®EBPYAPI 2023

Momnorpadwmi 3a paamodapmaneBTUIHN IIpelapaTv 3a XyMaHHaTa MeIMIIMHA, BKJIFOUeHN B eJIMHaJeceTOTo M3daHne Ha EBponerickaTa

dapmakones (mo morrbaHeHMe 11.2)

Hosure n mpoMeHeHuTe MoHOrpadum B myonmkysaHuTe 11.0-11.2 mombiaHeHMsI ca IOCOYeHM B CBABPKaHMETO Ha JombiaHeHme 11.2 Ha

EBporierickaTta dpapMakories.

3arsaBusa Ha MoHorpadum B EBponericka dpapmakornest

No Anrnmicko ume Jlamumcko ume bearapcko nme MO;EFP'
1. Alovudine (18F) injection Alovudini (18F) solutio iniectabilis AnosyauH (18F), MHXKeKIIVIOHeH pasTBOp 2460
2. Ammonia (3N) injection Ammoniae (3N) solutio iniectabilis Awmonsik (1*N), MHKeKIVIOHEH pa3TBOp 1492
3. Betiatide for radiopharmaceutical Betiatidum ad radiopharmaceutica bernarup, 3a pagnodapmarieBTiiaHmM 2551

preparations npernapaTi
4. Carbon monoxide (150) Carbonei monoxidum (1°0) Brriieponen moHokeny (1°0) 1607
5. Choline ([''C]methy]l) injection Cholini ([''C]methyl) solutio iniectabilis XomuH (["'C]MeTT), MEDKEeKIMIOHEH pa3TBOP 2462
6. Chromium (51Cr) edetate injection Chromii (°1Cr) edetatis solutio iniectabilis XpowmesH (°1Cr) ezerat, MH)XeKIIVIOHEH 0266
pasTBOp
7. Copper tetramibi tetrafluoroborate for Cupri tetramibi tetrafluoroboras ad Menen TeTpamindu Terpadiryopobopart 3a 2547
radiopharmaceutical preparations radiopharmaceutica pagvodapMalieBTIIHY IperapaTi
8. Cyanocobalamin (57Co) capsules Cyanocobalamini (5’Co) capsulae ITrarokobatammH (57Co), Karcysm 0710
9. Cyanocobalamin (57Co) solution Cyanocobalamini (5’Co) solutio ITrarokobarammH (7Co), pa3TBop 0269
10. | Cyanocobalamin (*3Co) capsules Cyanocobalamini (°3Co) capsulae ITnanokobatammH (58Co), Karicysm 1505
11. | Cyanocobalamin (*3Co) solution Cyanocobalamini (°3Co) solutio ITnanokobatammH (58Co), pasTBOp 0270
12. | Fludeoxyglucose (*8F) injection Fludeoxyglucosi (8F) solutio iniectabilis Drryniesokcuriokosa (18F), MHKeKInoHeH 1325
pasTBoOp
13. | Flumazenil (N-["2C]methyl) injection Flumazenili (N-[12C]methyl) solutio Oymaszenwt (N-[11C]meTwut), MEDKeKIIVOHeH 1917
iniectabilis pasTBOp
14. | Fluoride (*8F) solution for radiolabelling Fluoridi (8F) solutio ad radio-signandum Drryopwz (18F), pa3TBop 3a paivoaKTMBHO 2390
MapKupaHe
15. | Fluorocholine (*8F) injection Fluorocholini (18F) solutio iniectabilis DrryopoxosnmH (18F), MHKeKIIMOHeH pa3TBOp 2793
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16. | Fluorodopa (‘8F) (prepared by electrophilic | Fluorodopae (F) ab electrophila substitutione | ®nyoponomna (18F) (mpurorseHa upes 1918
substitution) injection solutio iniectabilis eJIeKTpOVITHO 3aMeCcTBaHe), MHKeKIIVOHeH
pasTBoOp
17. | Fluorodopa (18F) (prepared by nucleophilic | Fluorodopae (18F) ab nucleophila substitutione | dnyopopomna (18F) (mpurotseHa upes 2481
substitution) injection solutio iniectabilis HYK/IeOpWIIHO 3aMecTBaHe), MHKeKIVIOHeH
pasTBoOp
18. | Fluoroethyl-L-tyrosine (18F) injection Fluoroethyl-L-tyrosini (18F) solutio iniectabilis | diyopoerwi-L-tuposus (18F), nrokekuyoHeH 2466
pasTBoOp
19. | Fluoromisonidazole (18F) injection Fluoromisonidazoli (8F) solutio iniectabilis drryopoMmsonmaason (18F), mrkeKoHeH 2459
pasTBOp
20. | Gallium (¢7Ga) citrate injection Gallii (67Ga) citratis solutio iniectabilis l'aymmes (¢7Ga) uuTpaT, MHXXeKIIMOHeH 0555
pasTBoOp
21. | Gallium (Ga) chloride (accelerator- Gallii (8Ga) chloridi acceleratore formati I'aynes (8Ga) xs10pmy (IIOJIy4YeH OT 3109
produced) solution for radiolabelling solutio ad radio-signandum YCKOPUTeJI), Pa3TBOP 3a pafiOaKTVBHO
MapKupaHe
22. | Gallium (¢8Ga) chloride solution for Gallii (8Ga) chloridi solutio ad radio- I'aymes (Ga) xs10p1z, pasTBoOp 3a 2464
radiolabelling signandum PaIMoaKTUBHO MapKUpaHe
23. | Gallium (%¥Ga) edotreotide injection Gallii (68Ga) edotreotidi solutio iniectabilis I'aynes (Ga) emoTpeoTN 1, MHXXEKIMOHEH 2482
pasTBOp
24. | Gallium (®8Ga) PSMA-11 injection Gallii (°3Ga) PSMA-11 solutio iniectabilis I'aymmes (8Ga) PSMA-11, MHXeKIMoHeH 3044
pasTBoOp
25. | Human albumin injection, iodinated (2]) lodinati (1251) humani albumini solutio Vonmpan (125]) wosemku anbymuH, 1922
iniectabilis VIEDKeKI[MIOHEeH pa3TBOp
26. | Indium (In) chloride solution Indii (1"1In) chloridi solutio Vupues (11In) xstopu, pasTBop 1227
27. | Indium (*In) oxine solution Indii (1[n) oxini solutio Vupaues (11In) okcuH, pa3TBOP 1109
28. | Indium (*In) pentetate injection Indii (""1In) pentetatis solutio iniectabilis VIsmeB nieHTeTaT, MHXKEKIIMOHEH pa3sTBOP 0670
29. | Iobenguane (12I]) injection lobenguani (1231) solutio iniectabilis VioGenryas (123]), MHXXEKIMOHEH pasTBOp 1113
30. | Iobenguane (131) injection for diagnostic Iobenguani (1311) solutio iniectabilis ad usum VoGenryas (1311), MHKEKIMOHEH pasTBOP 3a 1111
use diagnosticum JIMarHOCTVKa
31. | Iobenguane (13l) injection for therapeutic lobenguani (1311) solutio iniectabilis ad usum VoGenryas (1311), MH>KEKIVIOHEH pa3TBOP 3a 1112
use thempeuticum JjIeueHue
32. | lobenguane sulfate for lobenguani sulfas ad radiopharmaceutica VoGenryanos cyndar 3a 2351

radiopharmaceutical preparations

pagvodapMalleBTUUHY IperapaTu
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33. | Iodomethylnorcholesterol (*31) injection Iodomethylnorcholesteroli (131]) VomomeTtwtHOpXOrecTeport (1311), 0939
solutio iniectabilis VIFDKEKIIMIOHEH Pa3TBOP
34. | Krypton (81mKr) inhalation gas Kryptonum (81mKr) ad inhalationem Kpunron (81mKr), MHxaanyoHeH ras3 1533
35. | Lutetium (177Lu) solution for radiolabelling | Lutetii (*7Lu) solutio ad radio-signandum Jlyrerniz (177Lu), pa3TBOp 3a paavoaKTVBHO 2798
MapKupaHe
36. | Medronic acid for radiopharmaceutical Acidum medronicum ad radiopharmaceutica MenpoHoBa KycenHa 3a 2350
preparations pagyodapMarieBTUYHI IIperapaTi
37. | L-Methionine (["'C]methyl) injection L-Methionini ([11C]methyl) solutio iniectabilis L-Metumonus ([1'C] MeTwI), MEDKEKIIMIOHEH 1617
pasTBoOp
38. | Oxygen (150) Oxygenium (150) Kwncropoz (1°0) 1620
39. | Pentetate sodium calcium hydrate for Natrii calcii pentetas hydricus ad HarpneBo-kasiyes nieHTerar Xuapar 3a 2353
radiopharmaceutical preparations radiopharmaceutica paavodapMalleBTUUHN IpelapaTu
40. | PSMA-1007 (8F) injection PSMA-1007 (18F) solutio iniectabilis PSMA-1007 ('8F), MH>KeKIIVOHEH pa3TBOp 3116
41. | Raclopride (['*C]methoxy) injection Raclopridi (["'C]methoxy) solutio iniectabilis Paxrtoripuy, ([1'C]MeToKcH), MHKEKIVIOHEH 1924
pasTBoOp
42. | Sodium acetate ([1-11C]) injection Natrii acetatis ([1-11C]) solutio iniectabilis Hatpwues arterat ([1-11C]), me>keKinoHeH 1920
pasTBoOp
43. | Sodium chromate (5'Cr) sterile solution Natrii chromatis (*1Cr) solutio sterilis Hatpues xpomar (5'Cr), crepwieH pa3sTBop 0279
44. | Sodium fluoride (*8F) injection Natrii fluoridi (18F) solutio iniectabilis Hatrpues dnyopur (18F), MmkekiinmoHeH 2100
pasTBoOp
45. | Sodium iodide (*2I) injection Natrii iodidi (1231) solutio iniectabilis Hatpues noawy (12]), MHXeKIMOHeH pa3sTBOp 0563
46. | Sodium iodide (12°I) solution for Natrii iodidi (1231) solutio ad radio-signandum Hatpwues noam (1231), pasteop 3a 2314
radiolabelling paaMoaKTBHO MapKupaHe
47. | Sodium iodide (*31I) capsules for diagnostic | Natrii iodidi (13]) capsulae ad usum Hatrpwues noaw, (151I), karcysam 3a 0938
use diagnosticum JIVarHoCTMKa
48. | Sodium iodide (*3'I) capsules for Natrii iodidi (1311) capsulae ad usum Hatpues nonwy, (151I), karicysm 3a jiedueHue 2116
therapeutic use therapeuticum
49. | Sodium iodide (13!I) solution Natrii iodidi (1311) solutio Hatrpues noawy (1311), pastBop 0281
50. | Sodium iodide (13!I) solution for Natrii iodidi (*3') solutio ad radio-signandum Harpwes nogup, (1311), pasteop 3a 2121
radiolabelling pagMoaKTVBHO MapKypaHe
51. | Sodium iodohippurate (12I) injection Natrii iodohippurati (123) solutio iniectabilis Hatrpues nonoxumnypart (12°I), nrkexiyonen 0564

pasTBOp
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52. | Sodium iodohippurate (*31I) injection Natrii iodohippurati (131]) solutio iniectabilis Harpues nogoxurypat (1311), MHXeKIInoHeH 0282
pasTBoOp
53. | Sodium iodohippurate dihydrate for Natrii iodohippuras dihydricus Harpwes mtogoxuity paT AvXuapar 3a 2352
radiopharmaceutical preparations ad radiopharmaceutica paaguodapMalleBTUUHY IperapaTit
54. | Sodium molybdate (*Mo) solution Natrii molybdatis (*Mo) fissione formati Harpues monmbaar (*Mo) (monyueH upes 1923
(fission) solutio JieJieHe), pasTBop
55. | Sodium pertechnetate (**™Tc) injection Natrii pertechnetatis (%mTc) acceleratore Harpues neprexserar (*Tc) (moiyueH ot 2891
(accelerator-produced) formati solutio iniectabilis YCKOPUTeII), MHXKEeKIIVIOHeH pa3TBOp
56. | Sodium pertechnetate (**™Tc) injection Natrii pertechnetatis (%mTc) fissione formati Harpues neprexterar (*Tc) (mosyueH upes3 0124
(fission) solutio iniectabilis JleJleHe), VIHKeKIIOHeH pa3TBOpP
57. | Sodium pertechnetate (**™Tc) injection Natrii pertechnetatis (%" Tc) sine fissione Harpues nieprexserar (¥Tc) (moiyuen Oe3 0283
(non-fission) formati solutio iniectabilis IleJleHe), HXKeKIVIOHeH pa3TBOpP
58. | Sodium phosphate (32P) injection Natrii phosphatis (32P) solutio iniectabilis Hatrpues dpocdar (32P), mHXeKIIMoHeH 0284
pasTBOp
59. | Sodium pyrophosphate decahydrate for Natrii pyrophosphas decahydricus ad Hatpues nupodocdat mekaxmmgpar 3a 2552
radiopharmaceutical preparations radiopharmaceutica pagmodapMalleBTMYHM HpernapaT
60. | Strontium (8Sr) chloride injection Strontii (39Sr) chloridi solutio iniectabilis CrpoHiiues (39Sr) xJ10pu, MHXeKIIVOHEeH 1475
pasTBoOp
61. | Technetium (*Tc) bicisate injection Technetii (99mTc) bicisati solutio iniectabilis Texuenmes (#mTc) GuiM3aT, MHKEKIMIOHEH 2123
pasTBoOp
62. | Technetium (*mTc) colloidal rhenium Rhenii sulfidi colloidalis et technetii (%mTc) Texnerumn (mTc)-kormonmgeH peHnes cysdus, 0126
sulfide injection solutio iniectabilis VHXeKIIMOHeH pa3TBop
63. | Technetium (*Tc) colloidal tin injection Stanni colloidalis et technetii (99Tc) solutio Texuerum (mTc)-kortomieH Kasar, 0689
iniectabilis VIH)KEKIIVIOHEH pa3TBOp
64. | Technetium (*mTc) etifenin injection Technetii (%mTc) et etifenini solutio iniectabilis | Texwerit (mTc)-eTrdeHNH, MHXEKIIVOHEH 0585
pasTBoOp
65. | Technetium (*Tc) exametazime injection Technetii (%nTc) exametazimi solutio Texnernes (¥™Tc) eksameTasnm, 1925
iniectabilis VHXeKIIMOHeH pa3TBop
66. | Technetium (*~Tc) gluconate injection Technetii (%9mTc) gluconatis solutio iniectabilis Texurernmes (¥mTc) ryFOKOHAT, MHXXEKIIMIOHEH 1047
pasTBoOp
67. | Technetium (*~Tc) human albumin Technetii (%9mTc) humani albumini solutio Texnernes (“™Tc) yosemku ajtOyMuH, 0640

injection

iniectabilis

VHXXEKLIMOHEH Pa3TBOP
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68. | Technetium (*mTc) macrosalb injection Technetii (%mTc) macrosalbi suspensio Texnernes (¥™Tc) Makpo3asId, MHXEKIIIOHHA 0296
iniectabilis CycCIeH3us
69. | Technetium (*mTc) mebrofenin injection Technetii (%9mTc) mebrofenini solutio Texnernes (“™Tc) meOpodpennH, 2393
iniectabilis VIH)XEKIIVIOHEH pasTBOp
70. | Technetium (*mTc) medronate injection Technetii (99mTc) medronati solutio iniectabilis Texuenmes (¥mTc) MepoHAT, MHXKEKIIVIOHEH 0641
pasTBoOp
71. | Technetium (*mTc) mertiatide injection Technetii (99mTc) mertiatidi solutio iniectabilis Texuenmes (¥mTc) mepTnaTn, 1372
VIHKEKIIVIOHEH Pas3TBOP
72. | Technetium (*mTc) microspheres injection Technetii (%mTc) microsphaerarum suspensio Texnernesn (#mTc) mukpocdepn, 0570
iniectabilis VIH)KeKIIMOHHA CYCIIeH31s
73. | Technetium (*mTc) oxidronate injection Technetii (99mTc) oxidronati solutio iniectabilis Texnernes (¥™Tc) okcrgpoHar, 2376
VIHKEKIIVIOHEH Pas3TBOP
74. | Technetium (*mTc) pentetate injection Technetii (%mTc) pentetatis solutio iniectabilis Texnennes (*mTc) nmeHTeTaT, MHXEKIMIOHEH 0642
pasTBOp
75. | Technetium (*mTc) sestamibi injection Technetii (99mTc) sestamibi solutio iniectabilis Texnerym (mTc)-cectammOM, MEIKEKIIMOHEH 1926
pasTBoOp
76. | Technetium (*mTc) succimer injection Technetii (99mTc) succimeri solutio iniectabilis Texnennes (¥™Tc) cykummep, MHXeKIIVIOHEH 0643
pasTBoOp
77. | Technetium (*mTc) tin pyrophosphate Stanni pyrophosphatis et technetii (%mTc) Texnenymn (*Tc)-kastaen mpodocdar, 0129
injection solutio iniectabilis VHXeKIIMOHeH pa3TBop
78. | Tetra-O-acetyl-mannose triflate for Tetra-O-acetylmannosi triflas ad Terpa-O-aneTmsi-MmaHo3eH Tpudriat 3a 2294
radiopharmaceutical preparations radiopharmaceutica pagmodapMalleBTMYHM HperapaTi
79. | Thallous (21TI) chloride injection Thallosi (201TI) chloridi solutio iniectabilis Tanmes (21T1) xs0pwm, MHXXEKIIVIOHEH 0571
pasTBOp
80. | Tritiated (°*H) water injection Aquae tritiatae (H) solutio iniectabilis Tpurnesa (°*H) Boma, MHKeKIIMOHEH pa3TBOP 0112
81. | Water (1°0) injection Aquae (150) solutio iniectabilis Boma (°0O), MkeKIioHeH pa3TBoOp 1582
82. | Xenon (1¥3Xe) injection Xenoni (133Xe) solutio iniectabilis KcenoH (133Xe), MHXKeKIIMOHEH pa3sTBOp 0133
83. | Yttrium (*Y) chloride solution for Yttrii (0Y) chloridi solutio ad radio- Utpues (Y) xjiopuz, pasTBop 3a 2803

radiolabelling

signandum

Paii0aKTMBHO MapK1paHe




