JlekapcTBeHU NPOAYKTH, 32 KOMTO CJIeJBa Ja ce nojaje 3asiBJeHUE 32 NOAbpPkaHe Ha peMMOYPCeH CTaTyC B CbOTBETCTBHE ¢ 4. 570, ai. 1 or Hapendara
npe3 M. OkromBpu 2026 r. (BpbUeHHU pelieHHUs], Bje3Jd B cuia npe3 M. 01.2024 r.)

1T

KosnnyecTBo Ha

Ne u JaTa Ha pelieHHne 3a

,Z[aTa Ha BJIM3aHE B

N Mexaynap HeNnaTeHTHO HanmenoBanue Ha Mepna OxoHuaTe/IHA OxoHuaTe/IHA TIpurexaTen Ha cuJIa Ha pemenne 3a| Hanmonanen
HOMEDP B .J'lelcapcn;eﬂa (l)opma AKTHBHOTO noaabp:KkaHe Ha came Ha HoMe
TaGmmmaTa HanmeHoBaHue /INN/ JIEKAPCTBEHHUS NPOIYKT JeKAPCTBEHO BENIeCTRO €IHHHIA ONAKOBKA ONaKOBKAa(TEKCT) pa3penieHHeTo 3a ynorpeda pevBypeen crarye p;:;}:é];l:):lgﬂ - P
vial + 1 pre-filled
Powder and solvent syringe + 1 vial Amgen Europe HCP-33311 -
1 Romiplostim Nplate for solution for 250 mcg 1 adapter + 1 needle + B.V., 26.01.2024 3204
R . 11/01/2024
injection 1 syringe + 4 alcohol| Hwunepnanmus
pads
Amicus
. . Therapeutics HCP-33319 -
2 Migalastat Galafold Capsule, hard 123 mg 14 Blister Europe Limited, 11/01/2024 26.01.2024 17174
Wpnanaust
Astellas Pharma HCP-33225 -
3 Solifenacin Vesicare Film-coated tablet 5 mg 30 Blister PVC/AI Europe B.V., 12.01.2024 3028
28/12/2023
Hunepnangus
. Astellas Pharma
S . Blister HCP-33320 -
4 Gilteritinib Xospata Film-coated tablet 40 mg 84 OPA/AIPVC/AI Europe B.V., 11/01/2024 26.01.2024 17152
Hunepnangus
Boehringer
Powder and solvent ;
. ; . . Ingelheim HCP-33163 -
5 Alteplase Actilyse ir:‘%rcii%l:;[ilgfnuz?gn 50 mg 1 Vial + vial International 21/12/2023 05.01.2024 3530
) GmbH, I'epmanus
. . Covis Pharma
6 Aclidinium bromide| Bretaris Genuair | Inhalation powder 322 mcg 1 inhaler V\."th 60 Europe B.V., HCP-33308 - 26.01.2024 3624
actuations 11/01/2024
Hunepnannus
Solution for . .
7 Clindamycin Clindamycin Kabi injection or 150 mg/ml - 4 5 Ampoule, colourless | - Fresenius Kabi HCP-33323 - 26.01.2024 1876
ml glass class | d.o.o0., XbpBatust 11/01/2024
concentrate for
. . . Fresenius Kabi
8 Metronidazole Metronld_azole Sqlutlo_n for 500 mg/100 ml - 10 Vial, colourless glass Deutschland HCP-33324 - 26.01.2024 1115
Fresenius infusion 100 mi class Il 11/01/2024
GmbH, I'epmanus
. . . . Gedeon Richter HCP-33312 -
9 Vinpocetine Cavinton Forte Tablet 10 mg 90 Blister PVC/AI Ple., Varapus 11/01/2024 26.01.2024 441
. . . . Gedeon Richter HCP-33312 -
10 Vinpocetine Cavinton Tablet 5 mg 50 Blister PVC/AI Ple., Varapus 11/01/2024 26.01.2024 828
. . . . Gedeon Richter HCP-33312 -
11 Vinpocetine Cavinton Forte Tablet 10 mg 60 Blister PVC/AI Ple., Varapus 11/01/2024 26.01.2024 1714
Hepatitis A, . . GlaxoSmithKline
12 inactivated, whole Havrix 720 Suspension for | 0.5 ml (Junior 1 Pre-filled syringe | Biologicals S.A., HEP-33299 -\ 56 01,2024 1925
. injection monodose) 11/01/2024
VIrus benrus
L. . . . blister H. Lundbeck A/S, | HCP-33347 -
13 Vortioxetine Brintellix Film-coated tablet 10 mg 28 (PVC/PVDC/AIL) Tasms 11/01/2024 26.01.2024 15892




L . . . blister H. Lundbeck A/S, | HCP-33347 -
14 Vortioxetine Brintellix Film-coated tablet 5 mg 28 (PVC/PVDC/AIL) Tasms 11/01/2024 26.01.2024 15893
Laboratoires Juvisé HCP-33242 -
15 Bicalutamide Casodex Film-coated tablet 50 mg 28 Blister PVC/AI Pharmaceuticals, 12.01.2024 2768
28/12/2023
Dpanuust
. . . Lundbeck Export | HCP-33322 -
16 Sertindole Serdolect Film-coated tablet 4 mg 30 Blister PVC/AI AJS, s 11/01/2024 26.01.2024 3572
. . . Lundbeck Export | HCP-33322 -
17 Sertindole Serdolect Film-coated tablet 16 mg 28 Blister PVC/AI AJS. Jlanns 11/01/2024 26.01.2024 3788
. . . . Medochemie Ltd., | HCP-33152 -
18 Metformin Brotmin Film-coated tablet 1000 mg 30 Blister Al/PVC Kurrop 21/12/2023 05.01.2024 32047
Merz HCP-33240 -
19 Amantadine PK-MERZ Film-coated tablet 100 mg 90 Blister PVC/AI Pharmaceuticals 12.01.2024 2060
28/12/2023
GmbH, I'epmanus
. Powder for solution Vial, colourless glass| MITEM Pharma, HCP-33315 -
20 Deferoxamine Desferal for injection 500 mg 10 class | Dpans 11/01/2024 26.01.2024 2774
60 mg/ml - 250 Bottle, brown glass + Novartis HCP-33317 -
21 Oxcarbazepine Trileptal Oral suspension g 1 ' g Europharm 26.01.2024 1829
mi cap PE + syringe L 11/01/2024
Limited,
. Novartis
_ : : Blister HCP-33317 -
22 Oxcarbazepine Trileptal Film-coated tablet 300 mg 50 PVC/PVDC/AI Europ_harm 11/01/2024 26.01.2024 3599
Limited,
. Novartis
. . . Blister HCP-33317 -
23 Oxcarbazepine Trileptal Film-coated tablet 600 mg 50 PVC/PVDC/AI Europ_harm 11/01/2024 26.01.2024 3691
Limited,
. Novartis
. Blister HCP-33316 -
24 Letrozole Femara Film-coated tablet 25 mg 30 P\V/C/PE/PVDC/AI Europharm 11/01/2024 26.01.2024 2856
Limited,
vial Powder + 1 vial
Coagulation factor Powder and solvent 500 1U solvent (5 ml 0,1
25 VIII, Factor von Wilate 500 for solution for | FVIII/500 1U 1 equipment pack with Octapharma (IP) | HCP-33221 -\ y) 41 5004 | 3418
. . . . SPRL, Benrus 28/12/2023
Willebrand injection VWF the medical devices,
2 alcohol swabs)
Powder for solution QILU PHARMA HCP-33154 -
26 Meropenem Meropenem Qilu for 1 g 10 Vial, glass + stopper SPAIN S.L., 05.01.2024 61614
T 21/12/2023
injection/infusion Wcnanus
Solution for S.C.Rompharm
Dexketoprofen s HCP-33345 -
27 Dexketoprofen Rompharm injection or 50 mg/2 ml 5 Ampoule, glass Company S.R.L., 11/01/2024 26.01.2024 3334
concentrate for PymbHES
. S.C.Rompharm
Sugammadex Solution for 100 mg/ml - 2 . HCP-33301 -
28 Sugammadex Rompharm injection ml 10 Vial Company S.R.L., 11/01/2024 26.01.2024 27513
PymbHUS
. Powder for S.C.Rompharm
. Voriconazole . HCP-33303 -
29 Voriconazole Rompharm concentrate for 200 mg 1 Vial glass class | | Company S.R.L., 11/01/2024 26.01.2024 27734

solution for infusion

PymbHUS




S.C.Rompharm

. . Tigecycline Powder for solution . HCP-33302 -
30 Tigecycline Rompharm for infusion 50 mg 10 Vial, glass + stopper | Company S.R.L., 11/01/2024 26.01.2024 57653
PymbHUS
. . Powder for S.C.Rompharm
. . Micafungin . HCP-333009 -
31 Micafungin Rompharm co.ncentra.te for. 100 mg 1 Vial, glass + stopper | Company S.R.L., 11/01/2024 26.01.2024 58669
solution for infusion PymbHUS
. . S.C.Rompharm
Omeprazole Powder for solution Vial, transparent HCP-33310 -
32 Omeprazole Rompharm for infusion 40 Mg 1 glass class | Company S.R.L., 11/01/2024 26.01.2024 60260
PymbHUS
Pemetrexed Concentrate for 25 mg/ml - 20 . Sandoz d.d., HCP-33155 -
33 Pemetrexed Sandoz solution for infusion ml . Vial, glass + stopper CrioBeHust 21/12/2023 05.01.2024 17199
Pemetrexed Concentrate for 25 mg/ml - 40 . Sandoz d.d., HCP-33155 -
34 Pemetrexed Sandoz solution for infusion ml ! Vial, glass + stopper CrioBeHust 21/12/2023 05.01.2024 17200
Fulvestrant Solution for pre-filled syringes + Sandoz d.d., HCP-33159 -
35 Fulvestrant Sandoz injection in pre- 250 mg/S ml 2 2 safety needles CrioBeHust 21/12/2023 05.01.2024 17202
Sanofi Winthrop HCP-33307 -
36 Amiodarone Cordarone Tablet 200 mg 30 Blister PVC/AI Industrie, 26.01.2024 2372
11/01/2024
Dparnmst
Sanofi-Aventis HCP-33306 -
37 Leflunomide Arava Film-coated tablet 20 mg 30 bottle (HDPE) Deutschland 26.01.2024 3756
11/01/2024
GmbH, I'epmanus
vial + 1 pre-filled
syringe + 1 plunger
rod + 1 vial adapter .
. Powder and solvent L Swedish Orphan
gg | Coagulationfactor |y for solution for 250 U 1 tlinfusionset+2 | "o iimag | HCP-33241- 105 01 o004 | 15904
IX iniection swabs + 2 plasters + (publ), IIsermus 28/12/2023
I 1 gauze (Powder: publ), H
vial (glass) Solvent:
pre-filled syringe
vial + 1 pre-filled
syringe + 1 plunger
rod + 1 vial adapter .
. Powder and solvent A Swedish Orphan
g9 | Coagulationfactor |, for solution for 500 U 1 tlinfusionset+ 2\ "o irimag | HCP-33241- 105 01 o004 | 15905
IX iniection swabs + 2 plasters + (publ), IIserms 28/12/2023
I 1 gauze (Powder: publ), H
vial (glass) Solvent:
pre-filled syringe
vial + 1 pre-filled
syringe + 1 plunger
rod + 1 vial adapter .
. Powder and solvent L Swedish Orphan
Coagulation factor . - + 1 infusion set + 2 L HCP-33241 -
40 IX Alprolix for solution for 1000 U 1 swabs + 2 plasters + Biovitrum AB 28/12/2023 12.01.2024 15906

injection

1 gauze (Powder:
vial (glass) Solvent:
pre-filled syringe

(publ), lIBeuus




Coagulation factor

Powder and solvent

vial + 1 pre-filled

syringe + 1 plunger
rod + 1 vial adapter
+ 1 infusion set + 2

Swedish Orphan

HCP-33241 -

41 IX Alprolix foris;]q:alittlicgrr\]for 2000 IU 1 swabs + 2 plasters + (Blg\ll)ltr]_Lljln; AE}I 28/12/2023 12.01.2024 15907
) 1 gauze (Powder: pubh), et
vial (glass) Solvent:
pre-filled syringe
vial + 1 pre-filled
syringe + 1 plunger
rod + 1 vial adapter .
. Powder and solvent . . Swedish Orphan
ap | Codguiationfactor | o for solution for 3000 U 1 *linfusionset+ 24 "o iimag | HCP-33241- 000 610004 | 15908
IX iniection swabs + 2 plasters + (publ), ITsems 28/12/2023
) 1 gauze (Powder: publ), Lupen
vial (glass) Solvent:
pre-filled syringe
Rosuvastatin, . Blister TevaB.V.,, HCP-33161 -
43 Amlodipine Tintaros AM Capsule, hard 10 mg/5 mg 30 PA/AIPVC/AI Hinepran s 21/12/2023 05.01.2024 17193
Rosuvastatin, . . TevaB.V.,, HCP-33161 -
44 Amlodipine Tintaros AM Capsule, hard 20 mg/5 mg 30 Blister PVC/AI/PA Hinepran s 21/12/2023 05.01.2024 17194
50 .
45 Latanoprost, Xalacom | Eye drops, solution | micrograms/ml 1 Bottle PE + dropper | - Upjohn EESV, | HCP-33298 - | 6 g 504 | 5538
Timolol applicator Hunepnanus 11/01/2024
+5mg/ml-2.5
Zaklady
Telmisartan, Blister Farmaceutyczne HCP-33296 -
46 Amlodipine Raventon Tablet 80 mg/5 mg 28 OPA/AIPVC/AI | POLPHARMA | 11/01/2024 | 26:01:2024 | 17154
S.A., ITomma
Zaklady
Telmisartan, Blister Farmaceutyczne HCP-33296 -
4 Amlodipine Raventon Tablet 80 mg/10 mg 28 OPA/AIPVC/AI | POLPHARMA | 11/01/2024 | 26:01:2024 1 17155
S.A., ITonma
- . . . Zentiva k.s., HCP-33314 -
48 Pentoxifylline Agapurin Film-coated tablet 100 mg 60 Vial Yemka penybmka 11/01/2024 26.01.2024 2491
- . Prolonged-release Blister Zentiva k.s., HCP-33314 -
49 Pentoxifylline Agapurin SR tablet 600 mg 20 PVC/PVDC/AI | Yemka penyomixa 11/01/2024 26.01.2024 2645
- . Prolonged-release Blister Zentiva k.s., HCP-33314 -
50 Pentoxifylline Agapurin SR tablet 400 mg 60 PVC/PVDC/AI | Yemka penyomixa 11/01/2024 26.01.2024 2671
- . Prolonged-release Blister Zentiva k.s. HCP-33314 -
1 ' .01.
S Pentoxifylline Agapurin SR tablet 400 Mg 20 PVC/PVDC/Al |UYenika penyGivka 11/01/2024 26.01.2024 2827
. Glucose 5%+ .
gp | Glucose,sodium | oo chiorige | Solution for 1000 mi 12 Viaflo Bag plastic | PA<CTeP brarapus | HCP-33300- 1 o0 0y 5004 | 33409
chloride infusion EOO/, bparapus 11/01/2024
0.9% Baxter
. . Sodium Chloride Solution for . bakcrep benrapus| HCP-33304 -
0f -
53 Sodium chloride BAXTER infusion 0.9% - 1000 ml 12 Bag plastic EOOJL. Birapis 11/01/2024 26.01.2024 34693
Solution for 148 (pH 7.4) - s bakcrep bearapus| HCP-33305 -
54 Electrolytes Plasma-Lyte infusion 1000 m 12 Bag plastic Viaflo EOOJL. Birapis 11/01/2024 26.01.2024 39177




55 Verapamil Isoptin SR Pro'ontgf)?;e'ease 240 mg 50 Blister PVC/PVDC B”agf::aizoﬂ’ HS;; /3230222 26.01.2024 | 452

56 Verapamil Isoptin SR Pro'ontgf)?;e'ease 120 mg 20 oy C?F',i\s/tgc Al B”agf::aizoﬂ’ HS;; /3230222 26.01.2024 | 1279
57 Verapamil Isoptin SR Pro'ontgf)?;e'ease 240 mg 20 Blister PVC/PVDC B”agf::aizoﬂ’ HS;; /3230222 26.01.2024 | 3668
58 Bisoprolol Bisolen Film-coated tablet 5 mg 30 Al /P\B/Iics/ts(/D c Tﬁ?}ngrg;: 112(5123/3210522 05.01.2024 2206
59 Bisoprolol Bisolen Film-coated tablet 10 mg 30 N /P\B/'(i:s/ts(m c Tﬁ?ﬁfngg Hz(if)l;’ /32105273 05.01.2024 | 2207
R I el e 5| v | O | e e | e
o | o | oo [ 0 | w0 | 5 st [ | "ot | s | e
62 Piracetam Pyramem | Film-coated tablet 800 mg 90 Blister PVC/A TeBanifa“;;EAH’ Hl(ii')i /323012%1 26.01.2024 | 3158
63 Indapamide Indicon SR Pro'ontgi?;e'ease 15 mg 30 Blister PVC/A q’a%ﬁi';‘;;‘; ;‘H’ Hz(i})l;’ /32105263 05.01.2024 | 15896
6 |, d:gﬁf}ﬁgﬂm 4| irbecon-Co | Film-coated tablet | 150 mg/12,5 mg 28 Ve /PBE';:t\e/rD Al q’a%“g’;zg; j‘ﬂ’ Hz(i})l;’ /32106203' 05.01.2024 | 17189




