DEBPYAPI 2023

Monorpadmn 3a BAKCVMHM 3a xymaHHaTa MeIyMIIMHA, BK/IIOYEHN B eIMHAaAeceTOTO n3gaHue (1o nombiHernne 11.2) Ha EBponerickaTta

dapmakomnes!

Hosure 1 npomeHeHuTe MoHOrpadum B nyoymkysanure 11.0-11.2 momrbiiHeHMsI ca TIOCOYeHN B ChIBbP>KaHMETO Ha JoImbiIHeHMe 11.2 Ha

EBpomnerickaTta papmakories.

3arsaBusa Ha MoHorpaduu B EBponericka papmakonest

No AHTIMIICKO NMe Jlamuticko ume bearapcko nme Momnorp.
No
1. | Anthrax vaccine for human use Vaccinum anthracis adsorbatum ab colato AncopOupaHa BaKCMHa Cpellly aHTPaKC 3a 2188
(adsorbed, prepared from culture culturarum ad usum humanum ymoTpeba Ipm xopa (IojIyueHa OT KYJITypPajTHI
filtrates) dwiTpaTi)
2. | BCG for immunotherapy BCG ad immunocurationem BCG 3a mmyHoTepans 1929
3. BCG vaccine, freeze-dried Vaccinum tuberculosis (BCG) cryodesiccatum BakcmHa cpemy Tybepkysiosa (BCG), 0163
modwInspaHa
4. Cholera vaccine (inactivated, oral) Vaccinum cholerae perorale inactivatum Bakcuna cpery xostepa (MHaKTUBMpaHa, 2327
riepopaJIHa)
5. | Diphtheria and tetanus vaccine Vaccinum diphtheriae et tetani adsorbatum AncopOupana BakcuHa cpelty aAndTepus 1 0444
(adsorbed) TeTaHyC
6. | Diphtheria and tetanus vaccine Vaccinum diphtheriae et tetani, antigeni-o(-is) | AmcopOupata BakCMHa Cpery I Tepus 1 0647

(adsorbed, reduced antigen(s) content)

minutum, adsorbatum

TE€TaHyC, C HaMaJICHO aHTUT'€HHO ChIbP KaHIe

1 Mo IIPY Ha BakcuHM:

Morts mmariTe IpenBm, Ue TOBa ca IIOCTIEIHWTE IIPVeT HauMeHoBaHVs Ha Monoepagpuu 3a BAKCUH 3a xymannama meduyuna, xawouenu 6
edunadecemomo usdanue (0o donsinerue 11.2) na E6poneiickama gpapmarxones Ha OBIITapCcKM €3MK, KOMTO TPsIOBa [1a ce M3II0I3BaT IIPY M3TOTBSIHE Ha IIPOIYKTOBa

vHMopMaIys Ha BaKCUHI.

Mo, akTyanvsupariTe HpoayKToBaTa MH(POPMAIIMI Ha BaKCHHITE, 32 KOUTO Bede IIPUTeXaBaTe paspellleHye 3a yIoTpeba, Ipu I'bpBU YI00eH 3a
Bac cirygarn (cemBariia mpoMsiHa VIV IIOTHOBABaHe Ha pa3pelleHneTo 3a yrnorpeba).
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7. | Diphtheria, tetanus and hepatitis B Vaccinum diphtheriae, tetani et hepatitidis B AncopbupaHa BakcyHa cpelty audTepus, 2062*
(rDNA) vaccine (adsorbed) (ADNr) adsorbatum tetanyc n xermatut B (pJHK)

8. | Diphtheria, tetanus and pertussis Vaccinum diphtheriae, tetani et pertussis sine ApncopbupaHa BakcyHa cpelity audTepus, 1931
(acellular, component) vaccine cellulis ex elementis praeparatum adsorbatum TeTaHyC VI KOKJTIOII (0e3KTeThuHa,

(adsorbed) KOMITOHEHTHA)

9. | Diphtheria, tetanus and pertussis Vaccinum diphtheriae, tetani et pertussis sine AncopbupaHa BakCHa Cpeliy 2764
(acellular, component) vaccine cellulis ex elementis praeparatum, antigeni-o(- | mudTepusi, TETaHyC U KOKJTFOLI
(adsorbed, reduced antigen(s) content) | is) minutum, adsorbatum (Ge3kreTpuHa, KOMIIOHEHTHa), C

HaMaJIeHO aHTUTE€HHO ChIbpyKaHMe

10. | Diphtheria, tetanus and pertussis Vaccinum diphtheriae, tetani et pertussis ex AncopOupaHa BakcMHa cpelty audrepus, 0445
(whole cell) vaccine (adsorbed) cellulis integris adsorbatum TeTaHYC ¥ KOKJTIONI (11eJIV1 KJIeTK1)

11. | Diphtheria, tetanus and poliomyelitis Vaccinum diphtheriae, tetani et poliomyelitidis | Ancopbupana BakcuHa cpeltty amndrepns, 2328
(inactivated) vaccine (adsorbed, inactivatum, antigeni-o(-is) minutum, TeTaHyC ¥ IOJIMOMUEINT (MHaKTUBMpPaHa), C
reduced antigen(s) content) adsorbatum HaMaJIeHO aHTUTeHHO ChIbp)KaHue

12. | Diphtheria, tetanus, pertussis (acellular, | Vaccinum diphtheriae, tetani, pertussis sine AncopOupana BakcHHa cpelnty audrepus, 1932
component) and haemophilus type b cellulis ex elementis praeparatum et haemophili | Tetanyc, koo (Ge3KIeThuHa, KOMIIOHEHTHA)
conjugate vaccine (adsorbed) stirpis b coniugatum adsorbatum 1 xeModwIyc Tuil b (KoHoraTHa)

13. | Diphtheria, tetanus, pertussis (acellular, | Vaccinum diphtheriae, tetani, pertussis sine AncopOupana BakcHHa cpelty audrepus, 1933**
component) and hepatitis B (rDNA) cellulis ex elementis praeparatum et hepatitidis | teranyc, Kokmom (Ge3KkieTbYHa, KOMIIOHEHTHA)
vaccine (adsorbed) B (ADNr) adsorbatum u xermatut B (pJHK)

14. | Diphtheria, tetanus, pertussis (acellular, | Vaccinum diphtheriae, tetani, pertussis sine AncopOupana BakcMHa cpelty audrepus, 1934
component) and poliomyelitis cellulis ex elementis praeparatum et TeTaHyC, KOKJIIOMI (0e3K/TeThuHa, KOMIIOHEHTHaA)
(inactivated) vaccine (adsorbed) poliomyelitidis inactivatum adsorbatum VI [TOJIVIOMMENNT (MHAKTVBUpPAHa)

15. | Diphtheria, tetanus, pertussis (acellular, | Vaccinum diphtheriae, tetani, pertussis sine AncopOupana BakcMHa cpelty audrepus, 2329
component) and poliomyelitis cellulis ex elementis praeparatum et TeTaHyC, KOKJIIOMI (0e3K/TeThuHa, KOMIIOHEeHTHaA)
(inactivated) vaccine (adsorbed, poliomyelitidis inactivatum, antigeni-o(-is) I TIOJIIOMMEJINT (MHaKTVBVIpaHa), C HaMaJIeHO
reduced antigen(s) content) minutum, adsorbatum AQHTUTEHHO ChIbpPXKaHue

16. | Diphtheria, tetanus, pertussis (acellular, | Vaccinum diphtheriae, tetani, pertussis sine AncopOupaHa BakCUHa cpelty audTepus, 2067

component), hepatitis B (rDNA),
poliomyelitis (inactivated) and

cellulis ex elementis praeparatum, hepatitidis B

TeTaHyC, KOKJToII (0e3KIeThYHa,
KoMIIOHeHTHa), Xertatut B (p/IHK),
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haemophilus type b conjugate vaccine
(adsorbed)

(ADNTr), poliomyelitidis inactivatum et
haemophili stirpis b coniugatum adsorbatum

HOJIMOMMUEINT (MHAKTUBMpPaHa) 11 XxeMouTyc
Ty b (koHIOraTHa)

17. | Diphtheria, tetanus, pertussis (acellular, | Vaccinum diphtheriae, tetani, pertussis sine AncopbupaHa BakcyHa cpelity audTepus, 2065
component), poliomyelitis (inactivated) | cellulis ex elementis praeparatum, TeTaHyC, KOKJIIOII (Oe3KTeThuHa,
and haemophilus type b conjugate poliomyelitidis inactivatum et haemophili stirpis | KoMIIOHeHTHa), TIOJIVIOMVEIINT (VHAKTUBIPAHA)
vaccine (adsorbed) b coniugatum adsorbatum 1 xemodwtyc Tur b (KoHroratHa)

18. | Diphtheria, tetanus, pertussis (whole Vaccinum diphtheriae, tetani, pertussis ex ApncopbupaHa BakcyHa cpelty audTepus, 2061
cell) and poliomyelitis (inactivated) cellulis integris et poliomyelitidis inactivatum TeTaHyC, KOKJIIOIII (L1eJIV KJIeTKV) 1
vaccine (adsorbed) adsorbatum MIOJIVIOMMENINT (MHAKTVBYpaHa)

19. | Diphtheria, tetanus, pertussis (whole Vaccinum diphtheriae, tetani, pertussis ex AncopOupana BakcuHa cpelnty audrepus, 2066***
cell), poliomyelitis (inactivated) and cellulis integris, poliomyelitidis inactivatum et | TeraHyc, KOKITIOLI (LI€JTM KJIETKM), TIOJIMIOMUEITUT
haemophilus type b conjugate vaccine | haemophili stirpis b coniugatum adsorbatum (vHakTVBUpaHa) 1 xeModwtyc Tiui b
(adsorbed) (xkoHIOraTHa)

20. | Diphtheria vaccine (adsorbed) Vaccinum diphtheriae adsorbatum AncopOupana BakcMHa cpelty audTrepus 0443

21. | Diphtheria vaccine (adsorbed, reduced | Vaccinum diphtheriae, antigeniis minutum, AncopOupana BakcrHa cpelty audrepus, 0646
antigen content) adsorbatum HaMaJIeHO aHTUTEeHHO ChIbpXXaHue

22. | Haemophilus type b and Vaccinum haemophili stirpi b et meningococcale | KorroraTHa BakcmHa cpeliy xemodwiyc Tuirb | 2622
meningococcal group C conjugate classis C coniugatum I MEHMHTOKOKM rpytia C
vaccine

23. | Haemophilus type b conjugate vaccine | Vaccinum haemophili stirpis b coniugatum KomntoraTtHa BakcmHa cperty xemodwiyc tuinb | 1219

24. | Hepatitis A (inactivated, adsorbed) and | Vaccinum hepatitidis A inactivatum Bakcmna cperty xermatut A (MHaKTVUBUpaHa, 2597
typhoid polysaccharide vaccine adsorbatum et febris typhoidis azcopOupaHa) 1 KopeMeH Tid

polysaccharidicum (moym3axapugHa)

25. | Hepatitis A (inactivated) and hepatitis | Vaccinum hepatitidis A inactivatum et AncopOupaHa BaKCMHa Cpelly xernaTuT A 1526
B (rDNA) vaccine (adsorbed) hepatitidis B (ADNr) adsorbatum (naakTUBMpaHa) 1 xeratut B (pJHK)

26. | Hepatitis A vaccine (inactivated, Vaccinum hepatitidis A inactivatum AncopOupaHa BaKCMHa Cpelly xernaTuT A 1107
adsorbed) adsorbatum (MHaKTMBUpaHa)

27. | Hepatitis A vaccine (inactivated, Vaccinum hepatitidis A inactivatum virosomale | Bupo3oMHa BaKCMHa Cpelty XeraTuT A 1935
virosome) (MHAKTUBMpPaHA)

28. | Hepatitis B vaccine (rDNA) Vaccinum hepatitidis B (ADNr) Baxcuna cpemry xenatur B (p/JHK) 1056
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29. | Human papillomavirus vaccine (fDNA) | Vaccinum papillomaviri humani (ADNr) BaxcuHa cperiry goserky HamnmioMaBupyc 2441
(pAHK)
30. | Influenza vaccine (live, nasal) Vaccinum influenzae vivum pernasale Baxcuna cpemry rpun (kvBa, 3a Ha3aJIHO 2772
HIpWIOXKeHMe)
31. | Influenza vaccine (split virion, Vaccinum influenzae inactivatum ex virorum Baxcuna cpemty rpun (pparmentupan supuos, | 0158
inactivated) fragmentis praeparatum VIHAKTVBVIPAHa)
32. | Influenza vaccine (surface antigen, Vaccinum influenzae inactivatum ex corticis Baxcuna cpemry rpur (mosbpxHocTeH aHTures, | 0869
inactivated) antigeniis praeparatum VMHaKTVUBpPaHa)
33. | Influenza vaccine (surface antigen, Vaccinum influenzae inactivatum ex cellulis Bakcmna cperity rpurl (mopbpxHOCTeH aHTUreH, | 2149
inactivated, prepared in cell cultures) corticisque antigeniis praeparatum MHaKTMBUpPaHa, IIoJIyyeHa B KJIIeTbUHM
KYJITypH)
34. | Influenza vaccine (surface antigen, Vaccinum influenzae inactivatum ex corticis Buposomna BakcyHa cperry rpumn 2053
inactivated, virosome) antigeniis praeparatum virosomale (MOBBPXHOCTEH aHTUTeH, MHAKTUBIMPaHa)
35. | Influenza vaccine (whole virion, Vaccinum influenzae inactivatum ex viris BaxcuHa cperty rpwmit (11571 BUPMOH, 0159
inactivated) integris praeparatum VHAKTVBYPaHa)
36. | Influenza vaccine (whole virion, Vaccinum influenzae inactivatum ex cellulis Bakcmna cperity rpuit (1s1 BUPMOH, 2308
inactivated, prepared in cell cultures) virisque integris praeparatum VIHAKTVBIIPAHAa, IIOJTyYeHa B KIIEThUH
KYJITypH)
37. | Measles, mumps and rubella vaccine Vaccinum morbillorum, parotitidis et rubellae Bakcmna cperry MmopOwim, mapotut u pybeosza | 1057
(live) vivum (xmBa)
38. | Measles, mumps, rubella and varicella | Vaccinum morbillorum, parotitidis, rubellae et | BakcuHa cperty Mmopowwm, mapotut, pybeoma n | 2442
vaccine (live) varicellae vivum Bapwuilesia (KvBa)
39. | Measles vaccine (live) Vaccinum morbillorum vivum BaxcuHa cperry MmopOmv (kvBa) 0213
40. | Meningococcal group A, C, W135 and Y | Vaccinum meningococcale classium A, C, W135 | KoHioraTHa BaKCHa Cpelily MEHHIOKOK 3066
conjugate vaccine et Y coniugatum rpyma A, C, W135uY
41. | Meningococcal group C conjugate Vaccinum meningococcale classis C coniugatum | KoHroraTHa BakC/Ha Cpely MEHVHITOKOKM 2112
vaccine rpyna C
42. | Meningococcal polysaccharide vaccine | Vaccinum meningococcale polysaccharidicum MeHMHTOKOKOBa IToJIM3axapuIHa BaKCHA 0250
43. | Mumps vaccine (live) Vaccinum parotitidis vioum BakcyHa cperry mapoTtuT (kmBa) 0538
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44. | Pertussis vaccine (acellular, component, | Vaccinum pertussis sine cellulis ex elementis AncopbupaHa BakCHa Cpellly KOKJTIOII 1356
adsorbed) praeparatum adsorbatum (GesksteTpYHA, KOMIIOHEHTHA)

45. | Pertussis vaccine (acellular, co-purified, | Vaccinum pertussis sine cellulis copurificatum | AncopOupaHa BaKCHa CpeIy KOKITIOIT 1595
adsorbed) adsorbatum (GesxsreTpuHa, OOIITO ITpeUVICTEHA)

46. | Pertussis vaccine (whole cell, adsorbed) | Vaccinum pertussis ex cellulis integris AncopbupaHa BakCMHa Cpellly KOKJTIONI (11eJIv 0161

adsorbatum KJIETKW)

47. | Pneumococcal polysaccharide Vaccinum pneumococcale polysaccharidicum Apncopbupana mHeBMOKOKOBa Hom3axapuaHa | 2150
conjugate vaccine (adsorbed) coniugatum adsorbatum KOHIOraTHa BaKCMHa

48. | Pneumococcal polysaccharide vaccine | Vaccinum pneumococcale polysaccharidicum ITHeBMOKOKOBa IT0JIM3axapujiHa BaKCHa 0966

49. | Poliomyelitis vaccine (inactivated) Vaccinum poliomyelitidis inactivatum BakcuHa cperty nmosimomumermt (MHakTvBupaHa) | 0214

50. | Poliomyelitis vaccine (oral) Vaccinum poliomyelitidis perorale BakcimHa cpelty moioMuesnT (IlepopasiHa) 0215

51. | Rabies vaccine for human use prepared | Vaccinum rabiei ex cellulis ad usum humanum | Baxcuta cperity Osic 3a yriorpeba mipu xopa, 0216
in cell cultures IIoJIyYeHa B KJIeThbUHM KYJITYpU

52. | Rotavirus vaccine (live, oral) Vaccinum rotaviri vivum perorale BakcuHa cperty poraBupyc (kuBa, lepopaiHa) | 2417

53. | Rubella vaccine (live) Vaccinum rubellae vioum BakcmHa cpemry py6Georta (xvBa) 0162

54. | Shingles (herpes zoster) vaccine (live) Vaccinum zonae vivum BakcmHa cpemry xepriec 3ocrep (kvBa) 2418

55. | Smallpox vaccine (live) Vaccinum variolae vivum BakcmHa cperty Bapmosia (XvBa) 0164

56. | Tetanus vaccine (adsorbed) Vaccinum tetani adsorbatum AncopOmpaHa BaKCMHA Cpelly TeTaHyC 0452

57. | Tick-borne encephalitis vaccine Vaccinum encephalitidis ixodibus advectae Bakcuna cperty xbpiiexxos eHIedpaiT 1375
(inactivated) inactivatum (nHaKTMBMpaHa)

58. | Typhoid polysaccharide vaccine Vaccinum febris typhoidis polysaccharidicum ITonmsaxapuaHa BakcyHa cpenty kopemen Tud | 1160

59. | Typhoid vaccine Vaccinum febris typhoidis BakcuHa cperry kopemen tud 0156

60. | Typhoid vaccine (live, oral, strain Ty Vaccinum febris typhoidis vivum perorale Bakcuna cperry kopemen Tmd (kxuBa, 1055
21a) (stirpis Ty 21a) nepopasiHa, maM Ty 21a)

61. | Varicella vaccine (live) Vaccinum varicellae vioum BakcuHa cperty Bapuiiesna (uBa) 0648

62. | Yellow fever vaccine (live) Vaccinum febris flavae vivum BakcuHa cpernty XxbiiTa Tpecka (KuBa) 0537

* Monorpadwmsita otiaga ot EBponericka dpapmakoriest ot 1su 1oy 2023 T

** Monorpaduwmsita otiaga ot EBporniericka dpapmakories ot 1su rorm 2023 1.

*** MonorpadmsTa otniaga ot Esponericka dpapmaxomnest ot 1su roivt 2023 r.




