PEIIYBJINKA BbJTAPUS
MuHHECTEPCTBO Ha 37JpaBEONa3BaHETO

MuHUCTBD Ha 3paBeona3BaHETO

3AHOBEJ

Ha ocHoBanue un. 25, an. 4 ot 3akoHa 3a aAMUHUCTpaIUTa, WI. 266a, ajl. 2 oT 3aKkoHa
3a JIEKApCTBEHUTE IIPOAYKTH B XyMaHHaTa MEIULIMHA, 9. 16, an. 4 ot Hapenba Ne 10 ot 2011
I. 332 YCIOBHATa M pella 3a JICYEHME ¢ HepaspelleHd 3a ynorpeba B PemyOmuka beirapus
JEKapCTBEHM IPOJYKTH H JIEKapCTBEHH NIPOAYKTH 3a ChCTpajaTelHa ynorpeda, KakTo M 3a
YCIOBHATa U pejia 3a BKIIOYBAHE, NPOMEHH, H3KIIOYBAHE M JIOCTaBKa Ha JIEKAPCTBEHH
IPOAYKTH OT CIIACHKA I10 WiI. 266a, ain. 2 oT 3aKoHa 3a JIeKapCTBEHUTE IIPOAYKTH B XyMaHHATa
MeIHIHHA

HAPEXIAM:

I. YTBBpKIaBaM CIUCHK Ha JIEKAPCTBEHHUTE IMPOIYKTH IO Wwi. 266a, ail. 2 ot 3akoHa 3a
JIEKapCTBEHUTE MPOIYKTH B XyMaHHaTa MEIUIIMHA, ChIIIacHO [IpHIIoKeHHeTO.

II. Ormenssm 3amoBen Ne PJ1-01-200/09.07.2019 r., m3MeHeHa ¥ IONBIHEHA CHC
3amoBen Ne PJI-01-247/23.08.2019 r., 3anosen Ne PJ1-01-262/16.09.2019 r., 3amosen Ne PJI-
01-282/08.10.2019 r., 3amoBem Ne PJI-01-303/28.10.2019 r., 3amoBex Ne PJ[-01-
334/22.11.2019 r., 3anosexn Ne P/1-01-341/27.11.2019 r., 3amoBex Ne PJI-01-365/10.12.2019
r., 3amoBex Ne PJ1-01-6/09.01.2020 r., 3amoBex Ne PJ[-01-48/05.02.2020 r., 3anmosem Ne P]I-
01-50/07.02.2020 r., 3amosex Ne P/1-01-92/17.02.2020 r., 3anioBex Ne PJ1-01-151/25.03.2020
T., 3anmoBen Ne PJ1-01-164/27.03.2020 r., 3anosem Ne PJ1-01-185/07.04.2020 r. u 3anosen Neo
PI1-01-200/13.04.2020 r.

II. Hacrosmara 3amoBen ja ce nyOmuKkyBa Ha HHTEpPHET CTpaHHIlaTa Ha
MuHHCTEPCTBOTO Ha 3[IpaBEOIa3BaHETo.
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CIIUCEK

Ha JIeKapCTBeHHTe NPOAYKTH MO 4. 2662, aJ1. 2 or 3aK0Ha 3a JleKapCTBeHUTE NPOAYKTH B XyMaHHATA MeAHIHHA

Ne Kon Me:xaynapogHo JlexapcTBeHa hopMa H KOMUYECTBO MKB Jonbanurenna
110 aHATOMO HeNmaTeHTHO Ha AKTHBHOTO BeLIECTBO nHdopmanus
TepaneBTH HaHMEeHOBaHHe,

qHa KbM K0ETO
XMMHM4Ha NPHHALIERH
Knacupuixa | npoayxrsT /INN/
oua/ATC
xon/

1 | A16AA05 Carglumic acid dispersible tablets 200 mg E72.2

2 | A16AA06 Betaine anhydrous oral powder 1 g E72.1

3 | A16AB13 Asfotase alfa solution for injection 100 mg/ml E83.3

4 | A16AB14 Sebelipase alfa concentrate for solution for infusion 2 | E75.5

mg/ml

5 A16AB19 Pegvaliase solution for injection 2.5 mg E70.0

solution for injection 10 mg
solution for injection 20 mg

6 | A16AX04 Nitisinone oral suspension 4 mg/ml E70.2

7 | A16AX08 Teduglutide powder and solvent for solution for Q41.1; Q41.2

injection 1,25 mg

8 B01AX01 Defibrotide concentrate for solution for infusion C81; C82; C83;

80 mg/ml1-2.5 ml C84; C85; C90;
C91; C92; C93;
C94; 794.8; D46;
D47; D56; D57,
D60; D61; D69;
D71; D72; D81;
. D82
9 | B0O2BD07 Human coagulation | powder and solvent for solution for D68.2
factor XIII injection/infusion 250 [U
10 | B02BD11 Catridecacog - powder and solvent for solution for D68.2
recombinant injection 2500 IU
coagulation factor
XIII
11 | BO6ACO5 Lanadelumab solution for injection 300 mg D84.1
12 | CO1CX08 Levosimendan concentrate for solution for infusion 150.0; 150.1
2.5 mg/ml-5 ml
13 | CO3CAO01 Furosemide solution for injection or infusion 10 110; 111.0; 111.9;
mg/ml-25 ml 112.0; 112.9; 113.0;
113.1; 113.2; 150.0;
N00.1-N00.8;
N03.0-N03.8;
N04.0-N04.8;
N01.0-N01.8;
N18.0; R18
. N18.8-N18.9; N19,
14 | HO1BAO1 Vasopressin concentrate for solution for infusion 146.2; 146.8; 146.9;

(Argipressin)

40 IU/2 ml

K92.2; 185.0; K76.7




15 | HO2ABO09 Hydrocortisone modified-release tablets 5 mg MO05.0; M05.1;
M05.3; M05.8;
MO06.0; M08.3;
M32.0; M32.1;
M32.8; E25.0;
E27.1

16 | JO1FA09 Clarithromycin powder for concentrate for solution A31; A48.1;

for infusion 500 mg A75-A79; J15.8

17 | J01GAO1 Streptomycin powder for solution for injection 1 g Al5; Al6; Al7;
Al8; A19; G93.4;

18 | JO2ACO4 Posaconazole oral suspension 40 mg/m} B37.7 ; B45.1;
B44.0; B44.7;
B38; B43; B47;
J16.8

19 | JO2ACO05 Isavuconazole powder for concentrate for solution B46; B46.5; B44.0;

for infusion 200 mg B44.9; B44.7

20 | JO2AX04 Caspofungin powder for concentrate for solution B37.7; B45.1;

for infusion 50 mg; B44.0;
powder for concentrate for solution B44.7; B44.9
for infusion 70 mg

21 | JOSAF10 Entecavir oral solution 0.05 mg/ml B16; B18.0; B18.1

22 | JO5AX08 Raltegravir chewable tablets 25 mg; B20; B21; B22;

chewable tablets 100 mg B23; B24

23 | JOSAXO08 Raltegravir granules for oral suspension 100 mg B20; B21; B22;

B23; B24

24 | JOSAX18 Letermovir film-coated tablets 240 mg B20.2; B25; B27.1

25 | J06AB02 Human normal solution for infusion 50 mg/ml B05; B06; B15;
immunoglobulin for M30.3; M32.1;
intravascular use M32.8; M08.20;
(immunoglobulins, M33.0; M33.1;
normal human, for M33.2; M34.0;
intravascular adm.) M34.8;

26 | JO6BAO1 Human normal solution for infusion for subcutenous | B0S5; B06; B15;
immunoglobulin/Im | use 100 mg/ml M30.3; M32.1;
mune globulin 10% M32.8; M08.20;

M33.0;M33.1;
M33.2; M34.0;
M34.8;

27 | LO1AAO1 Cyclophosphamide | coated tablets SO mg N00.0-N05.8;
N08.2-N08.5;
E85; C34; C49;
C50; C56; C91.1;
C91.5; C90.0;
M05.8; M06.0;
M30.0; M30.1;
M31.3; M31.4;
M32.0; M32.8;
M34.0; M32.1;
M31.3; M32.8;
D69.0

28 | LO1AA03 Melphalan powder and solvent for concentrate E85; C56; 7294.8;

for solution for injection/infusion 50 C90.0
mg

29 | LO1ABO1 Busulfan concentrate for solution for infusion 6 | Z94.8; C90.0; C91;

mg/ml-10 ml C92; C93; C81;

C82; C83; C84;
C85; D46; D47




30 | LO1ABO02 Treosulfan powder for solution for infusion 5 g 794.8 TIpunaraue npu
TPaHCIUIAHTaHOH
Ha Iporpama 3a
aJloreHHa
TpaHCIIIaHTAuHA
Ha XCK xaro
KOHIMLMORUPAI
MuenoanaruBeR
PEXHUM.
31 | LO1ACO01 Thiotepa powder for concentrate for solution 794.8; C90.0; C91;
' for infusion 15 mg; C92; C93; C81;
powder for concentrate for solution C82; C83; C84;
for infusion 100 mg C85; D46; D47
32 | LO1BB02 6-Mercaptopurine oral suspension 20 mg/ml K50; K51; C91.0;
C83.7
33 | LO1BB04 Cladribine solution for injection 2 mg/ml-5 ml C92.0; C94; C91.4
34 | LO1BCO08 Decitabine powder for concentrate for solution C92.0; D46.0;
for infusion 50 mg D46.9; C92
35 | LO1CAQ2 Vincrisitne solution for injection 1 mg/ml-1 ml C00-C14; C30-C32;
C34; C49; C50;
C71; C76.3;
C90; C91; C96;
C81; C82; C83;
C84; C85; C88
36 | 1L.01DCO1 Bleomycin powder for solution for injection C00-C14; C15;
15000 IU C30; C32; C38;
C51; C53; C60;
C62; C63; C78.2;
C78.6; C81
37 | LO1DCO3 Mitomycin powder and solvent for concentrate C15; C16-C20;
for solution for infusion or C21; C34; C50;
intravesical use 10 mg; C65-Co7
powder and solvent for concentrate
for solution for infusion or
intravesical use 20 mg-10 ml
38 | L01XC16 Dinutuximab beta concentrate for solution for infusion C76.0-C76.3
4.5 mg/ml
39 | LO1XC23 Elotuzumab powder for concentrate for solution C90.0
for infusion 300 mg;
powder for concentrate for solution
for infusion 400 mg
40 | L0O1XC33 Cemiplimab concentrate for solution for infusion C44
350 mg
41 | LO1XX02 Asparaginase/ L- powder for concentrate for solution C91.0; C83.7;
asparaginase for infusion 10 000 IU; C76.0-C76.3
powder for solution for injection 10
000 IU
42 | LO1XX27 Arsenic trioxide concentrate for solution for infusion 1 | C92.4
mg/ml
43 | L0O1XY01 Daunorubicin/Cytar | powder for concentrate for solution C92.0; D46.2
abin for infusion 44 mg/100 mg




44 | LOAAAO6 | Mycophenolic powder for concentrate for solution 794.0; T86.1;
acid/mycophenolate | for infusion 500 mg 794.4;'T86.4;
mofetil 794.1; T86.2;
794.8; K75.4;
N00.0-N05.8;
N08.2-N08.5;
D61.3; C81; C82;
(C83; C84; C85;
C90; C91; C92;
C93; C94; D46;
D47; D56; D57;
D60; D61; D69;
D71; D72; D81;
D82; M32.1;
M32.8;
45 | LO4AA06 Mycophenolic powder for oral suspension 1 g/5 ml 794.0; 'T86.1;
acid/mycophenolate 794.4; T86.4;
mofetil 794.1; T86.2;
794.8;
N00.0-N05.8;
N08.2-N08.5;
D61.3; C81; C82;
C83; C84; C85;
C90; C91; C92;
-} C93; C94; D46;
D47; D56; D57,
D60; D61; D69;
D71; D72; D81;
D82; M32.1;
M32.8;
46 | LO4AA25 Eculizumab concentrate for solution for infusion D59.3; D59.5
300 mg
47 | LO4ACO03 Anakinra solution for injection 100 mg/0.67 ml | M05.0; M05.1; Ilpu nepuoauaaR
MO05.3; M05.8; CHHADOMM
MO06.1; M08.3; CBBP3aHH C
MO08.20; M35.8 KPHOIIMPUH
(CAPS),
damuieH CTyI0B
aBToMH(IaMaTOp
€H CHHAPOM
(FCAS)
48 | LO4AC11 Siltuximab powder for concentrante for solution | D47.7
for infusion 100 mg;
powder for concentrante for solution
for infusion 400 mg
49 | LO4AX02 Thalidomide hard capsules 50 mg C90.0
50 | LO4AX06 Pomalidomide hard capsules 1 mg; C90.0
hard capsules 2 mg;
hard capsules 3 mg;
51 | MO3ACO09 Rocuronium solution for injection 10 mg/ml - 5 ml | Csrmacso PY
bromide
52 | M09AX03 Ataluren granules for oral suspension 125 mg; | G70.0
granules for oral suspension 250 mg;
granules for oral suspension 1000 mg
53 | NO3AX17 Stiripentol hard capsules 250 mg G70.0
54 | NO3AX17 Stiripentol powder for oral suspension in sachet G40.6

250 mg




55 | NO5CA19 Thiopental sodium | powder for solution for injection 500 | Csraacuo PY
mg
56 | NO5SCM18 Dexmedetomidine concentrate for solution for infusion Csriacuo PY
100 micrograms/ml
57 | PO1BAO1 Chloroquine film-coated tablets 250 mg B34.2; M05.0;
MO05.1; M05.3;
M05.8; M06.0;
MO08.4; M32.1;
M32.8; M33.0;
M33.1; M33.2;
M34.0; M34.8
58 | VO3AB17 Methylene blue = solution for injection 5 mg/ml T46.9; T65.3;
V04CGO5 methylthioninium T65.5; K50; K51;
chloride

D12; D13; C15-C21




