DOHA 3ITPABCTBEHOI" OCHI'YPAIBA
PENNYBJIUKE CPIICKE
bama JIyka

Bpoj: 07/015-1411-15/24
Hatym: 21.05.2024. roqune

Ha ocHoBy unana 64. cras (1) Tauka a), wiana 70 cras (1), (2), (3) u (6) 3axoHa o jaBHMM HaOaBKama
Bocue u Xepueroeuue («Ciyx0euu rnacauk boche u Xepueroeune» 6poj: 39/14 u 59/22 ) n Tlpasunuauka
0 jaBHMM HabaBkaMa y @OHJY 3ApaBCTReHOT ocurypama Pemybnuke Cpncke, Opoj: 02/002-5189-7/22 o
29.12.2022. ronuHe, a Ha OCHOBY yTBpljeHe NPENOpPyKe Of CTPaHe KOMHche 3a npOBoljerbe OTBOPEHOT
HOCTYITKa jaBHe HaOaBKe JMjeKoBa 3a pujerke Gonmect y lIporpamy JIHJeKOBa KOJU C€ NIPUMjEEBY]y Y
OrpaHUYeHO AOCTYNHHMM KojudMHaMa 3a 2024. roauny, 10HOCHM

OOdJYKA
0 u300py HajMoBOJLHUjET OHYhada

I :
Yrosop 3a peanusauyjy HabaBKe NHJeKoBa 3a pujeTke OonecTH y Ilporpamy nujekosa KOjH ce NpUM|CILY]Y
Yy OTPaHHUYSHO JOCTYMHHUM KoJu4duHama 3a 2024. ronuny y OreopeHoM nocrynky 6poj: 07/015-1411/24,
J0dHjesbYje ce moHyhadunmMa:

«Pharma Maac» a.0.0. CapajeBo

Jot ATH kox Hazae Obaur Hoaa Jem'nmua Komauuna Jenm'mqna Yl.eynna IMpomisokau
Mjepe tmjexa BpHjemHocT
HeaxahpTop +
ROTAX32 | Tesxagrop+ | PWmoMobioxena | 75 me 50 oM. 3429400 | 1248301,6000 Vettex
enekcaxapTop TabineTa mg+ 100 mg Pharmaceuticals
l ?@\ (USA) Atmac
(brmMoM olNoeHa S N Pharma (IE),
ROTAXO2 uBakadrop rataeTa 150 mg xom.',-/_ - % ‘00 653.454,8000 Hpexa
i =
e nmo sasofil | 1.903.756,4000
‘ o
wBaxadTop + A = Vertex
ROTAX32 Tesaxadop + CbHHMg:lﬁiS::}KeHa 3[:12:’[513%{12; Kom,x A 3%}@/{ 288.069,6000 Pharmaceuticals
2 enexcakahTop N oA (USAY Almac
dbHmMOM 0boKeH T Ty~ o Pharma (IE}
ROTAXO02 |  usakadrop o 75me KoM, o _)%oll\\oo 151.258,8000 Vo
Yaefnmosanov2 | 439.328.4000
¥xynna spujenroct Ge3 ILIB-a: | 2,343.084,8000
M/IB 17%: | 398.324,4160
Yiynna spnjertoct ca [TB-om: 2,741,409,2160
«Biotega» 1.0.0. bama JIvka
Jlor ATII xon Hazus Qfank Hoza Jem‘mnua Koamunaa 'Imnfmqﬂa y'.cy“m Iponssobau
mjepe uHjena BPHjeaHOCT
PTC Therapeutics
3 | MOSAX03 atanypen TPaHyIC 34 opariy 250 mg KOM 240 408,5680 98.056,3200 | International Ltd,
CyCHeHInjy : .
Illnanuja
Yiynua spujemnoct Gez I1IB-a: 98.056,3200
" HAB 17%: 16.669,5744
VYrynua spujenaoct ca IJB-om: 114.725,8944
11

IMouHyne monyhaua u3 tTauke I ose Ognyke cy Gune HajMOBOBHU]E MO MPEAMETHOj HabaBUM W3 Passora ITo
cy ocTapuiie Hajsehim Gpoj 6oxosa o Kpureprjymy peduHucanoM TeHIEpPCKOM AOKYMEHTaLHjoM, Opoj:
07/015-1411/24.




111
O ooj Oanyuu obasjectuhe ce cBu moHyhaum y ciiagy ca 4naHoM 71. craB (1) 3axoHa o jaBHHUM
HabaBkaMa W HcTa he y ckinaiy ca unaHoM 70. ctae (6) Ouru objaBiheHa Ha BeO CTpaHMLIK YTOBOPHOT
oprasHa

Obpazaoxeme

@oup 3apascTBeHor ocurypama PemyGamke Cprcke je Pjememem o ogoOpapawy jaue nabGaske 6poj: 07/015-
1411-1/24 ox 05.04.2024. roguHe NOKPEHyT je OTBOPEHH MHOCTYNAK jaBHe HabaBke JIMjeKOBa 3a pHjeTKe
Bonectu vy llporpaMy maujekoBa KOjH ce NpUMjEmY]y y OTPaHHYEHO NOCTYIHHM KoNMW4YMHaMa 3a 2024,
TOJMHY.

Komucuja je HakoH cBor HMeHoBama Pjememem YropopHor oprawa Opoj: 07/015-1411-2/24 on
05.04.2024. ropune gouujena [TOCIOBHHK 0 pany KOMHCHjE Y KOJeM €y DIPOIMHCAHM 3alalld KOMUCHjE U
HAYHH pajia.

O6agjeinterse 0 HaGasuu Opoj: 273-1-1-84-3-114/24 objasiseno je Ha [Toprany jaBuux nabaBKY U Ha cajry
VYrosopHor oprana, a y «Cnyx0eHom rnachuxky buX» 6poj: 25/24, nana 12.04.2024, ronune u Henparka
obagjemitema 0 HabaBiM Opoj: 273-1-1-84-8-118/24 ofjarmeHa y «CnyxOeHOM rnacHUKy buX» 6poj:
27/24, naua 19.04.2024. romuue.

V mnpenMeTHoM nocTynky Hucy yhnyhuBaHM 3axTjeBd 3a Nojalimeme TeHOepcke JOKYMEHTaUuje.
Tengepcky moxymeHTandjy je ca [loprana japamx HabGaBku npeyzeno 16 noxyhaua. Hucy m3jarpuBane
xasnbde.

JaBHO oTBapame MpUCHjenux NoHyda je usspueno 20.05.2024. roaWHe W 0 UCTOM je CAaUuMILeH 3amMCHHK
KOjH je B1aroBpeMeHO I0CTABILEH CBHM MOHYhauuMa.

Ha cacranuuma oapxarum 20.05. 1 21.05.2024. rogune H3ppUICH je NMperyica NpUCIjeuX MOHyAa 3a HabaBKy
nujexoBa 3a pujerke Gonecrw y Ilporpamy iumjexoBa KOjU ¢ MPUMJCELY]Y Y OIPaHHHYEHO NOCTYITHUM
konuyuHama 3a 2024, ronuHy.

[lpernen kauduraMOHe JOKYMEHTalM]e jé H3BPILUEeH Kako je Ha3Ha4eHOo y TabenH:

HOKY MEHTA ((Bfiic::gau J;qu;:;:_n. «Pllarnéna;) :iI::;:» [.0.0.
O0pazan 3a JOCTAB/EALE IOHY IS CIp. 5 crp. 2
(O0pa3an 3a BpHjeJHOCT [IOHyDe cp. 11 cIp. 7
(O6pasan 3a LHjedy nOHyae crp. 13 cIp. 5
Hsjasa un. 45. cp. 15 cIp. 9
Ws3jana un, 52. cIp. 17 cIp. 84
Haupr OxsupHor cnopasyma c1p. 21 crp. 16
H3Boa H3 CYACKOr perncTpa cTp. 43 ctp. 23
Hsjama 32 rapanuijy 3a 7oSpo u3ppLISe yroBopa crp. 27 cp. 22
['apaAnHja 3a 036HILHOCT IOHyY e cip. 14 crp. 18
AyTopuiaudja Tpon3Boiada cTp. 37-41 crp. 29-30
Pjm ATTMC BuX 33 npoMET IMjekoBHMa crp. 47-57 ctp, 27
H3jaBa 0 poKy MCnopyke crp. 33 ctp. 31
H3jaga o pery nnahama . cIp. 25 cTp. 32
M3jara o 1oCTaBM HANA3A KOHTP. nadop. cTp. 29 -
H3jasa o HHBENAUH]H [IMjBHA cTp. 35 ctp. 33
H3japa o ycknaljeHoCTH JIHjeKa ca MaKoBabeM crp. 31 M

.

KomucHja je koHCTaTORaNA [a Cy CBH NMOHYhauH IMIPUNIPeMUITH CBOjE TOHYIE HA MPOTHCAH HAUMH,

[pernex u oLjeHa MOHyAa 10 JOTOBHMA CY HM3BPIICHH Y CKJIaNY ¢a KPUTCPH]YMOM €KOHOMCKH HajlOBOJLHH]C
MOHYJ€ KaKO CIIHjSIH:




npaxadrop-+ 75 mg+ 50 mg+

RO7AX32 Tesakagrop + tuamom oGaokena Tatiera 100 m KOM. 3.640 1.248.301,6000
1 enexcaxadpTop 2
- RO7AX02 neaxadTop (uavon odnomena Tabaera 150 mg KOM, 1.820 655.454,8000

TMouyny je nocrasuo noHyhau «Pharma Maac» 1.0.0. Capajezo.

IpucTHria noHyAa ce OHOCH Ha HEPETHCTPOBAH JiMjeK, amH je KOMHCH]a MCTY [IPUXBATHIIA U OLMJSHUAA jep CY
[QOCTABJLCHH TPAXXCHM HOKYMCHTH 3a HEperMcTpoBaHe IHjeKoBe, Y cwiagy ca HamoMmeHom tauxe 5.2.2.
TeHgepcke JOKyMeHTaLHje:

KpHTEpHjym Gozonu
Jennpnaua nijera . Por:
Iouyhau ITpouzsohau fes I11B-a Hpjesa Pox Iujena sEnapyse YrymHoe Paur
acnopyKe 9 1
Vertex
. 342,9400
«Pharma Mazcy 1,0.0. Phamnaceuticals 1.903.756,4000 20 99 1 100 1
Capajeso USAS Almaac 160.1400
Phamma IE', Hpcka ’
upakadgrop +
RO7AX32  Temkadrop + dHaMOM 0nowena TabireTa 37,8 “‘gn/fs mgS0 w840 288.069,6000
2 enexcakafTop g
ROTAX02 HBakadTOp duaMoM o0noxkena Tatnera 15mg KOM, 420 151.258,8000

[Monyny je moctauo roHyhau «Pharma Maac» a.0.0. Capajeeo.
[IpucTurna nmoHyza ce 0HOCH Ha HEPErMCTPOBAH JIHMjek, and je KoMucuja uety npuxBaTHia v OHUjEHUIA jep CY
JNOCTAB/bEHH TPAXKEHH [JOKYMEHTH 33 HEPErHcTpPOBAHE JMjeKOBe, Y ckmamy ca HamomeHoM Tauke 5.2.2.

Tenaepcke TOKYMCHTALH]E:

KPHTEPHjYM GonoRn
JeaHnn4yna nujeHa . Pox
HMonybhau Mpouzsoljag 6e3 T1/1B-2 Lizjena Pox ujena wenopyice Yeyuno Paur
UCTIOpYKE
99 1
Vertex

, 342,9400

«Pharma Mgac» E.0.0. Phamaceuticals 439.328,4000 20 99 1 100 1
Capajero USA/ Almaac 360,1400

Pharma [E', Hpcka i
3 MO9AX03 aTagypex rpanyJie 3a 0panHy CyCIeH3Hjy 250 mg KOM, 240 98.056,3200

Ilonyny je mocrarmo noHyhau: «Biotega» 1.0.0. Baisa Jlyka.

ITpHcTHIIA TOHYAa C€ OJHOCH HA HEPErHCTPOBAaH JHjeK, anmd je KoMucHja HCTy IPHXBaTHIA B OLMjeHIIIA jep cy
JOCTABJBEHH TPAXKCHM NOKYMEHTH 3a HEpRrHCTpOBaHe JIMjeKoBe, Y cknaay ca Hamomerom Tauke 5.2.2.

TeHnepcke TOKYMEHTAITH]e:

KPHTepHjyM H000BH
JeAHHHYHA HHjena . Pox
Honyhau Hpon3ssohau fea [LTB-a Iajera m;:m( - Injena Aenopykce VYiynro Panr
Py 99 1
PTC Therapeutics
«BIOTEGA» a.0.0. International Ltd, 408,5680 98.056,3200 l 99 1 100 1
Baena JTyka .
[HInannja

IToyka 0 npaBHOM JIHjeKy:

Ceaxu noHyhau koji UMa JIETHTHMaH HHTepec 3a KOHKPETHH YroBOp O jaBHOj HabaBIM ¥ KOJH cMAaTpa Jia j€
VYTOBOPHH OpraH OBOM OMIYKOM NPEKPIIMO jeiHY MM BHle oapenOu 3akoHa O jaBHMM HabaBKaMa HIH
NOJI3AKOHCKMX aKaTa JIOHECEHHWX Ha OCHOBRY Ibera HMa [IpaBO H3jaBHTH Xkanby Ha oy omiyky. JKanba ce
u3jaBJbyje Ha HauuH U y $opmu neduHrcanuM unanosuma 99. u 101. 3akona o jaBuum HabaBKama.

“

Hsppmnn gupexrop 3a japHe HabaBKe B L
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