of the medicines recommended for the registration by the Center according to the meeting decision N 04-1/26 on April 10, 2026

LIST

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)
Dr. Reddy’s Laboratories Limited, Dr. Reddy’s Laboratories
Nise nimesulide tablets 100mg; (20/2x10/) in Formulations Unit 6, Vill, Khol, Nalagarh India Ltd., 8-2-337, Road No. 3, India PoM 23987 10.04.2026
blister, (30/3x10/) in blister Raod, Baddi, Distt Solan, H, P, 173205 Banjara Hills, Hyderabad,
Telangana-500034
Dr. Reddy’s Laboratories Ltd., Formulations Dr. Reddy’s Laboratories
100mg; (20/2x10/) in Tech-1I, Survey No42p, 43, 44p, 45p, 46p, Ltd., 8-2-337, Road No. 3,
Nise nimesulide tablets blister, (30/3x10/) in blister | 53,54 & 83, Bachupally Village, Bachupally India Banjara Hills, Hyderabad, India PoM 23988 10.04.2026
Mandal, Medchal Malkajgiril district, Telangana-500034
Telangana state 500090
N-{2-(1H-imidazol-4-yl)- tablets film- Valenta Pharm JSC, 141108, Moscow Valenta Pharm JSC, 141108,
Eladis ethyl]-6-oxo-delta-lactam coated 40mg; (14/1x14) in blister Region, Shchelkovo, Fabrichnaya St., 2 Russia Moscow Region, Shchelkovo, Russia PoM 23989 10.04.2026
Fabrichnaya St., 2
Dr. Reddy’s Laboratories Ltd., Formulations Dr. Reddy’s Laboratories
capsules gastro- 30mg+20mg; (30/3x10/) Tech-1I, Survey No42p, 43, 44p, 45p, 46p, Ltd,, 8-2-337, Road No. 3,
Omez DSRTM omeprazole, domperidone resistant in blister 53,54 & 83, Bachupally Village, Bachupally India Banjara Hills, Hyderabad, India PoM 23990 10.04.2026
Mandal, Medchal Malkajgiril district, Telangana-500034
Telangana state 500090
Dr. Reddy’s Laboratories Ltd., Formulations Dr. Reddy’s Laboratories
capsulesgastro- | 20mg; (30/3x10/) instrip, | Tech-II, Survey No.42p, 43, 44p, 45p, 46p, Ltd., 8-2-337, Road No. 3,
OmezTM omeprazole resistant (30/3x10/) in blister 53,54 & 83, Bachupally Village, Bachupally India Banjara Hills, Hyderabad, India PoM 23991 10.04.2026
Mandal, Medchal Malkajgiril district, Telangana-500034

Telangana state 500090




LIST

of the medicines recommended for registration under the EAEU procedure by the Center according to the meeting decision N 04-1/26

10, Ljutomer, 9240, Slovenia- bulk

manufacturer, packager

on April 10,
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
Pfizer Manufacturing Belgium, VIATRISSPECIALTY LIC,
Xalatan latanoprost dropseye 50mcg/ml; 2,5ml plastic container Rijksweg 12, Puurs-Sint-Amands, Belgium 3711 Collins Ferry Road, USA PoM 23999 (003729)
2870 Morgantown, WV 26505 10042026
Ferring GmbH, Wittland 11, 24109
Kiel- bulk manufacturer, primary
Decapeptyl triptorelin (triptorelin acetate) solution for s/c 0,1mg/ml; (7) pre-filled syringes 1ml packager, quality control, batch Germany Ferring GmbH, Wittland 11, Germany PoM 24000 (007375)
injection releaser, Ferring-Leciva, Ke Skale 455, 24109 Kiel 10042026
25250, Vestec as.(areal spol. ECP, as.),
Czech Republic- secondary packager
Ferring GmbH, Wittland 11, 24109
Kiel- bulk manufacturer, primary
solution for s/c packager, quality control, batch Ferring GmbH, Wittland 11, 24001 (007375)
Decapeptyl triptorelin (triptorelin acetate) injection 0,1mg/ml; (7) pre-filled syringes Iml releaser, Ferring International Center Germany 24109 Kiel Germany PoM 10.04.2026
SA, Chemin dela Vergognausaz
50, 1162 Saint-Prex, Switzerland-
secondary packager
KRKA d.d., Novo mesto, Smarjeska
3mg; (8/1x8/) in blister, (16/2x8/) in blister, cesta 6, 8501 Novo Mesto- quality KRKA d.d., Novo mesto,
Herbion Iceland moss iceland moss dry extract lozenges (24/3x8/) in blister, (32/4x8/) in blister, control, batch releaser, KRKA d.d., Slovenia Smarjeska cesta 6, 8501 Novo Slovenia OTC 24002 (013649)
(40/5x8/) in blister Novo mesto, Ulica Rada Pusenjaka Mesto 10042026




enalapril (enalapril maleate), 10mg+12,5mg; (20/2x10/) in blister, KRKA d.d., Novo mesto, Smarjeska KRKA d.d., Novo mesto, 24003 (003107)
5 Enap-HL hydrochlorothiazide tablets (60/6x10/) in blister cesta 6, 8501 Novo Mesto Slovenia Smarjeska cesta 6, 8501 Novo Slovenia PoM 10.04.2026
Mesto
KRKA d.d., Novo mesto, Smarjeska
cesta 6, 8501 Novo Mesto- bulk
enalapril (enalapril maleate), 10mg+12,5mg; (20/2x10/) in blister, manufacturer, packager, batch KRKA d.d., Novo mesto, 24004 (003107)
6 Enap-HL hydrochlorothiazide tablets (60/6x10/) in blister releaser, National Laboratory of Slovenia Smarjeska cesta 6, 8501 Novo Slovenia PoM 10.04.2026
Health, Environment and Food Mesto
(NLZOH), Dalmatinova 3, Novo
mesto, 8000, Slovenia- quality control
KRKA-RUSLLC, 50 Moskovskaya
Str., Istra, Moscow Region, 143500~
enalapril (enalapril maleate), 10mg+12,5mg; (20/2x10/) in blister, secondary packager, quality control, KRKA d.d., Novo mesto, 24005 (003107)
7 Enap-HL hydrochlorothiazide tablets (60/6x10/) in blister batch releaser, KRKA d.d., Novo Russia Smarjeska cesta 6, 8501 Novo Slovenia PoM 10.04.2026
mesto, Smarjeska cesta 6, 8501 Novo Mesto
Mesto, Slovenia- bulk manufacturer,
primary packager
KRKA-RUSLLC, 50 Moskovskaya
Str., Istra, Moscow Region, 143500 KRKA d.d., Novo mesto,
8 Enap-HL enalapril (enalapril maleate), tablets 10mg+12,5mg; (20/2x10/) in blister, packager, quality control, batch Russia Smarjeska cesta 6, 8501 Novo Slovenia PoM 24006 (003107)
hydrochlorothiazide (60/6x10/) in blister releaser, KRKA d.d., Novo mesto, Mesto 10.04.2026
Smarjeska cesta 6, 8501 Novo Mesto,
Slovenia- bulk manufacturer
enalapril (enalapril maleate), 10mg+125mg; (20/2x10/) in blister, KRKA-RUS LLC, 50 Moskovskaya KRKA dd, Novomesto, 24007 (008107)
9 Enap-HL hydrochlorothiazide tablets (60/6x10/) in blister Str., Istra, Moscow Region, 143500 Russia Smarjeska cesta 6, 8501 Novo Slovenia PoM 10.04.2026
Mesto
AO Vector-Medica, 630559,
Novosibirsk Region, City District
Industrial Community Koltsovo, rp
enalapril (enalapril maleate), 10mg+12,5mg; (20/2x10/) in blister, Koltsovo, Reaserach and Production KRKA d.d., Novo mesto, 24008 (003107)
10 Enap-HL hydrochlorothiazide tablets (60/6x10/) in blister Zone, bld. 13- secondary packager, Russia Smarjeska cesta 6, 8501 Novo Slovenia PoM 10.04.2026
quality control, batch releaser, KRKA Mesto
d.d., Novo mesto, Smarjeska cesta 6,

8501 Novo Mesto, Slovenia- bulk
manufacturer, primary packager




50mg+500mg; (6/1x6/) in blister,
(10/1x10/) in blister, (18/3x6/) in blister,
(30/5x6/) in blister, (30/3x10/) in blister, Novartis Neva LLC, Doroga v
11 GalvusMet vildagliptin, metformin tablets film- (36/6x6/) in blister, (50/5x10/) in blister, Kamenku Road to Kamenka, Novartis Pharma AG, Switzerland PoM 24009 (003910)
(metformin hydrochloride) coated (60/6x10/) in blister, (72/12x6/) in blister, Building 40, Block 3, Letter A Lichtstrasse 35, 4056 Basel 10.04.2026
(108/18x6/) in blister, (120/12x10/) in
blister, (180/18x10/) in blister, (216/36x6/)
in blister, (360/36x¢/) in blister
50mg+850mg; (6/1x6/) in blister,
(10/1x10/) in blister, (18/3x6/) in blister,
(30/5x6/) in blister, (30/3x10/) in blister, Novartis Neva LLC, Doroga v
12 GalvusMet vildagliptin, metformin tablets film- (36/6x6/) in blister, (50/5x10/) in blister, Kamenku Road to Kamenka, Novartis Pharma AG, Switzerland PoM 24010 (003910)
(metformin hydrochloride) coated (60/6x10/) in blister, (72/12x6/) in blister, Building 40, Block 3, Letter A Lichtstrasse 35, 4056 Basel 10.04.2026
(108/18x6/) in blister, (120/12x10/) in
blister, (180/18x10/) in blister, (216/36x6/)
in blister, (360/36x¢/) in blister
50mg+1000mg; (6/1x6/) in blister,
(10/1x10/) in blister, (18/3x6/) in blister,
(30/5x6/) in blister, (30/3x10/) in blister, Novartis Neva LLC, Doroga v
13 GalvusMet vildagliptin, metformin tablets film- (36/6x6/) in blister, (50/5x10/) in blister, Kamenku Road to Kamenka, Novartis Pharma AG, Switzerland PoM 24011 (003910)
(metformin hydrochloride) coated (60/6x10/) in blister, (72/12x6/) in blister, Building 40, Block 3, Letter A Lichtstrasse 35, 4056 Basel 10.04.2026
(108/18x6/) in blister, (120/12x10/) in
blister, (180/18x10/) in blister, (216/36x6/)
in blister, (360/36x¢/) in blister
50mg+500mg; (6/1x6/) in blister, Novartis Pharmaceutical
(10/1x10/) in blister, (18/3x6/) in blister, Manufacturing LLC, Verovskova
(30/5x6/) in blister, (30/3x10/) in blister, Ulica 57, 1000, Ljubljana- bulk
vildagliptin, metformin tablets film- (36/6x6/) in blister, (50/5x10/) in blister, manufacturer, packager, quality Novartis Pharma AG, 35, 24012 (003910)
14 GalvusMet (metformin hydrochloride) coated (60/6x10/) in blister, (72/12x6/) in blister, control (physicochemical), batch Lichtstrasse, 4056 Basel Switzerland PoM 10.04.2026
(108/18x6/) in blister, (120/12x10/) in releaser, Novartis Pharma Stein
blister, (180/18x10/) in blister, (216/36x6/) AG, Schafthauserstrasse, 4332
in blister, (360/36x¢/) in blister Stein, Switzerland- quality control
(microbiological)




50mg+850mg; (6/1x6/) in blister, Novartis Pharmaceutical
(10/1x10/) in blister, (18/3x6/) in blister, Manufacturing LLC, Verovskova
(30/5x6/) in blister, (30/3x10/) in blister, Ulica 57, 1000, Ljubljana- bulk
vildagliptin, metformin tablets film- (36/6x6/) in blister, (50/5x10/) in blister, manufacturer, packager, quality Novartis Pharma AG, 35, 24013 (003910)
GalvusMet (metformin hydrochloride) coated (60/6x10/) in blister, (72/12x6/) in blister, control (physicochemical), batch Slovenia Lichtstrasse, 4056 Basel Switzerland PoM 10.04.2026
(108/18x6/) in blister, (120/12x10/) in releaser, Novartis Pharma Stein
blister, (180/18x10/) in blister, (216/36x6/) AG, Schafthauserstrasse, 4332
in blister, (360/36x6/) in blister Stein, Switzerland- quality control
(microbiological)
50mg+1000mg; (6/1x6/) in blister, Novartis Pharmaceutical
(10/1x10/) in blister, (18/3x6/) in blister, Manufacturing LLC, Verovskova
(30/5x6/) in blister, (30/3x10/) in blister, Ulica 57, 1000, Ljubljana- bulk
vildagliptin, metformin tablets film- (36/6x6/) in blister, (50/5x10/) in blister, manufacturer, packager, quality Novartis Pharma AG, 35, 24014 (003910)
GalvusMet (metformin hydrochloride) coated (60/6x10/) in blister, (72/12x6/) in blister, control (physicochemical), batch Slovenia Lichtstrasse, 4056 Basel Switzerland PoM 10.04.2026
(108/18x6/) in blister, (120/12x10/) in releaser, Novartis Pharma Stein
blister, (180/18x10/) in blister, (216/36x6/) AG, Schafthauserstrasse, 4332
in blister, (360/36x6/) in blister Stein, Switzerland- quality control
(microbiological)
50mg+500mg; (6/1x6/) in blister, Novartis Pharma Produktions
(10/1x10/) in blister, (18/3x6/) in blister, GmbH, Oflinger Strasse 44, Wehr,
(30/5x6/) in blister, (30/3x10/) inblister, | 79664~ bulk manufacturer, packager,
GalvusMet vildagliptin, metformin tablets film- (36/6x6/) in blister, (50/5x10/) in blister, quality control (physicochemical), Germany Novartis Pharma AG, Switzerland PoM 24015 (003910)
(metformin hydrochloride) coated (60/6x10/) in blister, (72/12x6/) in blister, batch releaser, Novartis Pharma Lichtstrasse 35, 4056 Basel 10.04.2026
(108/18x6/) in blister, (120/12x10/) in Stein AG, Schafthauserstrasse, 4332
blister, (180/18x10/) in blister, (216/36x6/) Stein, Switzerland- quality control
in blister, (360/36x¢/) in blister (microbiological)
50mg+850mg; (6/1x6/) in blister, Novartis Pharma Produktions
(10/1x10/) in blister, (18/3x6/) in blister, GmbH, Oflinger Strasse 44, Wehr,
(30/5x6/) in blister, (30/3x10/) inblister, | 79664~ bulk manufacturer, packager,
GalvusMet vildagliptin, metformin tablets film- (36/6x6/) in blister, (50/5x10/) in blister, quality control (physicochemical), Germany Novartis Pharma AG, Switzerland PoM 24016 (003910)
(metformin hydrochloride) coated (60/6x10/) in blister, (72/12x6/) in blister, batch releaser, Novartis Pharma Lichtstrasse 35, 4056 Basel 10.04.2026
(108/18x6/) in blister, (120/12x10/) in Stein AG, Schafthauserstrasse, 4332
blister, (180/18x10/) in blister, (216/36x6/) Stein, Switzerland- quality control
in blister, (360/36x¢/) in blister (microbiological)




50mg+1000mg; (6/1x6/) in blister, Novartis Pharma Produktions
(10/1x10/) in blister, (18/3x6/) in blister, GmbH, Oflinger Strasse 44, Wehr,
(30/5x6/) in blister, (30/3x10/) inblister, | 79664~ bulk manufacturer, packager,
19 GalvusMet vildagliptin, metformin tablets film- (36/6x6/) in blister, (50/5x10/) in blister, quality control (physicochemical), Germany Novartis Pharma AG, Switzerland PoM 24017 (003910)
(metformin hydrochloride) coated (60/6x10/) in blister, (72/12x6/) in blister, batch releaser, Novartis Pharma Lichtstrasse 35, 4056 Basel 10.04.2026
(108/18x6/) in blister, (120/12x10/) in Stein AG, Schafthauserstrasse, 4332
blister, (180/18x10/) in blister, (216/36x6/) Stein, Switzerland- quality control
in blister, (360/36x¢/) in blister (microbiological)
50mg+500mg; (6/1x6/) in blister,
(10/1x10/) in blister, (18/3x6/) in blister,
(30/5x6/) in blister, (30/3x10/) in blister, Novartis Saglik, Gida ve Tarim
20 GalvusMet vildagliptin, metformin tablets film- (36/6x6/) in blister, (50/5x10/) in blister, Urunleri San.Ve Tic. A.S,, Yenisehir Turkey Novartis Pharma AG, Switzerland PoM 24018 (003910)
(metformin hydrochloride) coated (60/6x10/) in blister, (72/12x6/) in blister, | Mahallesi, Thlara Vadisi Sokak No2, Lichtstrasse 35, 4056 Basel 10.04.2026
(108/18x6/) in blister, (120/12x10/) in Kurtkoy, Pendik, Istambul 34912
blister, (180/18x10/) in blister, (216/36x6/)
in blister, (360/36x¢/) in blister
50mg+850mg; (6/1x6/) in blister,
(10/1x10/) in blister, (18/3x6/) in blister,
(30/5x6/) in blister, (30/3x10/) in blister, Novartis Saglik, Gida ve Tarim
21 GalvusMet vildagliptin, metformin tablets film- (36/6x6/) in blister, (50/5x10/) in blister, Urunleri San.Ve Tic. A.S,, Yenisehir Turkey Novartis Pharma AG, Switzerland PoM 24019 (003910)
(metformin hydrochloride) coated (60/6x10/) in blister, (72/12x6/) in blister, | Mahallesi, Thlara Vadisi Sokak No2, Lichtstrasse 35, 4056 Basel 10.04.2026
(108/18x6/) in blister, (120/12x10/) in Kurtkoy, Pendik, Istambul 34912
blister, (180/18x10/) in blister, (216/36x6/)
in blister, (360/36x¢/) in blister
50mg+1000mg; (6/1x6/) in blister,
(10/1x10/) in blister, (18/3x6/) in blister,
(30/5x6/) in blister, (30/3x10/) in blister, Novartis Saglik, Gida ve Tarim
2 GalvusMet vildagliptin, metformin tablets film- (36/6x6/) in blister, (50/5x10/) in blister, Urunleri San.Ve Tic. A.S,, Yenisehir Turkey Novartis Pharma AG, Switzerland PoM 24020 (003910)
(metformin hydrochloride) coated (60/6x10/) in blister, (72/12x6/) in blister, | Mahallesi, Thlara Vadisi Sokak No2, Lichtstrasse 35, 4056 Basel 10.04.2026
(108/18x6/) in blister, (120/12x10/) in Kurtkoy, Pendik, Istambul 34912
blister, (180/18x10/) in blister, (216/36x6/)

in blister, (360/36x6/) in blister




50mg+500mg; (6/1x6/) in blister, Novartis Saglik, Gida Ve Tarim
(10/1x10/) in blister, (18/3x6/) in blister, Urunleri San.Ve Tic. AS,, Yenisehir
(30/5x6/) in blister, (30/3x10/) in blister, Mahallesi, Thlara Vadisi Sokak
vildagliptin, metformin tablets film- (36/6x6/) in blister, (50/5x10/) in blister, NO2, Kurtkoy, Pendik, Istanbul Novartis Pharma AG, 24021 (003910)
23 GalvusMet (metformin hydrochloride) coated (60/6x10/) in blister, (72/12x6/) in blister, 34912- packager, quality control, Turkey Lichtstrasse 35,4056 Basel Switzerland PoM 10.04.2026
(108/18x6/) in blister, (120/12x10/) in batch releaser, Novartis Pharma
blister, (180/18x10/) in blister, (216/36x6/) | Produktions GmbH, Oflinger Strasse
in blister, (360/36x6/) in blister 44, Wehr, 79664, Germany- bulk
manufacturer
50mg+850mg; (6/1x6/) in blister, Novartis Saglik, Gida Ve Tarim
(10/1x10/) in blister, (18/3x6/) in blister, Urunleri San.Ve Tic. AS,, Yenisehir
(30/5x6/) in blister, (30/3x10/) in blister, Mahallesi, Thlara Vadisi Sokak
vildagliptin, metformin tablets film- (36/6x6/) in blister, (50/5x10/) in blister, NO2, Kurtkoy, Pendik, Istanbul Novartis Pharma AG, 24022 (003910)
24 GalvusMet (metformin hydrochloride) coated (60/6x10/) in blister, (72/12x6/) in blister, 34912- packager, quality control, Turkey Lichtstrasse 35,4056 Basel Switzerland PoM 10.04.2026
(108/18x6/) in blister, (120/12x10/) in batch releaser, Novartis Pharma
blister, (180/18x10/) in blister, (216/36x6/) | Produktions GmbH, Oflinger Strasse
in blister, (360/36x6/) in blister 44, Wehr, 79664, Germany- bulk
manufacturer
50mg+1000mg; (6/1x6/) in blister, Novartis Saglik, Gida Ve Tarim
(10/1x10/) in blister, (18/3x6/) in blister, Urunleri San.Ve Tic. AS,, Yenisehir
(30/5x6/) in blister, (30/3x10/) in blister, Mahallesi, Thlara Vadisi Sokak
vildagliptin, metformin tablets film- (36/6x6/) in blister, (50/5x10/) in blister, NO2, Kurtkoy, Pendik, Istanbul Novartis Pharma AG, 24023 (003910)
25 GalvusMet (metformin hydrochloride) coated (60/6x10/) in blister, (72/12x6/) in blister, 34912- packager, quality control, Turkey Lichtstrasse 35,4056 Basel Switzerland PoM 10.04.2026
(108/18x6/) in blister, (120/12x10/) in batch releaser, Novartis Pharma
blister, (180/18x10/) in blister, (216/36x6/) | Produktions GmbH, Oflinger Strasse
in blister, (360/36x6/) in blister 44, Wehr, 79664, Germany- bulk
manufacturer
50mg+500mg; (6/1x6/) in blister, Lek Pharmaceuticals d.d., Trimlini
(10/1x10/) in blister, (18/3x6/) in blister, 2D, Lendava, 9220~ packager,
(30/5x6/) in blister, (30/3x10/) in blister, batch releaser, Novartis Singapore
26 GalvusMet vildagliptin, metformin tablets film- (36/6x6/) in blister, (50/5x10/) in blister, Pharmaceutical Manufacturing Slovenia Novartis Pharma AG, Switzerland PoM 24024 (003910)
(metformin hydrochloride) coated (60/6x10/) in blister, (72/12x6/) in blister, | Pte.Ltd., 10 Tuas Bay Lane, 637461, Lichtstrasse 35,4056 Basel 10042026
(108/18x6/) in blister, (120/12x10/) in Singapore- bulk manufacturer,
blister, (180/18x10/) in blister, (216/36x6/) quality control

in blister, (360/36x6/) in blister




50mg+850mg; (6/1x6/) in blister, Lek Pharmaceuticals d.d., Trimlini
(10/1x10/) in blister, (18/3x6/) in blister, 2D, Lendava, 9220~ packager,
(30/5x6/) in blister, (30/3x10/) in blister, batch releaser, Novartis Singapore
27 GalvusMet vildagliptin, metformin tablets film- (36/6x6/) in blister, (50/5x10/) in blister, Pharmaceutical Manufacturing Slovenia Novartis Pharma AG, Switzerland PoM 24025 (003910)
(metformin hydrochloride) coated (60/6x10/) in blister, (72/12x6/) inblister, | Pte.Ltd., 10 Tuas Bay Lane, 637461, Lichtstrasse 35,4056 Basel 10042026
(108/18x6/) in blister, (120/12x10/) in Singapore- bulk manufacturer,
blister, (180/18x10/) in blister, (216/36x6/) quality control
in blister, (360/36x6/) in blister
50mg+1000mg; (6/1x6/) in blister, Lek Pharmaceuticals d.d., Trimlini
(10/1x10/) in blister, (18/3x6/) in blister, 2D, Lendava, 9220~ packager,
(30/5x6/) in blister, (30/3x10/) in blister, batch releaser, Novartis Singapore
28 GalvusMet vildagliptin, metformin tablets film- (36/6x6/) in blister, (50/5x10/) in blister, Pharmaceutical Manufacturing Slovenia Novartis Pharma AG, Switzerland PoM 24026 (003910)
(metformin hydrochloride) coated (60/6x10/) in blister, (72/12x6/) inblister, | Pte.Ltd., 10 Tuas Bay Lane, 637461, Lichtstrasse 35,4056 Basel 10042026
(108/18x6/) in blister, (120/12x10/) in Singapore- bulk manufacturer,
blister, (180/18x10/) in blister, (216/36x6/) quality control
in blister, (360/36x6/) in blister
Open joint stock company
"Borisovskiy zavod medicinskikh
preparatov” 64, Chapaevstr.,
Borisov 222518, Minsk region- bulk Open joint stock company
20mg/ml; (10) ampoules 2ml CAMA, manufacturer, packager, quality "Borisovskiy zavod
29 PAPAVERINE papaverine (papaverine solution for (10) ampoules 2ml label banderol, (10) control (physicochemical), batch Republicof | medicinskikh preparatov" 64, Republic of PoM 24027 (008658)
HYDROCHLORIDE hydrochloride) injection ampoules 2ml dividella releaser, Open joint stock company Belarus Chapaev str., Borisov 222518, Belarus 10.04.2026
"Borisovskiy zavod medicinskikh Minsk region
preparatov” 64/27, Chapaev str.,
Borisov 222518, Minsk region,
Republic of Belarus- quality control
(microbiological)
affinity purified antibodies to tabletstobe NPF Materia Medica Holding IL1.C, NPF Materia Medica Holding 24028 (000064)
30 Anaferon kids human interferon gamma sucked 5000UMA; (20/1x20/) in blister 54, Buguruslanskaya st., Chelyabinsk Russia LLC,9bld, 3rd Samotyochny Russia OTC 10042026
454139 per., Moscow 127473
Astellas Pharma Europe B.
31 Prograf tacrolimus capsules 0,5mg; (50/5x10/) in blister Astellas Ireland Co. Ltd,, Killorglin, Ireland V., Sylviusweg 62,2333BE | theNetherlands | PoM 24029 (016092)
Leiden 10042026

County Kerry, V93 FC86




Astellas Treland Co. Ltd., Killorglin, Astellas Pharma Europe B, 24030 (016092)
32 Prograf tacrolimus capsules 1mg; (50/5x10/) in blister County Kerry, VO3 FC86 Ireland V., Sylviusweg 62,2333BE | theNetherlands | PoM 10.04.2026
Leiden
Astellas Pharma Europe B.
33 Prograf tacrolimus capsules 5mg; (50/5x10/) in blister Astellas Ireland Co. Ltd,, Killorglin, Ireland V., Sylviusweg 62,2333BE | theNetherlands | PoM 24031 (016092)
County Kerry, VO3 FC86 Leiden 10042026
affinity purified antibodies to NPF Materia Medica Holding IL1.C, NPF Materia Medica Holding
34 Rengalin bradykinin, affinity purified tabletstobe 10000UMA-+10000UMA+10000UMA; | 54, Buguruslanskaya st., Chelyabinsk Russia LLC,9bld, 3rd Samotyochny Russia OTC 24032 (000068)
antibodies to histamine, affinity sucked (20/2x10/) in blister 454139 per., Moscow 127473 10042026
purified antibodies to morphine
5mg; (14/2x7/) in blister, (28/4x7/) in Egis Pharmaceuticals PLC, 1165 Egis Pharmaceuticals PLC, 24033 (017062)
35 Hardl ramipril tablets blister Budapest, Bokenyfoldi st. 118-120 Hungary 1106 Budapest, Kereszturi Hungary PoM 10.04.2026
st.30-38
10mg; (14/2x7/) in blister, (28/4x7/) in Egis Pharmaceuticals PLC, 1165 Egis Pharmaceuticals PLC, 24034 (017062)
36 Hardl ramipril tablets blister Budapest, Bokenyfoldi st. 118-120 Hungary 1106 Budapest, Kereszturi Hungary PoM 10.04.2026
st.30-38
75mg; (7/1x7/) in blister, (10/1x10/) in
blister, (14/1x14/) in blister, (14/2x7/) in Sanofi Winthrop Industrie, 1, rue de Sanofi Winthrop Industrie,
37 Plavix clopidogrel (clopidogrel tablets film- blister, (28/2x14/) in blister, (202x10/)in | la Vierge, Ambares-et-Lagrave, 33565 France 82 avenue Raspail, 94250 France PoM 24035 (000785)
hydrosulfate) coated blister, (21/3x7/) in blister, (42/3x14/) in Carbon-Blanc cedex Gentilly 10042026
blister, (30/3x10/) in blister, (100/10x10/)
in blister
75mg; (7/1x7/) in blister, (10/1x10/) in Sanofi Winthrop Industrie, 1, rue
blister, (14/1x14/) in blister, (14/2x7/) in dela Vierge, Ambares-et-Lagrave,
dopidogrel (clopidogrel tablets film- blister, (28/2x14/) in blister, (20/2x10/) in 33565 Carbon-Blanc cedex- Sanofi Winthrop Industrie, 24036 (000785)
38 Plavix hydrosulfate) coated blister, (21/3x7/) in blister, (42/3x14/) in packager, quality control, batch France 82 avenue Raspail, 94250 France PoM 10.04.2026
blister, (30/3x10/) in blister, (100/10x10/) releaser, SANOFI Srl,SS. 17 km Gentilly
in blister 22,67019 Scoppito (AQ), Italy- bulk

manufacturer




39 | Onyvide pegylated

irinotecan

concentrate for

the preparation
of dispersion for
infusion

43mg/ml; glass vial 10ml

Les Laboratoires Servier Industrie
905, route de Saran, 45520 Gidy-
batch releaser, Ipsen Pharma Biotech,
Parcd" Activites du Plateau de
Signes, Chemin departemental No
402, Signes, 83870, France- bulk
manufacturer, packager, quality

control

Les Laboratoires Servier, 50,
rue Carnot, 922884 Suresnes
cedex

France

PoM

24087 (006246)
10042026

40 | Onyvide pegylated

irinotecan

concentrate for
the preparation
of dispersion for
infusions

4,3mg/ml; glass vial 10ml

Les Laboratoires Servier Industrie
905, route de Saran, 45520 Gidy-
batch releaser, Ipsen Pharma Biotech,
Parcd" Activites du Plateau de
Signes, Chemin departemental No
402, Signes, 83870, France- bulk
manufacturer, primary Packager,
quality control, Dere Logjstic, 645,
reu de Shaten, Saran 45770, France-
secondary packager

Les Laboratoires Servier, 50,
rue Carnot, 922884 Suresnes
cedex

France

PoM

24088 (006246)
10042026

41

Onyvide pegylated

irinotecan

concentrate for
the preparation
of dispersion for
infusions

43mg/ml; glass vial 10ml

Les Laboratoires Servier Industrie
905, route de Saran, 45520 Gidy-
batch releaser, Ipsen Pharma Biotech,
Parcd’ Activites du Plateau de
Signes, Chemin departemental No
402, Signes, 83870, France- bulk
manufacturer, primary Packager,
quality control, Les Laboratoires
Servier Industrie 905, route de Saran,
45520 Gidy, France- secondary
packager

Les Laboratoires Servier, 50,
rue Carnot, 922884 Suresnes
cedex

France

PoM

24089 (006246)
10042026

drotaverine (drotaverine
hydrochloride)

tablets

40mg; (20/2x10/) in blister

Open joint stock company

"Borisovskiy zavod medicinskikh

preparatov’, 24, Stroiteley st
Borisov, Minsk region

"Borisovskiy zavod
medicinskikh preparatov” 64,
ul. Chapaeva, Borisov 222518,

Republic of

24040 (020022)
10.04.2026




Tresiba

insulin degludec

solution for
injection

100U/m; (5) FlexTouch 3ml

Novo Nordisk A/S, Novo Alle 1,
2880 Bagsvaerd- bulk manufacturer,
primary packager, quality control,
batch releaser, Novo Nordisk A/S,
Brennum Park, Hillerod, 3400,
Denmark- secondary packager

Novo Nordisk A/S, Novo Alle
1,2880 Bagsvaerd

PoM

24041 (021033)
10042026

Tresiba

insulin degludec

solution for
injection

100U/m; (5) FlexTouch 3ml

Novo Nordisk A/S, Novo Alle 1,
2880 Bagsvaerd- batch releaser, Novo
Nordisk Production SAS, 45 avenue
d" Orleans, 28000, Chartres, France-
bulk manufacturer, packager, quality
control

Novo Nordisk A/S, Novo Alle
1,2880 Bagsvaerd

PoM

24042 (021033)
10042026

Tresiba

insulin degludec

solution for
injection

200U/ml; (3) FlexTouch 3ml

Novo Nordisk A/S, Novo Alle 1,
2880 Bagsvaerd- bulk manufacturer,
primary packager, batch releaser,
Novo Nordisk A/S, Brennum Park,
Hillerod, 3400, Denmark- secondary
packager

Novo Nordisk A/S, Novo Alle
1,2880 Bagsvaerd

PoM

24043 (021033)
10.04.2026

Tresiba

insulin degludec

solution for
injection

100U/ml; (5) FlexPen 3ml

Novo Nordisk LLC, Kaluga Region,
Kaluga 2nd, Avtomobilniy proezd,
bld. 1- secondary packager, batch
releaser, Novo Nordisk Production
SAS, 45 avenue d' Orleans, 28000,
Chartres, France- bulk manufacturer,
packager, quality control

Novo Nordisk A/S, Novo Alle
1,2880 Bagsvaerd

PoM

24044 (021033)
10042026

47

Tresiba

insulin degludec

solution for
injection

100U/ml; (5) FlexPen 3ml

Novo Nordisk LLC, Kaluga Region,
Kaluga 2nd, Avtomobilniy proezd,
bld. 1- secondary packager, batch
releaser, Novo Nordisk A/S, Novo
Alle 1,2830 Bagsvaerd, Denmark-
bulk manufacturer, primary
packager, quality control

Novo Nordisk A/S, Novo Alle
1,2880 Bagsvaerd

PoM

24045 (021033)
10.04.2026

Macmiror Complex

nifuratel, nystatine

100mg/g+40000IU/g; 30g aluminium tube

and dosing syringe applicator

Doppel Farmaceutici S, Via Martiri
delle Foibe, 1 - 29016 Cortemaggiore
(PC)

Traly

Polichem Sir1, Via Giuseppe
Marcora, 11 -20121 Milan

Ttaly

PoM

24046 (012894)
10042026




powder Biologici Italia Laboratories Sr1, via Abbott Laboratories GmbH,
49 Heptral ademetionine lyophilized for 500mg; (5) glass vialsand (5) solvent in Filippo Serpero, 2 - 20060 Masate Ttaly Freundallee 9A, 30173 Germany PoM 24047 (000645)
solution for ampoules 5ml (M) Hannover 10.04.2026
injection
50mg/g; aluminium tube 3,5g, aluminium | GP Grenzach Produktions GmbH, Bayer Consumer Care AG, 24048 (012272)
50 Bepanthen dexpanthenol ointment tube 30g, aluminium tube 50g, aluminium Emil-Barell-Strasse 7, D-79639 Germany Peter Merian-Strasse 84, 4052 Switzerland OTC 10.04.2026
tube 100g Grenzach-Wyhlen Basel
0,25g+0,5g+0,25g; 25m glass vial, 50ml "DANSON-RU"LLC,
calendula flowers, chamomile extract for oral glass vial, 25ml glass vial and measuring Yaroslavl Pharmaceutical Factory Komsomolskaya St. b.1, bld. 24049 (023966)
51 Rotokan flowers, yarrow herb and external use spoon, 500ml glass vial and measuring CJSC, Yaroslavl Region, 150030, Russia 49, premises 1, room 220, Russia OTC 10.04.2026
(liquid) spoon Yaroslavl, 1st Putevaya Street b5 142100, Podolsk, Moscow
Region
100%; 30ml glass vial, 100ml glass vial,
30ml glass vial-dropper, 100ml glass vial- Yaroslavl Pharmaceutical Factory
52 | CASTOROIL-NEO castor seed oil oil for oral use dropper, 30ml glass vial and measuring JSC, Yaroslavl Region, 150030, Russia ARGO-PHARMLILC, 139 Republic of OTC 24055 (025126)
cup, 100ml glass vial and measuring cup, Yaroslavl, 1st Putevaya Street b. 5 Sundukyan str., 0012 Yerevan Armenia 10.04.2026
30ml glass vial and measuring spoon,
100ml glass vial and measuring spoon
Adamed Pharma SA,, 5, Marszalka
Jozefa Pilsudskiego St., 95-200 Adamed Pharma
53 Risebon risedronic acid (risedronate tablets film- 35mg; (4/1x4/) in blister Pabianice- quality control, batch Poland S.A., Pienkow, 6A, M. Poland PoM 23994 (026820)
sodium) coated releaser, Adamed PharmaSA., Adamkiewicza St 05-152 10042026
33, Szkolna St., 95-054 Ksawerow, Czosnow
Poland- bulk manufacturer, packager
benzathine benzylpenicillin, powder for 200000IU+200000IU-+2000001U; (40) Kyivmedpreparat PJSC, 01032, Kyiv, Kyivmedpreparat PJSC, 23995 (026304)
54 Bicillin-3 benzylpenicillin sodium, suspension for glass vials Saksaganskogo street, 139 Ukraine 01032, Kyiv, Saksaganskogo Ukraine PoM 10.04.2026
benzylpenicillin procaine injection street, 139
Acino Ukraine LLC,
55 Levicitam levetiracetam tablets film- 250mg; (30/3x10/) in blister, (60/6x10/) Pharma Start LLC, Boulevard Ukraine Boulevard Vatslava Havela, 8, Ukraine PoM 23996 (025616)
coated in blister Vatslava Havela, 8, 03124, Kiev 03124, Kiev 10042026
Acino Ukraine LLC,
56 Levicitam levetiracetam tablets film- 500mg; (30/3x10/) in blister, (60/6x10/) Pharma Start LLC, Boulevard Ukraine Boulevard Vatslava Havela, 8, Ukraine PoM 23997 (025616)
coated in blister Vatslava Havela, 8, 03124, Kiev 03124, Kiev 10042026




57

Parlazin

cetirizine (cetirizine

dihydrochloride)

drops oral

10mg/ml; 20mI glass vial with dropper

Egis Pharmaceuticals PLC, 9900,
Kormend, Matyas kiraly st. 65

Hungary

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

Hungary

23998 013727)
10042026




LIST

of the medicines recommended for the re-registration by the Center according to the meeting decision N 04-1/26 on April 10, 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
Denk Pharma GmbH & Co. KG,
Prinzregentenstr. 79, Bogenhausen,
Muenchen, Bayern, 81675- batch releaser,
concentrate for Siegfried Hameln GmbH, Langes Feld 13, Denk Pharma GmbH & Co.
Zoledro-Denk zoledronic acid solution for i/ 4mg/5ml; plastic container Afferde, Hameln, Lower Saxony, 31789, Germany | KG, Prinzregentenstr. 79, 81675 Germany PoM 24052 10.04.2026
4mg/5ml infusion 5ml Germany- bulk manufacturer, primary Munchen
packager, quality control, Prestige Promotion
Verkaufsfoerderung & Werbeservice GmbH,
Borsigstrasse 2, Alzenau, 63755, Germany-
secondary packager
M/s Hetero Labs Ltd,, Unit-IT, Village Hetero Labs Limited, MJs.
Velsof sofosbuvir, velpatasvir tablets film- 400mg+100mg; (28) in plastic | Kalyanpur, Chakkan road, Baddi, Distt.Solan, India Hetero corporate, 7-2-A2, India PoM 24053 10.04.2026
coated container Himachal Pradesh Industrial Estates, Sanath Nagar,

Hyderabad, Telangana




LIST

of the medicines recommended for re-registration under the EAEU procedure by the Center according to the meeting decision N 04-1/26 on April

10, 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 Country status | Conclusion number
substance form Ppresentation (name, location) (name, location) for and date
supply
10mg; (20/2x10/) in blister, Alkaloid AD Skopje, Blvd. Aleksandar Republic Alkaloid AD Skopje, Blvd. Republic of North 24050 (034615)
Skopryl lisinopril (lisinopril dihydrate) tablets (30/3x10/) in blister Makedonski 12, 1000 Skopje of North Aleksandar Makedonski 12, Macedonia PoM 10.04.2026
Macedonia 1000 Skopje
20mg; (20/2x10/) in blister, Alkaloid AD Skopje, Blvd. Aleksandar Republic Alkaloid AD Skopje, Blvd. Republic of North 24051 (034615)
Skopryl lisinopril (lisinopril dihydrate) tablets (30/3x10/) in blister Makedonski 12, 1000 Skopje of North Aleksandar Makedonski 12, Macedonia PoM 10.04.2026
Macedonia 1000 Skopje




LIST

of the medicines with extented of the regitration certificate term by the Center according to the meeting decision N 04-1/26 on April 10, 2026

Common name of Strength and packaging, All manufacturing sites involved in Registration certificate holder Legal Conclusion number
Trade name the active substance | Pharmaceutical form presentation the medicinal product manufacturing Country (name, location) Country status for and date
process (name, location) supply

Haupt Pharma Munster GmbH,

Schleebruggenkamp 15, 48159
Munster, Nordrhein-Westfalen- bulk
manufacturer, packager, quality Denk Pharma GmbH & Co.
Letrozole Denk 2.5 letrozole tablets film-coated 2,5mg; (30/3x10/) in blister control (physicochemical), batch Germany KG, Prinzregentenstr. 79, Germany PoM 24054 10.04.2026
releaser, Umweltlabor ACB GmbH, 81675 Munchen
Albrecht-Thaer-Strasse 14, 48147

Muenster, Germany- quality control
(microbiological)




LIST

of variations requiring reformulation of registration certificate approved by the Center according to the meeting decision N 04-1/26 on April 10, 2026

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
amlodipine (amlodipine besilate), tablets film- Balkanpharma Dupnitsa AD, 3 DENK PHARMA GmbH & Co.
Amva Denk 5/80mg valsartan coated 5mg+80mg; (28/4x7/) in blister | Samokovsko Shosse Street, Dupnitsa2600 | Bulgaria | KG, Prinzregentenstr. 79, 81675 Germany PoM 23369/1/11004.2026
Muenchen
amlodipine (amlodipine besilate), tablets film- 5mg+160mg; (28/4x7/) in Balkanpharma Dupnitsa AD, 3 DENK PHARMA GmbH & Co.
Amva Denk 5/160mg valsartan coated blister Samokovsko Shosse Street, Dupnitsa2600 | Bulgaria | KG, Prinzregentenstr. 79, 81675 Germany PoM 23370/1/110.04.2026
Muenchen
Amva Denk amlodipine (amlodipine besilate), tablets film- 10mg+160mg; (28/4x7/) in Balkanpharma Dupnitsa AD, 3 DENK PHARMA GmbH & Co.
10/160mg valsartan coated blister Samokovsko Shosse Street, Dupnitsa2600 | Bulgaria | KG, Prinzregentenstr. 79, 81675 Germany PoM 23371/1/11004.2026
Muenchen
tetryzoline (tetryzoline Janssen PharmaceuticaN.V., Johnson & Johnson LLC,
Visine Comfort hydrochloride) dropseye 05mg/ml; plastic vial 15ml Turnhoutseweg 30, B-2340 Beerse Belgium | 121614, Moscow, Krylatskaya Russia OIC 21001/1/110.04.2026
str., 17, building 2
Amneal Pharmaceuticals Pvt. Ltd., Oral
tablets film- 500mg; (100) in plastic Solid Unit, Plot No. - 16 & 17, Pharmez Amneal Pharmaceuticals of New
Vigabatrin Tablets vigabatrin coated container SEZ, Sarkhej - Bavla Highway, Vil.- India York LLC, Horseblock Road 50, USA PoM 22768/1/11004.2026
Matoda, Ta. - Sanand, Dist.- Ahmedabad Brookhaven, 11719, New York
- 382213, Gujarat State
suppositories SYNTHAVERSE Spolka Akcyjna, ul. SYNTHAVERSE Spolka
DISTREPTAZA streptokinase, streptodornase rectal 150001U+1250IU; (6/1x6/) Uniwersytecka 10, 20-029, Lublin Poland | Akcyjna, ul. Uniwersytecka 10, Poland PoM 20935/1/110.04.2026

20-029, Lublin




Amneal Pharmaceuticals Pvt. Ltd., Oral

tablets film- Solid Unit, Plot No-16 & 17, Pharmez Amneal EU Limited, Cahir
7 Tadalafil Tablets tadalafil coated 25mg; (30) in plastic container | SEZ, Sarkhej-Bavla Highway, Vil Matoda, Road, Cashel, Co. Tipperary E25 Treland PoM 22718/1/110.04.2026
TA-Sanand, Dist. Ahmedabad, 382213, XD51
Guyjarat State
Amneal Pharmaceuticals Pvt. Ltd., Oral
tablets film- Solid Unit, Plot No-16 & 17, Pharmez Amneal EU Limited, Cahir
8 Tadalafil Tablets tadalafil coated 5mg; (30) in plastic container | SEZ, Sarkhej-Bavla Highway, Vil Matoda, Road, Cashel, Co. Tipperary E25 Treland PoM 22719/1/110.04.2026
TA-Sanand, Dist. Ahmedabad, 382213, XD51
Guyjarat State
Amneal Pharmaceuticals Pvt. Ltd., Oral
tablets film- Solid Unit, Plot No-16 & 17, Pharmez Amneal EU Limited, Cahir
9 Tadalafil Tablets tadalafil coated 10mg; (30) in plastic container | SEZ, Sarkhej-Bavla Highway, Vil. Matoda, Road, Cashel, Co. Tipperary E25 Treland PoM 22720/1/110.04.2026
TA-Sanand, Dist. Ahmedabad, 382213, XD51
Guyjarat State
Amneal Pharmaceuticals Pvt. Ltd., Oral
tablets film- Solid Unit, Plot No-16 & 17, Pharmez Amneal EU Limited, Cahir
10 Tadalafil Tablets tadalafil coated 20mg; (30) in plastic container | SEZ, Sarkhej-Bavla Highway, Vil Matoda, Road, Cashel, Co. Tipperary £25 Treland PoM 22721/1/110.04.2026
TA-Sanand, Dist. Ahmedabad, 382213, XD51
Guyjarat State
Amneal Pharmaceuticals Pvt. Ltd,, Survey
Abiraterone Acetate 250mg; (120) in plastic No. 634, 637 to 641, Near Hotel Kankavati, Amneal Pharmaceuticals of New
1 Tablets abiraterone (abiraterone acetate) tablets container Sarkhej-Bavla Highway Vill. Rajoda, York LLC, Horseblock Road 50, USA PoM 22722/1/110.04.2026
Tal.-Bavla, Dist.-Ahmedabad, 382 220, Brookhaven, 11719, New York
Guyjarat State
Amneal Pharmaceuticals Pvt. Ltd,, Survey
Abiraterone Acetate tablets film- 500mg; (60) in plastic No. 634, 637 to 641, Near Hotel Kankavati, Amneal Pharmaceuticals of New
12 Tablets abiraterone (abiraterone acetate) coated container Sarkhej-Bavla Highway Vill. Rajoda, York LLC, Horseblock Road 50, USA PoM 22723/1/110.04.2026
Tal.-Bavla, Dist.-Ahmedabad, 382 220, Brookhaven, 11719, New York
Guyjarat State
Unique Pharmaceutical Laboratories
Doktor MOM herbal glycyrrhiza glabra, zingiber 15mg+10mg+10mg+7mg; (A Division of ]. B. Chemicals & JINL LLC, 121614, Moscow,
13 | coughlozengeswith officinale, emblica officinalis, lozenges (20/5x4/) in strip Pharmaceuticals Ltd.), Survey No. 101/2 Krylatskaya intercity municipal Russia OTC 21405/1/110.04.2026
lemon flavour levomenthol & 102/1, Daman Industrial Estate, Airport district, Krylatskaya str., 17, bld. 3

Road, Village Kadaiya, Daman-396210




Unique Pharmaceutical Laboratories

Doktor MOM herbal glycyrrhiza glabra, zingiber 15mg+10mg+10mg+7mg; (A Division of ]. B. Chemicals & JINL LLC, 121614, Moscow,
14 | coughlozengeswith officinale, emblica officinalis, lozenges (20/5x4/) in strip Pharmaceuticals Ltd.), Survey No. 101/2 Krylatskaya intercity municipal OTC 21403/1/110.04.2026
orange flavour levomenthol & 102/1, Daman Industrial Estate, Airport district, Krylatskaya str., 17, bld. 3
Road, Village Kadaiya, Daman-396 210
Unique Pharmaceutical Laboratories
Doktor MOM herbal glycyrrhiza glabra, zingiber 15mg+10mg+10mg+7mg; (A Division of ]. B. Chemicals & JINL LLC, 121614, Moscow,
15 | coughlozengeswith officinale, emblica officinalis, lozenges (20/5x4/) in strip Pharmaceuticals Ltd.), Survey No. 101/2 Krylatskaya intercity municipal OTC 21404/1/110.04.2026
strawberries flavour levomenthol & 102/1, Daman Industrial Estate, Airport district, Krylatskaya str., 17, bld. 3

Road, Village Kadaiya, Daman-396210




LIST

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

04-1/26 on April 10, 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
100mg; (10/1x10/) in blister,
tablets film- (20/2x10/) in blister, (30/3x10/) | Gedeon Richter PLC, Gyomroiut 19-21, Gedeon Richter PLC, Gyomroi JITT-N002275-TTI-AM
1 Airtal aceclofenac coated in blister, (40/4x10/) in blister, 1103 Budapest Hungary ut 19-21, 1103 Budapest Hungary PoM 10.042025
(60/6x10/) in blister, (90/9x10/)
in blister
GEDEON RICHTER JSC- RUS, Lesnaya
St. 40,, Shuvoye, Moscow region,
Yegoriyevsky district, 140342- bulk

manufacturer, batch releaser, GEDEON

RICHTER JSC- RUS, Lesnaya St. 43/5.,

100mg; (10/1x10/) in blister, Shuvoye, Moscow region, Yegoriyevsky

tablets film- (20/2x10/) in blister, (30/3x10/) district, 140342, Russia- packager, Gedeon Richter PLC, Gyomroi JII-N002275-TTI-AM
2 Airtal aceclofenac coated in blister, (40/4x10/) in blister, | GEDEONRICHTERJSC-RUS,Lesnaya | Russia ut 1921, 1103 Budapest Hungary PoM 10042025
(60/6x10/) in blister, (90/9x10/) St. 40, build.1, Shuvoye, Moscow
in blister region, Yegoriyevsky district, 140342,

Russia- quality control (physicochemical),
GEDEON RICHTER JSC- RUS, Lesnaya
St. 40,, build.2, Shuvoye, Moscow region,

Yegoriyevsky district, 140342, Russia-

quality control (microbiologjcal)




aceclofenac

tablets film-

100mg; (10/1x10/)in blister,

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

in blister, (40/4x10/) in blister,

(60/6x10/) in blister, (90/9x10/)
in blister

GEDEON RICHTER JSC- RUS, Lesnaya
St. 40,, Shuvoye, Moscow region,
Yegoriyevsky district, 140342- batch
releaser, Gedeon Richter PLC, Gyomroi
1t 19-21, 1108 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, 140342, Russia- quality control
(physicochemical), GEDEON RICHTER
JSC-RUS, Lesnaya St. 40,, build.2,
Shuvoye, Moscow region, Yegoriyevsky
district, 140342, Russia- quality control
(microbiological)

Gyomroiut 19-21,1103
Budapest

Hungary

PoM

JIT-N002275-TTI-AM
10.04.2025

Revolade

eltrombopag (ltrombopag
olamine)

tablets film-

25mg; (28/4x7/) in blister

Novartis Pharmaceutica, SA., Gran
Via deles Corts Catalanes 764,08013
Barcelona - batch releaser, Siegfried Barbera
SL.,Ronda de Santa Maria 158,08210
Barbera del Valles, Barcelona, Spain- bulk
manufacturer, packager, quality control

Spain

Novartis Pharma AG,
Lichtstrasse 35,4056 Basel

Switzerland

PoM

JIT-N001879-PT-AM
10.04.2025

Revolade

eltrombopag (ltrombopag
olamine)

tablets film-

25mg; (28/4x7/) in blister

Novartis Pharmaceutical Manufacturing
LLC, Verovskova Ulica 57, Ljubljana, 1000

Slovenia

Novartis Pharma AG,
Lichtstrasse 35,4056 Basel

Switzerland

PoM

JIT-N001879-PT-AM
10.04.2025

Revolade

elirombopag (elromibopag
olamine)

tablets film-

25mg; (28/4x7/) in blister

SKOPINPHARM LTD, Zdanie 1,
Promyshlennaya Zona No 1, Skopinsky
Rayon, Ryazan Oblast, 391800~ secondary
packager, batch releaser, Novartis
Pharmaceutical Manufacturing LLC,
Verovskova Ulica 57, Ljubljana, 1000,
Slovenia- bulk manufacturer, primary
packager, quality control

Novartis Pharma AG,
Lichtstrasse 35,4056 Basel

Switzerland

PoM

JIT-N001879-PT-AM
10.04.2025

Revolade

eltrombopag (ltrombopag
olamine)

tablets film-

50mg; (28/4x7/) in blister

Novartis Pharmaceutica, SA., Gran
Via deles Corts Catalanes 764,08013
Barcelona - batch releaser, Siegfried Barbera
SL.,Ronda de Santa Maria 158,08210
Barbera del Valles, Barcelona, Spain- bulk
manufacturer, packager, quality control

Spain

Novartis Pharma AG,
Lichtstrasse 35,4056 Basel

Switzerland

PoM

JIT-N001879-PT-AM
10.04.2025




8 Revolade eltrombopag (eltrombopag tablets film- 50mg; (28/4x7/) in blister Novartis Pharmaceutical Manufacturing | Slovenia Novartis Pharma AG, Switzerland PoM JIT-N001879-PT-AM
olamine) coated LLC, Verovskova Ulica 57, Ljubljana, 1000 Lichtstrasse 35, 4056 Basel 10.04.2025
SKOPINPHARM LTD, Zdanie 1,
Promyshlennaya Zona No 1, Skopinsky
Rayon, Ryazan Oblast, 391800~ secondary
9 Revolade eltrombopag (eltrombopag tablets film- 50mg; (28/4x7/) in blister packager, batch releaser, Novartis Russia Novartis Pharma AG, Switzerland PoM JIT-N001879-PI-AM
olamine) coated Pharmaceutical Manufacturing LLC, Lichtstrasse 35,4056 Basel 10.04.2025
Verovskova Ulica 57, Ljubljana, 1000,
Slovenia- bulk manufacturer, primary
packager, quality control
BIOCAD]SC, d. 38 str.1,
suppositories BIOCAD]SC, 5 Promyshlennaya ul,, bld. pomeshch. 89, Intracity JIT-N007484-TTI-AM
10 | GENFERONLIGHT interferon alfa-2b, taurine vaginalandrectal | 125000IU+5mg; (10/2x5/) 2, Petrovo-Dalneye, Krasnogorsk Urban Russia Municipality the Settlement Russia PoM 10.04.2025
District, Moscow Region, 143422 of Strelna, ul. Svyazi, Saint
Petersburg, 198515
BIOCAD]SC, d. 38 str.1,
suppositories PK-137LLG, bld. 2, 5557th proyezd, pomeshch. 89, Inracity JIT-NeQO7484-TTTI-AM
11 | GENFERONLIGHT interferon alfa-2b, taurine vaginalandrectal | 125000IU+5mg; (10/2x5/) Zelenograd, Intracity territory of the Silino |  Russia Municipality the Settlement Russia PoM 10.04.2025
municipal district, Moscow, 124460 of Strelna, ul. Svyazi, Saint
Petersburg, 198515
BIOCAD]SC, d. 38 str.1,
suppositories BIOCAD]SC, 5 Promyshlennaya ul,, bld. pomeshch. 89, Intracity JIT-N007484-TTI-AM
12 | GENFERONLIGHT interferon alfa-2b, taurine vaginalandrectal | 250000IU+5mg; (10/2x5/) 2, Petrovo-Dalneye, Krasnogorsk Urban Russia Municipality the Settlement Russia PoM 10.04.2025
District, Moscow Region, 143422 of Strelna, ul. Svyazi, Saint
Petersburg, 198515
BIOCAD]SC, d. 38 str.1,
suppositories PK-137LLG, bld. 2, 5557th proyezd, pomeshch. 89, Inracity JIT-NeQO7484-TTTI-AM
13 | GENFERONLIGHT interferon alfa-2b, taurine vaginalandrectal | 250000IU+5mg; (10/2x5/) Zelenograd, Intracity territory of the Silino |  Russia Municipality the Settlement Russia PoM 10.042025
municipal district, Moscow, 124460 of Strelna, ul. Svyazi, Saint

Petersburg, 198515




LIST

of variations not requiring reformulation of registration certificate approved by the Center according to the meeting decision N 04-1/26 on April 10,

(potassium clavulanate)

2026
Legil
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
G.L. Pharma GmbH, Industriestrasse
1, A-8502 Lannach- bulk
152,1mg+0,5mg; (30/3x10/)in | manufacturer, packager, quality control Acino Pharma AG, Birsweg 2, 4253
1 Ferretab Acino ferrous fumarate, folic acid capsuleshard | blister, (100/10x10/) in blister | (physicochemical), batch releaser, Austrian Austria Liesberg Switzerland PoM | 21062/4/21004.2026
Agency For Health And Food Safety,
Beethovenstrass 6, Graz, 8010, Austria-
quality control (microbiological)
Valenta Pharm JSC, 141108, Moscow
Region, Shchelkovo, Fabrichnaya St.,
2- secondary packager, quality control
gramicidin S (gramicidin 0.03mg+0.1mg; aluminum (physicochemical), batch releaser, Valenta Pharm JSC, 141108,
2 Grammidin for kids S dihydrochloride), spray dosed for bottle 112 dose with dosing Delpharm Bladel B.V., Industrieweg 1, Russia Moscow Region, Shchelkovo, Russia OTIC | 20732/4/110.04.2026
cetylpyridinium chloride topical use device 5531 AD Bladel, the Netherlands- bulk Fabrichnaya St., 2
manufacturer, primary packager, Centemo
LTD, Moscow Region, Shchelkovo,
Fabrichnaya St,, 2, Russia- quality control
(microbiological)
3 Aler-G cetirizine (cetirizine tablets film- 10mg; (10/1x10/) in blister, GM Pharmaceuticals LTD, Rustavi Georgia GM Pharmaceuticals LTD, Rustavi Georgia OTC | 21675/11004.2026
dihydrochloride) coated (20/1x20/) in blister Highway 52, Thilisi Highway 52, Thilisi
amoxicillin (amoxicillin tablets film- 500mg+125mg; (10/2x5/) in Sandoz GmbH, Biochemiestrasse 10, Lek Pharmaceuticalsd.d.
4 Amoksiklav 625mg trihydrate), clavulanic acid coated blister, (15/3x5/) in blister A-6250, Kundl Austria Verovskova Str. 57, 1526 Ljublijana Slovenia PoM | 20840/110.04.2026
(potassium clavulanate)
Amoksiklav amoxicillin (amoxicillin tablets film- 875mg+125mg; (10/2x5/) in Sandoz GmbH, Biochemiestrasse 10, Lek Pharmaceuticals d.d.
5 2x1000mg trihydrate), clavulanic acid coated blister A-6250, Kundl Austria Verovskova Str. 57, 1526 Ljublijana Slovenia PoM | 20841/2/11004.2026




Rowa Pharmaceuticals Ltd., Newtown,

Bantry, Cork- quality control
(physicochemical), batch releaser,
SwissCaps Romania SRL, No. 20 Carol
1 Street, Comuna Cornu, Jud. Prahova
107180, Romania- bulk manufacturer,
a-pinene, b-pinene, camphene, | capsulesgastro- | 24,8mg+6,2mg+15mg+10mg+ Sharp Clinical Services (UK) Limited, Rowa Pharmaceuticals Ltd,,
6 Rowatinex borneol, anethol, fenchone, resistant, soft 4mg+4mg+3mg (100/10x10/) Unit 28, Heads of the Valley Industrial Ireland Newtown, Bantry, Cork Treland PoM 19479/410.04.2026
cineole in blister Estate, Rhymney, Tredegar, NP22 5RL,
UK- primary packager, Norfachema UAB,
Vytauto g. 6, LT-55175 Jonava, Lithuania-
secondary packager, Eurofins Biopharma
Product Testing Ireland Limited,
Clogherane, Dungarvan, Co. Waterford,
Ireland- quality control (microbiological)
NEARMEDIC PHARMA LLC, 120 Kiev
12mg; (10/1x10))in blister, | highway, bldg, 7, Obninsk, Obninsk City
(20/2x10/) in blister, (20/1x20/) |  District, Kaluga Region- quality control, NEARMEDICPLUSLLC,
7 Kagocel kagocel tablets in blister, (30/3x10/) in blister, | batch releaser, NEARMEDIC PHARMA Russia KOZHEVNICHESKAYA St., 14, Russia OTC | 21013/2/110.04.2026
(30/2x15/) in blister LLC, 120 Kiev highway, bldg. 4, Obninsk, bldg. 5, floor 3, room 17
Obninsk City District, Kaluga Region,
Russia- bulk manufacturer, packager
clindamycin (clindamycin Fareva Amboise, Zone Industrielle, 29 Pfizer HC.P. Corporation, 66
8 Dalacin hydrochloride) capsules 150mg; (16/2x8/) in blister route des Industries, 37530 Poce-sur-Cisse France Hudson Boulevard East, New York, USA PoM | 21780/2/110.04.2026
NY 10001-2192
clindamycin (clindamycin Fareva Amboise, Zone Industrielle, 29 Pfizer HC.P. Corporation, 66
9 Dalacin hydrochloride) capsules 300mg; (16/2x8/) in blister route des Industries, 37530 Poce-sur-Cisse France Hudson Boulevard East, New York, USA PoM | 21781/2/11004.2026
NY 10001-2192
ethylmethylhydroxypyridine solution foriv | 50mg/ml; (10/2x5/) ampoules |  Arpimed LLC, Kotayk Marz, Abovyan, Republic of Arpimed LLC, Kotayk Marz, Republic of
10 Mexil succinate and i/m injection 2mlin blister 2nd Micro-District, 19 Building Armenia Abovyan, 2nd Micro-District, 19 Armenia PoM 19603/2 10.04.2026
Building
Haupt Pharma Amareg GmbH, Acarpia Farmaceutici Srl, Viale L.
11 Colchicina Lirca colchicine tablets Img; (60/2x30/) in blister Donaustaufer Strasse 378, 93055 Germany Majno 18,20129 Milano Ttaly PoM | 21370/110.04.2026

Regensburg




mometasone (mometasone

Werteks JSC, 197350, Saint

12 Forcorium furoate), gentamicin (gentamicin cream 05mg+1mg+50mg+10mg; Werteks JSC, 197350, Saint Petersburg, Russia Petersburg, Doroga v Kamenku, Russia PoM | 23052/110.042026
sulphate). dexpanthenol, aluminium tube 15g Doroga v Kamenku, 62, lit A 62 litA
econazole (econazole nitrate)
Rowa Pharmaceuticals Ltd., Newtown,
Bantry, Cork- quality control
(physicochemical), batch releaser,
Aenova Romania SR.L, Strada Carol I
Nr. 20, Cornu, 107175, Romania- bulk
manufacturer, Sharp Clinical Services
a-pinene, b-pinene, menthol, capsulesgastro- | 13,6mg+3,4mg+32mg+6mg+ | (UK) Limited, Unit 28, Heads of the Valley Rowa Pharmaceuticals Ltd,,
13 Rowachol menthone, borneol, camphene, resistant, soft 5mg+5mg+2mg (100/10x10/) Industrial Estate, Rhymney, Tredegar, Ireland Newtown, Bantry, Cork Treland PoM 19478/310.04.2026
cineole in blister NP22 5RL, UK- primary packager,

Norfachema UAB, Vytauto g, 6, LT-55175
Jonava, Lithuania- secondary packager,
Eurofins Biopharma Product Testing
Ireland Limited, Clogherane, Dungarvan,
Co. Waterford, Ireland- quality control
(microbiological)




LIST

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

decision N 04-1/26 on April 10, 2026

Legl
Common name of the Pharmaceutical All manufacturing sites involved in Registration certificate holder status | Conclusion number
N Trade name active substance Strength and packaging, presentation | the medicinal product manufacturing Country (name, location) Country for and date
process (name, location) supply
450mg+50mg; (28/2x14/) in blister,
1 Detralex diosmin, hesperidin (30/2x15/) in blister, (36/3x12/) in Les Laboratoires Servier Industrie 905, France Les Laboratoires Servier, 50, rue France OTC JITT-N°000822-TTI-
blister, (56/4x14/) in blister, (60/4x15/) route de Saran, 45520 Gidy Carnot, 92284 Suresnes cedex AM 10042026
in blister
SERVIER RUS Ltd, 108828, block
158, possession 2, build.1, settlement
450mg+50mg; (30/2x15/) in blister, Krasnopakhorskoye, Moscow- Les Laboratoires Servier, 50, rue JIT-N000822-ITI-
2 Detralex diosmin, hesperidin (36/3x12/) in blister, (60/4x15/) in blister | packager, quality control, batch releaser, Russia Carnot, 92284 Suresnes cedex France OTC AM 10.04.2026
Les Laboratoires Servier Industrie 905,
route de Saran, 45520 Gidy, France-
bulk manufacturer
450mg+50mg; (28/2x14/) in blister, SERVIER RUS Ltd, 108328, block
3 Detralex diosmin, hesperidin (30/2x15/) in blister, (36/3x12/) in 158, possession 2, build.1, settlement Russia Les Laboratoires Servier, 50, rue France OTC JIT-NeO00822-ITI-
blister, (56/4x14/) in blister, (60/4x15/) Krasnopakhorskoye, Moscow Carnot, 92284 Suresnes cedex AM 10.04.2026
in blister
Gedeon Richter PLC, Gyomroi
magnesium aspartate ut 19-21, 1103 Budapest- bulk
(magnesium aspartate 140mg+158mg; (50) in plastic manufacturer, packager, quality control Gedeon Richter PLC, Gyomroi ut JOT-N005141-ITI-
4 Panangin tetrahydrate), potassium container, (60/3x20/) in blister, (physicochemical), batch releaser, Hungary 19-21, 1103 Budapest Hungary OIC AM 10042026
aspartate (potassium (100/5x20/) in blister Gedeon Richter Plc,, 2510 Dorog,
aspartate hemihydrate) Esztergomi st. 27, Hungary- quality
control (microbiological)




magnesium aspartate
(magnesium aspartate
tetrahydrate), potassium
aspartate (potassium
aspartate hemihydrate)

tablets film-

140mg+158mg; (50) in plastic
container, (100/4x25/) in blister

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

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

Hungary

OIC

JITT-N005141-TTI-
AM 10042026

magnesium aspartate
(magnesium aspartate
tetrahydrate), potassium

aspartate (potassium
aspartate hemihydrate)

tablets film-

140mg+158mg; (50) in plastic
container, (50/2x25/) in blister,
(100/4x25/) 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, Fungary- bulk
manufacturer, GEDEON RICHTER
JSG- RUS, Lesnaya St. 43/5., Shuvoye,
Moscow region, Yegoriyevsky district,
140842, Russia- packager, GEDEON
RICHTER JSC- RUS, Lesnaya St. 40,
build.1, Shuvoye, Moscow region,
Yegoriyevsky district, 140342, Russia-
quality control (physicochemical),
GEDEON RICHTER JSC- RUS,
Lesnaya St. 40,, build.2, Shuvoye,
Moscow region, Yegoriyevsky district,
140342, Russia- quality control

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

(microbiological)

Hungary

OIC

JITI-N005141-TTI-
AM 10042026




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, primary

packager, GEDEON RICHTER
magnesium aspartate JSC-RUS, Lesnaya St. 43/5., Shuvoye,
(magnesium aspartate tablets film- 140mg+158mg; (50) in plastic Moscow region, Yegoriyevsky district, Gedeon Richter PLC, Gyomroi ut JIT-N005141-ITI-
7 Panangin tetrahydrate), potassium coated container, (50/2x25/) in blister, 140342, Russia- secondary packager, Russia 19-21, 1103 Budapest Hungary OTC AM 10042026
aspartate (potassium (100/4x25/) in blister GEDEON RICHTER JSC-RUS,
aspartate hemihydrate) Lesnaya St. 40,, build.1, Shuvoye,
Moscow region, Yegoriyevsky
district, 140342, Russia- quality
control (physicochemical), GEDEON
RICHTER JSC- RUS, Lesnaya St. 40.,
build2, Shuvoye, Moscow region,
Yegoriyevsky district, 140342, Russia-
quality control (microbiologjcal)
tablets film- 25mg; (30/2x15/) in blister, (60/4x15/) SERVIER RUS ILtd, 108828, block Servier JSC, 125196, 7/8/9, Lesnaya JIT-N003622-TT1-
8 Lusefi luseogliflozin coated in blister 158, possession 2, build. 1, settlement Russia str., 7, Moscow Russia PoM AM10.04.2026
Krasnopakhorskoye, Moscow
tablets film- 5mg; (30/2x15/) in blister, (60/4x15/) SERVIER RUS ILtd, 108828, block Servier JSC, 125196, 7/8/9, Lesnaya JIT-N003622-TT1-
9 Lusefi luseogliflozin coated in blister 158, possession 2, build. 1, settlement Russia str., 7, Moscow Russia PoM AM10.04.2026
Krasnopakhorskoye, Moscow
10 Flavamed cough ambroxol (ambroxol solution oral 15mg/5ml; glass bottle 100ml and Berlin-Chemie A.G.,Glienicker Weg Germany Berlin-Chemie A.G.,Glienicker Germany OIC JIOT-N007190-PT-
solution hydrochloride) measuring spoon 125,D-12489 Berlin ‘Weg 125, D-12489 Berlin AM10.04.2026
25mg; (14/1x14/) in blister, (56/4x14/)in |  Pfizer Manufacturing Deutschland VIATRISSPECIALTY LLC, 3711 JHT-NO04450-TTI-
11 Lyrica pregabalin capsules blister, (84/4x21/) in blister, (100/10x10/) GmbH, Mooswaldallee 1,79090 Germany Collins Ferry Road, Morgantown, USA PoM AM1004.2026
in blister Frieburg Im Breisgau WV 26505
50mg; (14/1x14/) in blister, (56/4x14/)in |  Pfizer Manufacturing Deutschland VIATRISSPECIALTY LLC, 3711 JHT-NO04450-TTI-
12 Lyrica pregabalin capsules blister, (84/4x21/) in blister, (100/10x10/) GmbH, Mooswaldallee 1,79090 Germany Collins Ferry Road, Morgantown, USA PoM AM 10042026
in blister Frieburg Im Breisgau WV 26505
75mg; (14/1x14/) in blister, (56/4x14/)in |  Pfizer Manufacturing Deutschland VIATRISSPECIALTY LLC, 3711 JHT-NO04450-TTI-
13 Lyrica pregabalin capsules blister, (84/4x21/) in blister, (100/10x10/) GmbH, Mooswaldallee 1,79090 Germany Collins Ferry Road, Morgantown, USA PoM AM1004.2026
in blister Frieburg Im Breisgau WV 26505




100mg; (14/1x14/) in blister, (56/4x14/) Pfizer Manufacturing Deutschland VIATRISSPECIALTY LLC, 3711 JHT-NO04450-TTI-
14 Lyrica pregabalin capsules in blister, (84/4x21/) in blister, GmbH, Mooswaldallee 1,79090 Germany Collins Ferry Road, Morgantown, USA PoM AM 10042026
(100/10x10/) in blister Frieburg Im Breisgau WV 26505
150mg; (14/1x14/) in blister, (56/4x14/) Pfizer Manufacturing Deutschland VIATRISSPECIALTY LLC, 3711 JHT-NO04450-TTI-
15 Lyrica pregabalin capsules in blister, (84/4x21/) in blister, GmbH, Mooswaldallee 1,79090 Germany Collins Ferry Road, Morgantown, USA PoM AM1004.2026
(100/10x10/) in blister Frieburg Im Breisgau WV 26505
200mg; (14/1x14/) in blister, (56/4x14/) Pfizer Manufacturing Deutschland VIATRISSPECIALTY LLC, 3711 JHT-NO04450-TTI-
16 Lyrica pregabalin capsules in blister, (84/4x21/) in blister, GmbH, Mooswaldallee 1,79090 Germany Collins Ferry Road, Morgantown, USA PoM AM 10042026
(100/10x10/) in blister Frieburg Im Breisgau WV 26505
300mg; (14/1x14/) in blister, (56/4x14/) Pfizer Manufacturing Deutschland VIATRISSPECIALTY LLC, 3711 JHT-NO04450-TTI-
17 Lyrica pregabalin capsules in blister, (84/4x21/) in blister, GmbH, Mooswaldallee 1,79090 Germany Collins Ferry Road, Morgantown, USA PoM AM 10042026
(100/10x10/) in blister Frieburg Im Breisgau WV 26505
18 | Bromocriptin-Richter bromocriptine tablets 2,5mg; (30) glass bottle Gedeon Richter PLC, Gyomroi ut 19- Hungary Gedeon Richter PLC, Gyomroi ut Hungary PoM | JIII-N002402-TTI-
(bromocriptine mesilate) 21,1103 Budapest 19-21, 1103 Budapest AM 10.04.2026
19 Terbisil terbinafine (terbinafine tablets 250mg; (14/1x14/) in blister, (28/2x14/) | Gedeon Richter PLC, Gyomroi ut 19- Hungary Gedeon Richter PLC, Gyomroi ut Hungary PoM | JIII-N006799-TTI-
hydrochloride) in blister 21,1103 Budapest 19-21, 1103 Budapest AM 10.04.2026
Gedeon Richter PLC, Gyomroi
ut 19-21, 1103 Budapest- bulk
metronidazole, miconazole manufacturer, packager, quality Gedeon Richter PLC, Gyomroi ut JITT-Ne004189-TTI-
20 Klion-D 100 (miconazole nitrate) tablets vaginal 100mg+100mg; (10/1x10/) in blister control (physicochemical), Gedeon Hungary 19-21, 1103 Budapest Hungary PoM AM1004.2026

Richter Plc., 2510 Dorog, Esztergomi

st. 27, Hungary- quality control
(microbiological)




21

Klion-D 100

metronidazole, miconazole

(miconazole nitrate)

tablets vaginal

100mg+100mg; (10/1x10/) in blister

GEDEON RICHTER JSC- RUS,
Lesnaya St. 40., Shuvoye, Moscow
region, Yegoriyevsky district, 140342-
bulk manufacturer, batch releaser,
GEDEON RICHTER JSC- RUS,
Lesnaya St. 43/5., Shuvoye, Moscow

140342, Russia- packager, GEDEON
RICHTER JSC- RUS, Lesnaya St. 40,
build.1, Shuvoye, Moscow region,
Yegoriyevsky district, 140342, Russia-
quality control (physicochemical),

Moscow region, Yegoriyevsky district,

region, Yegoriyevsky district,

GEDEON RICHTER JSC- RUS,
Lesnaya St. 40, build.2, Shuvoye,

140342, Russia- quality control
(microbiological)

Gedeon Richter PLC, Gyomroi ut

19-21, 1103 Budapest

Hungary

JITT-N2Q04189-TTI-

PoM | AM10042026

Klion-D 100

metronidazole, miconazole

(miconazole nitrate)

tablets vaginal

100mg+100mg; (10/1x10/) in blister

GEDEON RICHTER JSC-RUS,
Lesnaya St. 40., Shuvoye, Moscow
region, Yegoriyevsky district,
140342- batch releaser, Gedeon
Richter PLC, Gyomroi ut 19-21,

1103 Budapest, Fungary- bulk
manufacturer, GEDEON RICHTER
JSC- RUS, Lesnaya St. 43/5,, Shuvoye,
Moscow region, Yegoriyevsky district,
140842, Russia- packager, GEDEON
RICHTER JSC- RUS, Lesnaya St. 40,

build.1, Shuvoye, Moscow region,
Yegoriyevsky district, 140342, Russia-
quality control (physicochemical),

GEDEON RICHTER JSC- RUS,

Lesnaya St. 40,, build.2, Shuvoye,
Moscow region, Yegoriyevsky district,

140342, Russia- quality control
(microbiological)

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

Hungary

JITT-N2Q04189-TTI-

PoM | AM10042026

JIT-N-O0B368-PT-

Dicloberl N75

diclofenac (diclofenac
sodium)

solution for

25mg/ml; (5) ampoules 3ml

A Menarini Manufacturing Logistics
and Services S, Via Sette Santi,
3-50131 Florence

Ty

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

Germany

PoM | AM10042026




24 Detragel heparin sodium, essential | gel for external 100IU+10mg+10mg; 40g aluminium Bosnalijek d.d., Jukiceva 53,71000 BosniaAnd | Servier]SC, 125196, Lesnayastr., 7, Russia OIC | JIOI-NO02615-ITI-
phospholipids, escin use tube; 80g aluminium tube Sarajevo Herzegovina floor 7/8/9, Moscow AM 10042026
Opella Healthcare Hungary Ltd.,,
2112 Veresegyhaz, Levaiu. 5- bulk
drotaverine (drotaverine 40mg; (24/1x24/) in blister, (100) in manufacturer, packager, quality control Opella Healthcare Commercial JIOT-N002774-TTI-
25 No-spa hydrochloride) tablets plastic container (physicochemical), batch releaser, Hungary Ltd,, 1138 Budapest, st.Vachi 133, Hungary OIC AM1004.2026
CHINOIN Private Co. Ltd.- Ujpest site, bE, floor3
Toutca 1-5., Budapest, 1045, Hungary-
quality control (microbiologjcal)
Opella Healthcare Hungary Ltd.,,
2112 Veresegyhaz, Levaiu. 5- bulk
drotaverine (drotaverine 40mg; (24/1x24/) in blister, (100) in manufacturer, packager, quality control Opella Healthcare Commercial JIOT-N002774-TTI-
26 No-spa hydrochloride) tablets plastic container (physicochemical), batch releaser, Hungary Ltd,, 1138 Budapest, st.Vachi 133, Hungary OIC AM 10042026
EUROAPI Hungary Ltd,, Toutca bE, floor3
1-5, Budapest, 1045, Hungary- quality
control (microbiological)
amlodipine (amlodipine Servier (Ireland) Industries Ltd, Gorey
27 Triplixam besilate), indapamide, tablets film- 5mg+1,25mg+5mg; (30) plastic Road, Arklow-Co. Wicklow, Y14 E284, Treland Les Laboratoires Servier, 50, rue France PoM | JII-N002311-TTI-
perindopril (perindopril coated container Ireland Carnot, 92284 Suresnes cedex AM 10042026
arginine)
SERVIER RUS ILtd, 108828, block
158, possession 2, build.1, settlement
amlodipine (amlodipine Krasnopakhorskoye, Moscow-
28 Triplixam besilate), indapamide, tablets film- 5mg+1,25mg+5mg; (30) plastic packager, batch releaser, Servier Russia Les Laboratoires Servier, 50, rue France PoM | JII-N002311-TTI-
perindopril (perindopril coated container (Ireland) Industries Ltd, Gorey Road, Carnot, 92284 Suresnes cedex AM 10042026
arginine) Arklow-Co. Wicklow, Y14 E284,
Ireland- bulk manufacturer, quality
control
amlodipine (amlodipine SERVIER RUS Ltd, 108828, block
29 Triplixam besilate), indapamide, tablets film- 5mg+1,25mg+5mg; (30) plastic 158, possession 2, build.1, settlement Russia Les Laboratoires Servier, 50, rue France PoM | JII-N002311-TTI-
perindopril (perindopril coated container, (90) plastic container Krasnopakhorskoye, Moscow Carnot, 92284 Suresnes cedex AM 10042026
arginine)
amlodipine (amlodipine
30 Triplixam besilate), indapamide, tablets film- 5mg+2,5mg+10mg; (30) plastic Servier (Ireland) Industries Ltd, Gorey Treland Les Laboratoires Servier, 50, rue France PoM | JII-N002311-TTI-
perindopril (perindopril coated container Road, Arklow-Co. Wicklow, Y14 E284 Carnot, 92284 Suresnes cedex AM 10042026

arginine)




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

amlodipine (amlodipine Krasnopakhorskoye, Moscow-
31 Triplixam besilate), indapamide, tablets film- 5mg+2,5mg+10mg; (30) plastic packager, batch releaser, Servier Russia Les Laboratoires Servier, 50, rue France PoM | JII-N002311-ITI-
perindopril (perindopril coated container (Ireland) Industries Ltd, Gorey Road, Carnot, 92284 Suresnes cedex AM 10042026
arginine) Arklow-Co. Wicklow, Y14 E284,
Ireland- bulk manufacturer, quality
control
amlodipine (amlodipine SERVIER RUS Ltd, 108828, block
32 Triplixam besilate), indapamide, tablets film- 5mg+2,5mg+10mg; (30) plastic 158, possession 2, build.1, settlement Russia Les Laboratoires Servier, 50, rue France PoM | JII-N002311-TTI-
perindopril (perindopril coated container, (90) plastic container Krasnopakhorskoye, Moscow Carnot, 92284 Suresnes cedex AM 10042026
arginine)
amlodipine (amlodipine
33 Triplixam besilate), indapamide, tablets film- 10mg+1,25mg+5mg; (30) plastic Servier (Ireland) Industries Ltd, Gorey Treland Les Laboratoires Servier, 50, rue France PoM | JII-N002311-ITI-
perindopril (perindopril coated container Road, Arklow-Co. Wicklow, Y14 E284 Carnot, 92284 Suresnes cedex AM 10042026
arginine)
SERVIER RUS Ltd, 108828, block
158, possession 2, build.1, settlement
amlodipine (amlodipine Krasnopakhorskoye, Moscow-
34 Triplixam besilate), indapamide, tablets film- 10mg+1,25mg+5mg; (30) plastic packager, batch releaser, Servier Russia Les Laboratoires Servier, 50, rue France PoM | JII-N002311-TTI-
perindopril (perindopril coated container (Ireland) Industries Ltd, Gorey Road, Carnot, 92284 Suresnes cedex AM 10042026
arginine) Arklow-Co. Wicklow, Y14 E284,
Ireland- bulk manufacturer, quality
control
amlodipine (amlodipine SERVIER RUS Ltd, 108828, block
35 Triplixam besilate), indapamide, tablets film- 10mg+1,25mg+5mg; (30) plastic 158, possession 2, build.1, settlement Russia Les Laboratoires Servier, 50, rue France PoM | JII-N002311-TTI-
perindopril (perindopril coated container, (90) plastic container Krasnopakhorskoye, Moscow Carnot, 92284 Suresnes cedex AM 10042026
arginine)
amlodipine (amlodipine
36 Triplixam besilate), indapamide, tablets film- 10mg+2,5mg+10mg; (30) plastic Servier (Ireland) Industries Ltd, Gorey Treland Les Laboratoires Servier, 50, rue France PoM | JII-N002311-TTI-
perindopril (perindopril coated container Road, Arklow-Co. Wicklow, Y14 E284 Carnot, 92284 Suresnes cedex AM 10042026

arginine)




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

amlodipine (amlodipine Krasnopakhorskoye, Moscow-
37 Triplixam besilate), indapamide, tablets film- 10mg+2,5mg+10mg; (30) plastic packager, batch releaser, Servier Les Laboratoires Servier, 50, rue France PoM | JII-N002311-ITI-
perindopril (perindopril coated container (Ireland) Industries Ltd, Gorey Road, Carnot, 92284 Suresnes cedex AM 10042026
arginine) Arklow-Co. Wicklow, Y14 F284,
Ireland- bulk manufacturer, quality
control
amlodipine (amlodipine SERVIER RUS Ltd, 108828, block
38 Triplixam besilate), indapamide, tablets film- 10mg+2,5mg+10mg; (30) plastic 158, possession 2, build.1, settlement Les Laboratoires Servier, 50, rue France PoM | JII-N002311-TTI-
perindopril (perindopril coated container, (90) plastic container Krasnopakhorskoye, Moscow Carnot, 92284 Suresnes cedex AM 10042026
arginine)
amlodipine (amlodipine 5mg+5mg; (29) in plastic container, (30) SERVIER RUS Ltd, 108828, block Les Laboratoires Servier, 50, rue JITT-NeO00575-TTI-
39 Prestance besilate), perindopril tablets in plastic container, (90/3x30/) in plastic | 158, possession 2, build.1, settlement Carnot, 92284 Suresnes cedex France PoM AM 10042026
(perindopril arginine) container Krasnopakhorskoye, Moscow
amlodipine (amlodipine 5mg+10mg; (29) in plastic container, SERVIER RUS Ltd, 108828, block Les Laboratoires Servier, 50, rue JITT-NOO0575-TT1-
40 Prestance besilate), perindopril tablets (30) in plastic container, (90/3x30/) in 158, possession 2, build.1, settlement Carnot, 92284 Suresnes cedex France PoM AM 10.04.2026
(perindopril arginine) plastic container Krasnopakhorskoye, Moscow
amlodipine (amlodipine 10mg+5mg; (29) in plastic container, SERVIER RUS Ltd, 108828, block Les Laboratoires Servier, 50, rue JITT-NQO0575-TT1-
41 Prestance besilate), perindopril tablets (30) in plastic container, (90/3x30/) in 158, possession 2, build.1, settlement Carnot, 92284 Suresnes cedex France PoM AM 10.04.2026
(perindopril arginine) plastic container Krasnopakhorskoye, Moscow
amlodipine (amlodipine 10mg+10mg; (29) in plastic container, SERVIER RUS Ltd, 108828, block Les Laboratoires Servier, 50, rue JII-NO00575-ITI-
42 Prestance besilate), perindopril tablets (30) in plastic container, (90/3x30/) in 158, possession 2, build.1, settlement Carnot, 92284 Suresnes cedex France PoM AM 10.04.2026
(perindopril arginine) plastic container Krasnopakhorskoye, Moscow




