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M3MEHE KOHKYPCHE OOKYMEHTALWUJE

MpeameT: U3MeHe KOHKypCHe OOKyMeHTauuvje 3a jaBHy Hab6aBKy JlekoBa 3a ne4yewe nmua Koja HUCY
ocurypaHa kog P®30, 6poj JH 404-1-110/19-98, cxogHo unaHy 63. ctaB 1. 3akoHa O jaBHUM
HabaBkama ("Cnyx6eHu rnacHuk PC", 6p. 124/12, 14/15 n 68/15)

Y cknagy ca 4naHom 63. ctaB 1. 3akoHa o jaBHMM HabaBkama ("CnyxbeHn rmacHuk PC", 6p. 124/12,
14/15 n 68/15), Komucuja Hapydmnoua goHocu cnegehe nameHe KOHKypcHe AOKyMeHTauuje 3a jaBHy HabaBky
JlekoBa 3a never€e nNuua koja Hucy ocurypana kog PP30, 6poj JH 404-1-110/19-98:

1. Y geny Il. KoHkypcHe pokymeHTaumje - TEXHUYKA CMNELUUNPUKALIUJA, Ha cTpaHu 4, y
Taykama 5., 6. n 8., popaje ce napTuja 432, Tako Aa ucTte caga rnace:

»D. lNMoHyheHn nek mopa umaTn Bakehy 403BONY 3a CTaBibake Yy npoMeT y Penybnuum Cpbujn Ha
JaH oTBapaka noHyaa, ocum ykonuko noHyhad 3a naptuje 19, 22, 63, 131, 133, 146, 151, 154, 166, 167,
211, 214, 258, 315, 346, 365, 369, 373, 412, 432, 438, 439, 451, 452, 453, 454, 455, 456, 457, 477, 478 n
522, Hyan nek koju ce Hanasu Ha Jluctun [ Jincte nekoBsa koju ce nponucyjy n nsgajy Ha TepeT cpeacrasa
obaBe3HOr 34paBCTBEHOr OCUrypara. YKOMUKO je 403BoNa 3a Nek UCTeKNa 1 Huje obHOBIbEHa, Npy YemMy nek
MOXe Aa ce Hahe y mpomeTy y cknagy ca uynaHom 47. 3akoHa O nekoBMma M MeaMUUHCKMM cpeacTBuma
(,Cnyx6enun rmacHuk PC*, 6poj 30/10, 107/12, 113/17- gp. 3akoH u 105/17 — gp. 3akoH), noHyhauy je y
obaBe3n ga UCTy JOCTaBM Y3 KONWjy npeaaTor 3axTeBa 3a 0OHOBY [03BONeE 3a fek unv noTepay o npujemy
3axTeBa 3a 06HOBY [03BOrIE 32 XyMaHM fek. "

,0. Ykonuko noHyhau, 3a naptuje 19, 22, 63, 131, 133, 146, 151, 154, 166, 167, 211, 214, 258, 315,
346, 365, 369, 373, 412, 432, 438, 439, 451, 452, 453, 454, 455, 456, 457, 477, 478 n 522 Hyaoum nek koju ce
Hanasn Ha [ Jluctn nekosa, y obaBe3un je ga AOCTaBU OBEPEHW MPEBOA CYACKOr TymMaya Ha CPrcKu jesuk
caxeTka kapakTepucTtuka neka, ogH. SmPC (Summary of Product Characteristics) nnun Ynytctea 3a nek (PIL
- Patient Information Leaflet), 3a noHyheHn nek.”

,8. Komucuja Hapyuuoua he pasmartpatu noHyge nekosa ca Jiucte [ Jlucte nekoa 3a naptuje 19,
22, 63, 131, 133, 146, 151, 154, 166, 167, 211, 214, 258, 315, 346, 365, 369, 373, 412, 432, 438, 439, 451,
452, 453, 454, 455, 456, 457, 477, 478 n 522 camo y cnyyajy Aa He byay A4OoCTaBrbeHe npuxesaTibuBe NoHyae
neka ca Jlucte b ogHocHo Jlucte L Nlucte nekosa.”

2. Y peny IV. KoHkypcHe aokymeHTaumnje — KPUTEPUJYM 3A OOOENY YITOBOPA, Ha cTpaHu
7,y Tauku 4, popaje ce naptuja 432, Tako Aa ucta caga rnacu:

»4. YnaHom 2. ctae 1. Tauka 5) lNpaBunHuka o JIMcTn nNekoBa Koju ce Nponucyjy U u3gajy Ha TepeTt
cpencTtaBa obaBes3Hor 3gpaBcTBeHOr ocurypama (,Cnyx6eHn rmacHuk PC", 6poj 43/19, 55/19, 56/19-ncnp. n
73/19) pechmHucaHo je pa cy JlekoBu ca [ Jlucte nekoBa nekoBu Koju Hemajy fossony y Penybnuum Cpbujn,
a HEeomnxodHW Cy y AvjarHOCTUUM W Tepanuju — HeperncTpoBaHW fIeKOBW, a U3Yy3eTHO WM NIEKOBM 3a Koje je
usgarta gossona 3a nek y Peny6nvuu Cpbuju n koju cy uctor MHH-a kao nek koju ce Hanasu Ha Jluctu
NeKoBa, anu Koju Huje gocTynaH Ha TpxuwTy Penybnvke Cpbuje y konMumHama Koje Cy HeornxogHe 3a
oCTBapvBawe 34paBCTBEHE 3alTuTe OCUrypaHmx nuua, OAHOCHO KOju je noBydeH m3 npometa. Kako ce
nekosu obnvkosaHu y naptuje 19, 22, 63, 131, 133, 146, 151, 154, 166, 167, 211, 214, 258, 315, 346, 365,
369, 373, 412, 432, 438, 439, 451, 452, 453, 454, 455, 456, 457, 477, 478 n 522 Hanase u Ha Jluctn b
ogHocHo, Jluctm L kao u Ha Jluctu [ Jlucte nekoea, uctm je ca [ Jlucte nekoa moryhe HabaBuTu camo y
n3y3eTHUM criyvajeBMMa kaga cHabaeBawe nekom uctor MHH-a, uctor unu cpogHor gpapmaueyrtckor obnvka
n ucte jaumHe ca Jlncte b ogHocHo, Jlucte L, He 3agoBorbaBa notpebe. CxoaHO HaBeAEHOM, Y NPEeAMETHO]
jaBHOj HabaBum 3a napTtuje 19, 22, 63, 131, 133, 146, 151, 154, 166, 167, 211, 214, 258, 315, 346, 365, 369,
373, 412, 432, 438, 439, 451, 452, 453, 454, 455, 456, 457, 477, 478 v 522 noHyne he 6utn pasmaTtpaHe
camo y cnydajy ga He 6yay OocTaBrbeHe nNpuxBaTibuBe MNoHyAe neka ca Jiucte b, ogHocHo Jlncte L Nucte
nekosa.”

3. Y peny V. KoHkypcHe gokymeHTtauuje - O6BPACLIM KOJU YUHE CACTABHU OEO NOHYAE,
Ha cTpaHu 18, y ctaBy 2 HanomeHe y Obpacuy 6p. 11, npoaaje ce naptuja 432, Tako Aa McTu
capa rnacwu:
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,00pa3say 6p. 11 He gocTaBrba MOHYNay yKONMKO je Hocumal, 4O3BOJe 3a JieK 3a Koju JoCTaBiba
NOHyAy M He gocTaerba noHyhay koju 3a naptuje 19, 22, 63, 131, 133, 146, 151, 154, 166, 167, 211, 214,
258, 315, 346, 365, 369, 373, 412, 432, 438, 439, 451, 452, 453, 454, 455, 456, 457, 477, 478 n 522 Hygu
nek ca lucte [ Nucte nekosa.”

4. 'Y peny VI. KoHkypcHe pokymeHTaumje — YIMYTCTBO MNMOHYBAYUMA, Ha cTtpaHu 19, y
oKBUpY Tayke 2.1 nop g), y noaraykama 1) u 2) poaaje ce naptuja 432, Tako ga ucte caga
rnace:

»1) Baxxehy gosBony 3a ctaBrbake y npomeT y Penyonuum Cpbuju Ha gaH oTBapaka NoHyaa, OCUM
yKonuko noHyhauy 3a naptuje 19, 22, 63, 131, 133, 146, 151, 154, 166, 167, 211, 214, 258, 315, 346, 365,
369, 373, 412, 432, 438, 439, 451, 452, 453, 454, 455, 456, 457, 477, 478 n 522 Hyan nek Koju ce Hanasn Ha
O Jnctn nekoBa Koju ce nponucyjy v nsgajy Ha TepeT cpeAacTtaBa obaBe3HOr 34paBCTBEHON OCUryparba.
YKOMMKO je 403BOMa 3a NeK UCTeKNa 1 H1je 0OHOBIbLEHA, NMPY YeMy ek MOXe Aa ce Hahe y npomeTy y cknagy
ca uynaHom 47. 3akoHa O nekosBMMa U MeauumHckuM cpeacteuma (,CnyxbeHn rnacHuk PCY, 6poj 30/10,
107/12, 113/17—-ap. 3akoH u 105/17—ap. 3akoH), noHyhay je y obaBe3n ga UCTy A4OCTaBu y3 Konujy npegartor
3axTeBa 3a O6HOBY 403BOSIE 3a NEK UM NOTBPAY O NpujemMy 3axTeBa 3a 0GHOBY A03BOME 3a XymMaHu fnek.”

» 2) Ykonuko noHyhau, 3a naptuje 19, 22, 63, 131, 133, 146, 151, 154, 166, 167, 211, 214, 258, 315,
346, 365, 369, 373, 412, 432, 438, 439, 451, 452, 453, 454, 455, 456, 457, 477, 478 v 522 Hyau nek Koju ce
Hanasu Ha Jlnctn [ Jlucte nekosa, y obaBesn je ga AoCTaBM OBEPEHW MPeBOA CyACKOr TymMaya Ha Cprncku
je3unK caxkeTKka kapakTtepucTumka neka, ogH. SmPC (Summary of Product Characteristics) unu Ynytctea 3a nek
(PIL - Patient Information Leaflet), 3a noHyheHu nek.”

5. Y Mpunory B KoHkypcHe pokymeHTauuje — OBPA3AL| BP. 4.1 — noHyAa 3a jaBHy HabaBKy
JlekoBu 3a neyewe nuua Koja HUcy ocurypatHa kog P®P30, koju y cebu capgpxu obpasay
CTPYKType LieHe ca ynyTCTBOM KaKo fa ce nonyHu, Bplue ce cnegehe namexe:

-y konoHu "VIII - jeguHuua mepe” 3a naptuje 19, 22, 63, 131, 133, 146, 151, 154, 166, 167, 211, 214,
258, 315, 346, 365, 369, 373, 412, 438, 439, 451, 452, 453, 454, 455, 456, 457, 477, 478 n 522,
ynucyjy ce jeanHuue mepe y cknagy ca [lpunorom B KoHkypcHe pokymeHTauuwje — TexHuuka
cneundukaumja/Cnuvcak napTuja;

-y denyy koMe noHyhay ynucyje pok UCnopyke 3a HepernctpoBaHe rnekose, goaaje ce u naptuja 432;

- y YnytcTBy kako fda ce nonyHu O6pasay noHyade, y cTaBy 5, y Aeny Koju ce OOHOCK Ha pok
UCropyKe 3a HEPENCTPOBaHE NeEKOBE, AoAaje ce napTuja 432, Tako Aa UCTW caaa rnacu:

,POK ncnopyke of gaHa pobujawa 3akoHOM npefagufleHe OOKYMeHTauuje 3a MpOMeT HEepPerucTpoBaHor
rneka ce yHOCW y caTuma, npu Yemy He MOXe BuUTu oyxum oa 72 h, a oBaj poK UCNOPYKe AyXKaH je ga yHece
noHyhau koju goctaerba NoHyAy 3a nek ca Jlucte [ Jincte nekosa 3a naptuvje 19, 22, 63, 131, 133, 146, 151,
154, 166, 167, 211, 214, 258, 315, 346, 365, 369, 373, 412, 432, 438, 439, 451, 452, 453, 454, 455, 456,
457,477,478 n 522°

MpeunwheH TEKCT KOHKYpPCHe AOKYMeHTUuMje u namereH Mpunor B - OBPA3AL BP. 4.1 — noHyaa
3a jaBHy HabaBKy JlekoBu 3a ne4yewe nuua koja HUCy ocurypatda kog P®30, 6poj JH 404-1-110/19-98,
6uhe objaBrm-eHun Ha MopTany jaBHUX HabaBKKM U MHTEpPHET cTpaHuuu Hapyuuoua.
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