PEIIYBJIMKA BBJII'APUSA
MuHHCTEPCTBO Ha 3ApaBEONa3BaHETO

MI/IHI/ICT'Lp Ha 37IpaBCOMma3sBaHETO

3ANMOBE ]I
NPI- O\- 200 /oY% 2019r.

Ha ocnoBanue 4. 25, a1. 4 ot 3akoHa 32 aIMHHHACTPALIUATA, WI. 266a, al. 2 OT 3aKoHa
3a JICKapCTBEHUTE IPOIYKTH B XyMaHHaTa MEAULIMHA, 4. 16, ait. 4 ot Hapen6a Ne 10 ot 2011 r.
3a YCIOBHMATa W pela 3a J€YeHHE C HepaspelleHH 3a ynoTpeba B PemyOmmka Bobiarapus
JIEKapCTBEHHU MPOIYKTH, KAKTO U 3a YCIOBUATA U Pe/ia 3a BKIIIOYBaHE, POMEHH, H3KIIOUBAHE U
J0CTaBKa Ha JIEKapCTBEHM MMPOIYKTH OT CIIMCHKA 110 WiI. 2664, aJl. 2 0T 3aKOHa 3a JIEKAPCTBEHUTE
IIPOAYKTH B XyMaHHaTa MEIUIIMHA

HAPEXIAM:

I. YTBBpXKIaBaM CIIUCHK HA JIEKAPCTBEHUTE MPOAYKTH IO WI. 266a, an. 2 oT 3akoHa 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEJUIIMHA, ChIVIACHO [IpritoKeHrETO.

IL. Ot™mensm 3amoBen Ne PJI-01-146/29.05.2018 r., nomsnnena cbe 3amosen Ne PJ1-01-
227/01.08.2018 r., 3anosex Ne PJI-01-228/02.08.2018 r., 3amosen Ne PJI-01-243/23.08.2018 .,
3anosex Ne PJ1-01-314/23.10.2018 r., 3amoBex Ne PJ1-01-365/29.11.2018 r., u3MeHeHa u
nombiHeHa ¢bCc 3anoBen Ne PJI-01-371/05.12.2018 r., nomsinena cse 3amoseny Ne PII-01-
20/30.01.2019 r., 3anoBen Ne P/1-01-48/19.02.2019 r., 3amosex Ne PJI-01-52/25.02.2019 r.,
3anioBen Ne PJ1-01-88/01.03.2019 r. u 3anosex Ne PJ1-01-154/03.06.2019 r.

IIl. 3amoBenra ma ce mybiaMKyBa Ha HHTEPHET CTpaHMWIaTa Ha MMHHCTEPCTBO Ha
3[paBeOna3BaHETO.
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[Tpunoxenue kM 3anosen No

29-.290 /07 v

2% 9
CIIUCBK
Ha JIEKapCTBEHHUTE MPOAYKTH 1O 41. 2662, aj1. 2 0T 3aKOHa 32 JIeKaPCTBEHHUTE NPOAYKTH B XyMaHHATA
MeAHLIHHA
Ne ATC kon Me:uxayHapoaHo JlekapcTBeHa dopma 3aboasnBaHe no JonmbJiHUTe/IHA
HeMaTeHTHO H KOJIHYeCTBO MeKAyHapoaAeH uHdopmauus
HaHMeHOBaHHe, KbM Ha AKTHBHOTO Ko/ Ha
KO0eTO NMPUHALIEKH BeLIECTBO 3a0o/1siBaHUATA
npoayktsT (INN)
1. A16AA05 Carglumic acid Dispersible tablets 200 E71.1; E72.2
mg
2. A16AX04 Nitisinone Suspension for oral use E70.2
4 mg/ml - 90 ml
3. A16AX08 Teduglutide Powder and solvent for K91.2
solution for injection
1,25 mg
4, B01AXO01 Defibrotide Concentrate for C81; C82; C83;
solution for infusion 80 C84; C85; C90;
mg/ml - 2,5 ml C91; C92; C93;
C94; D46; D47,
D56; D57; D60;
D61; D69; D71;
D72; D81, D82;
794.8
5. B02BDO07 Human coagulation Powder and solvent for D68.2
factor XIII solution for
injection/infusion 250
1U/1250 TU
6. B02BD11 Catridecacog - Powder and solvent for D68.2
recombinant solution for injection
coagulation factor XIII 2500 U
7. CO1CAO03 Norepinephrine Solution for injection 1 195 Criemsa Mspka 3a
mg/ml Bb3CTaHOBSIBAaHE HA
KPBBHOTO HaJIraHe Ipu
0CTpa XUIOTOHHUS
8. C01CX08 Levosimendan Concentrate for 150 Octpo nexoMmeHcupana
solution for infusion TEXKa XPOHHYHA ChpIEYHA
2.5 mg/ml - 5 ml HEJOCTaTbYHOCT
9. CO1EB16 Ibuprofene lysine Solution for injection 5 Q25.0
mg/ml -2 ml
10. C03CAO01 Furosemide Solution for injection 150; N17.8; 090.4;
or infusion 10 mg/ml- N08.3; N00.0-
25 ml N00.8; N03.0;
N05.0; N08.4;
N18.8; K74.6
11. GO03CA04 Estriol Pessaries 0,5 mg Coriacho PY
12. G03GB02 Clomifene Tablets 50 mg E28.2; E28.8




13. H02AB09 Hydrocortisone Modified-release CoriacHo PY
tablets 5 mg
14. JO1GAO1 Streptomycin Powder for solution for Al5; Al6; Al7;
injection 1 g Al8; A19
15. JO2AC04 Posaconazole Oral suspension 40 B37; B38; B43;
mg/ml B44; B47
16. JO2AC04 Posaconazole Concentrate for B37; B38; B43;
solution for infusion 18 B44; B47
mg/ml
17. JO2ACO05 Isavuconazole Powder for concentrate B44; B46
for solution for
infusion 200 mg
18. JO2AX04 Caspofungin Powder for concentrate B37; B44
for solution for
infusion 50 mg;
Powder for concentrate
for solution for
infusion 70 mg
19. JO5AX18 Letermovir Tablets 240 mg B25
20. LO1AAO01 Cyclophosphamide Tablets 50 mg CoriacHo PY
21. LO1ABO1 Busulfan Concentrate for C90.0; C91; C92;
solution for infusion 6 C93; C81; C82;
mg/ml - 10 ml; C83; C84; C85;
D46; D47; 294.8
22. LO1ACO1 Thiothepa Powder for concentrate C90.0; C91; C92;
for solution for C93; C81,; C82;
infusion 15 mg; C83; C84; C85;
Powder for concentrate D46; D47; 294.8
for solution for
infusion 100 mg
23. LO1ADO1 Carmustine Powder and solvent for Cwraacho PY
solution for infusion
100 mg
24, LO1BB02 6-Mercaptopurine Oral suspension 20 C91.0; C83.7
mg/ml
25. L01BB04 Cladribine Solution for injection 2 C91.4; Co94
mg/ml - 5 ml
26. LO1BCO08 Decitabine Powder for concentrate D46; C92
for solution for
infusion 50 mg
27. LO1CA02 Vincristine Solution for injection 1 CoriacHo PY
mg/ml - 1 ml
28. L01DCO1 Bleomycin Powder for solution for Cwrinacuo PY

injection 15 000 IU




29.

LO01XCO05

Gemtuzumab
0zogamicin

Powder for concentrate
for solution for
infusion 5 mg

C92.0

30.

LO1XC16

Dinutuximab beta

Concentrate for
solution for infusion
4.5 mg/ml

Cwriacuo PY

31.

L01XC23

Elotuzumab

Powder for concentrate
for solution for
infusion 300 mg;
Powder for concentrate
for solution for
infusion 400 mg

C90.0

32.

L01XX02

Asparaginase/ L-
asparaginase

Powder for solution
for injection/infusion
10 000 IU

C91.0; C83.7

33.

L01XX24

Pegaspargase

Solution for
injection/infusion 750
U/ml

C91.0; C83.7

34.

L01XX27

Arsenic trioxide

Concentrate for
solution for infusion 1
mg/ml

C92.4; C92.0

35.

L01XYO1

Daunorubicin/Cytarabin

Powder for concentrate
for solution for
infusion 44 mg/100 mg

C92.0; D46.2

36.

LO04AA06

Mycophenolic acid/
mycophenolate mofetil

Powder for concentrate
for solution for
infusion 500 mg

Cwriacuo PY

37.

LO4AA25

Eculizumab

Concentrate for
solution for infusion,
300 mg

D59.3; D59.5

38.

LO4AA37

Baricitinib

Film-coated tablet 2
mg

Ceriacho PY

39.

L04ACO03

Anakinra

Solution for injection
100 mg/0,67 ml

Cwriacuo PY

40.

L04ADO02

Tacrolimus

Concentrate for
solution for infusion, 5
mg/ml

Cwriacuo PY

41.

L04AX02

Thalidomide

Hard capsules 50 mg

C90.0

42.

L04AX04

Lenalidomide

Hard capsules 2,5 mg,
7,5 mg, 15 mg

C90.0

43.

L04AX06

Pomalidomide

Hard capsules 1 mg; 2
mg; 3 mg; 4 mg

C90.0

44.

MO03ACO09

Rocuronium bromide

Solution for injection
10 mg/ml - 5 ml

Cwriacuo PY




45. MO09AX03 Ataluren 125 mg granules for G71.0
oral suspension;
250 mg granules for
oral suspension
46. MO09AX07 Nusinersen Solution for injection G12.0; G12.1
12 mg/5 ml
47. NO1AHO1 Fentanyl Solution for injection CerinacHo PY
0,05 mg/ml;
(50mcg/ml) - 2ml, 5
ml;
48. NO3AF03 Rufinamide Film coated tablets 200 G40.4
mg
49. NO3AG04 Vigabatrin Tablets 500 mg G40.4
50. NO3AX17 Stiripentol 250 mg hard capsules; G40.4
250 mg powder for oral
suspension in sachet
51. NO5CM18 Dexmedetomidine Concentrate for CsriacHo PY
solution for infusion
100 mcg/ml - 10 ml
52. NO5SAHO03 Olanzapine Powder for solution for F20.0; F20.1;
injection 10 mg F20.2; F20.3;
F20.6; F31.0;
F31.1; F31.2; F31.6
53. NO06BX13 Idebenone Film coated tablets 150 H47.2
mg
54. N07XX12 Patisiran Concentrate for G63.3; E85.1
solution for infusion 2
mg/ml
55. SO01FA06 Tropicamide Eye drops, solution 5 H16; H19; H20;
mg/ml-10 ml H22; H25-H28;
H30-H36; H40-
H42; H43-H45;
H46-H48; H52
56. S01JAO1 Fluorescein Solution for injection HO04; H16; H18,;
500 mg/5 ml H30-H36; H59;
C69; S05
57. S01LA04 Ranibizumab Solution for injection H34.8; H35.0;
10 mg/ml H35.2; H35.3;
H36.0; H44.2
58. VO03AF07 Rasburicase Powder and solvent for Csriacuo PY
concentrate for solution
for infusion, 1,5 mg/ml
59. RO7AX02 Ivacaftor 50 mg granules in E84

sachet




