SIHYAPI 2025 T.

MoHorpadwmn 3a paamodapManeBTUIHN IIperapaTy 3a XyMaHHaTa MeIUIIMHA, BKIIOUEeHM B eIMHadeceTOTo M3aaHme (no gorrbaHeHve 11.7)

Ha EBpomnerickaTa ¢papmakonest

Hosure 1 npomeHeHuTe MOHOrpadum B HyOimKyBaHuTe gorrbiHeHms 11.6 m 11.7 ca mocoueHM B chABp>KaHMETO Ha AoIrbiHeHue 11.7 Ha

EBpomnerickaTta papmakoriest.

3arsiaBusa Ha MoHorpaduu B EBponericka ¢papmakories

No AHIIINACKO MMe Jlamumncko ume bearapcko nme Moll\ilz)rp.

1. Alovudine (*F) injection Alovudini (8F) solutio iniectabilis AsnosynuH (18F), MHXKeKIIMOHeH pa3TBop 2460

2. Ammonia (3N) injection Ammoniae (3N) solutio iniectabilis AmonsK (13N), MHXeKIVOHEeH pa3TBOp 1492

3. Betiatide for radiopharmaceutical Betiatidum ad radiopharmaceutica beruaTiny 3a pagmodapmalieBTMIHM 2551

preparations IIpenapaTu

4. Carbon monoxide (150) Carbonei monoxidum (1°0) Brriieponen moHokcuz (150) 1607

5. Choline ([''C]methyl) injection Cholini ([1'C]methyl) solutio iniectabilis XommH ([M'C]meTwt), MHXKeKIIVIOHEeH pasTBOp 2462

6. Chromium (51Cr) edetate injection Chromii (°1Cr) edetatis solutio iniectabilis XpowmeH (*1Cr) ererat, MHXXeKIIVIOHEH 0266
pasTBOp

7. Copper tetramibi tetrafluoroborate for Cupri tetramibi tetrafluoroboras ad Menen Terpamunbu Terpadiryopobopar 3a 2547

radiopharmaceutical preparations radiopharmaceutica pammodapMareBTIIH [IperapaTit

8. Cyanocobalamin (*’Co) capsules Cyanocobalamini (5’Co) capsulae ITnanokobatamuH (57Co), Karicysm 0710

9. Cyanocobalamin (*’Co) solution Cyanocobalamini (5’Co) solutio ITnanokobatammH (57Co), pasTBop 0269

10. | Cyanocobalamin (*3Co) capsules Cyanocobalamini (°3Co) capsulae ITnanokobastammH (58Co), Karicysm 1505

11. | Cyanocobalamin (*3Co) solution Cyanocobalamini (°3Co) solutio ITnanokobatammH (58Co), pasTBOp 0270

12. | Fludeoxyglucose (18F) injection Fludeoxyglucosi (8F) solutio iniectabilis Drrypesokcurimokosa (18F), mrkeKmoHeH 1325
pasTBoOp

13. | Flumazenil (N-["2C]methyl) injection Flumazenili (N-[11C]methyl) solutio Oymaszenwt (N-[11C]meTwut), MEDKeKIIVOHeH 1917

iniectabilis pasTBOp

14. | Fluoride (18F) solution for radiolabelling Fluoridi (*8F) solutio ad radio-signandum Ornyopup, (18F), pasTBop 3a pagroaKTVBHO 2390
MapKupaHe

15. | Fluorocholine (*8F) injection Fluorocholini (18F) solutio iniectabilis DrryopoxosnmH (18F), MHKeKIIMOHeH pa3TBOP 2793

16. | Fluorodopa (8F) (prepared by electrophilic | Fluorodopae (**F) ab electrophila substitutione | ®nyopomona (18F) (mpurorseHa upes 1918

substitution) injection

solutio iniectabilis

eJIeKTpOWITHO 3aMecTBaHe), MHXeKIIVIOHeH
pasTBOp
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7. | Fluorodopa (18F) (prepared by nucleophilic | Fluorodopae (*F) ab nucleophila substitutione | dnyopopomna (18F) (mpuroTseHa upe3 2481
substitution) injection solutio iniectabilis HyKJIeo(WIHO 3aMecTBaHe), MHXeKIIMOHeH
pasTBoOp
18. | Fluoroethyl-L-tyrosine (18F) injection Fluoroethyl-L-tyrosini (18F) solutio iniectabilis | dyopoerwi-L-tuposnn (18F), nrkekuyonex 2466
pasTBoOp
19. | Fluoromisonidazole (8F) injection Fluoromisonidazoli (18F) solutio iniectabilis drryopommzonmaasor (18F), MHkeKImoHeH 2459
pasTBoOp
20. | Gallium (¢Ga) citrate injection Gallii (67Ga) citratis solutio iniectabilis l'aynes (¢’Ga) LIMTpaT, MHXXEKIIMOHEH 0555
pasTBoOp
21. | Gallium (8Ga) chloride (accelerator- Gallii (Ga) chloridi acceleratore formati l'ammmes (8Ga) xyT0pn (TIoJTydeH oT 3109
produced) solution for radiolabelling solutio ad radio-signandum YCKOPUTeI), pa3sTBOP 3a pafViOaKTVBHO
MapKupaHe
22. | Gallium (¢8Ga) chloride solution for Gallii (8Ga) chloridi solutio ad radio- I'ayines (%Ga) xs10puy, pasTBoOp 3a 2464
radiolabelling signandum paanoaKTMBHO MapKupaHe
23. | Gallium (¥Ga) DOTANOC injection Gallii (68Ga) DOTANOC solutio iniectabilis I'ammes (%8Ga) DOTANOC, neXeKIMoHeH 3051
pasTBoOp
24. | Gallium (8Ga) edotreotide injection Gallii (68Ga) edotreotidi solutio iniectabilis l'anmes (¥Ga) emoTpeoTn/], MHXeKIMOHEeH 2482
pasTBoOp
25. | Gallium (8Ga) oxodotreotide injection Gallii (68Ga) oxodotreotidi solutio iniectabilis l'aimmes (¥Ga) OKCOIOTPeOTHT, MHXXEKIIIOHEH 3050
pasTBoOp
26. | Gallium (¥Ga) PSMA-11 injection Gallii (68Ga) PSMA-11 solutio iniectabilis l'asmes (¥Ga) PSMA-11, nmxeKoHeH 3044
pasTBoOp
27. | Human albumin injection, iodinated (12I) lodinati (1251) humani albumini solutio I7Iom/1paH (12°]) goBemkm asIOyMMH, 1922
iniectabilis VIH)KEKIIVIOHEeH pasTBop
28. | Indium ('In) chloride solution Indii (1[n) chloridi solutio Vamnes (1111n) xstopug, pasTBop 1227
29. | Indium ('!In) oxine solution Indii (1[n) oxini solutio Vupnes (111In) okcvH, pa3TBOP 1109
30. | Indium (1lIn) pentetate injection Indii (11In) pentetatis solutio iniectabilis VInyeB nieHTeTaT, MHXKEKIIVIOHEH pa3TBOp 0670
31. | Iobenguane (1) injection lobenguani (1231) solutio iniectabilis VioGenryaH (123]), MHXKEKIMOHEH pasTBOP 1113
32. | Iobenguane (131) injection for diagnostic lobenguani (131) solutio iniectabilis ad usum VoGenryas (1311), MHXKEKIVIOHEH pasTBOP 3a 1111
use diagnosticum OVMArHOCTVIKA
33. | Iobenguane (131) injection for therapeutic lobenguani (131) solutio iniectabilis ad usum VloGenryas (1311), MH>KEKIVIOHEH pasTBOP 3a 1112
use therapeuticum JIeueHve
34. | lobenguane sulfate for lobenguani sulfas ad radiopharmaceutica VoGenryanos cyndar 3a 2351

radiopharmaceutical preparations

paavodapMalleBTUUHN IperapaTu
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Iodomethylnorcholesterol (13!I) injection Iodomethylnorcholesteroli (131]) VomometwtHOpXOorecteport (131), 0939
solutio iniectabilis VIEDKEKIIVIOHEH Pa3TBOpP
36. | loflupane (*3I) injection Ioflupani (123]) solutio iniectabilis Viodprymnan (123]), MEDKEKIIOHEH pasTBOP 3144
37. | Krypton (81mKr) inhalation gas Kryptonum (81mKr) ad inhalationem Kpunron (81mKr), MHxaanyoHeH ras3 1533
38. | Lutetium (*7Lu) solution for radiolabelling | Lutetii (177Lu) solutio ad radio-signandum JlyTternit (77Lu), pa3TBOp 3a paaroaKTVBHO 2798
MapKupaHe
39. | Lutetium (177Lu) zadavotide guraxetan Lutetii (177Lu) zadavotidi guraxetani solutio JlyTternes (77Lu) 3agaBoTu, TypaKceTaH, 3170
injection iniectabilis VIEDKEKIIVIOHEH pa3TBOp
40. | Medronic acid for radiopharmaceutical Acidum medronicum ad radiopharmaceutica MenpoHoBa KycenHa 3a 2350
preparations pagrodapMalieBTMYHY HperapaT
41. | L-Methionine ([*'C]methyl) injection L-Methionini ([''C]methyl) solutio iniectabilis L-MetmonmH ([''C] MeTwT), MHKEKITMOHEH 1617
pasTBoOp
42. | Oxygen (1°0) Oxygenium (150) Kwncropoz (1°0) 1620
43. | Pentetate sodium calcium hydrate for Natrii calcii pentetas hydricus ad Harpnepo-kasiyes nieHTerar Xuapar 3a 2353
radiopharmaceutical preparations radiopharmaceutica paavodapMalleBTUUHN IperapaTu
44. | PSMA-1007 (8F) injection PSMA-1007 (18F) solutio iniectabilis PSMA-1007 ('8F), MH>KeKIIMOHEH pa3TBOp 3116
45. | Raclopride (['*C]methoxy) injection Raclopridi (["1C]methoxy) solutio iniectabilis Paxstonipuy, ([1'C]MeToKCH), MHKEKIVIOHEH 1924
pasTBOp
46. | Sodium acetate ([1-11C]) injection Natrii acetatis ([1-11C]) solutio iniectabilis Hatpwues arerat ([1-11C]), me>keKinmoHeH 1920
pasTBoOp
47. | Sodium chromate (5'Cr) sterile solution Natrii chromatis (*1Cr) solutio sterilis Hatpues xpomar (5'Cr), crepwieH pa3TBop 0279
48. | Sodium fluoride (*8F) injection Natrii fluoridi (8F) solutio iniectabilis Hatpues dnyopur (18F), MmkekiinmoHeH 2100
pasTBoOp
49. | Sodium iodide (*2I) injection Natrii iodidi (1231) solutio iniectabilis Hatpues noawy (12]), MH>XeKIIMOHeH pa3sTBOp 0563
50. | Sodium iodide (12°I) solution for Natrii iodidi (123]) solutio ad radio-signandum Hatrpues nonwn (12I), pasteop 3a 2314
radiolabelling paaVoaKTMBHO MapKupaHe
51. | Sodium iodide (3!I) capsules for diagnostic | Natrii iodidi (311) capsulae ad usum Hatrpwues noawy, (151I), xkarcysam 3a 0938
use diagnosticum OVarHOCTVKA
52. | Sodium iodide (*3!I) capsules for Natrii iodidi (*31) capsulae ad usum Hatpues nonwp, (151I), karcysm 3a jiedueHue 2116
therapeutic use therapeuticum
53. | Sodium iodide (13!I) solution Natrii iodidi (131) solutio Hatpues noawy (1311), pasTBop 0281
54. | Sodium iodide (13!I) solution for Natrii iodidi (*3') solutio ad radio-signandum Harpwes moguy, (131), pasteop 3a 2121

radiolabelling

Paii0aKTMBHO MapK1paHe
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Sodium iodohippurate (123I) injection Natrii iodohippurati (123I) solutio iniectabilis Harpues mtogoxumypat (12I), MHXeKIIMoHeH 0564
pasTBoOp
56. | Sodium iodohippurate (*31I) injection Natrii iodohippurati (131]) solutio iniectabilis Harpues nogoxurypat (1311), MHXeKIInoHeH 0282
pasTBoOp
57. | Sodium iodohippurate dihydrate for Natrii iodohippuras dihydricus Harpues mtogoxumnypaT gyxuapar 3a 2352
radiopharmaceutical preparations ad radiopharmaceutica pagvodapMalieBTIIHY IperapaTit
58. | Sodium molybdate (*Mo) solution Natrii molybdatis (*?Mo) fissione formati Harpues monmmbnat (*“Mo) (rosrydeH upe3 1923
(fission) solutio TieJIeHe), pa3TBop
59. | Sodium pertechnetate (**™Tc) injection Natrii pertechnetatis (% Tc) acceleratore Harpues neprexnerar (*Tc) (moyueH ot 2891
(accelerator-produced) formati solutio iniectabilis YCKOPWTEII), MEDKEKIIVIOHEH Pa3TBOP
60. | Sodium pertechnetate (**™Tc) injection Natrii pertechnetatis (%mTc) fissione formati Harpues nieprexserar (*Tc) (mostyueH upe3 0124
(fission) solutio iniectabilis IesieHe), MHKeKIVIOHEH Pa3TBOp
61. | Sodium pertechnetate (**™Tc) injection Natrii pertechnetatis (%mTc) sine fissione Harpues neprexserar (¥Tc) (moyuen Oe3 0283
(non-fission) formati solutio iniectabilis JleJIeHe), VIEDKEKITVIOHEH pasTBOP
62. | Sodium phosphate (32P) injection Natrii phosphatis (32P) solutio iniectabilis Hatrpues dpocdar (32P), mHKeKIIMoHeH 0284
pasTBoOp
63. | Sodium pyrophosphate decahydrate for Natrii pyrophosphas decahydricus ad Hatrpues nupodocdaT nekaxmapar 3a 2552
radiopharmaceutical preparations radiopharmaceutica pagmodapMalieBTIIHY IperapaTit
64. | Strontium (89Sr) chloride injection Strontii (89Sr) chloridi solutio iniectabilis CrpoHiiues (89Sr) xJI0pu, MHXEKIIVOHEeH 1475
pasTBoOp
65. | Technetium (*mTc) bicisate injection Technetii (99mTc) bicisati solutio iniectabilis Texnernes (¥mTc) Ouisat, MHKEKIVIOHEH 2123
pasTBoOp
66. | Technetium (*~Tc) colloidal rhenium Rhenii sulfidi colloidalis et technetii (%" Tc) Texnerum (mTc)-koronaeH peHnes cysidns, 0126
sulfide injection solutio iniectabilis VIEDKEKIIVIOHEH Pa3TBOP
67. | Technetium (*mTc) colloidal tin injection Stanni colloidalis et technetii (99mTc) solutio Texuery (mTc)-kostomieH Kasari, 0689
iniectabilis VIH)KEKIIVIOHEeH pasTBOp
68. | Technetium (*mTc) etifenin injection Technetii (%97 Tc) et etifenini solutio iniectabilis | Texwuermm (#mTc)-eTndpeHMH, MHKEKIIMOHEH 0585
pasTBoOp
69. | Technetium (*mTc) exametazime injection Technetii (*9"Tc) exametazimi solutio Texnernues (¥™Tc) eksameTasum, 1925
iniectabilis VIFDKEKIMIOHEH Pa3TBOp
70. | Technetium (*mTc) gluconate injection Technetii (*>mTc) gluconatis solutio iniectabilis | Texwuermes (mTc) IFOKOHAT, MHXXEKITMOHEH 1047
pasTBoOp
71. | Technetium (*Tc) human albumin Technetii (**"Tc) humani albumini solutio Texuenmes (*mTc) goBemky aJIOyMumH, 0640

injection

iniectabilis

VHKEKIVIOHEH pa3TBOP
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Technetium (*mTc) macrosalb injection Technetii (%mTc) macrosalbi suspensio Texnernes (“™Tc) Makpo3asId, MHXEKIIVOHHA 0296
iniectabilis CYyCIIeH3VS
73. | Technetium (*Tc) mebrofenin injection Technetii (*>"Tc) mebrofenini solutio Texnernes (“mTc) meOpodpernH, 2393
iniectabilis VIEDKEKIIVIOHEH Pa3TBOpP
74. | Technetium (*Tc) medronate injection Technetii (%9mTc) medronati solutio iniectabilis Texnernes (“™Tc) MegpoHaT, MHKEKIIVIOHEH 0641
pasTBoOp
75. | Technetium (*mTc) mertiatide injection Technetii (99mTc) mertiatidi solutio iniectabilis Texnernes (¥mTc) mepTmaruy, 1372
VIHDKEKIIVIOHEH Pa3TBOp
76. | Technetium (*mTc) microspheres injection Technetii (*>"Tc) microsphaerarum suspensio Texnernesn (#mTc) mukpocdepn, 0570
iniectabilis VIEDKEKIIVIOHHA CyCITeH3Ms
77. | Technetium (*mTc) oxidronate injection Technetii (%9mTc) oxidronati solutio iniectabilis Texuenues (¥mTc) okcuagpoHar, 2376
VHXeKIIVIOHEeH pa3TBOp
78. | Technetium (*mTc) pentetate injection Technetii (%mTc) pentetatis solutio iniectabilis Texnenues (*mTc) neHTeTaT, MHXEKIMIOHEH 0642
pasTBoOp
79. | Technetium (*mTc) sestamibi injection Technetii (99mTc) sestamibi solutio iniectabilis Texnerym (mTc)-cectammOM, MEIKEKIIMOHEH 1926
pasTBoOp
80. | Technetium (*mTc) succimer injection Technetii (99mTc) succimeri solutio iniectabilis Texnennes (¥™Tc) cykummep, MHXeKIIVIOHEH 0643
pasTBoOp
81. | Technetium (*mTc) tin pyrophosphate Stanni pyrophosphatis et technetii (*mTc) Texuenmn (Tc)-kastaeH mmpodocdar, 0129
injection solutio iniectabilis VIEDKEKIIVIOHEH Pa3TBOP
82. | Tetra-O-acetyl-mannose triflate for Tetra-O-acetylmannosi triflas ad Terpa-O-anerwi-maHo3eH TpudIiaT 3a 2294
radiopharmaceutical preparations radiopharmaceutica pagvodapMalieBTIIHY IperapaTi
83. | Thallous (2'T1) chloride injection Thallosi (201T1) chloridi solutio iniectabilis Taymes (201T1) xs10puA, MHKEKIIMOHEH 0571
pasTBoOp
84. | Tritiated (*H) water injection Aquae tritiatae (3H) solutio iniectabilis Tpurnesa (°*H) Boga, MH>KeKIIMOHeH pa3TBOP 0112
85. | Water (150) injection Aquae (150) solutio iniectabilis Boma (1°0O), MmkeKIioHeH pa3TBOp 1582
86. | Xenon (1**Xe) injection Xenoni (133Xe) solutio iniectabilis KcenoH (133Xe), MHXKeKIIMOHEH pa3sTBOp 0133
87. | Yttrium (*Y) chloride solution for Yttrii (0Y) chloridi solutio ad radio- Utpues (Y) xjiopuz, pasTBop 3a 2803

radiolabelling

signandum

Paii0aKTMBHO MapK1paHe




