®OHA 3IPABCTBEHOI' OCHI'YPAIbA
PEITYBJIUKE CPIICKE
Bama JIyka

Bpoj: 07/015-1676-20/22
Hatym: 21.06.2022. roguse

Ha ocHoBy unana 64. crae (1) tauka a), wiana 70 crag (1), (2), (3) u (6) 3axona o jaBHuM HaOapxama
bocre u Xepnerorune («Cyx6enu rnacenk bocue u Xeprerosuse» Opoj: 39/14), TIpaBuinnuka o japHuM
HabaBKaMa poba, yciyra u pagosa y GoHay 3apascTeeHor ocurypama Perybmuke Cpncke, Opoj: 02/002-
7193-11/15 on 07.12.2015. roguue w [IpaBunHuKa 0 M3MjeHaMa W pomyHama [IpaBuiiHHMKA O jaBHUM
HabaskamMa y @oHgy 34paBcTBeHOr ocHrypama Penybnmke Cprcke, Opoj: 02/002-3109-5/20 on
31.08.2020. ronuue, a Ha ocHOBY yrBpheHe mpemopyke of cTpane Komucuje 3a npoeoherme orBoperor
HocTyIIKa jaBHe Habaske [ToceGHOT nporpaMa JinjekoBa 3a pujerke O0IecTH, JOHOCHM

OXJAYKA
o u300py HajnoBOJEHHjEr NoHylhaua

I
Vroeop 3a peamuzanyjy Habapke IloceOHor mporpama mijekosa 3a pHjeTke Oonmect y OTBOopeHOM
noctynky 6poj: 07/015-1676/22, nonujespyje ce noHyhayuma:

«Papmanuja 2011» a.0.0. Buxah

Jlor ATIH won Hazus 0fmx Josa Jem_{ﬂﬂua Koanumna Jeau A Yl_cyrma Iponseoljay
Mjepe nHjexa BpHjeqs0CT
SANOFI-
AVENTIS
Npallak 3a KOKLEHTPAT
1 | Alsapgy | Hiyxoshiasa 3a pacTeop 12 50 mg KoM 830 8700000 | 722.100,0000 Groupe,
anda : Bennka
uHpyIY BEpnranuja,
Hpoxa
‘¥rynsa spujentoct Ge3 IAB-a: 722.100,0000
B 17%: 122,757,0000
¥Yrynsa spajennoct ca [E{B-om: | 844.857,0000
«Phoenix Pharma» 1.0.0. buje/snna
Jot ATIL won Haius 0ok Hoza Jem:muua Koanumna Je‘ml.mq"n Yl'cym-la TIpouasohau
Mjepe uMjena BpHjeaHoCT
’ Takeda
KOHLEHTPAT 38 ) Pharmaceutical
2 Al6ABOS AIaypeyndasa pacTeop 3a 6mg KOM. 40 4.799,9999 191.999.9960 s International
Hpy3ujy AG, Iretand
Branch, SAD
Takeda
[Ipauak 3a Phﬁlr:nac‘atgt1cs;l
3 | AI6ABIO | semarmyuepasa pacTeop 3a 400U KOM. 7 2.356,0006 174.350,7044 | TR
' HHY3HY Branch,
Fbemauxa
Vkynna spujemmocr Ges IJ(B-a; 366.350,7004
TJB 17%: 62.279,6191
¥rymnua spijeasoct ca [IIB-om: 428.630,3195
«HuTepnpoMeT a.0.0. Hosu I'pan
Jepuunna Jeanuuuna Yiynua
Jot ATII won Haznp Obmr Ho3za Miepe Kesmauurea wmjera epajensocT IIpoussohay
BioMarin
4 | Al6ABI2 erocyahaza KORUCHTPET 32 5 mg KOM, 140 1.480,0000 | 207.200,0000 | Pharmaceutical
ampa pacreop 3a Ry )Y Inc., Mpexa
¥rynna spujegnoct Gez IAB-a: | 207.200,0000
B 17%: 35.224,0000
¥xynua spajernoct ca ILTB-om: 242.424,0000




«Pharma Maac» a.0.0. Capajero

Jlor ATII wxon Hawg Obmnk Hoaa Jeﬂg:};na Kounsarma Jeﬁ:;::;“a ;’;ﬁ:::ﬂ_ Ipouzeohau
HBakafTop + 75 mgt+ : Vertex
RO7AX32 | resaxadrop + ‘1’“”“"“6;5“""‘3“3 50 mgt KOM. 4704 342,9401 16131902304 | Pharmaceutical
5 eneKcaxkafrop Taoyera 100 mg s (USAY
duiMoM oB0xKeHa Almac Pharma
RO7AX02 | weaxaprop aGaom 150 mg -~ 2352 4393018 | 10334495136 | "(®) Wipoxa
Yrynuoda rorS | 2.646.639,7440
usakadirop + 37,5 Vertex
ROTAX32 | resaxadmop + ‘b"’“‘g;%ggf:"‘e“a mgf25 KOM. 784 342,5401 268,865.0384 | Phamacentical
6 enekcaxadirop mg/50 mg s (USA)Y
banmmoM obnokeHa Almac Pharma
RO7AX02 uBakadrop rafneTa 75mg KOM. 392 4393918 172,241 5856 {TE), Vipcka
Vkynuo 3a ot 6 441.106,6240
Yxynua spijeuocrt e IAB-a: | 3.087.746,3680
TIB 17%: 524.9168826
Yxynna spujesnoct ca ILIB-om: | 3.612,663,2506

1I
IMonyne nonyhaua uz tauke I oe Omiyke cy Guie HAjMOBOJLHU]E 1O MPeIMETHO] HABABIM M3 PA3JIOTa ITO
cy octeapuie Hajsehu 6poj 6o1ora 10 Kpurepujymy nedunucaHoM TeHIepcKoM JOKyMEHTALIjoM, 6poj:
07/015-1676/22.

IH
O oBoj Ommyiu obasjectulie ce cBu nonyhaum y cxnmagy ca wiaHom 71. crae (1) 3axkoHa o jaBHMM
HabaBkama 1 HcTa hie y ckmany ca wiaHoM 70. ctas (6) 6uTu ofjaBsbeHa Ha BeD cTpaHHMUM YTOBOPHOT
opraHa.

v
Oga OpiiyKa cTyla Ha CHAary JaHoM JIOHOINEH:A.

O6pasznoxeme

@onj 30paBcTBeHOr ocurypawa Pemybmuke Cpricke je Pjememem o opobpasamy jaBHe HabGaBke Opoj: Opoj:
07/015-1676-1/22 ox 28.04.2022. roauHe [OKPEHYT je OTBOpEHM MOCTYMaK japHe HabaBke [loceGHor
AporpamMa JIMjeKoBa 3a pujeTke GonecTu.

Komucnja je HakoH cBor HMeHoBama Pjememem YroeopHor oprana Gpoj: 07/015-1676-2/22 on
28.04.2022. rogune nonujena IHocnoBHUK © pagy KOMHCHjE Y KOjeM Cy IPOIMCAHH 3aJalll KOMHCH]e H
HAYHH paja.

ObasjemTere 0 Habapy 6poj: 273-1-1-78-3-99/22 oGjasiseHo je Ha [Toprany jaBHHX HaGaBKH M HA cajTy
VrosopHor oprasa, a y «Cnyx0OeHoM rnacHuky buX» Opoj: 28/22, nana 06.05.2022. rojune.

Hcnpapka 3a obasjerntea o Habapiu: 273-1-1-78-8-122/22 objasibeHo je Ha [Toprany japHux HaOaBKH U
Ha cajTy YTOBOpHOr opraHa, a y «Ciry0eHom riacuuky BuX» 0poj: 38/22, mana 10.06.2022. roguse.

Y npeAMETHOM NOCTYNKY ¢y yHyhHBaHHM 3aXTjeBH 3a TIOJaIlHeHme TeHIEpCKe JOKyMEHTaLyje Ha Koja je
GnaroBpeMeHO OATOBOpEHO Mpeko moprana E-nHabGapku. Tennepcky noxymenraimjy je ca IToprana jaBmux
Habasku npeyzeno 17 nonyhaua. Hucy usjassupane xanie.

JaBHO OoTBapame npucHjennx noHyaa je usspmeno 17.06.2022. ropyuHe B 0 UCTOM je CAUHIBCH 3alMCHHK
KOjH je 6narorpeMeHo 10cTaB/keH CBMM NMoHyhaunma

Ha cactanmmma oapsxanuM y nepuogy of 20.06.2022. no 21.06.2022, roguse H3BpILEH je nperie) Mpucjeinx
noHyza 3a Habasky llocebHOr mporpaMa JiHjexoEa 3a pujeTke OoNecT .




Tpernen kpamudukalone NOKYMEHTAIHje je M3EPILNCH KaKO j& HAZTHAYECHO Y TabeH:

I[OKYI\'IEHT A «([Japmug:; :1[1'11» 80,00 (d::l:zl?lé;;[’:;:?:» ﬁ:rgj;:::b?;;; @hnrnga; I:jl::;» a:0.0,
Ofpasaw 33 [OCTABILALE TIOHY AL crp. 3-4 orp. 5-7 op. 79 cip. 2-3
Hzjaea un. 45. cp. 12 crp. 11 orp. 19 crp. 137
Hzjasa yn. 52. ctp. 14 crp. 13 erp. 21 crp. 152
Haupr OxsupHor cnopasyma crp. 17-18 crp. 17-19 ctp. 23-25 cIp. 154-155
H380/1 H3 CYJICKOT perucTpa crp. 22-29 crp. 27-30 crp. 31-35 crp. 143-146
H3japa 3a rapaHiHjy 3a Mo6po H3BPILL. YTORODA cTp. 21 crp. 25 crp. 29 c1p. 159
Tapanrmja 32 03GiBHOCT NOHYAE ctp, 19 crp. 21 crp. 27 c1p. 157
AyTopH3anuja npoussohaua c1p. 34 crp. 43 crp. 45-47 cTp. 160
Pjur ATIMC BuX 3a npomer anjexosuma crp, 31-32 crp. 39 crp. 37 c1p. 147
H3japa 0 pOXy HCMOPYKE cTp. 39 cIp. 55 orp. 59 crp. 168
H3jara o poky niahama crp. 41 crp.59 orp. 61 c1p. 163
HWsjasa 0 gocTasy Bamasa KOHTP. nabop, crp. 37 - oIp. 55 -
W3jana ¢ HEBENAUjH 1HjcHA crp. 40 - orp. 63 cTp. 164
Wajasa 0 yernaleHocTH JMjeKa ¢a IaKoBameM oTp. 38 - crp. 57

KomucHja je koHCTaTOBaNA Aa CY CBH NOHyhaum MpUITpeMHIH CBOje OHYJE HA NPOIIHCAH HAYMH,

Ilperaen u oljjeHa HOHYGa MO JOTOBHMA CY H3BPIICHH Y CKJIAAy €A KPUTEPUjYMOM EKOHOMCKH HajTOBOJBHH]C
TIOHYZIE KaKO CITHjeIH:

ANTAYKeIHIA3A MPAIHAK 32 RKOHUCHTPAT 3a pACTBOp

1 Al6ABO7 anda 3a HHdYIHjY

50 mg KOM. 830

Ionyay je noctasno nonyhaq: «®apmanuja 2011» g.0.0. buxah.
KomucHja je koHCTaTOBaNa fa je MOHYIa MOTIYHA W TEXHHUKM 33aA0BOJbaBajyha, Te je M3BpIIAIA OljeHy Kako

CITH|ETH:
KPUTEpHjyM GoaomH
JeAHHN4HA THjena . Por
Moayhau Tiponzsobau fies /{B-a Injena m;::m " Lujena wenoyie Yxynao Paur
i 95 1
SANOFI-AVENTIS
«dapmanmja 201 1» mo.o. Groupe, Bennxa §70,0000 722.100,0000 20 99 1 100 1
Bpuiannja, Hpoka
2 AIGABOY ngypeyiidaza ROHIEATPAT 12 PACTREOP 12 6mg KOM, 40

HHDy3njy

Tlonyny je aocraBro moHyhau: «Phoenix Phrama» n.0.0. bujespuna.
IMpucturia MoHyAa ce OQHOCH HA HEPErUCTPOBAH JHjeK, arH je KoMmucHja HCTY NpHXBaTHIA M OLHjEHIIa jep cy
JNOCTABJ/BEHH TPaKEHH MOKYMEHTH 38 HEPeTMCTPOBAHE NMjexoBe, y ckiajly ca HamoMeHoM Tauke 5.2.2,
Tennepcke JOKyMEHTallH]e:

Jenumina KPHTEPIjyM fiooBu
. . Pox
Houyhau Hponssohau lmjena-gea sjena - l::m . Ojena | | ooy | YKYIHO | Paur
1B L 99 1
Takeda Pharmaceuticals
«Phoenix Pharma » 1.0.0. International AG, Ireland 4.799,9999 191.999,9960 20 99 1 100 1
Branch, SAD

DpaIAK 33 pacTBOP 38

3 A16AB10 ReTArTyHepaza patar "IJY‘;“jY P 400U oM. 74

ITouymy je moctarmo nioHyhau: «Phoenix Phrama» 1.0.0. bujebuna.

IpucTuria NoHyAa ce ONHOCH Ha HepPEerucTPOBaH NHjek, anu je KoMucuja HCTy NpHXBaTHIA M OLMjeHHAA jep CY
JOCTABJLEHH TPAXKEHH JIOKYMEHTH 32 HEeperHcTpoBaHe JHjeKkoBe, y ckiany ca HamomeHoMm Tauke 5.2.2.
Tennepcke JOKYMeHTALje:

Jenuununa KpuTepHjym Go40BH
i . Pox
fonyha Tpouseofas mi:l[;l;_ge; Injena m:r:::m " Tujesa nenepyke ¥rynao | Pamr
Py o~ ]

Takeda Pharmaceuticals
«Phoenix Pharma » a.0.0. International AG, Ireland 2.356,0906 174.350,7044 20 99 1 100 1
Branch, Fhemauka




KOHIEHTPAT 38

4 AlGABIZ exrocyndaza anga pacTBop 1 undysujy Smg Kom. 140

[lonyny je moctarro noHyhau «Hurepnpomery 1.0.0. Hoeu Ipag.

[Ipucrurna noHyzaa ce OAHOCH Ha HEPeTUCTPOBAH JHMjeK, il je KoMHCHja HCTY TIPHXBATHIA H OLIMjEHIIA jep Cy
AOCTaBJbEHH TPaXKEHM MOKYMEHTH 3a& HEPerMCTPOBaHE JHjekoBe, Y Ckirany ca Hamomenom Tauke 5.2.2.
Tennepcke AokymenTalje:

Jequnayna KpATEpREYM 603108“1,0“ )
Ionyhag Hpoussohau unjena-gea Ljena . [::)mc . Liujera semopyKe ¥xynHo | Pamr
1118 opy 99 1
«FArTepRpOMET» L.0.0. BigMarin Pharmaceutical 1.480,0000 207 200,0000 20 99 1 100 1
Inc., Hpcka
HBAKAdTOp +
ROTAX32 TesaxadTop + DuanoM OBNOKCHA 7511t 50 me 100mg cow. 4704
5 enexcaxkadrop
ROTAX02 aparabrop (pramOM 0Gn0kera 150 mg KoM, 2352

Tafnera

[

IMonyny je nocrasuo noHylas «Pharma Maac» 1.0.0. Capajeso

[lpucTyrna moHyAa ce OHOCH Ha HEPErHCTPOBAH NHjeK, anu je KoMucHja HCTY IPHXBATHIIA M OLIM]€HEUIA jep CY
JOCTaB/beHH TPAKEHH IOKYMEHTH 34 HEPETHCTPOBAHE JIMjEKOBS, y CKiagy ca HamomenoM Tauke 5.2.2,
Tennepcke mokymeHTarje:

f P— KPHTEpPH jYM GogoBH
. . Pox
Ionyhau Ilpomseohay mm:ﬂ;na_g Iwjern » l:].m . Injena semopyice Vkynwo | Pamr
. Py ” 1
Vertex
h 342.9401
«Pharma Maac» 2.0.0. Pi]a’;“wicli‘ﬁgmal:%zs)‘“)’ 2.646.639,7440 20 99 1 100 1
Vipoka 439,3918

Heakadrop + Teaakadrop tuamom oGnoxena 37,5 mg/25 mg/50

RO7AX32 + enexcakahrop TabaeTa mg

KOM. 784

fuamom obnoxena

RO7AX02 HBAKA(TOP Tabmera

T5mg KoM 392

Ioryny je nocrasuo mouyhat «Pharma Maacy» a.0.0. Capajeso

HpreTHria nodyaa ce OHOCH Ha HEPETHCTPORAH JIMjek, almk je KoMucuja HeTy npuxeatina u onujendna jep cy
JOCTABBLEHH TPAKCHH JOKYMEHTH 3a HEpPerMCTpOBaHe JIHjeKOBe, Y CKIagy ca HanomernoMm Tauke 5.2.2,
Tenpepcke goKyMEHTALIH]E:

Jenuamana KPHTepHiyM 603081
. . Pox
Monybay ITpouzeohau mi_J[EEIBa_ ges {lnjena - Iim . Ugjena | opye | YEYIHO | Panr
Py 99 1
Vertex 342,0401
«Plarma Mago» 7.0.0. Pharmaceuticals(USA)/ ’ 441,106,6240 20 99 t 100 1
Almac Pharma (IE) ,
Hipexa 439,3918

Wmajytin y By rope HaBeAEHO OMJIYUCHO j€ Ka0 y TMCTIO3UTHUBY ore OIyKe.

Ipoujemena BpujeanocT npeameTHe HabapKe usHocHNA je 4.514.340,00 KM 6e3 TI1IB-a; a ykynaH H3HOC
3a CBE JOCTaBIbEHE NI0ToBEe M3HOCH 4.383.397,0684 KM 6e3 11[1B-a, onsocHo 130.940,9316 KM 6es IT/1B-
a Mame 0/l IPOLHjCILCHE BPHjCAHOCTH HabaBKe



Iloyxka o npaBHOM JiHjeky:

Ceaku moHyhjad KOjH UMa JISTHTHMAH HHTEPEC 3a KOHKPETHH YIOBOP O jaBHO] HaGaBIM M KOjH CMaTpa Ja je -

YroBOpHE OpraH OBOM OJIYKOM [PEKPUIHO jeAHYy WIH BUile oipen0u 3akoHa o jaBHMM HabaBKama MM
IHO/I3AKOHCKHMX aKaTa JIOHECEHHX HAa OCHOBY Fhera MMa IIPAaBo K3jaBHTH 3Kanby Ha oBy oanyky. XKanba ce
H3japJbyje Ha HauMH K y (opMu HedHHAcanuM wiaHoBAMa 99. u 101, 3akoHa o japHuM HaOaBkaMa.

_B.JI. TUPEKTOPA

MAsspmnan nnpeKTop 3a jaBHe HADARKe
'BQ? el%m'uh,%‘u ) EKOHOMH{ T






