PEIIYBJIMKA BbJII'APUSA
MuHHCTEPCTBO Ha 3IpaBEONa3BaHETO

MuHHCTED Ha 34paBEONIA3BAHETO

3ANOBE ]

22.6.2023r.

X PA-01-356/22.06.2023 r.

Signed by: Ivo Tsvetanov Manchev

Ha ocnoBanwme wi. 25, an. 4 ot 3akoHa 3a aIMMHHUCTpAIUATA, 4. 266a, aji. 2 oT 3akoHa 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MeauiuHa, wi. 16, an. 4 ot Hapen6a Ne 10 ot 2011 1. 3a
yCIIOBHUATA U pelia 3a JeUeHue ¢ HepaspelleHu 3a ynotpeda B Penybnuka bearapus nekapctBeHu
MPOJIyKTH, JIEKAPCTBEHU MPOIYKTH, IPUJIAraHU U3BBH YCIOBUATA HAa pa3pelIeHUeTo 3a ynoTpeda u
JIEKapCTBEHH MPOAYKTH 3a ChCTpajaTesHa ynorpeda, KakTo U 3a YCIOBHTA U pe/ia 3a BKIIOYBAHE,
IIPOMEHU, U3KIIFOYBAHE U JIOCTABKA HA JIEKAPCTBEHHU IPOJYKTH OT CIMCHKA MO wiI. 266a, ai. 2 oT

3akoHa 3a JICKAPCTBCHUTC MPOAYKTH B XyMaHHAaTa MEAULIMHA

HAPEXJAM:

. YTBBpKIaBaM CIUCHK Ha JIEKAPCTBEHUTE MPOAYKTH IO 4Wi. 266a, an. 2 oT 3akoHa 3a
JICKApCTBEHHUTE NPOJYKTH B XyMaHHATa MEJHIIMHA, ChriacHO [IpuiioskeHuero.

Il. Ormensm 3amoBen Ne PJ[-01-253/17.06.2022 r. 3a yTBBpKJaBaHE Ha CIHCHK Ha
JICKApCTBEHHUTE MPOJAYKTH 10 4. 2664, ai. 2 oT 3aKoHa 3a JIKAPCTBEHUTE MPOYKTH B XyMaHHATa
MEIMIIMHA, K3MCHEHA U JoITblIHeHa ¢he 3amoBea Ne PJ[-01-276/28.06.2022 r., 3anosex Ne PJI-01-
317/13.07.2022 1., 3anoBex Ne PJ[-01-391/12.08.2022 r., 3anoBex Ne PJ1-01-410/23.08.2022 r.,
3amoBen Ne P/1-01-434/08.09.2022 r., 3amosex Ne P/1-01-571/09.11.2022 r., Sanosex Ne PJ1-01-
608/24.11.2022 r., 3amoBex Ne PJ1-01-645/07.12.2022 r., 3amoBex Ne PJ[-01-15/09.01.2023 r.,
3anoBex Ne PJ1-01-47/27.01.2023 r., 3amoBex Ne PJ1-01-104/24.02.2023 1., 3anosex Ne PJI-01-
120/02.03.2023 . u 3anmoBex Ne PJ1-01-140/10.03.2023 .

Il. HacrosmaTa 3amoBes na ce myOnuKyBa Ha MHTEPHET CTpaHUIlaTa Ha MUHUCTEPCTBOTO
Ha 37[paBeola3BaHeTo.

21.6.2023 r.

l&fu

Mpod. Xpuncro XnHkos
MWHUCTBP Ha 34paBeona3BaHeTo
Signed by: Hristo Ruskov Hinkov




CIIMCBK

Ipniaoxenue

HA JIeKapCTBeHUTe MPOAYKTH IO 4. 266a, ai. 2 oT 3aKoHA 32 JIeKAPCTBEHNTe NMPOAYKTH B XyMAaHHATAa MeAUIIHHA

JlekapcTrBena ¢opma u JonbanuTeana
Ne |ATC INN KoJau4YecTBO Ha akTUBHOTO | MKDB Koa
uHpopManus
BEHIICCTBO
1 [L01BBO02 |6-mercaptopurine r2n0| mg/ml oral suspension -100 ggio C92; C93;
uU07.1; M08.2; M35.8
solution for injection 100 - M05.0; M05.1;
2 |LO4ACO03 |Anakinra mg/0.67 ml in pre-filled MO05.3; M05.8;
syringe M06.1; M08.20;
MO08.3; M35.8
3 |NO5AX12 | Aripiprazole isrggr:n rln' oral solution-150 ml; | . £a0. £31
4 | LO1XX27 |Arsenic trioxide 1mg/_m| concentrate for C92.4
solution for infusion -10ml
5 | LO1XX27 |Arsenic trioxide 2 mg/ml concentrate for C92.4
solution for infusion - 6 ml
. 10,000 1U powder for ) ) )
6 |L01XX02 Aspargmasa/ L- concentrate for solution for C91.0; C83.7:C85.7;
asparginasa . ; C76.0-C76.3
infusion
7 | M03ACO4 | Atracurium 10 mg/ml solution for Cwrmacuo PY
injection - 2,5 ml
8 |BOBACO6 |Berotralstat égomg hard capsules x 28; X | gy 4
Betulae cortex (Birch , ) )
9 |D0O3AX13 bark extract) Gel Cutaneous 9,4 g ;23,49 |Q81.1; Q81.2; Q81.8
10 mg/ml solution for
injection;
10 | MO5BX05 | Burosumab 20 mg/mi solution for E83.3
injection;
30 mg/ml solution for
injection
C90; C81; C82; C83;
6 mg/ml cncentrate for C84; C85; C91; C92;
111L01ABO1 | Busulfan solution for infusion - 10 ml | C93; C94; C95; D46;
DA47; 794.8
2000 1U powder and solvent
Cl-esterase inhibitor for solution for injection;
12| BOGACOL (human) subcutaneous 3000 1U powder and solvent D84.1
for solution for injection
13 |BO1AX07 |Caplacizumab 10 mg powder and solvent for |/, |
solution for injection
14 | A16AA05 | Carglumic acid 200 mg dispersible tablets E71.0,E71.1, E72.2




15

J06BDO7

Casirivimab and

120mg/ml + 120mg/ml
solution for injection/infusion
-11,1 ml (1332mg of
casirivimab per 11,1 ml and
1332 mg of imdevimab per
11,1 ml);

uo7.1

Imdevimab 300 mg + 300 mg solution for
injection/infusion - 2,5 ml (
300mg of casirivimab per 2,5
ml and 300 mg of imdevimab
per 2,5 ml)
50 mg powder for concentrate
16 [J02AX04 | Caspofungin for solution for infusion Cwraacuo PY
70 mg powder for concentrate
for solution for infusion
Catridecacog -
17 |B02BD11 |recombiant coagulation 25001V powder_apd S0 Ivent D68.2
for solution for injection - 3ml
factor XIII
Coagulation factor XI1I
18 |B02BDO07 |Human coagulation 250 U powc_je_r an_d so_lvent_ for D68.2
f solution for injection/infusion
actor
C82; C83; C84.4;
C84.5; C85; C88;
C90.0; C90.1; C90.2;
C92.0; C92.1; C92.3;
- nnn. | C92.7; C95.0; C95.1;
19 | LO1AAO1 | Cyclophosphamide ggomgocggted tablets - 50; 200} | ~o5 5. c95.7: C91.1:
’ D59.1; D69.3; D69.0;
M30.2; M31.3;
M32.1; M32.8;
M33.0; M33.2;
M34.0; C91.1
20 |LO1BCO8 | Decitabine 50 mg powder for concentrate | ~q, . g
for solution for infusion
C81; C82; C83; C84;
C85; C90; C91;
80 mg/ml concentrate for €92,C93; C94;
21 |BO1AX01 | Defibrotide solution for infusion -2 5ml Z794.8;
' D46; D47;D56; D57;
D60; D61; D69; D71,
D72; D81; D82
o .
22 |NO1ABO7 |Desflurane 100% inhalation vapour, Chrniacko PY
liquid - 240 ml
23 |LO1FX06 | Dinutuximab beta 4.5 mg/ml soncentrate for | 7 76 3
solution for infusion
pegylated liposomal 2mg/ml
concentrate for solution for
24 | Lo1DBOL Doxorubicin lyposomal | infusion; _ C90.0
pegylated pegylated liposomal 2mg/mL
concentrate for dispersion for
infusion
25 | LO4AA25 | Eculizumab 300 mg concentrate for Crraco PY

solution for infusion - 30 ml




CoriacHo
KpaTkara
XapaKTEePUCTHKA
Ha MPOJIyKTa —
HaJIW4ue Ha
KIMHUYHO,MOJIEK

Eladocagene 2.8x1011vector Z:Ijgll“{l/?qlflo
26 | A16AB26 g genomes(vg)/0.5mL solution |E70.8; G24.8
Exuparvovec - - IIOTBBPJACHA
for infusion
auartosasa
neduuuT Ha
apomarHa L-
AMHWHOKUCCIINHH
ajgexapOokcuiaza
(AADC) ¢ Texbk
benoTun
300 mg powder for
concentrate for solution for
infusion.
27 |LO1FX08 |Elotuzumab 400 my powder for C90.0
concentrate for solution for
infusion
. 0,05 mg/ml oral solution - 210
28 | JOSAF10 |Entecavir ml B18.0: B18.1
. 2.2 mg/ml oral solution —
29| NO3AX26 | Fenfluramine 60mI; 120 ml: 250 ml; 360 ml | G40.6 - G40.4-8
30 | NO1AHO1 | Fentanyl 50 micrograms/ml solution for | .\ . py
injection - 2 ml; 10ml
o 500 mgpowder for | oot car g
31 |JO5AB06 | Ganciclovir ;:r(])fr:;?g;rate for solution for C85: C91: C92: D46
D47
32 | VO3AF09 | Glucarpidase 2000 11 powder for solution | ¢ acio py
or injection
33 | A16AX09 |Glycerol phenylbutyrate |1.1 mg/ml oral solution E72.2;E72.4
1 mg prolonged-release tablet;
34| C02AC02 | Guanfacine 2 mg prolonged-release tablet; | -,
3 mg prolonged-release tablet;
4 mg prolonged-release tablet;
Human normal 50 mg/ml solution for infusion
35|J06BA02 |. . 10 ml, 20 ml, 50 ml, 100 ml, |Cwsrnacuo PY
immunoglobulin (1VIg) 200 ml. 400 ml. 500 ml
100 mg/ml solution for
Human normal infusion - 10 ml; 25 ml; 50 ml,
36 | J06BAO2 immunoglobulin (IVIg) {60 ml; 100 ml; 200 ml; 300 Crraacuo PY
ml; 400 ml
Human normal 100 mg/ml solution for
37 |JO6BA0L | immunoglobulin/Immune mfuspn for s:ubcutenf)us ise | Cernacro PY
. 25 ml; 50 ml; 100 ml; 200 ml;
globulin 10% 300 ml-
5 modified-release hard
38 |HO2ABO09 |Hydrocortisone capsules; 10 mg modified- Cewriacuo PY

release hard capsules




39 |HO2ABO09 |Hydrocortisone 5 mg modified-release tablets |Csriacuo PY
40 | CO1EB16 | Ibuprofen 52mr?]/|ml solution for injection 025.0
200 mg/ml solution for
Immunoglobulins subcutaneous injection - 5ml;
normal human, for 10 ml; 20 ml; 50 ml
41 | JO6BAOL |extravascular adm 200 ma/mi solution for Cwraacuo PY
(Human normal g ST
immunoglobulin (SCIg)) spbcutan(_eous injection in pre-
filled syringe - 5 ml, 10 ml, 20
ml
480 mg (20mg/ml)
42 | JOSAX18 |Letermovir concentrate for solution for B25
infusion
43 |NO5SANO1L |Lithium carbonate 500 mg tablets F31; F32; F33;F25
44 |NOSBAO6 |Lorazepam 4 mg/ml solution for injection |Csraacuo PY
45 | ALGAX18 | Lumasiran 94.5mg/0,5 mi solution for 0 . N5 g
Injection
46 | AOSAX04 | Maralixibat chloride 9,5 mg/ml oral solution - 30ml | Q44.2; Q44.7; K76.8;
50 mg powder and solvent for
concentrate for solution for C56; C90; C81; C82;
infusion; C83; C85; C91; C92;
47 |LOL1AADS | Melphalan 50 mg powder and solvent D46; DA7; E85;
for solution for Z94.8
infusion/injection
methylthioninium 5 mg/ml solution for injection
48| VOSABLY chloride/Methilene blue |- 10 ml 157.8
49 | A16AA07 | Metreleptin 5,8 mg powder for solution for | ¢ |
injections
50 [NOSCDO8 | Midazolam L mg/ml solution for = |41 - G406
injection/infusion - 10 ml; 2ml
Mycophenolic 500 mg powder for
51 | LO4AA06 |acid/mycophenolate concentrate for solution for Z94.0
mofetil infusion
Mycophenolic .
52 | LO4AAO6 |acid/mycophenolate Powder for oral suspension 1| -4, ,
. g/5 ml
mofetil
53 | ALBAX04 | Nitisinone fn:“g/ mloral suspension =90 | 4 ,
1 mg/ml concentrate for
solution for infusion -1ml; A39.1, A40.8; A40.0,
Noradrenaline 1 mg/ml concentrate for A41.0; A40.1; A4l1.1;
54| CO1CAO3 norepinephrine solution for infusion -5 ml, A40.2; A41.3; A40.3,
1 mg/ml concentrate for A41.4; A4l.5; R57
solution for infusion -10 ml
200 ug hard capsules
. 400 pg hard capsules K76.8; K83.8; Q44.7,
55 | AOSAX05 |Odevixibat 600 pg hard capsules Q44.2
1200 pg hard capsules
56 | NOSAHO3 | Olanzapin 10 mg powder for solution for | o a1 £g4

injection




20 mg powder for concentrate

57 | A16AB25 |Olipudase alfa for solution for infusion E75.2
Omegaven (fish oil Emulsion for infusion - 50 K90.8; K90.9; K91.2;
58 | BOSBAO2 |triglycerides) injectable ml: 100 ml K91.8; P78.3; K52.8;
emulsion fat emulsions ' K91.2; Q45.8
3a JieueHue Ha: -
MALMUEHTH € 5q
CIIMHAJIHA
MYCKYJIHA
atpo¢pusi(CMA)
¢ Onasenna
MyTaIII/ISI B I'cHa
SMNI1 un
KJIKHUHHUYHAa
auartosa 3a
Onasemnogene 2x10* vector genomes/mL CMA Tun 1, umu
59 | M09AX09 abeparvovec solution for infusion 5.5 ml + |G12.0; G12.1 -MaIlUeHTH C 5q
8.3 ml vial CMA ¢
OouanenaHa
MyTaIII/IH B I'CHA
SMNI1 u 5o 3
KOIINs HA I'CHa
SMNZ2.
Nupukannure ca
OrpaHUYEHU 3a
HanueHTH a0 2
TOJMIIIHA
BB3pACT.
- 4.5 mg film-coated tablets;
60 | NO7XX11 |Pitolisant 18 mg film-coated tablets G47.4
61 |JO2AC04 |Posaconasole igSmrﬁ{ml oral suspension - CoriacHo PY
Potassium 8 mE(? prolonged-release
62 | A12BA30 |citrate/Potassium granures onged-rel N15.8; N25.8; E72.3
hydrogen carbonate 24 mEq prolonged-release
granules
. 100 mg granules for oral B20; B21; B22; B23;
63 |JO5AJ01 | Raltegravir suspension B24: 721
1,5 mg/ml powder and
64 | VO3AF07 |Rasburicase solvent for concentrate for Ceriacao PY
solution for infusion
100 mg/ml concentrate for
solution for infusion - 3 ml
65 | LO4AA43 | Ravulizumab (300 mg/3 ml) Coraacio PY
10 mg/ml concentrate for
solution for infusion - 30 ml
(300 mg/30 mi
66 | J06BDO06 | Regdanvimab 60 mg/ml concentrate for U07.1
solution for infusion — 16 ml
100 mg powder for
67 | JOSAB16 |Remdesivir concentrate for solution for u07.1
infusion
68 | AL6AB14 | Sebelipase alfa 2 mg/ml concentrate for E75.5

solution for infusion




10 mg hard capsules

69 | LOLEEO4 |Selumetinib 25 mg hard capsules Cwrimacuo PY
70 |NO7XX04 | Sodium oxybate >0 mg/ml oral solution - 180 |47 4
71 |NO3AX17 |Stiripentol 250 mg hard capsules G40.4; G40.6
100 mg/ml solution for
72 |VO3AB35 | Sugammadex injection- 1ml: 2ml: 5m Cwvraacuo PY
73 [L04ADO02 | Tacrolimus 5mg/ml concentrate for Cornacio PY
solution for infusion - 1 ml
1,25 mg powder and solvent
for solution for injection - 0,5 . . .
74 | A16AX08 | Teduglutide ml K90.2: K90.9; K9L.2;
K91.3; K91.8
5 mg powder and solvent for
solution for injection - 0,5 ml
. 50 mg hard capsule _ .
75 | LO4AX02 | Thalidomide 100 mg coated tablet C90.0; D47; D46
15 mg powder for concentrate
for sogllftion for infusion; ggg ggi ggg ggg
76 |LOLACO1 |Thiothepa 100 mg powder for ! ! ! !
P concer?tr%te for solution for €84, C85; C91; C92;
) . D46; D47; 294.8
infusion
1 g powder for solution for C81; C82; C83; C85;
infusion; C90; C91; C92; ;
77 |LO1ABO2 | Treosulfan 5 g powder for solution for C93; C94; D46 D47,
infusion Z94.8
C00-C14; C30- C32;
C34; C49; C50; CT71;
C76.3; C81.0; C81.1;
C81.2; C81.3; C81.9;
C82.0; C82.1; C82.2;
o 1 mg/ml solution for injection- | C82.4; C82.7;
78 |LO1CAQ2 |Vincristine 1mi C82.9-C83.0:C83.1;
C83.2; C83.5; C83.6;
C83.7; C83.8; C84.0;
C84.1; C83.4; C84;
C85; C88; C90; C91;
C92.0; C96; D69.3
79 | A16AX05 | Zinc acetate dihydrate 50 mg hard capsules E&3.0




