PEIIYBJIUKA B'bJII'APUS
MUHHCTEPCTBO Ha 3/IpaBeoONa3BaHETO

MUHHCTBp Ha 3[[paBEOIa3BaHETO

3ANOBE ]I

24.6.2026 r.

X PA-01-427/24.06.2026

Signed by: IVO TSVETANOV MANCHEV

Ha ocnoBanue wi. 25, ain. 4 ot 3akoHa 3a aAMUHUCTpaUATa, Wi. 266a, an. 2 ot 3aKkoHa 3a
JIEKApCTBEHHUTE MPOAYKTH B XyMaHHaTa MeAuIuHa, 4wi. 16, ai. 4 or Hapen6a Ne 10 ot 2011 1. 3a
YCIIOBUSATA M PeJia 3a JICUCHUE ¢ HepaspelnieHn 3a ynorpeda B PenmyOnmka beiarapust nekapcTBeHu
MIPOYKTH, JICKAPCTBEHU MPOIYKTH, IPHJIATAHH U3BBH YCIIOBUATA HA PA3pEIICHUETO 3a yIoTpeda u
JIEKapCTBEHH MPOJIYKTH 32 ChCTpaJaTeIHa ynorpeda, KakTo U 3a YCIOBUATA U pefia 3a BKIIOUBAHE,
MIPOMEHH, U3KJII0YBAHE U JOCTaBKa Ha JIEKAPCTBEHU MPOAYKTH OT CHHCHKA MO wWi. 266a, an. 2 ot

3akoHa 3a JICKAPCTBCHUTC MPOAYKTHU B XyMaHHAaTa MCAULIMHA

HAPEXIAM:

|. YTBBpKIIaBaM CNHCHK Ha JIEKAPCTBEHHUTE MPOAYKTU MO wi. 266a, an. 2 oT 3akoHa 3a
JIEKapCTBEHHUTE MPOIYKTH B XyMaHHATa MEIUIIMHA, ChIiacHO [IpunoxeHuero.

I1. Ormensm 3anosen Ne PJ1-01-291/24.06.2025 r., u3MeHEHa 1 JOITBIHEHA ChC 3amoBe Ne
P/1-01-302/04.07.2025 1., 3amoBex Ne PJ-01-319/08.07.2025 1., 3amoBex Ne PJI-01-
371/28.07.2025 r., 3anoex Ne PJ[-01-380/06.08.2025 r., 3anmoex Ne PJ[-01-423/27.08.2025 r.,
3amoBen Ne PJ1-01-471/05.09.2025 r., 3anoen Ne P/[-01-520/01.10.2025 r., 3amoBex Ne PJI-01-
539/16.10.2025 r., 3anoBen Ne PJ[-01-583/14.11.2025 r., 3amoBex Ne P/1-01-591/21.11.2025 r.,
3anosen Ne PJ1-01-632/05.12.2025 1., 3anoen Ne PJ1-01-108/03.02.2026 r., 3amoBen Ne PJ1-01-
110/04.02.2026 r., 3amoBex Ne PJ/1-01-210/10.03.2026 1., 3anoBex Ne P/1-01-288/16.03.2026 r. u
3amosex Ne PJ1-01-289/06.04.2026 .

I11. HacrosimaTa 3amoBen 1a ce myOIrKyBa Ha HHTEPHET CTpaHMUIaTa Ha MUHUCTEPCTBOTO
Ha 3]JpaBeOIa3BaHETO.

24.6.2026 .

Kata MBekoBa
MWuHWCTBP Ha 3apaBeona3BaHeTo
Signed by: Katya Georgieva Ivkova



Mpuioxenune

CIIMCBK

Ha JEKAPCTBEHUTE NMPOAYKTH MO 4JI. 2663, aj. 2 oT 3aKoHa 3a JICKAPCTBCHUTE MIPOAYKTHU B XyMaHHaTa

MeAUIIMHA

Kox mo
aAHATOMO- M L
0 HEMMATEHTHO
TepaneBTHY JlekapcrBena ¢gopma 3a0oss1BaHe MO
HAaMMCHOBAHHC, J]OHLJIHI/ITeJ'IHa
Ne HO- M KOJINYEeCTBO MEK/IYHAPO/JAEH KO/ Ha
KbM K0€TO uHpopmanus
XMMHUYHaTa AKTUBHO BE€IIECTBO 3360JIﬂBaHI/IﬂTa
npnnanﬂemn
KJIacupuka DOIVKTLT
st poay
250 mg powder for M06.00; M06.10 ; M06.4 ;
MO06.8; M05.80; M05.9 ;
1 LO4AA24 Abatacept concentrate for ’ ’ ’
P solution for infusion MO05.0; M07.10 ; MO7.28 ;
M07.30 ; M07.0 ;:M08.30
400 mg powder and
.. . B15; B16; B17 ; B18;
2 A16AA02 | Ademetionine solvent_fqr sc_)lutlon for B19:K73: K74
Injection
3 NO7XX05 | Amifampridine 10 mg tablets G70.0
4 NO6AAO09 AMITE:EP TYLI 25 mg coated tablets F 33
50 mg powder for
5 JO2AAQ01 | Amphotericin B concentrate for chritacHo PY
dispersion for infusion
U07.1;uU07.2;E85.0
100 mg/0.67 ml D89,8;M06.0, M06.10,
6 LO4AC03 Anakinra solution for injection in MO06.4, M06.8; M05.0,
pre-filled syringe MO05.8, M05.9;M06.10
:M08.2, M35.8, D84.9
1 mg/ml concentrate
for solution for
7 | LoaxX27 |Arsenic trioxide | . 'Mfusion - 10ml C92.0, C92.4:
2 mg/ml concentrate
for solution for
infusion - 6 ml




320 mg/40 mg film-

Artenimol / coated tablets
8 PO1BF05 Piperaquine 1 fil B50, B50.9
tetraphosphate 160 mg/20 mg film-
coated tablets
110 mg powder and
9 PO1BEO3 Artesunate solvent for solution for B50.0; B50.8; B50.9
injection
10 | Al6ABI3 | Asfotasealfa | 40M9/mi solution for E83.3;E83.39
injection - 0.3 ml
10 000 U powder for
concentrate for
11 LO1XX02 | Asparaginase | solution for infusion; Cobritacio PY
10 mg/0.5 ml solution
for injection/infusion
. ) 1,5 g/0,5 g powder for
12 JO1DF51 Avibactam; concentrate for chritacHo PY
aztreonam : L
solution for infusion
75 mg powder and
13 JO1DFO1 Aztreonam solvent for nebuliser E84.0
solution
200 ma film-coated C81, C82, C83, C85, C90,
14 LO4AA48 Belumosudil gtgablets C91, C92, D46, D47, D61.0,
D61.1, D61.2, D61.3
Beremagene 5x10° plaque forming
15 D03AX16 g units/ml suspension Q81.2
geperpavec
and gel for gel
16 | A16AA06 Betaine 1 g oral powder E72.1
anhydrous
Birch bark
17 D03AX13 extract gel -23.4¢g Q81.2
10 mg solution for
injection - 1 ml
18 | MOSBX05 | Burosumab | 20M9solution for M83.8
injection - 1 ml

30 mg solution for
injection - 1 ml




6 mg/ml concentrate

C90, C81, C82, C83, C85,

19 LO1ABO1 Busulfan for solution for C91, C92, D46, D47, D61.0,
infusion - 10 ml D61.1, D61.2, D61.3
3000 1U powder and
solvent for solution for
C1- inhibitor, injection
20 BOBACOL plasma derived | 2000 IU powder and D84l
solvent for solution for
injection
60 myg film-coated C64 ; C22.0; C73; C25.0 -
21 LO1EXO07 Cabozantinib tablets C25.9;
C17; C18-C20;C34
22 | LO4ACO8 | Canakinumab | >0 M9 powder for chracko PY
solution for injection
23 | N03AX24 | Cannabidiol 100 mg/ml oral G40.6, G40.7
solution 100 ml
10 mg powder and
24 BO1AX07 | Caplacizumab | solvent for solution for M31.1
injection
200 mg dispersible
tablets
25 A16AA05 | Carglumic acid E71.0, E71.1, E72.2
100 mg powder and C90, C81, C82, C83, C85,
. solvent for concentrate | C91, C92, D46, D47;C71,
26 | LOIADOL | Carmustine for solution for | C79.3, C81, C82-C85, C16-
infusion C26, C43
27 JO2AX04 Caspofungin 70 mg powder for chriacHo PY
concentrate for
solution for infusion
28 | SOIXA24 | Cenegermin | 20 Micrograms/mieye H16.2

drops, solution — 1 ml




Chenodeoxycho

29 AO05AA01 S 250 mg hard capsules E75.5
lic acid
1 mg/ml concentrate
30 | LO1BBO6 | Clofarabine for solution for C91.0; C92.0
infusion - 20 ml
. 250 1U powder and
31 BO2BDO7 Coagulation solvent for solution for D68.2, D66.0;
factor XIII TP
injection/infusion
30 LOLAAOL Cyclop;ggspham 50 mg coated tablets chLIacHo PY
33 | M03CAOL | Dantrolene | 20 Mg powder for coracuo PY
solution for injection
50 mg powder for
o concentrate for
34 LO1BC08 Decitabine solution for infusion 920
80 mg/ml concentrate | C90, C81, C82, C83, C84,
35 BO1AXO01 Defibrotide for solution for C85, C91, C92, D46, D47;
infusion - 2,5 ml Z94.8
o .
36 | NOLABO7 | Desflurane 100% inhalation Chracko PY
vapour, liquid - 240 ml
Dinutuximab 4,5 mg/ml concentrate
37 LO1XC16 b for solution for C76.0 - no C76.8
eta e
infusion - 4,5 ml
2 mg/ml concentrate
for solution for
38 LO1DBO1 Doxorubicin fogr solution for C81, C82, C83, C84, C85,
o C91, C92, D46, D47
infusion - 25 ml-camo
KaToO IeTHJIMpaHa
nuro3zoMaiaHa popma
200 mg solution for
. injection in pre-filled .
39 D11AHO05 Dupilumab pen - 1.14 ml (175 D82.4;L.20.8
mg/ml)
Eladocagene 2.8 x 101 vg/0.5 ml
40 A16AB26 g solution for infusion - E70.8

exuparvovec

0.5ml




41

LO1FX08

Elotuzumab

300 mg powder for
concentrate for
solution for infusion

400 mg powder for
concentrate for
solution for infusion

C90.0

42

JOSAF10

Entecavir

1 mg film-coated
tablets

B18; K74.6

43

LO1DBO03

Epirubicin

2 mg/ml solution for
infusion - 25 ml
2 mg/ml concentrate
for solution for
injection/infusion - 25
ml
2 mg/ml solution for
injection - 25 ml
2 mg/ml concentrate
for solution for
injection/infusion - 50
ml

C50; C90, C81, C82, C83,
C85, C84, C91, C92, D46,
D47,

44

A02BA03

Famotidine

20 mg powder and
solvent for solution for
injection

K21; K25; K26; K29; E16.8

45

NO3AX26

Fenfluramine

2.2 mg/ml oral solution
-60 ml; 120 ml; 250
ml; 360 ml

G40.6, G40.7

46

NO1AHO1

Fentanyl

50 micrograms/ml
solution for injection -
2ml

Cerimacuo PY

47

A07AA12

Fidaxomicin

200 mg film-coated
tablets

A04.7

48

NO3AX27

Ganaxolone

50 mg/ml oral
suspension 110 ml

G40.6, G40.7

49

JOSABO6

Ganciclovir

500 mg powder for
concentrate for
solution for infusion

ceriacHo PY

50

MO09AX14

Givinostat

8.86 mg/ml oral
suspension 140 ml

G71.0




1000 Units powder for

51 V03AF09 Glucarpidase ) S Cwraacuo PY
solution for injection
5% solution for
52 VO07AB Glucose infusion 100 ml CwriacHo PY
53 | A16AX09 Glycerol 1.1 g/ml oral liquid - E71.0, E71.1, E72.2
phenylbutyrate 25 ml
1 mg prolonged-
release tablets
2 mg prolonged-
release tablets
54 | C02AC02 Guanfacine 3 mg prolonged- F90.0
release tablets
4 mg prolonged-
release tablets
il-r:]uguar?ontl)gbmualli 100 mg/ml solution for
55 | JOSBAOL g infusion 200 ml, 300 Crriacio PY
n/Immune ml
globulin 10%
5 mg modified-release
. caspule, hard;
56 HO02AB09 | Hydrocortisone 10 mg modified- E25.0
release caspule, hard
5 mg modified-release
: tablet ,
57 HO02AB09 | Hydrocortisone 20 mg modified- E27.1; E23.0
release tablet
58 | NO6BX13 | Idebenone 150 mg film-coated H47.2
tablet
Immunoglobuli
ns, normal .
59 | J06BAOL | human, for | 200 mg/mi solution for craceo PY
injection - 5 ml
extravascular
adm.
Immunoalobuli 50 mg/ml solution for
ns no?mal infusion -10 ml; 20 ml;
’ 50 ml; 100 ml; 200 ml;
60 J06BA02 _human, for 400 m1:500 ml Cwraacuo PY
intravascular .
adm 100 mg/ml solution for
infusion 20 ml;25 ml;
300 ml;400 ml
150 mg solution for
61 BO6ACO5 Lanadelumab | injection in pre-filled D84.1

syringe 1 ml




25 mg capsule, hard

62 LO1EX12 Larotrectinib 100 mg capsule, hard Cewriacuo PY
63 | LOIEX12 | Larotrectinip |20 M@/mloral solution Cornacho PY
100 ml
2.5 mg capsule, hard
64 | LO4AX04 | Lenalidomide | 7.5mg capsule, hard C90.0, C82
100 mg/ml concentrate
65 NO3AX14 | Levetiracetam for solution for G40.6, G40.7
infusion 5 ml
66 | NOSBAO6 | Lorazepam | +TM9/mlsolution for G40.6, G40.7
injection - 1 ml
Lutetium 40 GBg/ml
67 V10X (177Lu) radiopharmaceutical C 61; C00-C97
chloride precursor, solution
15% solution for
68 | BO5BCO1 Mannitol infusion - 500 m| cbriacto PY
Maralixibat 9.5 mg/ml oral i
69 ADSAX04 chloride solution - 30 ml Q44.7, K76.8
50 mg powder and
solvent for concentrate
for solution for
infusion C90, C81, C82, C83, C85,
70 LO1AAO03 Melphalan C91, C92, D46, D47;D61,
200 mg powder and C56, C50, Z294.9
solvent for concentrate
for solution for
infusion
71 | L01BBO2 |Mercaptopurine| _ 20 Mmg/mioral Co1.0
suspension - 100 ml
5 mg/ml solution for
Methylthioniniu injection - 10 ml
72 VO3ABLY m chloride 5 mg/ml solution for Crraacuo PY
injection - 2 ml
3 mg powder for
solution for injection
73 | A16AAO07 | Metreleptin | .8 Mg powder for E88.1
solution for injection
11.3 mg powder for
solution for injection
74 V04CDO01 Metyrapone 250 mg soft capsules | E24.0; E.24.3; E24.8; E24.9;




75

NO5CDO08

Midazolam

1 mg/ml solution for
injection/infusion 10
ml

G40.6, G40.7

76

NO5CDO08

Midazolam
hydrochloride

10 mg oromucosal
solution 2 ml

G40.6, G40.7

77

LO3AX15

Mifamurtide

4 mg powder for
suspension for infusion

C40-C41

78

L01DCO03

Mitomycin

2 mg powder for
solution for
injection/infusion or
intravesical use
10 mg powder for
solution for
injection/infusion or
intravesical use
20 mg powder for
solution for
injection/infusion or
intravesical use

Ce7

79

LO4AA06

Mycophenolic
acid

500 mg powder for
concentrate for
solution for infusion
1 g/5 ml powder for
oral suspension

Z94.0:786.1:794.4:786.4:79
4.1;T86.2; N03.(0-7);
N03.(0-7); M32.1/N08.5

M32.1/N08.5
(komOMHUpaHa
JTMarHo3a)

80

V03AB15

Naloxone

0.4 mg/ml solution for
injection/infusion - 1
ml

ceriacuo PY

81

LO1XX81

Nirogacestat

50 mg film-coated
tablet

ceriacuo PY

82

A16AX04

Nitisinone

4 mg/ml oral
suspension - 90 ml

E70.2

83

JO1XEO1

Nitrofurantoin

100 mg capsule, hard

N10, N11.1, N11.8, N11.9;
N30.0; N30.1-N30.2 ; N10;
N11.8; Z94.0;

84

CO1CAO03

Norepinephrine

1 mg/ml concentrate
for solution for
infusion- 1 ml;5 ml; 10
ml

Cerinacao PY




85

AO05AX05

Odevixibat

200 pg hard capsules
400 pg hard capsules
600 g hard capsules
200 g hard capsules

K83.8; Q44.7; K76.8

86

NO5AHO03

OLANZAPINE

10 mg powder for
solution for injection;
300 mg powder and
solvent for prolonged
release suspension for
injection
405 mg powder and
solvent for prolonged
release suspension for
injection

F 20; F 31

87

Al6AB25

Olipudase alfa

4 mg powder for
concentrate for
solution for
infusion

E75.2;

88

NO7XX25

Omaveloxolone

50 mg hard capsules

Gl11

89

MO09AX09

Onasemnogene
abeparvovec

2x1013 vector
genomes/ml
solution for infusion
5.5ml+8.3ml
2x1013 vector
genomes/ml
solution for infusion
8.3 ml

G12.0, Gil2.1

90

L01DBO01

Pegylated
liposomal
Doxorubicin

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

2 mg/ml concentrate
for solution for
infusion- 25 ml

C50, C56, C90, C46;C90.0;

91

NO7XX11

Pitolisant

4.5 mg film-coated
tablets

18 mg film-coated
tablets

G47.4

92

LO3AX16

Plerixafor

20 mg/ml solution for
injection - 1.2 ml

Cerinacao PY

93

LO4AX06

Pomalidomide

1 mg hard capsules
2 mg hard capsules
3 mg hard capsules

C90.0




04

JO2AC04

Posaconazole

100 mg gastro-resistant
tablets
40 mg/ml oral
suspension 105 ml
300 mg concentrate for
solution for infusion
16,7 ml

Cerimacuo PY

95

A12BA30

Potassium
(different salts
in combination)

8 mEq prolonged-
release granules
24 mEq prolonged-
release granules

N15.8

96

BO1AD13

rADAMTS13

500 IU powder and
solvent for solution for
injection; 1 500 1U
powder and solvent for
solution for injection

D69.5, D68.2, D69.2, D69.4,
M31.1

97

JOSAJ01

Raltegravir

100 mg granules for
oral suspension

B20-B24

98

VO3AF07

Rasburicase

1.5 mg/ml powder and
solvent for concentrate
for solution for
infusion

CeoriacHo PY

99

BO1AFO1

Rivaroxaban

1 mg/ml granules for
oral suspension-2.625
g;525¢g

180.0;180.1;180.2;180.
8;182.8;795.2;182.2;
182.9

100

NO3AF03

Rufinamide

100 mg film-coated
tablets

200 mg film-coated
tablets

400 mg film-coated
tablets

G40.6, G40.7

101

Al6AB14

Sebelipase alfa

2 mg/ml concentrate
for solution for
infusion 10 ml

E75.5

102

LO4AC10

Secukinumab

75 mg solution for
injection in pre-filled
syringe 0,5 ml

M08.30 , M08.41, M08.42

,M08.43, M08.44, M08.45

,M08.46, M08.47, M08.48,
MO08.18,

103

LO1EX?22

Selpercatinib

40 mg hard capsules
80 mg hard capsules

C34, C73

104

LO1EEO4

Selumetinib

10 mg hard capsules
25 mg hard capsules

Q85.0;




250 mg oral powder in
sachet

105 | A16AX28 sepiapterin 1000 mg oral powder E70.0, E70.1
in sachet
400 mg film-coated
tablets
106 | VO3AEQ2 Sevelamer N18.0
Sodium 500 mg/ml oral
1071 NO7XX04 oxybate solution 180 ml GAr4
108 | H01CBO1 Somatostatin solsur[?gnpf?)\,rv?r?'re];ct)iron K25.0; K26.0; K28.0; K29.0;
 foriny K91.8; K91.9
or infusion
109 L01XJ02 Sonidegib 200 mg hard capsules C44.1-C44.9
250 mg hard capsules
110 | NO3AX17 | Stiripentol | 220 M9 powder for G40.6, G40.7
oral suspension in
sachet
111 | V03AB35 | Sugammadex | 1900mg/ml solution for Coracto PY
injection - 5 ml
5 mg/ml concentrate | Z94.0;T86.1;294.4;786.4;Z9
112 LO4ADO? Tacrolimus f_or so_lutlon for 4.1;T86.2;N03.(0-7); N04.(0-
infusion - 1ml 7)
5 mg powder and
solvent for solution for
injection;
113 | A16AX08 | Teduglutide 1.25 mg powder and K90.9,K91.2,K91.8
solvent for
solution for injection
. . 50 mg hard capsules
114 | LO4AX02 Thalidomide 100 mg coated tablets C90.0
15 mg powder for
concentrate for
115 | LOIACOL | Thiotepa | Solutionforinfusion Coraco PY

100 mg powder for
concentrate for
solution for infusion




240 mg concentrate

116 LO1FF13 Toripalimab for solution for Cl1
infusion - 6 ml
0.25 mg powder for
117 LO1CX01 Trabectedin concentrate for C49
solution for infusion
1 mg powder for
118 LO1CX01 Trabectedin concentrate for C56
solution for infusion
1 g powder for solution
for infusion C90, C81, C82, C83, C85,
119 | LOIABO2 |  Treosulfan 5 g powder for C91, C92, D46, DA7, D61
solution for infusion
120 | SOIFAO6 | Tropicamide | °M/mleye drops H20.9
solution-10 ml
Vaborbactam /
l\t/lr?;ogfgtee m 1 g/1 g powder for
121 JO1DH52 y ' concentrate for Corinacuo PY
Meropenem . . .
solution for infusion
and
vaborbactam
122 | HO2AB18 | Vamorolone 40 mg/ml oral G71.0
suspension
. : 100 mg soluble tablets
123 | NO3AGO04 Vigabatrin 500 mg soluble tablets G40.6, G40.7
solvent for parenteral
Water for use - 10 ml; 20 ml;100
124 VO7AB injections ml; 500 ml Coraacto PY
125 | A16AXO05 Zinc acetate 50 mg hard capsules E83.0;




