2| PEIIYBJIMKA BBJITAPUSA

MUHHCTEPCTBO Ha 3/IpaBeoONa3BaHETO

F| MUHHCTBD Ha 3/IpaBeONa3BaHETO

3ANOBE ]I

24.6.2025r.

X PA-01-291/24.06.2025 .

Signed by: IVO TSVETANOV MANCHEV

Ha ocnoBanue wi. 25, an. 4 ot 3akoHa 3a aAMUHUCTpaUATa, Wi. 266a, an. 2 ot 3aKkoHa 3a
JICKapCTBEHHUTE MPOJAYKTH B XyMaHHaTa MeAuluHa, wi. 16, an. 4 or Hapenba Ne 10 ot 2011 1. 32
YCIIOBHSTA M pefa 3a JeUueHHe C Hepa3penieHn 3a ynorpeda B Penybnuka beirapus nexapctBeHu
IPOAYKTH, JIEKApCTBEHU MPOAYKTH, IPUIaraHu U3BbH YCIOBHUATA HA pa3pelIeHUeTo 3a yrnorpeda u
JIEKapCTBEHM MPOAYKTH 3a ChCTpaJaTelIHa ynoTpeda, KaKTo U 3a YCIOBHATA U pe/ia 3a BKIIIOYBAHE,
IIPOMEHH, U3KJIIOYBAHE U JOCTaBKA Ha JIEKAPCTBEHU MPOAYKTH OT CIMCHKA IO wil. 266a, ai. 2 ot

3akoHa 3a JICKAPCTBCHUTC MPOAYKTHU B XyMaHHAaTa MCAULIMHA

HAPE XK JIAM:

|. YTBBpKIIaBaM CNHCHK Ha JIEKAPCTBEHHUTE MPOAYKTH MO wi. 266a, an. 2 oT 3akoHa 3a
JICKapCTBCHHUTE MPOIYKTH B XyMaHHATA MEIUIIMHA, ChIIACHO [IprioxeHuero.

I1. Ormensm 3anosen Ne PJ1-01-387/24.06.2024 r., u3MeHEHa U JOITBIHEHA ChC 3amoBe Ne
PJ1-01-532/15.07.2024 1., 3amoBen Ne PJ/[-01-539/22.07.2024 1., 3amoBex Ne PJI- PJI-01-
601/16.08.2024 r., 3anoex Ne P/[-01-605/20.08.2024 r., 3anoex Ne PJ[-01-620/30.08.2024 r.,
3anoBen Ne PJ1-01-643/17.09.2024 r., 3anoBen Ne PJ1-01-653/24.09.2024 r., 3anmoBen Ne PJ1-01-
689/09.10.2024 r., 3amoBex Ne PJ1-01-725/25.10.2024 r., 3amoBen P/1-01-766/18.11.2024 r.,
3amoBen PJ1-01-787/28.11.2024 r., 3amoex Ne PJ1-01-829/03.12.2024 r., 3anoeny Ne PJI-01-
884/19.12.2024 r., 3amoBen Ne PJ1-01-915/30.12.2024 r., 3amoBen Ne PJ[-01-1/02.01.2025 r.,
3amoBen Ne PJ1-01-12/10.01.2025 r., 3amoBex Ne PJ1-01-46/03.02.2025 r., 3amosex Ne PJI-01-
49/07.02.2025 r., 3amoBex Ne PJ1-01-86/25.02.2025 r., 3amoBex Ne PJ1-01-99/05.03.2025 .,
3amoBen Ne PJ1-01-102/06.03.2025 r., 3anmoex Ne PJ[-01-116/14.03.2025 r., 3amosex Ne PJ1-01-
141/04.04.2025 r., 3amoBex Ne PJ/1-01-171/28.04.2025 r., 3anosex Ne P/1-01-200/16.05.2025 r. u
3amoBex Ne P/1-01-208/19.05.2025 r.

I11. HacrosimaTa 3amoBen 1a ce myOIrKyBa Ha HHTEPHET CTpaHMUIaTa Ha MUHUCTEPCTBOTO

Ha 31IpaBCOITIa3BaAHECTO.



24.6.2025 .

X Cunsu Kvpunos

[ou. a-p Cunen Kupunos, am
MWHWUCTBP Ha 34paBeona3BaHeTo
Signed by: Silvi Kirilov Petrov

[Mpunioxenne
CIIMCBK
HA JIEKAPCTBEHUTE MPOAYKTH MO Wi. 2662, ai. 2 o 3akoHa 3a JieKaAPCTBEHUTE NMPOAYKTH B XyMaHHATa
MeAUIHA
Ne Kox no MexayHapoaHo JlekapcTBeHa 3adoJisiBaHe MO JonmbaHuTeHa
aHATOMO- HeNaTEeHTHO ¢opma n MeKIyHapoaeH uHpopmanus
TepaneBTu4 HaAauUMECHOBaHME, KOJIMYECTBO KO Ha
HO- KBM KO0€TO AKTUBHO 3200JI9BaHUSATA
XUMHUYIHATA NMPpUHAMJIECKA BeIIECCTBO
KJIacu(puKan NMPOAYKTHT
us
1 LO4AA24 Abatacept 250 mg powder MO05.0; MO05.1;
for  concentrate MO05.3;
for solution for MO05.8;M08.30
infusion
2 CO01EAO01 Alprostadil 20 micrograms Q25.1, Q25.5,
powder for Q20.3
solution for
infusion
3 NO7XX05 Amifampridine 10 mg tablets G73.1
4 LO4ACO03 Anakinra 100 mg/0.67 ml U07.1;M08.2,
solution for M35.8; MO05.0;
injection in pre- MO05.1; MO05.3;
filled syringe MO05.8;
5 LO1XX27 Arsenic trioxide 1 mg/ml C924
concentrate  for
solution for
infusion - 10 ml;
2 mg/ml
concentrate  for
solution for
infusion - 6 ml
6 PO1BF05 Artenimol and 320 mg/40 mg B50.0; B50.8;
Piperaquine film-coated B50.9
tablets
7 PO1BEO3 Artesunate 110 mg powder B50.0; B50.8;
and solvent for B50.9; B51.8 ;
solution for B53.1

injection




8 LO1XX02 Asparaginase 10 000 U CwbritacHo PY
powder for
concentrate  for
solution for
infusion;
10 mg/0.5 ml
solution for
injection/infusio
n
9 JO1DFO1 Aztreonam 75 mg powder E84.0
and solvent for
nebuliser
solution
10 JO1DF51 Aztreonam and beta- 15 9/05 g CorinacHo PY
lactamase inhibitor powder for
concentrate  for
solution for
infusion
11 A16AA06 Betaine 1 g oral powder E72.1
12 DO03AX13 Betulae cortex 9.4 g gel Q81.1,Q81.2
23.4 g gel
13 MO5BX05 Burosumab 10 mg solution E83.3
for injection - 1
ml; 20 mg
solution for
injection - 1 ml;
30 mg solution
for injection - 1
ml
14 LO1ABO1 Busulfan 6 mg/ml C90, C81, C82,
concentrate  for C83, (€85, C91,
solution for C92, D46,
infusion - 10 ml D47;D061.0, D61,
D61.0, D61.1,
D61.2, D61.3
15 B06ACO1 C1- inhibitor, plasma 3000 1U powder D84.1
derived and solvent for
solution for
injection
2000 1U powder
and solvent for
solution for
injection
16 LO1EXO7 Cabozantinib 60 mg film- C64, C22.0,C73

coated tablets




17 N06BC01 Caffeine 20 mg/ml P28.3; P28.4,
solution for P22.9
infusion and oral
solution - 3 ml;
20 mg/ml
solution for
infusion and oral
solution - 1 ml;
10 mg/ml
solution for
infusion - 1ml
18 LO4AC08 Canakinumab 150 mg powder CorinacHo PY
for solution for
injection
19 NO3AX24 Cannabidiol 100 mg/ml oral G40.4; G40.8,
solution 100 ml G40.6, Q85.1
20 B01AX07 Caplacizumab 10 mg powder M31.1
and solvent for
solution for
injection
21 A16AA05 Carglumic acid 200 mg E71.0, E71.1,
dispersible E72.2
tablets
22 LO01ADO1 Carmustine 100 mg powder C71.0, C71.1,
and solvent for C71.2, C71.3,
concentrate  for C71.4,
solution for C71.5,C71.6,
infusion C71.7, C71.8,
C71.9, C43.0,
C43.1, C43.2,
C43.3, C43.4,
C43.5, C43.6,
C43.7, C43.8,
C43.9,  C79.3,
C79.4, C15-C20
23 Jo6BDO7 Casirivimab/Imdevi 300 mg + 300 mg uo7.1
mab solution for
injection/infusio
n -
25 ml (120
mg/mh+2,5 ml
(120 mg/ml)
24 JO2AX04 Caspofungin 50 mg powder CoriacHo PY

for concentrate
for solution for
infusion; 70 mg

powder for
concentrate  for
solution for

infusion




25 Jo1Dl104 Cefiderocol 1 g powder for G00.8
concentrate  for
solution for
infusion
26 S01XA24 Cenegermin 20 H16.0, H16.1, Camo 3a jeueHue
micrograms/ml H16.2 Ha
eye drops, HEBPOTPOPHICH
solution — 1 ml keparut. Jla 6be
H3II0JI3BAaH, KOTraTo
ca N34epIaHu
Jpyrure
BB3MOXKXHOCTH 3a
TCPANCBTUIHO U
XUPYPTUYHO
IIOBJIUSABAHEC.
27 AO05AA01 Chenodeoxycholic 250 mg hard E75.5
acid capsules
28 B02BD07 Coagulation  factor 250 1U powder D68.2
X1 and solvent for
solution for
injection/infusio
n
29 LO1AA01 Cyclophosphamide 50 mg coated CorimacHo PY
tablets
30 MO3CA01 Dantrolene 120 mg powder T88.3
for solution for
injection
31 Decitabine 50 mg powder C92.0
L01BCO08 for concentrate
for solution for
infusion
32 B01AX01 Defibrotide 80 mg/ml C90, Cs81, C82,
concentrate  for C83, C85, (C91,
solution for C92, D46, D47,
infusion - 2,5 ml D61; 794.8
33 NO1ABO7 Desflurane 100% inhalation Cwraacuo PY
vapour, liquid -
240 ml
34 LO1FX06 Dinutuximab beta 4,5 mg/ml or C76.0 no
concentrate  for C76.8
solution for
infusion - 4,5 ml
35 Doxorubicin 2 mg/ml C90, Cs81, Cs82,
L01DBO0O1 concentrate  for C83, C85, C91;
solution for C56, C50.0,
infusion- 10 ml; C50.1, C50.2,
2 mg/ml C50.3, €504,

concentrate  for

C50.5,  C50.6,
C50.8, C50.9,




solution for
infusion- 25 ml

C46.0, C46.1,
C46.2, C46.3,
C46.7, C46.8,
C46.9

36 A16AB26 Eladocagene 2.8 x 10" vg/0.5 E70.8
exuparvovec ml solution for
infusion - 0.5 mi
37 B05XA31 Electrolytes in concentrate  for K90.8, K90.9,
combination  with solution for K91.2, K91.8,
other drugs infusion 10 ml p78.3
38 Elotuzumab 300 mg powder C90.0
LO1FX08 for  concentrate
for solution for
infusion ; 400 mg
powder for
concentrate  for
solution for
infusion
39 JO5AF10 Entecavir 0.05 mg/ml oral B18; K 74.6
solution - 210 ml
40 B05BA02 Fat emulsions emulsion for E40 - E46, E50 -
infusion -100 ml E64
41 NO3AX26 Fenfluramine 2.2 mg/ml oral G40.4, G40.8
solution -60 ml; G40.6,
120 ml; 250 ml;
360 ml
42 NO1AHO1 Fentanyl 50 Crrimacuo PY
micrograms/ml
solution for
injection - 2 ml
43 A07AAL2 Fidaxomicin 200 mg film- A04.7
coated tablets
44 NO3AX27 Ganaxolone 50 mg/mL oral G40.6, G40.4
suspension - 110
mi
45 JO5AB06 Ganciclovir 500 mg powder B25, P35.1

for concentrate
for solution for
infusion




46

LO1BCO5

Gemcitabine

100 mg/ml
concentrate  for
solution for
infusion -10 ml

Cerimacuo PY

47

VO3AF09

Glucarpidase

1 000 units
powder for
solution for
injection

Cwraacuo PY

48

A16AX09

Glycerol
phenylbutyrate

1.1 g/ml oral
liquid - 25 mi

E71.0, E71.1,
E72.2

49

C02AC02

Guanfacine

1 mg prolonged-
release  tablets;
2 mg prolonged-
release  tablets;
3 mg prolonged-
release  tablets;
4 mg prolonged-
release tablets

F90.0; F90.1;

50

HO02AB09

Hydrocortisone

5 mg modified-
release hard
capsules; 10 mg
modified
-release hard
capsules

E25.0, E25.8,
E27.1,E27.2

51

HO02AB09

Hydrocortisone

100 mg powder
for solution for
injection/infusio
n

E23.0; E25.0;
E25.8; E27.1;
E27.2, E27.3,
E27.4, E31.0,
E89.3

52

HO02AB09

Hydrocortisone

5 mg modified-
release tablet
20 mg Modified-
release tablet

E25.0, E25.8,
E27.1, E27.2,
E27.3,E27.4,E31

53

NO06BX13

Idebenone

150 mg film-
coated tablets

H47.2

54

JO6BAO02;

Immunoglobulins,
normal human, for
intravascular adm.

100 mg/ml
solution for
infusion - 10 ml,
25 ml, 100 ml,
200 ml,300 ml,
400 ml;
50 mg/ml
solution for
infusion - 10
ml,20 ml, 50 ml,
100 ml, 200 ml,
400 ml, 500 ml

CsriacHo PY




55

JO6BAO1

Immunoglobulins,
normal human, for
extravascular adm.

200 mg/ml
solution for
injection - 5 ml;
100 mg/ml
Solution for
infusion- 25 ml,
50 ml, 100 ml,
200 ml, 300 ml

Cerimacuo PY

56

BO6AC05

Lanadelumab

150 mg solution
for injection in
pre-filled syringe
1ml

D84.1

57

LO1EX12

Larotrectinib

20 mg/ml oral
solution 100 ml

Ceritacuo PY

58

LO4AX04

Lenalidomide

2.5 mg capsules,
hard;
7,5 mg capsules,
hard

C90.0

59

JOSAX18

Letermovir

480 mg
concentrate  for
solution for
infusion 24 ml

Cewraacuo PY

60

NO3AX14

Levetiracetam

100 mg/ml
concentrate  for
solution for
infusion 5 ml

G40.6, G41.0,
G41.1,G41.2,
G41.8, G41.9

61

NO5BAO06

Lorazepam

4 mg/ml solution
for injection - 1
mi

G40.6, G41.0,
G41.1,G41.2,
G41.8,
G41.9;T42.4

62

V10X

Lutetium  (177Lu)
chloride

40 GBg/mL
radiopharmaceuti
cal

precursor,
solution - 2 ml; 3
ml; 10 ml

C61; C00-C97

63

B0O5BCO1

Mannitol

15% solution for
infusion - 500 ml

Cwraacuo PY




64 A05AX04 Maralixibat chloride 9.5 mg/ml oral Q44.7
solution 30 mi
65 LO1AAO03 Melphalan 200 mg powder C90, C81, C82,
and solvent for C83, C85, (€91,
concentrate  for C92, D46, D47,
solution for D61; C56, C50,
infusion; Z94.9
50 mg powder
and solvent for
concentrate  for
solution for
infusion
66 L01BB02 Mercaptopurine 20 mg/ml oral C91.0
suspension -100
ml
67 JO1DH52 Meropenem and 1 g/1 g powder N 10, N11.0,
vaborbactam for concentrate N11.8, N11.9,
for solution for N13.6, N15.1
infusion N16.0; N39.0;
J10-J18; J20-J22;
68 V0O3AB17 Methylthioninium T65.5
chloride 5 mg/ml solution
for injection-10
mi
5 mg/ml solution
for injection-2 ml
69 Al6AA07 Metreleptin 3 mg powder for E88.1
solution for
injection;
5.8 mg powder
for solution for
injection;
11.3 mg powder
for solution for
injection
70 NO5CDO08 Midazolam T42.4
1 mg/ml solution
for
injection/infusio
n-10 ml
71 LO3AX15 Mifamurtide 4 mg powder for C40.0-C40.9,
concentrate  for C41.0-C41.9,

dispersion  for
infusion




72 LO1DCO03 Mitomycin 20 mg powder for C16.0, Cle.1,
solution for Cl6.2, Cl16.3,
injection/infusio Cl6.4, Cl6.5,
n or intravesical Cl6.6, Cl6.8,
use ; Cl16.9, C50.0,
10 mg powder for C50.1,
solution for C50.2,C50.3,
injection/infusio C50.4,C50.5,

n or intravesical C50.6, C50.8,

use C50.9, C34.0,
C34.1, C34.2,
C34.3, C34.8,
C34.9, C25.0,
C25.1, C25.2,
C25.3, C25.4,
C25.7, C25.8,
C259 , C67.0,
C67.1, C67.2,
C67.3, C67.4,
C67.5, C67.6,
C67.7, C67.8,
C67.9, C21

73 LO4AAQ6 Mycophenolic acid 500 mg powder 794.0, T86.1,
for Z94.4,T7T86.4
concentrate  for
solution for
infusion

74 LO4AA06 Mycophenolic acid 1 g/5 ml powder Z94.0, T86.1,
for oral Z94.4, T86.4,
suspension Z94.1,T86.2

75 V03AB15 Naloxone 0.4 mg/ml T40.0, T40.1,
solution for T40.2,
injection/infusio T40.3,T40.4.;Y
n-1mil 50.1

76 A16AX04 Nitisinone 4 mg/ml oral E70.2
suspension - 90
mi

77 JO1XEO1 Nitrofurantoin 100 mg hard N10, N15.8,
capsule Q62.0, Q62.2,

Q62.7; N11.0,
N11.1, N11.8,
N11.9

78 C01CA03 Norepinephrine Csriacuo PY
1 mg/ml
concentrate  for
solution for
infusion 1 ml; 5
ml; 10 ml

79 A05AX05 Odevixibat 200 micrograms K83.8; Q44.7

hard  capsules;
400 micrograms
hard  capsules;
600 micrograms
hard  capsules;
1 200
micrograms hard
capsules




80 NO5AH03 Olanzapine 10 mg powder for F20
solution for
injection
81 Al6AB25 Olipudase alfa 4 mg powder for E75.2
concentrate  for
solution for
infusion;
20 mg powder for
concentrate  for
solution for
infusion
82 NO7XX25 Omaveloxolone 50 mg hard G111
capsules
83 MO09AX09 Onasemnogene 2x10  vector G12.0,G12.1
abeparvovec genomes/ml
solution for
infusion 5.5 ml +
8.3 ml
2x101 vector
genomes/ml
solution for
infusion 8.3 ml
84 NO7XX11 Pitolisant 45 mg film- G47.4
coated  tablets;
18 mg film-
coated tablets
85 LO4AX06 Pomalidomide 1 mg hard C90.0
capsules;
2 mg hard
capsules;
3 mg hard
capsules
86 JO2AC04 Posaconazole 300 mg CobritacHo PY
concentrate  for
solution for
infusion 16,7 ml;
100 mg gastro-
resistant tablets;
40 mg/ml oral
suspension 105
ml
87 A12BA30 Potassium (different 8 mEq N 25.0,N25.1, N
salts in combination) prolonged- 25.8, N
release granules; 25.9,N15.8
24 mEq
prolonged-
release granules
88 Raltegravir 100 mg granules B20-B24
JO5AJ01 for oral
suspension;

25 mg chewable
tablets;
100 mg chewable
tablets




89 V03AF07 Rasburicase 15 mg/ml CwbritacHo PY
powder and
solvent for
concentrate  for
solution for
infusion
90 Ravulizumab 300 mg/3 ml D59.3, D59.5
L04AJ02 concentrate  for
solution for
infusion
300 mg/30 ml
concentrate  for
solution for
infusion
91 JO6BD06 Regdanvimab 60 mg/ml uo07.1
concentrate  for
solution for
infusion 16 ml
92 NO5AX08 Risperidone 75 mg powder F20
and solvent for
prolonged-
release
suspension  for
injection
93 Rivaroxaban 1 mg/ml granules 182.8; 126; 148;Z
BO1AFO1 for oral 95.2;
suspension 2,625
0;525¢g
94 MO3AC09 Rocuronium 10 mg/ml Csraacao PY
bromide solution for
injection/infusio
n 10 mi
95 NO3AF03 Rufinamide 100 mg film- G40,6, G40.4
coated  tablets;
200 mg film-
coated  tablets;
400 mg film-
coated tablets
96 Al6AB14 Sebelipase alfa 2 mg/ml E75.5
concentrate  for
solution for
infusion 10 ml
97 LO4AC10 Secukinumab Cosentyx 75 mg L40.0;
solution for MO08.30,M08.41,
injection in pre- M08.42 ,M08.43,
filled syringe 0,5 M08.44, MO08.45
ml ,M08.46, M08.47,
MO08.48, M08.18
98 LO1EEO4; Selumetinib 10 mg hard Q85.0
capsules;
25 mg hard
capsules
99 LO4AC11; Siltuximab 100 mg powder D47

for concentrate
for solution for
infusion;

400 mg powder
for concentrate




for solution for
infusion

infusion

10 NO7XX04 Sodium oxybate 500 mg/ml oral G47.4;
0 solution 180 ml
10 H01CBO1 Somatostatin 3 mg powder for K 25.0, K 26.0, K
1 solution for 28.0, K 29.0, K
injection or 91.8,K91.9
infusion
10 NO3AX17 Stiripentol 250 mg hard G40.6,
2 capsules; G40.4;G40.8
250 mg powder
for oral
suspension in
sachet
10 V03AB35 Sugammadex Csraacao PY
3 100 mg/ml
solution for
injection - 5 ml
10 LO4ADO02 Tacrolimus 5 mg/ml Z94.0, T86.1,
4 concentrate Z94.4, T86.4,
for solution for Z94.1,T86.2;
infusion - 1ml
10 A16AX08 Teduglutide 1.25 mg powder K90.9 ,
5 and solvent for K91.2,K91.8
solution for
injection
10 L04AX02 Thalidomide 50 mg hard C90.0
6 capsules;
100 mg coated
tablets
10 LO1ACO1 Thiotepa 15 mg powder Cwraacuo PY
7 for concentrate
for solution for
infusion; 100 mg
powder for
concentrate  for
solution for
infusion
10 LO1FF13 Toripalimab 240 mg Cl1
8 concentrate  for
solution for




10 LO1AB02 Treosulfan 5 g powder C90, C81, C82,
9 for solution for C83, €85, (91,
infusion C92, D46, D47,
D61
11 LO2AEO04 Triptorelin E22.8
0
11,25 mg powder
and solvent for
prolonged-
release
suspension  for
injection
11 SO01FAQ06 Tropicamide 5 mg/ml eye HO0O - H59
1 drops
solution-10 ml
11 HO2AB18 Vamorolone 40 mg/ml oral G71.0
2 suspension
11 NO3AG04 Vigabatrin 500 mg soluble G40.4, G40.6
3 tablets
11 VO07AB Water for injections solvent for Csraacao PY
4 parenteral use —
500 ml;
solvent for
parenteral use -
10 ml
11 A16AX05 Zinc acetate 50 mg hard E83
5 capsules




