PEITYBJIMKA BbJITAPUSA
MUHHCTEPCTBO Ha 3/IpaBeoONa3BaHETO

MuHHCTBEp Ha 31paBeONa3BaHETO

3AITOBEJ

17.6.2022 .

X PA-01-253/17.06.2022 r.

AOKYMEHT,

perncrpupas or:
Signed by: Ivo Cvetanov Manchev

Ha ocnoBanue wi. 25, ain. 4 ot 3akoHa 3a aAMUHUCTpaUATa, Wi. 266a, an. 2 ot 3aKkoHa 3a
JIEKapCTBEHHUTE MPOAYKTH B XyMaHHATa MeauIHa, wi. 16, an. 4 ot Hapen6a Ne 10 ot 2011 r. 3a
YCIIOBUSATA U PeJia 3a JICUCHUE ¢ Hepa3pelieHn 3a ynorpeda B PemyOimka bearapus nexkapcTBeHn
MPOAYKTHU M JIGKAPCTBEHHU MPOJYKTH 3a ChCTpaJaTesIHa YIIOTpeOa, KaKTO U 3a YCJIOBHTA U peia 3a
BKJIIOUBAHE, IPOMEHH, U3KJIFOUBAHE U IOCTaBKa Ha JIEKAPCTBEHH IPOAYKTH OT CIIUCHKA 110 Wil. 266a,

ajr. 2 ot 3akoHa 3a JICKAPCTBCHUTC MPOAYKTU B XyMaHHAaTa MCIUIINHA

HAPEXIAM:

|. YTBBpKI1aBaM CIHMCBHK Ha JIEKAPCTBEHUTE MPOAYKTU MO wi. 266a, ain. 2 oT 3akoHa 3a
JIeKapCTBEHUTE MPOJLYKTH B XyMaHHaTa MEJUIIMHA, chIaacHo [IpuioskeHuero.

Il. Ormensm 3amoen Ne PJ1-01-525/24.06.2021 r. monbiHeHa cbe 3amoBen Ne PJI-01-
556/06.07.2021 r., P1-01-602/19.07.2021 r., P/I-01-625/27.07.2021 r., P1-01-687/06.08.2021 r.,
P1-01-789/24.09.2021 r., PJ-01-822/11.10.2021 r., PHO-01-870/26.10.2021 r., P/-01-
917/09.11.2021 r., P/1-01-993/03.12.2021 r., P/I-01-1001/07.12.2021 r., P11-01-1039/20.12.2021
r., PI-01-37/25.01.2022 r. u PJ/-01-131/10.03.2022 r., P/1-01-182/26.04.2022 r., PJ-01-
224/06.06.2022 r. u P/1-01-227/08.06.2022 r.

Il. Hacrosmara 3amoBes a ce myONMKyBa Ha HHTEPHET CTpaHUIaTa HA MUHUCTEPCTBOTO

Ha 3/IpaBC€OITIa3BaAHECTO.

17.6.2022 r.

X MNpod. AceHa Cepbe3oBa

Mpod. AceHa CepbesoBa, AP
MUWHNCTBP Ha 34paBeona3BaHeTo
Signed by: Asena Hristova Serbezova




CIIUCBK

Ha JICKAPCTBCHUTE IMPOAYKTH 110 4.J1. 2663, aj. 2 ot 3aKkoHa 3a JIEKAPCTBCHUTE MPOAYKTH B XyMaHHaTa ME/IMIIMHA

punoxenue kM 3anosen Ne

JlekapcrBena popma u

Ne ATC INN KOJIMYECTBO HA MKDB xon AlombanuTeaHa
uHopmauus
AKTHBHOTO BeleCTBO
1 L01BB02 |6-mercaptopurine |20 mg/ml oral suspension -100 ml C91.0
2 | L04ACO3 | Anakinra 100 mg/ 0,67 ml solution for U07.1; J18.9
injectionin pre-filled syringe
3 |LO1XX27 |Arsenic trioxide 1mg_/m| concentrate for solution C92.4
for infusion - 10ml
10 mg/ml solution for
4 | MO3ACO4 | Atracurium Injection/infusion - 2.5 ml; Cormacko PY
10 mg/ml solution for
injection/infusion - 5 ml;
. E71.2
5 |A16AA0Q6 |Betaine anhydrous |1 g oral powder - 180 g
C00-C14; C15;
15 000 IU powder for solution for | C30; C32; C38;
6 |L01DCO1 |Bleomycin injection (Liophylized powder for | C51; C53; C60;
injection) C62; C63; C78.2;
C78.6; C81
7 |NO1BBO1 |Bupivacaine 5 mg/ml solution for injection- 20 CobrimacHo PY
ml
10 mg/ml solution for injection-
iml;
8 |M05BX05 | Burosumab i?n:pg/ml solution for injection- £83.3
30 mg/ml solution for injection-
iml;
Z94.8; C90.0;
6 mg/ml concentrate for solution C9L; €92, €93,
9 [LO1ABOL |Busulfan o o] C81; C82; C83;
C84; C85; D46;
D47
C1 inhibitor
(human) Powder and solvent for solution
10 1BOBACOL cl-inhibitor, for injection 100 IU/ml- 5 ml; D84.1

plasma derived




Cl-esterase
inhibitor (human)

Powder and solvent for solution
for injection 3000 1U;

11 |BO6ACO1 |subcutaneous Powd d solvent f luti D84.1
cL-inhibitor, fovx_/ er and solvent for solution
. or injection 2000 U
plasma derived
E71.0, E71.1,
. . . . E72.2
12 | A16AAO05 |Carglumic acid 200 mg dispersible tablets
120mg/ml + 120mg/ml solution for
HE € Casirivimab/imdevi | injection/infusion -11,1 ml
ycTaHoBeH | mab (1332mg of casirivimab per 11,1
ml and 1332 mg of imdevimab per
11,1 ml);
13 uU07.1
300 mg + 300 mg solution for
injection/infusion - 2,5 ml (
300mg of casirivimab per 2,5
ml and 300 mg of imdevimab per
2,5ml)
50 mg powder for concentrate for
JO2AX04 |Caspofungin solution for infusion;
14 70 mg powder for concentrate for B37; B44;
solution for infusion
Catridecacog -
recombinant Powder and solvent for solution
15 1B02BD11 coagulation factor | for injection 2500 1U D68.2
XHI
NO0.0-N5.8;
NO08.2-N08.5;
16 |LO1AAO01 |Cyclophosphamide |50 mg coated tablets 50 mg D69.0; M30.2;
M31.3;
M32.1;M32.8;M
33.0; M33.2
C81; C82; C83;
C84; C85; C90;
C91; C92; C93;
. 80 mg/ml concentrate for solution | C94; Z94.8; D46;
17 BOIAXODL | Defibrotide for infusion -2,5 ml D47; D56; D57;
D60; D61; D69;
D71; D72; D81;

D82




100 mcg/ml - 2ml concentrate for
solution for infusion 100 mcg/ml -
2ml;

solution for infusion - 10ml
19 |LO1XC16 |Dinutuximab beta | 20 M@/45 Ml concentrate for C76.0-C76.3
solution for infusion
A00; A01; AOG;
20 mg/ml solution for A07.1,A21; ASO-
20 |JOLAAO2 |Doxycycline in.ecgon P 64; A79; AT7;
J A78; A69.2;
AT0-74; AT7.1;
AT78; J16; L70
NO0.0-N5.8;
. 300 mg concentrate for solution N08.2-N08.5;
21 | LO4AA2Z5 | Eculizumab for infusion 300 mg D59.3, M31.1,
N04.5
2 000 IU (20 mg)/0,2 ml solution
for injection in pre-filled syring; NO.0-N5.8;
22 | BO1ABO5 | Enoxaparin 6 O(_)O_IU_(60_mg)/O.E_5 ml soll_mon N08.2-N08.5
for injection in pre-filled syringes
10 000 IU (100 mg)/1 ml solution
for injection in pre-filled syringe
23 |JO5AF10 |Entecavir 0.05mg/ml oral solution - 210 ml B18; B18.1;
B16.9;
. . - . K90.8, K90.9;
24 | BO5SBAO? Ffat e_mulsm_ns (fish |njectzf1ble emulsion10 g/100 ml - K91.2. K918
oil triglycerides) 50 ml; 100 mi
P78.3
2.2 mg/ml Oral solution, 60ml;
25 |NO3AX26 | Fenfluramine 120ml; 250ml; 360mi G40.6
) 2.2mg/mL oral solution - 60ml;
26 | NO3AX26 |Fenfluramine 120ml: 250ml: 360ml G40.6
50 mcg/ml solution for injection -
2ml;
27 |NO1AHO1 |Fentanyl 50 meg/ml solution for injection - CsritacHo PY
10 mi
28 |A07AA12 |Fidaxomicin 200 mg film-coated tablets A04.7




100mg/ml solution for injection - 5

29 |S01JAO01 |Fluorescein ml- H30-H36
. . 500 mg powder for concentrate for B25.1; A87;
30 |J05ABO06 | Ganciclovir solution for infusion P35.1; Z94.4
1 mg prolonged-release tablets;
Guanfacine 2 mg prolonged-release tablets;
31 | CO2AC02 hydrochloride 3 mg prolonged-release tablets; E76.2
4 mg prolonged-release tablets;
E10.2; E10.3;
32 |HO4AAO01 |Glucagon 3 mg nasal powder E10.4;E10.5;
E10.7; E10.9
A02; A03; A04;
A05; A 08; A09;
A86.0; A86.0;
Human normal A39.1; G00.2;
immunoglobulin G00.3; G00.0;
for intravascular . . . G01;
R
(immunoglobulins, ’ ' ’ ' N08.2-N08.5;
normal human, for D69.0; M08.2;
intravascular adm.) M30.3; M32.1;
M32.8; M33.0;
M33.2; M34.0;
M35.8
E23.0; E25.0;
i 2 mg granules in capsules for E27.1;27.2;
34 |HO2ABO09 |Hydrocortisone opening E27.3 E27 4
E31
E23.0; E25.0;
) 100 mg powder for solution for E27.1; E27.2;
85 | H02ABO09 | Hydrocortisone injection/ infusion E27.3; E27 .4,
E23.0; E25.0;
. .. E25.8, E27.1,
36 |HO2ABO09 |Hydrocortisone 5 mg modified-release tablets E27.2. E27.3,
E27.4;
37 |CO1EB16 | lbuprofen ﬁ]:ng/ml solution for injection - 2 025.0
38 |N06BX13 |Idebenone 150mg film-coated tablets H47.0




A02; A03; AD4,

: . A05; A 08; AQ9;
Immunoglobulins, | 200 mg/ml solution for
L _ A86.0; A86.0;
normal human, for |subcutaneous injection - 5ml; 10 A39.1: BIS:
39 |306BAOL extravascular adm | ml; 20 ml; 50 mI_ B16: B17: B19:
(Human normal 200 mg/ml solution for ] i
. . A . G00.2; G00.3;
immunoglobulin subcutaneous injection in pre-filled .
(SClg)) syringe -5 ml; 10; ml; 20 ml GO0.0;
e GO01;N0.0-N5.8;
NO08.2-N08.5
A02; A03; A04;
A05; A 08; AQ9;
Immunoglobulins, A86.0; A 86.0;
normal human, for 100mg/ml solution for infusion for A39.1; BIS;
40 |JO6BAO01 |extravascular adm. subcu?aneous use - 10ml * 100 ml B16;B17; B19;
(Human normal ’ G00.2; G00.3;
immunoglobulin G00.0; GO1;
(IV1g)) NO0.0-N5.8;
NO08.2-N08.5
Immunoglobulins,
normal human, for 50 mg/ml solution for infusion - AD2; AQ3; AD4;
41 |JO6BAO02 |intravascular adm. 10 mlg' 20 ml- 50 ml- 100 ml NO0.0-N5.8;
(Human normal ’ ’ ’ N08.2-N08.5
immunoglobulin
(1IVlg))
42 | L03ABO5 | Interferon alfa -2b | 5 900 000 1U/0,5 ml solution for B18.1, B18.0;
injection/infusion s.c use
43 | RO7AX03 | Ivacaftor S0 mg granules in sachet; F84.1; E84.9
75 mg granules in sachet
- . C07; C08; C34,
LO1EX12 |Larotrectinib 20 mg/ml oral solution, 100ml C18: C20: C22:
m C43; C25; C40-
C41; C49; C64;
C50; C70-C73;
C76.2; C80
. 10000 1U powder for solution for C91.0; C83.7;
45 | LOIXX02 | L-asparaginase injection/infusion C76.0-C76.3
46 |JOSAX18 |Letermovir Solution for injection 480 mg/24 B25
ml.
47 |co1exo8 | Levosimendan 2,5 _mg/rr_ll concentrate for solution | 150; 150.0; 150.1;
for infusion - 5 ml 150.9




4mg/ml solution for

48 |NOSBAO6 |Lorazepam LY . G40.6, G41.0
injection/infusion
49 | A16AX18 | Lumasiran 94,5 mg/0,5 ml solution for E72.53;
injection
50 mg powder and solvent for E85; C56; Z294.8;
50 |LO1AAD3 | Melphalan concentrate for solution for C90.0
injection/infusion
50 mg powder and solvent for . . .
51 |LO1AAO03 |Melphalan concentrate for solution for B85, %%% OZ %8,
injection/infusion '
52 | A16AAO07 | Metreleptin 5.8 mg powder for solution for E88.1
injections
_— 167 mg hard capsules 167 mg x 147.2; 149.3;
53 |C01BB02 | Mexiletine 30: 50: 100: 200 145 81
1mg/1ml solution for
injection/infusion - 5ml;10 ml; 25
ml; 50 ml; 100 ml ;
54 |NO5CDO8 | Midazolam 2mg/ml solution for injection/ Coraacio PY
infusion - 50 ml;
5mg/ml solution for injection/
infusion - 10 ml
Z94.0; T86.1;
794.4; T86.4;
Z794.1; T86.2;
Z294.8; K75.4;
NO0.0-N05.8;
NO08.2-N08.5;
Mycophenolic D61.3; C81;
55 | LO4AA06 |acid/mycophenolat ?gﬁj &%ﬂg‘;"%ﬁ[}g’gnconcen"ate for | ce2: cs3; caa:
e mofetil C85; C90; C91;
C92; C93; C9Y4;
D46; DAT; D56;
D57; D60; D61;
D69; D71; D72;
D81; D82;

M32.1; M32.8;




Z94.0; T86.1;

Z94.4;, T86.4;
Z794.1; T86.2;
Z94.8; N00.0-
N5.8; N08.2-
Mycophenolic 1 g/5 ml powder for oral Cl\é2828l236(13§3
56 |LO4AA06 2cr;?é2¥i(|:ophenolat suspension C84: C85: C0:
C91; C92; C93;
C94; D46; D4T;
D56; D57; D60;
D61; D69; D71;
D72; D81; D82;
M32.1; M32.8;
57 | A16AX04 |Nitisinone 4m ion- E70.2
g/ml oral suspension- 90 ml
1 mg/ml concentrate for solution
for infusion -1ml;
58 |CO1CA03 | Norepinephrine | ¢ MY/M concentrate for solution | -y ey py
or infusion -5 ml;
1 mg/ml concentrate for solution
for infusion -10 ml;
200 pg hard capsules x 30 ;
.. 400 pg hard capsules x 30; K76.8; Q44.7;
59 | AOSAX05 | Odevixibat 600 ug hard capsules x 30: Q44.2
1200 pg hard capsules x 30
3a JIeyeHME Ha: -
MALMEHTH € 5q
CIMHAJHA MYCKYJIHA
atpopusi(CMA) ¢
OuanenHa MyTanus
B reHa SMNI1 u
G12.0: G12.1- KIKHHUYHA
Onasemnogene 2x10% vector genomes/ml solution f;iri{ 0;?[;6} CMA
60 | MO9AX09 for infusion vial 5.5 ml + vial 8.3 ’
abeparvovec mi HAIMEHTH ¢ 5q
CMA c Guanenna
MyTalus B I'CHA
SMNI1 u 10 3 xKonus
Ha rena SMNZ2.
Nuannkanuunre ca
Or'paHHU4YCHU 3a
MaIeHTH 110 2
TOoAUIIIHA Bb3PACT.
NO7XX11 |Pitolisant 4.5 mg film-coated tablets x 30
61 tablets G47.4




B37;B38;B39;

o JO2AC04 |Posaconazol 40 mg/ml oral suspension B40:B41.B44-
B45; B46; B48.7;
B48.8
Potassium E;rammlfltlsrolonged-release
63 | A12BA30 | citrate/Potassium | 9 ’ N15.8
24 mEq prolonged-release
hydrogen carbonate
granules
- . C . H35.3; H36.0;
64 |S01LA04 |Ranibizumab 10 mg/ml solution for injection H34.8: H44.2
BCE OllIE
65 |Hee Regdanvimab 60 mg/ml concentrate for Uo7 1
orpeeseH solution for infusion - 16ml '
66 |JOSABL6 | Remdesevir 100 mg powder for concentrate for U07.1
solution for infusion 100 mg;
MO3ACO09 | Rocuronium 10 mg/ml solution for injection/
67 bromide infusion - 5 ml; 10ml: 20 ml Coruacao PY
V10BX02 |Samarium(153Sm)
68 Iexidronqm 1.3 GBg/ml solution for injection Curiacuo PY
pentasodium
_ E75.5
69 |A16AB14 | Sebelipase alfa 2 m_g/ml concentrate for solution
for infusion
70 |LO1EX22 | Selpercatinib 40 mg hard capsules x 56; C34: C73
80 mg hard capsules x 56
NO7XX04 |Sodium oxybate 500 mg/ml oral solution- 180ml
71 G47.4;
NO3AX17 |Stiripentol 250 mg hartd capsules
72 G40.6
NO7XX08 | Tafamidis 61 mg soft capsules E85.2: E85.4:
73 E85.8
V09GAO1 | Techenitium 1 mg kit for radiopharmaceuticals 120" D35.1-
74 (99mTc) sestambi | preparation i .

C75.0; C50




1,25 mg powder and solvent for
solution for injection;

75 |A16AX08 | Teduglutide K90.9; K91.2
5 mg powder and solvent for
solution for injection
LO1ACO01 15 mg powder for concentrate for Z94.8; C90.0;
Thiotepa solution for infusion ; C91; C92; C93;
76 100 mg powder for concentrate for | C81; C82; C83;
solution for infusion C84; C85; D46;
D47
77 SO01FAQ06 | Tropicamide 5 mg_/ml eye drops HOO-H59
solution - 10 ml
S _ o C00-C14; C30-
LO1CAOQ2 | Vincristine 1mg/ml solution for injection - Iml| c32: c34: C49:
78 C50; C71; C76.3;
C90; C91; C96;
C81; C82; C83;
C84; C85; C88
79 | A16AX05 | 4InC acetate 50 mg hard capsules E83.0

dihydrate




