JlekapcTBeHH MPOAYKTH, 32 KOMTO CJIe[IBA /1a ce MO/a/ie 3asiBJIeHNe 32 MOAIbp:KaHe Ha peMMOYypCeH CTaTyC B CbOTBETCTBHE € WiI. 570, ain. 1 or Hapentara npe3 m. Mapt 2026 r. (BpbUeHH pelieHHs, BIe3/JIH B CHJIa
npe3 m. 06.2023 r.)

I[aTa Ha BJIH3aHE B

HopreH M KosimyecTBo Ha M OxoHyaTeJ I Ne u naTa Ha p CHJIa Ha P H
5 e EAIYHAPOANO Her;:;eNl;THO HanMeHoBaHHe HA JIEKAPCTBEHHS! MPOAYKT JlexapcrBena gpopma AKTHBHOTO cpua Ha OKOHYATEe/JIHA 0NIAKOBKA(TEKCT) PUTEAATEN Ha pa:xﬁpememaem - 3a MOJIbp:KaHe HAa |32 MOJIbP/KaHe HA aunonane
b n:maT HAuUMEHoBANHE JIeKapCTBEHO BellleCTBO eI ONaKOBKA yrorpeba peumobypcen craTyc peumoypcen 1 Homep
craryc

Telmisartan, . Actavis Group PTC ehf., | HCP-31282 -

1 Hydrochlorothiazide ACTELSAR HCT Tablet 80 mg/12.5 mg 28 blister (PVDCl/alu) Venanuis 08/06/2023 23.06.2023 | 2749
Telmisartan, . Actavis Group PTC ehf., | HCP-31282 -

2 Hydrochlorothiazide ACTELSAR HCT Tablet 80 mg/25 mg 28 blister (PVDCl/alu) T TE— 08/06/2023 23.06.2023 | 2750

3 Bupivacaine Sanergy Spinal Solution for injection | 5 mg/ml -4 ml 5 Ampoule glass AS Grindeks, JlatBus Hzgfoé /12503233 29.06.2023 | 30033
. . T . HCP-31532 -

4 Bupivacaine Bemevax Solution for injection | 5 mag/ml -4 ml 5 Ampoule, glass AS Grindeks, JlatBus 29/06/2023 29.06.2023 | 60720
L . . HCP-31123 -

5 Acalabrutinib Calquence Film-coated tablet 100 mg 56 Blister AstraZeneca AB, IlIBenus 29/05/2023 13.06.2023 | 60986

Basilea Pharmaceutica

Powder for concentrate . HCP-31294 -

6 Isavuconazole Cresemba for solution for infusion 200 mg 1 vial (glass) Deutschland GmbH, 08/06/2023 23.06.2023 | 17007

I"epmanust

. . S 1 mmol/ml - 15 . HCP-31370 -

7 Gadobutrol Gadovist Solution for injection ml 1 Vial, glass class | Bayer AG, I'epmanns 14/06/2023 29.06.2023 | 2058

8 Gadobutrol Gadovist Solution for injection 1 mmol/ml -7.5 1 Pre-filled syringe glass Bayer AG, I'epmanus HCP-31370 - 29.06.2023 | 2621

ml 14/06/2023

9 lloprost ILOMEDIN Conce?;ﬁtnefzcs’ir;r?'“t'on 20 meg/ml - 1 ml 5 Ampo”'e'cch'scs’“I”ess 918ss | pBaver AG, Fepmanms Hlii)_é /12307223 29.06.2023 | 2607

10 Cyproterone ANDROCUR DEPOT Solution for injection 100 mri/lml -3 3 Ampoule, dark glass class | Bayer AG, T'epmanust Hlii)é /123062% 29.06.2023 | 2649
. HCP-31360 -

11 Cyproterone Androcur Tablet 50 mg 50 Blister PVC/AI Bayer AG, T'epmanust 14/06/2023 29.06.2023 | 2743
. . Powder for concentrate . Celltrion Healthcare HCP-31281 -

12 Infliximab Remsima for solution for infusion 100 mo ! vial Hungary Kft, Varapus | 08/06/2023 | 25002023 | 3592
. Concentrate for solution . Celltrion Healthcare HCP-31192 -

13 Bevacizumab Vegzelma for infusion 25 mg/ml - 4 ml 1 Vial (glass) Hungary Kft., Virapus 02/06/2023 17.06.2023 | 59909
. Concentrate for solution | 25 mg/ml - 16 . Celltrion Healthcare HCP-31192 -

14 Bevacizumab Vegzelma for infusion ml 1 Vial (glass) Hungary Kft., Virapus 02/06/2023 17.06.2023 | 59910
. . " N Concentrate for solution | 6 mg/ml - 16,7 . Ebewe Pharma GmbH. HCP-31131 -

15 Paclitaxel Paclitaxel "Ebewe for infusion ml 1 Vial N.fo. KG., Asctpus 29/05/2023 13.06.2023 | 1831
I Concentrate for solution | 40 mg/ml — 25 . Ebewe Pharma GmbH. HCP-31144 -

16 Gemcitabine Gemsol for infusion mi 1 Vial, glass class | N fo. KG., Apctpus 29/05/2023 13.06.2023 | 16985

17 Escitalopram ESCITIL Film-coated tablet 10 mg | 28 | Blister OPAJAUPVCIAI EG'lfLPCha\r/";izg‘;t;'fa'S Hl%g /1230521 29.06.2023 | 2845
. . Prolonged-release - EGIS Pharmaceuticals HCP-31287 -

18 Venlafaxine Velaxin capsule, hard 75 mg 28 Blister PVC/PVDC/AI PLC, Varapus 08/06/2023 23.06.2023 | 3647
. . Prolonged-release - EGIS Pharmaceuticals HCP-31287 -

19 Venlafaxine Velaxin capsule, hard 150 mg 28 Blister PVC/PVDC/AI PLC, Varapus 08/06/2023 23.06.2023 | 3648

20 Escitalopram Escipram Film-coated tablet 10 mg | 30 | sliseropasapveal | Cb 'j\r‘:cr:r‘;}?mbH' HZS/%;’ /121022; 13.06.2023 | 3855
Bictegravir, . . 50 mg/200 Gilead Sciences Ireland HCP-31361 -

21 Emtricitabine, Biktarvy Film-coated tablet mg/25 mg 30 bottle (HDPE) UC, Vipnarms 14/06/2023 29.06.2023 | 16996




. Powder for concentrate . GlaxoSmithKline (Ireland) [ HCP-31355 -
22 Belimumab Benlysta for solution for infusion 120 mo ! Vial Limited, Mpranmus 14/06/2023 29.06.2023 | 3431
. Powder for concentrate . GlaxoSmithKline (Ireland) [ HCP-31355 -
23 Belimumab Benlysta for solution for infusion 400 mo ! vial (glass) Limited, Mpranmus 14/06/2023 29.06.2023 | 3432
Telmisartan, - . HCP-31304 -
24 Amlodipine Teldipin Tablet 80 mg/5 mg mg 28 Blister OPA/AI/PVCI/AI KRKA, d.d., CioBenust 08/06/2023 23.06.2023 | 15691
Telmisartan, - . HCP-31304 -
25 Amlodipine Teldipin Tablet 80 mg/10 mg mg 28 Blister OPA/AI/PVCI/AI KRKA, d.d., CioBernust 08/06/2023 23.06.2023 | 15692
26 Somatostatin Somatostatin Lyomark PO\_N(_jer for s_olutlgn for 3 mg 1 Ampoule, colourless glass | Lyomark Pharma GmbH, | HCP-31140 - 13.06.2023 | 831
injection/infusion class | I'epMmanms 29/05/2023
27 Octreotide Octreotide Lyomark Solution for injection 0.1 mg/ mi -1 5 Ampoule, colourless glass | Lyomark Pharma GmbH, | HCP-31142 - 13.06.2023 | 2311
ml class | I'epMmanms 29/05/2023
28 Rasagiline Sagilia Tablet 1 mg 60 Blister PVC/PE/PVDC/AI | Medochemie Ltd., Kumrsp Hzg/%s /12103223 13.06.2023 | 15622
29 Risperidone Medorisper Film-coated tablet 1 mg 30 Blister PVC/PE/PVDC/Al | Medochemie Ltd., Kursp I{(]Czi)g /12109253 17.06.2023 | 37806
30 Risperidone Medorisper Film-coated tablet 2 mg 30 Blister PVC/PE/PVDC/Al | Medochemie Ltd., Kursp I{(]CZ%g /121)92% 17.06.2023 | 37807
Papillomavirus
(human types 6, 11, . . L . . Merck Sharp & Dohme HCP-31191 -
1 . - .06.
3 16, 18, 31, 33, 45, 52, Gardasil 9 Suspension for injection | 0.5 ml (dose) 1 Pre-filled syringe + 2 needles B.V... Hinepranms 01/06/2023 01.06.2023 | 48571
58)
32 Nitroxoline NITROXOLIN-MIP FORTE Capsule, soft 250 mg | 30 Blister PVC/AI MIP Pharma GmbH, | HCP-31292- 1,3 16 5555 | 437
I'epMmanus 08/06/2023
33 Nitroxoline NITROXOLIN-MIP FORTE Capsule, soft 250 mg | 90 Blister PVC/AI MIP Pharma GmbH, | HCP-31292- 1,3 16 555 | 433
I'epMmanus 08/06/2023
. Powder for solution for . MIP Pharma GmbH, HCP-31297 -
34 Cefazolin CEFAZOLIN-MIP injectionfinfusion 2000 mg 10 Vial (15 ml) Tepmanus 08/06/2023 23.06.2023 | 1024
. . Powder for solution for . MIP Pharma GmbH, HCP-31290 -
35 Cefuroxime Cefuroxim-MIP injection 1500 mg 10 Vial, glass Tepmanus 08/06/2023 23.06.2023 | 1027
36 Insulin aspart Fiasp Solution for injection | 100 U/ml-3 ml 10 Cartridge Novo Nordisk A/S, Nanus Hog/%é /121)92; 17.06.2023 | 48408
Powder and solvent for flac. powder+1 pre-filled .
. - Pharmascience HCP-311401 -
37 Leuprorelin Lutrate Depot prolo_nged-rglefase_ 225 mg 1 syringe solv. ?ml + 1 adapter International Ltd., Kisp 29/05/2023 13.06.2023 | 16964
suspension for injection + 1 sterile needle
38 Etanercept Erelzi Solution for injection | 50 mg/ml - 1 ml 4 pre-filled pens Sandoz GmbH, ABctpus Hzgf;; /1210423:,)) 13.06.2023 | 16997
. . Solution for injection in Pre-filled syringe with 3 Sandoz Pharmaceuticals | HCP-31357 -
39 Icatibant Icatibant Sandoz ore-filled syringe 30 mg/3 ml 3 needles d.d.. Crioserus 14/06/2023 29.06.2023 | 60325
diphtheria-pertussis- . . L pre-filled syringe 0.5 ml with | Sanofi Winthrop Industrie, | HCP-31404 -
4 . L . .06.
0 poliomyelitis-tetanus Tetraxim Suspension for injection | 0.5 ml (dose) 10 1 separate needle Dpanms 15/06/2023 30.06.2023 | 61121
. . Stada Arzneimittel AG, HCP-31291 -
41 Candesartan Repido Tablet 8 mg 30 Blister Al/PVC/PVDC Tepmanus 08/06/2023 23.06.2023 | 2481
42 [ Amlodipine, Valsartan Valtensam Film-coated tablet 10 mg/160 mg 30 Blister PVC/PVDC/AI Teva B.V., Hunepnanaus Hlfli)é /12305243 29.06.2023 | 15640
43 Sohfenamr;],Tamsuloy Tamsudil Plus Modified-release tablet | 6 mg/0.4 mg 30 Blister PA/AI/PVCI/AI Teva B.V., Hunepnanaus Hz%foé /125032% 29.06.2023 | 61087
. . . S pre-filled syringe (glass) with | Viatris Healthcare Limited,| HCP-31373 -
44 Fondaparinux Arixtra Solution for injection 2.5mg/0.5 ml 10 an automatic safety system Vipnaris 14/06/2023 29.06.2023 | 1366




HCP-31362 -

45 Bisoprolol Bisoprolol Viatris Film-coated tablet 10 mg 30 Blister PVC/AI Viatris Limited, Upnanans 14/06/2023 29.06.2023 | 15629
. . - . . T HCP-31362 -
46 Bisoprolol Bisoprolol Viatris Film-coated tablet 5 mg 30 Blister PVC/AI Viatris Limited, Upnanans 14/06/2023 29.06.2023 | 15630
. . . Woerwag Pharma GmbH | HCP-31331 -
47 Carvedilol CARVEDIGAMMA Film-coated tablet 125 mg 30 Blister PVC/AI & Co.KG, Tepvanyis 08/06/2023 23.06.2023 | 3400
Zaklady Farmaceutyczne
48 Linezolid Linezolid Polpharma Solution for infusion | 2 M%/M! - 300 10 Bag, PE POLPHARMA S A, | HCP31295 - og 46 0003 | 4103
mi 08/06/2023
[Tosmra
Zaklady Farmaceutyczne
49 | Bimatoprost, Timolol Bimifree Combi Eye drops, solution | 0 M9/mi +5 1 Bottle LDPE POLPHARMA S A, | HCP31139-11 15 56 2003 | 16920
mg/ml -3 ml 29/05/2023
[Tomra
5o | Solifenacin, Tamsulosi Zoltazen Modified-release tablet | 6 mg/0.4 mg 30 Blister PA/AIPVCI/AI Zentivakss., Hemka | HCP-31534 -1 g 06 5095 | 61133
n penyonnka 29/06/2023
. . — . Anxanonn EOO/, HCP-31134 -
51 Risperidone RISSAR Film-coated tablet 1 mg 20 Blister PVC/AI Brrapis 29/05/2023 13.06.2023 97
. . . . Anxanonn EOO/, HCP-31134 -
52 Risperidone RISSAR Film-coated tablet 2 mg 20 Blister PVC/AI Brrapis 29/05/2023 13.06.2023 | 2903
53 Simvastatin HOLLESTA Film-coated tablet 10 mg | 30 | Blister PVCITE/PVDCIAI Amcanont EOOJL, | HCP-31296 - | 5 46 5555 | 109
Brirapus 08/06/2023
54 Simvastatin Hollesta Film-coated tablet 20 mg 30 Blister PVC/TE/PVDC/AI Amcanonn EOOZ, HCP-31296 - 1 53 06.2023 | 2501
Brirapus 08/06/2023
tuberculosis, live . . Powder and solvent for ampoules (1 ampoule/10 |BYJI BUO - HII31Ib EAJI,| HCP-31298 -
% attenuated BCG vaccine, freeze-dried suspension for injection 0.05 mg (dose) 20 doses) Boarapust 08/06/2023 23.06.2023 17
Concentrate for solution . Byarepmen BE OO/, HCP-31145 -
56 Docetaxel Docetaxel Bulgermed for infusion 20 mg/ml - 4 ml 1 Vial, colourless glass class | By rapis 29/05/2023 13.06.2023 | 17009
Concentrate for solution . Byarepmen BE OO/, HCP-31145 -
57 Docetaxel Docetaxel Bulgermed for infusion 20 mg/ml - 8 ml 1 Vial, colourless glass class | By rapis 29/05/2023 13.06.2023 | 17010
.. o . ) Bopng Menucune Espona | HCP-31136 -
58 Ademetionine Ademta Gastro-resistant tablet 400 mg 20 Blister Alu-Alu/Alu EOOJI, Buarapus 29/05/2023 13.06.2023 | 28983
influenza, inactivated, HCP-31403 -
59 | split virus or surface Influvac Tetra Suspension for injection | 0.5 ml (dose) 1 pre-filled syringe with needle | Maitnan EOO/I, Boirapus 15/06/2023 30.06.2023 | 16146
antigen
. - . . Heo Bankanunka EOO/I, HCP-31286 -
60 Glimepiride Neoglim Tablet 1 mg 30 Blister PVC/AI Burapis 08/06/2023 23.06.2023 | 731
. - . . Heo bankanuka EOO/], HCP-31286 -
61 Glimepiride Neoglim Tablet 2 mg 30 Blister PVC/AI Burapis 08/06/2023 23.06.2023 | 732
. . . Heo bankanuka EOO/], HCP-31283 -
62 Nebivolol Bivolet Tablet 5 mg 30 Blister PVC/AI Burapis 08/06/2023 23.06.2023 | 2085
. . . . Heo bankanuka EOO/], HCP-31284 -
63 Metformin Neoformin Film-coated tablet 500 mg 60 Blister Burapis 08/06/2023 23.06.2023 | 2569
. . . . Heo bankanuka EOO/], HCP-31284 -
64 Metformin Neoformin Film-coated tablet 850 mg 30 Blister Burapis 08/06/2023 23.06.2023 | 2570
. . HCP-31293 -
65 Propafenone RYTMOCARD Film-coated tablet 150 mg 50 Blister PVC/AI Codapma AJl, Benrapus 08/06/2023 23.06.2023 40
. . HCP-31293 -
66 Propafenone RYTMOCARD Film-coated tablet 300 mg 30 Blister PVC/AI Codapma A/Jl, Benrapus 08/06/2023 23.06.2023 41
67 Galantamine NIVALIN Solution for injection 2,5 mg/ml -1 ml 10 Ampoule, colourless glass | Codapma AJI, Bbarapus HCP-31371 - 29.06.2023 | 2003

14/06/2023




HCP-31371 -

68 Galantamine NIVALIN Solution for injection | 5 mg/ml-1ml 10 Ampoule, colourless glass Codapma AJl, beirapust 14/06/2023 29.06.2023 | 2004
69 Galantamine NIVALIN Solution for injection | 10 mg/ml - 1 ml 10 Ampoule, colourless glass Codapma AJl, beirapust Hli/i)g /12307213 29.06.2023 | 2005
70 50"fe”ac'r:]’Tams”'°s' Urifenacin Modified-release tablet | 6 mg/0.4 mg 30 Blister PAJAUPVC/AL | Codapma AJ, Burapus Hzgi)é’ /12503213 20.06.2023 | 60299
. . Tesa ®apma EA/], HCP-31133 -
71 Propranolol Propranolol Actavis Tablet 40 mg 50 Blister Brrapis 29/05/2023 13.06.2023 | 229
. . Tesa ®apma EA/], HCP-31133 -
72 Propranolol Propranolol Actavis Tablet 20 mg 50 Blister PVC/AI Brrapis 29/05/2023 13.06.2023 | 877
L Yaiikapapma
Ramipril, . . HCP-31146 -
73 Hydrochlorothiazide Cardifriend-Co Tablet 5 mg/12.5 mg 30 Blister Al/Al BucokokadecTBeHUTE 29/05/2023 13.06.2023 | 2618

nekapctBa AJl, benrapus




