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H3meHe KOHKypCHE JOKYMEHTaUHuje,
JOCTaBJba.

* Hapyuunan @oHJ 3a colujaiHO ocurypame BOjHHX ocurypanuka, KpyHcka 6p. 13, 11000 Beorpapn,
Ha OCHOBY uiaHa 63. 3akoHa O jaBHUM HabaBKaMa BpLUM M3MEHE KOHKYpPCHE JOKYMEHTaluje 3a
jaBHY HabaBKy nobapa 6poj 59/20- JlexoBu 3a XymaHy ynoTpeOy U HeraTUBHa JIUCTA:

- V Ttauku 2.3. Pok Tpajawa, Tako ma rmacu: «[loHyhau ce obaBesyje na CBU JIEKOBU KOjU c€
HCIIOpYy4yjy MOpajy UMaTH pOK Tpajama HajMare 12 Meceuu Ha JaH UCIOpYKE, OJHOCHO HajMame
2/3 mpousBohaykor poka Tpajawa Ha JaH UCIOPYKE 3a JIEKOBE ca MPOU3BOHaYKUM POKOM Tpajarba Off
12 meceuu unu kpahum.“

- ¥V O6pacuy nmonyne ca ctpykrypom neHe (Obpaszar 6p. 1), y neny YcioBu moHyjae, y Tayku 3.,
TaKo Ja rjacu: ,,Pok Tpajama JiekoBa je HajMare |2 Mecely Ha aH UCIOpPYKE, OMHOCHO HajMmamwe 2/3
npou3Bohaukor poka Tpajarma Ha JaH UCIIOPYKE 3a JIEKOBE ca Mpou3BohauyKuM poKOM Tpajarba o 12
Mecelu wid kpahum.*

-y Tauku 4.2. Mojesga OKBUPHOI CIOpa3yMa M Taykd 3.2. MOJefa yroBopa, Tako 1a IJIacu:
,.JIEKOBH, KOjU Ce UCIOpYHYjy MOpajy UMaTU pOK Tpajawa Hajmamwe 12 mMeceud Ha JaH UCIOpPYKE,
OJTHOCHO HajMame 2/3 mpousBoljaykor poka Tpajarma Ha JaH UCIIOPYKE 3a JIEKOBE ca MPOU3BOhauKuM
pOKOM Tpajama o 12 meceuu unu kpahum.*

[Tpusor:
- U3amemeHe cTpaHe KOHKypcHe nokymenTauuje (ctp. 6p. 19, 54, 70 u 78).

KOMUCUJIA 3A JABHY HABABKY

JlocTaBsbeHO:

- Ha [Toprtan JH,

- MIHTEpPHET CTPaHULly Hapy4HoLa,
- Y OMOT mpeaMeTa.



Ja Ou Hapy4ual OUEHHO Ja Jik MoHyheHo nobpo nocenyje 3axTeBaHe TEXHUUKE KapaKTepUCTHKE,
nonyhau mopa aa jocraBu oarosapajyhu gokas y kome je monyheHo 100po obesieskeHO peAHHM
OpojeM mapTHje, Ka0 H TPAKEHA KAPAKTEPHCTHKA:

- Baxkehy mo3Bosy 3a crtaBspame Jieka y rnpomeT y PemyOmuuu CpOuju, uzgary on AreHudje 3a
JekoBe U MenuuuHcka cpeactsa Cpouje (y massem tekery: AJIMMC), ocum 3a maptuje 6p. 10, 17,
20, 22, 51, 52, 56, 63, 108, 112, 121, 137, 139, 140, 171, 176, 180, 187, 191, 194, 203, 223, 226,
227,228, 229,230 u 231.

Ho3Bona 3a nek Mopa butu obenexeHa dpojeM mapruje.

- 3a HEeperucTpoBaHe JiekoBe Tj. 3a maptuje 6p. 10, 17, 20, 22, 51, 52, 56, 63, 108, 112, 121, 137,
139, 140, 171, 176, 180, 187, 191, 194, 203, 223, 226, 227, 228, 229, 230 u 231, nonyhau je y
o0aBe3u Ja JOCTaBU OBEPEHH MPEBOJ CYACKOr TyMaya Ha CPICKH jE3UK CaKETKAa KapaKTEpPUCTHKA
neka (SmPC - Summary of Product Characteristics) unu ynyrctBa 3a sek (PIL - Patient
Information Leaflet), 3a noHyheHu Jiex.

OBepeHu MpeBoJI CYICKOr TyMaya Ha CPIICKH J€3MK CAXKETKa KapaKTepUCTHKa JieKa WK YIYTCTBa 3a
JIeK Mopa OuTH obesiexeH OpojeM napruje.

VYKOJIMKO je 103BOJIa 32 JIEK HCTEKJIA U HUje OOHOBJbEHA, MPH YEMY JIEK MOXeE Jia ce Halje y mpoMeTy
y ckiiamy ca wiaHoMm 47. 3aKoHa O JIEKOBUMA U MeAMUMHCKUM cpeactBuma (,,Cn. rmacuuk PC* 6p.
30/10, 107/12, 113/17-pp. 3akon u 105/17-ap. 3akoH), noHyhau je y obaBe3u Ja UCTY AOCTAaBU y3
KOIMHjy MpeAaTor 3axTeBa 3a OOHOBY J03BOJIE 32 JIEK WM MOTBPAY O MpUjeMy 3axTeBa 3a OOHOBY
JTO3BOJIE 3a JIEK.

VYkonuko noHyhau HUje HOCHIIAL JO3BOJIE 3a JIEK, AyXaH je Aa A0cTaBu (POTOKOMUjy yroBopa Wid
nmucaHo oBnawheme HOCHOLA [O3BOJE 3a JIEK, OJHOCHO JApYrH MOKYMEHT, KOjU CaJpKH
HEIBOCMHUCJICHO (opMyJiMcaHa MpaBa U obaBese u3melhy HOcCHOLA J03BOJIE 3a JIEK U JMLA KOje
BPLUM [POMET Ha BEJIMKO JIEKOBA, OJJHOCHO M3 KOra ce ca curypHouthy Moxxe yTBPAMTH Ja je JIuLe
KOj€ BpLIM MPOMET JIEKOBA HA BEJIMKO OBIAUINEHO Ja BPLIM MPOMET Ha BEJIHMKO JIEKOBA Of] CTpaHe
HOCHOLIA JI03BOJIE 3a JIEK, HajMake Y KOJMYMHAMa Ae(pUHHUCAaHUM OKBUPHUM CIIOPa3yMOM.

HageneHo He nocrtaBsba nmoHyhay YKOIMKO je HOCHIIAL[ I03BOJIE 32 JIEK 32 KOjU JOCTaBsba MOHYAY U
He JlocTaBjba NMoHyhau koju 3a maprtuje Op. 10, 17, 20, 22, 51, 52, 56, 63, 108, 112, 121, 137, 139,
140, 171, 176, 180, 187, 191, 194, 203, 223, 226, 227, 228, 229, 230 u 231 HyAx HEPErUCTPOBAHU
JIEK.

TpaxkeHe TEXHHYKE KapakTepUCTUKe nodapa Mopajy OuTH ucHymweHe. Y MpOTUBHOM, MOHyna he
OouTH o0MjeHa Kao HeMpUXBaT/bHBA jep je Heoaronapajyha.

2.2. KBAJIUTET

KBanutet nobapa mopa ga Oyne y ckiiaay ca 3aKOHOM O JIEKOBUMAa M MEAMLMHCKHM CpeJCTBUMA
(,Cn. rnacauk PC*, 6poj 30/2010, 107/2012, 105/17-mp. 3akon u 113/2017-mp. 3aKoH), Kao u
CKJIay ca MpOIKUCcUMa KOjU peryJIuily HaBeJeHy 00acT.

2.3. POK TPAJAIHA

[Tonyhau ce o6aBe3yje 1a CBU JIEKOBH KOjH CE€ HCIIOPYYYjy MOpajy UMaTH pOK Tpajawa HajMamwe 12
MECELIM Ha JaH HCIOPYKE, OAHOCHO HajMame 2/3 npou3Bohaukor poka Tpajama Ha JaH HCIOPYKE 3a
JIEKOBE ca Mpou3BohayKHUM POKOM Tpajamwa oA 12 mMeceru unu kpahum.

2.4. POK HCIIOPYKE

[Tonyhau ce obaBe3yje nma ucmopyka mobapa Oyne CyKLECHUBHA, MO MUCAHOM 3aXTEBY KpajHer
KOpUCHHKa criequduIrpaHoM y NOrjefy BpcTe U KoluuuHe no6apa, y poky He kpahem oa 1 maH u
He qy>keM oA 15 naHa o AaHa npujemMa MUCaHOr 3aXTeBa KpajHher KOPUCHHKA.
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YcisioBH nonyae:

1. [Tonyna Baxxu (Hajmame 90 nana) JlaHa O] lJaHa OTBapama MOoHY1a.

2. Ucnopyka nobapa je cyKUEeCHBHa, IO MUCAHOM 3aXTEBY Kpajier KOPUCHUKA CreLUU(ULMPAHOM Y
morjeny BpcTe M Konu4yuHe mobapa, y poky oxa (ox | mo 15 mawna) JaHa Of] AaHa mpHjeMa
MUCAHOT 3aXTeBa KPajHher KOPUCHHUKA.

HMcnopyka HeperucTpoBaHUX JIEKOBa je y poky on (on 24 no 72 carta) cata of JaHa aobujarma
3aKOHOM HEOIMXOJHE JOKYMEHTalHje 3a MPOMET HEPErHCTPOBAHUX JIEKOBA, MIPU YEMY POK HE MOXKE
outu nyxwu on 120 nana ox naHa 3aKspydera MojeAMHa4YHOr yropopa. (3a maprtuje 6p. 10, 17, 20, 22,
51, 52, 56, 63, 108, 112, 121, 137, 139, 140, 171, 176, 180, 187, 191, 194, 203, 223, 226, 227, 228,
229,230 u 231)

3. Pok Tpajama JnekoBa je HajMame |2 Meceud Ha [JaH HUCIOpYKE, OJHOCHO HajMawe 2/3
NPOU3BONAUKOr poKa Tpajarba Ha JaH HCIOPYKE 3a JIEKOBE ca MPOU3BOhauKUM pPOKOM Tpajamwa of 12

MCCCLHU UJIHU Kpahl/IM.

4. Pox rahawa nodapa je 45 nana og gaHa ucropyke gobapa.

5. Pok 3a oTknamwame HeaocTaTaka YTBphHEHHUX MPHIMKOM MpHujema nobapa je 7 naHa O AaHa
cauMmbaBama MoCeOHOr 3anuCHHKA.

6. Pok 3a peuraBame pexaMaiiije (CKpUBEHH HEJOCTAIM) je 15 naHa o/ AaHa mpujeMa pekiaManije.

Mecto u gatym: [Tonyhau:

(wrramnano ume U npesuMe opnauthenor nuua)

(notnuc)
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43/2019, 55/2019, 56/2019 — wucmp., 73/2019, 87/2019, 18/2020, 43/2020 u 108/2020, y namem
TekcTy: IlpaBunnuk), ogHocHO Ojulyke O HAjBUIIMM LEHAMa JIEKOBa 3a yMoTpedy y XyMaHoj
MEIULMHH, a YU je peXXuM u3faBama Ha peuent (,,Ci. rmacuuk PC”, 6p. 21/2019, 25/2019 — ucnp.,
36/2019, 54/2019, 69/2019, 11/2020, 98/2020 u 113/2020, y nassem Tekcty: Omiayka) nohe 1o
NPOMEHE LIEHE JIeKa YClIel] KOje LieHa U3 cropa3yMa MocTaje Bulua of ueHe u3 [IpaBuiHuKa, OMHOCHO
Opnyke. ¥V ToM ciy4ajy, LEHOM M3 OBOr criopasyma, cMartpahe ce neHa u3 [IpaBUiiHHKA, OJHOCHO
Opinyke, Koja ce ayTOMaTrcKu MpUMebYje, JaHOM CTynawa Ha cHary [IpaBuiHuka, omHocHO Omnyke,
6e3 3aKJbyuHBama aHEeKca.

3.6. YKOIMKO ce, TOKOM Tpajarma OBOI CIOpa3yMa, LieHa 3a JIEK KOjH je MpeIMET OBOr criopasyma H
KOju ce Hanmasu Ha JIMCTH JIeKOBa KOjU C€ MpOMKCYjy M HM3[ajy Ha TEepeT CpeicTaBa 00aBe3HOr
30paBCTBEHOT Ocurypama (y AajbeM TekcTy: Jlucta nekosa) yeeha Ha JIMCTH JiekoBa 3a M3HOC MPEKO 5
NpoLieHaTa Y OOHOCY Ha LieHy yTtBpheHy [IpaBunuukom, J[o6aBsbauy uma mpaBo Ha yBehatbe LieHE U3
criopazyMa U TO 3a MpOLIEHAT KOjH MpecTaBJba pasiuKy u3Mely mpoueHTta yseharmwa LeHe Jieka u 5
npoLeHaTa.

3.7. IloBehame LieHe JieKa, U3 MPETXOJHE TauKe, pauyHa ce CaMO Y OJIHOCY Ha LEHY UCTOT Y MOC/ENHE
BaxkeheM [IpaBHITHUKY .

3.8. YKOJMKO ce, TOKOM Tpajarma OBOI ClOpa3dyMma, LiEHa 3a JIeK KOjH je MpeAMET OBOr Cropasyma u
KOjM ce He HanasH Ha JIuctu nexosa yBeha Oaykom 3a U3HOC MPEKO 5 MpOLEHATa Y OJHOCY Ha LEHY
yrBpheny Omnykom, JlobaBsbau 1Ma npaBo Ha yBehame LiEeHEe U3 cropasyMa M TO 3a MPOLEHAT KOjU
npeacTasjba pasauky usmely npouenra ypeharha LieHe jieka 1 5 MpoleHara.

3.9. [Tosehame LieHe Jieka, U3 MPETXOAHE TauKe, payyHa Ce CaMO y OJIHOCY Ha LIEHY HCTOT Y MOC/e/ e
Baxkehoj Ommyuu.

3.10. O HaBenHuM npomeHama LeHe, JJo6aBspay he qocraButy obasewTewe Hapyuroiry.

3.11. Hapyuunan Moxxe TOKOM Tpajarba OKBHUPHOI CHOpa3yMa, Ha MUCAaHU M OOpa3IOkKEeHH Mpesior
JnobaBJbaya 3a CHIDKCH-€ LIEHE JIEKa, NO3BOJMTH M3MEHY LIEHE JieKa, O 4YeMy ce caudiaBa AHEKC
OKBHPHOT cliopa3yma.

KBAJIUTET
Ynau 4.
4.1. KBanurer U ucnopyka JiekoBa Mopa ja Oyne y ckiagy ca 3aKOHOM O JIEKOBUMA M METUILIMHCKUM
cpeacreuma (,,Ci. rmacuuk PC* 6p. 30/10, 107/12, 113/17-ap. 3akon u 105/17-ap. 3aKoH), Kao U y
CKJIa[ly ca MPONMMCUMA KOjU PEryJUIly HaBeleHy 00acT.
4.2. JIexoBH, KOJU C€ UCIIOPYYYjy MOpajy UMaTH POK Tpajarma HajMame 12 Meceuy Ha JaH HCIOpYKE,
OJHOCHO HajMamwe 2/3 mpousBohaukor poka Tpajama Ha aH UCIOPYKE 3a JICKOBE ca Mpou3BohauKum
pPOKOM Tpajama of 12 meceuy unu kpahum.
POK, MECTO 1 HAYMH UCIIOPYKE
Ynau S.
5.1. Mecto ucnopyke ce yrBphyje mojenuHauHum yroBopom. JloOaBipau ce obGaBesyje na mobpa
yrOBOpEHa MOjeIMHaYHUM YTOBOPOM HCIIOPYYH y MPOCTOpHjaMa Kpajier kopucHuka Hapyuuona:
e BMA, [lpuotpascka 6p. 17, beorpan, ten. 011/3608-764; dakc 011/2662-724;
e Bb Hum, Bbynesap ap 3opana bunhuha 606, Hum, ten. 018/555-025, 018/555-043, dakc
018/238-191;
e Bb Hosu Cap, anoreka, Tpr Bnaanuke Hukonaja 6p. 5, [lerposapamun, Hosu Can, Tein.
021/483-55-99, 021/431-782, daxc 021/431-913;
e I[IAnCk, Munana bnarojesuha [llnanua 6p. 21, beorpan, Ten. 011/3053-701, dakc 011/3053-
701.
5.2. Hcnopyka pnobapa mopa OWTH CyKLECHBHA, [0 MHCAHOM 3aXTEBY Kpajker KOPHCHHKA
creluHULUMpPaHOM Yy MOIMJIEfly BPCTE€ M KOJNUYMHE 100apa, y pOKY OJf Kdo y nowyOu NaHa Of JaHa
npujema MUCAHOT 3aXTeBa Kpajber KOPUCHHKA.
Hcnopyka HepericTpoBaHUX JIEKOBA j€ Y POKY Ol Kao y nowydu cara oJi JaHa JoOujarba 3aKOHOM
HEOMNXOJHE NOKYMEHTALMj€ 3a MPOMET HEPErMCTPOBAHUX JIEKOBA, IPU YEMY POK HE MOXXE OWUTH MYKU
on 120 naHa o faHa 3aKkJbyuerba MojeAMHaYHOr yroBopa (3a maptuje op. 10, 17, 20, 22, 51, 52, 56, 63,
108, 112, 121, 137, 139, 140, 171, 176, 180, 187, 191, 194, 203, 223, 226, 227, 228, 229, 230 u 231).
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Yaan 3.
3.1. KBanuret u ucrnopyka jekoBa Mopa fa Oyne y ckjialy ca 3aKOHOM O JIEKOBUMA U MEAULHUHCKUM
cpenctBuma (,,Cn. rmacuuk PC* 6p. 30/10, 107/12, 113/17-np.3akon u 105/17-1p.3aKkoH), Kao U y
CKJIaJly ca MpOoMUCcCUMa KOjU peryJHuly HaBeieHy obJacT.
3.2. JlekoBH, KOjU C€ UCMOPYUYjy MOpajy UMaTU POK Tpajama HajMame 12 Meceld Ha [aH HUCIOpYKe,
OJTHOCHO HajMame 2/3 mpou3Bohaykor poka Tpajama Ha JaH UCIIOPYKE 3a JIEKOBE ca MPOM3BOhaUYKUM
pOKOM Tpajama of 12 meceuu unu Kkpahum.
POK, MECTO U HAYHMH UCIIOPYKE
Ynau 4.
4.1. JlobaBpau ce oOaBe3yje Aa yroBopeHa jJobpa M3 ujgaHa l. OBOr yroBopa HCIOPYYH Yy
MPOCTOpHjaMa Kpajer KOPUCHHKA:
e BMA, Lipuotpascka 6p. 17, beorpan, ten. 011/3608-764; daxc 011/2662-724;
e Bb Huw, Bynesap np 3opana bunhuha 66, Hum, ten. 018/555-025, 018/555-043, daxc
018/238-191;
e Bb HoBu Capn, anorteka, Tpr Bnaguke Huxonaja 6p. 5, Ilerposapagun, Hoeu Capn, Ten.
021/483-55-99, 021/431-782, daxc 021/431-913;
e [[AnCk, Munana bnarojesuha Illnanua 6p. 21, beorpan, Ten. 011/3053-701, daxc 011/3053-
701;
npeMma cneuudukauuju u3 [punora Op. 1 oBor yrosopa.
4.2. Hcnopyka pnobapa mopa OWUTHM CyKLECHBHA, MO MHCAHOM 3aXTEBY Kpajier KOpUCHHKA
creuuduUrpaHoM y MOrjieay BpcTe M KOJIMYMHE nobapa, y poKy OJ Kao Yy noHyou JaHa oJ| JaHa
npUjeMa MUCAHOT 3aXTeBa KPajHher KOPUCHHUKA.
Hcrnopyka HeperucTpoBaHHX JIEKOBA j€ Y POKY OJl Kao v nowyOu cata Of JaHa Jo0ujarma 3aKOHOM
HEOIMXO/IHE TOKYMEHTALIMje 32 MPOMET HEPErHCTPOBAHUX JIEKOBA, [PU YEMY POK HE MOXKE OUTH y>KH
on 120 nana ox maHa 3aKkJbyuerba MojeAMHaYHOr yrosopa (3a maptuje op. 10, 17, 20, 22, 51, 52, 56, 63,
108, 112, 121, 137, 139, 140, 171, 176, 180, 187, 191, 194, 203, 223, 226, 227, 228, 229, 230 u 231).
Ha nucaHu 3axTeB Kpajier KOpHUCHMKA U Y3 MUCaHy carjlacHocT JloOaBjbada MOry C€ CKpaTUTH
pPOKOBHU HCIIOpYKE.
4.3. JlobaBibay ce obaBe3yje Ja HajaBU UCIOPYKY Hajmarbe | (jemaH) JaH npe HCIOpPYKE MUCAHUM
nyteM (pakcom unu umejom) u Ha O6poj TenedoHa Kpajwer KOpUcHUKa BoAehu pauyHa Aa UCIopyka
He naja y cyooTy, He/leJby U HEpaJIHE JIaHe.
4.4. Wcnopyka ce cMaTpa U3BPLICHOM JaHOM Ipe[aje YrOBOpEHHX odapa KpajiheM KOPUCHHKY, a
CXOJIHO OTIPEMHHLIH.
4.5. JobGaBspau je qyxaH Aa JOCTaBH MUcaHO obaBewtewe Hapyduoryy, y poky on 3 maHa o jJaHa
HCIIOpYKE a je HUCMopy4yHo Ao0pa Mo mpeaMeTy YroBopa 3a CBaKy MOjefAMHAYHy HCIOPYKY IMyTeM
eJIEKTPOHCKe rowuTte Ha aapecy fondsovo@mod.gov.rs.
4.6. TpaHcnopTHU TpOLIKOBU Majnajy Ha Teper JloOaBsbaua. M360p TpaHCHOPTHOr CPEACTBa BpILU
JloGaBpau.
4.7. lobaBpay je myxaH Aa MPHIMKOM UCIOPYKE JOCTaBH CEPTUHKAT O KOHTPOJIH KBAJIUTETA JIeKa,
KOjU u3Jaje npousBohay, 3a cBaKy UCHOpYUEHY CEpUjy.

KBAHTUTATUBHU U KBAJIMTATUBHHU ITPUJEM
Ynawu 5.

5.1. KBaHTHTAaTUBHM W KBAJIMTATUBHU MpHUjeM YroBopeHuX qobapa wiaHa l. YroBopa Bpiu ce y
npocTopujaMa Kpajier KopucHuka Hapyduoua, on crpaHe KOMUCHj€ Kpajier KOPUCHHKA Y3
npucyctBo Jlob6aBspaya. 3alUCHUK O KBAHTUTATUBHOM M KBJIMTATUBHOM [PHjEMY YTOBOpEHUX Aobapa
cayrMHuhe KOMHUCHja Kpajler KOPUCHHUKA, UCTH he OUTH MmoTmucaH oJf CTpaHe KOMHCHUje Kpajber
KOpUCHUKA M mnpeactaBHuka JlobaBipaua y poky on 7 (cemam) JaHa oJ JaHa MCHOpyke nobapa u
nocrtaesbeH JlobaBspauy.
5.2. KpanutatuBHU mpujeM u3Bpuirhe KOMHCHja Kpajker KOPUCHHUKA Y3 MPUCYCTBO MpPENCTaBHHUKA
Jlo6aBspaya UCTOr JaHa HAKOH KBAHTUTATUBHOI MpHjeMa YrOBOpeHUX nodapa.
5.3. YoueHu HenocTauy MpU KBAHTUTATHBHOM U KBAJIUTATHMBHOM MpHUjEMY, Kao LITO Cy ouTeheme,
MamwaK WIM BULIAK UCMOpYYeHUX nobapa y ofHOCY Ha (GakTypy U JIMCTY NAaKOBamwa, KOHCTaToBahe ce
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