glassvials Imlin plastictray, (1025/)glass |  AVARA LISCATE PHARMACEUTICAL Russia 4,r00m 1, Moscow Russia PoM 16032026
vials Il in plastic tray SERVICESSp.A., VIA FOSSE ARDEATINE,
2, LISCATE, 20050, Italy- bulk manufacturer,
primary packager quality corirol
3 No-spa drotaverine (drotaverine solution for i/m and 20mg/ml; (25/5x5/) ampoules 2ml Chinoin Pharmaceutical and Chemical Works Hungary Opella Healthcare Commercial I+d,, 1138 Hungary PoM JITT-N007606-TTI-AM
hydrochloride) ifvinjection Ltd, 3510 Miskole, Csanyikveld Budapest, stVachi 133, b, floor3 16082026
4 Pronoran piribedil tabletsprolonged- | 50mg; (30/2x15/) in blister, (30/1x30/) in blister | Les Laboratoires Servier Industrie, 905, route de France LesILaboratoires Servier, 50, Rue Carnot, France PoM JITTI-N003873-TTI-AM
release coated Saran, 45520 Gidy 92284 Suresnes Cedex 16032026
SERVIER RUS Ltd, 108328, block
158, possession 2, build.1, settlement
5 Pronoran piribedil tabletsprolonged- | 50mg; (29/1x29/) in blister, (30/1x30/) in blister Krasnopakhorskoye, Moscow- packager, Russia Les Laboratoires Servier, 50, rue Carnot, France PoM JIT-NO03873-TTI-AM
release coated quality control, batch releaser, Les Laboratoires 92284 Suresnes Cedex 16032026
Servier Industrie 905, route de Saran, 45520
Gidy, France- bulk manufacturer




piribedil

tablets prolonged-
release coated

50mg; (29/129/) i blister, (30/1x30/) in blister

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

LesLaboratoires Servier, 50, rue Carnot,

France

PoM

JITT-NO03873-TTI-AM
16032026

Pegaspargase

Iyophilizate for
solution for i/m

750IU/ml; glass vial Sl

Les Laboratoires Servier Industrie 905, route
de Saran, 45520 Gidy- quality control, batch
releaser, Lyophilization Services of New
England, Inc (LSNE),25 Commerce Drive,
Bedford, New Hampshire (NH) 03110, USA-
(IN) 46268, USA- secondary packager

France

LesLaboratoires Servier, 50, rue Carnot,

France

PoM

JITT-NO03873-TTI-AM
16032026

Chondroxid Artra

sulfate sodium)

hondroitin sulfate (chondroiti

gel for external use

50mg/g; 30g aluminium or plastic tube

Nizhpharm JSC, 603105, Nizhny Novgorod,
Salganskaya st., 7,s.1- quality control, batch
releaser, Nizhpharm JSC, 603105, Nizhny
Novgorod, Salganskayast., 7, Russia- bulk
manufacturer, packager

Nizhpharm JSC, 603105, Nizhny
Novgorod, Salganskayast., 7

JITT-NO03235-TTI-AM
16032026

FEkvator

Jsinoprl isoprl dihydratd)
amlodipine (amlodipine besilate)

tablets

10mg+5mg; (10/1x10) in blister, (30/3x10/) in
blister, (60/6x10/)in blister

Gedeon Richter PLC, Gyomroiut 19-21,1103
Budapest

Hungary

Gedeon Richter PLC, Gyomroi ut 19-21,
1103 Budapest

Hungary

PoM

JITT-NO03869-TTI-AM
16032026

10

FEkvator

lisinopril (lisinopril dihydrate),
amlodipine (amlodipine besilate)

tablets

10mg+5mg; (10/1x10) in blister, (30/3x10/) in
blister, (60/6x10/)in 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, 140342, 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

JITT-NO03869-TTI-AM
16032026




11

FEkvator

lisinopril (sinoprildihydrate)
amlodipine (amlodipine besite)

tablets

20mg+10mg; (10/1x10) in blster, B03x10) in

Dlister, (60/6x10/) in blister

Gedeon Richter PLC, Gyomoi ut 19-21,
1103 Budapes- bulk manufcmurer, packager,
batch releaser, Gedeon Richter PLC, Quality
Control Laboratory, Gyomroiut 19-21,
1103 Budapes, Hungary- quality control
(physicochemical), Gedeon Richter PLC, 2510
Dorog, Esztergomi st. 27, Hungary- quality

GEDEON RICHTER JSC- RUS, Lesnaya St.

Hungary

Gedeon Richter PLC, Gyomroi ut 19-21,

1103 Budapest

Hungary

PoM JITT-NOOB853-TTTI-AM

16032026

12

FEkvator

lisinopri isinopri dibydrate),
amlodipine (amlodipine besite)

tablets

20mgH10mg; (10/1x10) in bliser, (303x10) in
blister, (60/6x10/)in blister

40, Shuvcye, Mosmwl’fglm YegOﬁY“-VSkY
district, 140842- bulk manufacturer, batch
releaser, GEDEON RICHTER JSC- RUS,
Lesnaya St. 43/5. Shuvoye, Mosoow region,
Yegoriyevsky district, 140342, Russia-
packager, GEDEON RICHTER JSC- RUS,
Lesnaya St. 40, build.1, Shuvoye, Moscow
region, Yegoriyevsky district, 140342, Russia-
quality control (physicochernical), GEDEON
RICHTER|SC-RUS, Lesnaya St. 40, build 2,
Shuvoye, Moscow region, Yegoriyevsky
district, 140342, Russia- quality control
(microbiological)

1103 Budapest

Gedeon Richter PLG, Gyomroiut 19-21,

Hungary

PoM

JIENOOB853-TTT-AM
16032026

JITENOOB093-TTI-AM

13

tablets film-coated

zomg(mlél/)inb]jster

Gedeon Richter PLC, GyommiutlQZL

quahty md@hysimﬂ’miml),Gﬂiﬂ)ﬂ
Richter Plc, 2510 Dorog, Esztergomist. 27,

1108 Budapest- bulk manufacturer, packager,

Hungary

1103 Budapest

Hungary- quality control (microbiological)

Gedeon Richter PLC, Gyomroiut 19-21,

Hungary

PoM

16032026




14

tablets film-coated

20mg; (28/2x14/)in blister

GEDEON RICHTER JSC-RUS, Lesnaya St.
40, Shuvoye, Moscow region, Yegoriyevsky
district, 140342- bulk manufacturer, batch
releaser, GEDEON RICHTER JSC- RUS,
Yegoriyevsky district, 140342, Russia-
packager, GEDEON RICHTER JSC-RUS,
region, Yegoriyevsky district, 140342, 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

JITT-NO03093-TTI-AM
16032026

15

tablets film-coated

40mg; (14/1x14/)in blister

Gedeon Richter PLC, Gyomoiut 19-21,

1108 Budapest- bulk manuficturer, packager,
quality control (physicochemical), Gedeon
Richter Plc, 2510 Dorog, Esztergomnist. 27,
Hungary- quality control (microbiological)

Hungary

Gedeon Richter PLC, Gyomroiut 19-21,

1103 Budapest

Hungary

PoM

JITT-NO03093-TTI-AM
16032026

16

tablets film-coated

40mg; (14/1x14/)in blister

GEDEON RICHTER JSC-RUS, Lesnaya St.
40, Shuvoye, Moscow region, Yegoriyevsky
district, 140342- bulk manufacturer, batch
releaser, GEDEON RICHTER JSC- RUS,
Yegoriyevsky district, 140342, Russia-
packager, GEDEON RICHTER JSC-RUS,
region, Yegoriyevsky district, 140342, 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

JITT-NO03093-TTI-AM
16032026




