@®OHJ 3IPABCTBEHOT OCHT YPAIHA
PENYBJIMKE CPIICKE
Bama Jyka

bpoj: 07/015-1242-20/17
Hatym: 04.04.2017, rogune

Ha ocroBy unana 69. ctas (2) Tauxa a), unana 70 ctag (1), (4) u (6) 3akona o japHum HaGarkama («Ciryx6eHu
racHuk boche u Xepuerosuhe» 6poj: 39/14) u unapa 30. Craryra ®oHua 3[paBCTBEHOr OCHIYParha
Peny6nnke Cpneke («CrmyxOenn rnachuk Penybsuxe Cprcken 6poj: 6/04, 19/05, 63/08, 64/09, 105/09,
119/11 n 113/14) u Ipasuinunka o jaBuuM Habaskama y DOHITY 3paBCTBEHON OCHIYpama Peny6mike Cpricke
6poj: 02/002-7193-11/15 on 07.12.2015. ropuse, a Ha ocHoBy yrephene npenopyke of ctpane Komucuje 3a
nposolerse OTBOPEHOT MOCTYTIKA jaBHe HabaBKe, JOHOCHM

OJJIYKA
0 MOHUIUTABAKY MOCTYHKA

I
Tonnmrasa ce noctynak jaske HaGaske 1ot 1 (Daunorubicin npamak 3a pactsop 3a Hmexuujy 20 mg,
nponjersena ppujenoct: 1.380 KM) y otBopenoM noctynky 6poj 07/015-1242/17 3a koju Huje npucTuria
HUTH je/IHa IPUXBAT/bMBA [IOHY/1, & Y CKIIaRy ca uiaHoM 69. cTas (2) rof 1) 3akoHa o jaBHUM HabaBkaMa.

II

- O oBoj Oanynm obasjectuhe ce cru noHyhjaun y ckirany ca unanom 71. ctap 1. 3akona o jaBHUM HabaBKaMa |

ucta he 6utH o6jas/beHa Ha BeG cTpanMuM YroBOPHOT OpraHa.

I
Ora Oayka cTyna Ha CHary JasoM JOHOLIEH:A.

OGpasaoxkeme

DoHJ 31paBCTBEHOT OcUrypamsa PenyGmike Cpricke je Pjewemsem o onoSpasamy jasHe Habaeke 6poj: 07/015-
1242-1/16 ox 15.02.2017. roune nokperyo Npoueaypy japHe HaGaBKe IUTOTOKCUYHHX JIjeKORA OTBOPEHHM
TMIOCTYNKOM.

Yroeopun opra je umenosao Komucujy 3a nposoljerse 0TEOPEHOT nocTynka jasHe HaGaBke, Pjcicrem Gpoj:
07/015-1242-2/16 ox 15.02.2017. ronuse.

Obagjewtese o Habasuu 273-1-1-15-3-47/17 ofjaseno je [loprany japHux HaGarku u y «CnyxGeHOM
rnacHuky buX» 6poj: 13. Tennepcka jokymeHTalyja je oGjasbena Ha [oprany jaBHHX HabaBKM ¥ ca HCTOT
Cy j€ 3aMHTepecoBaH# NoHyhauu GecniaTho npey3HMaH.

Y npeaMeTHOM FIOCTYINKY HUje GHIIO 3aXTjeBa 3a NOjALLEHEe HUTH H3jaBIbeHUX XKaa0H,

JaBHo oTBapame Mpucijenux moHyAa je u3spueno 29.03.2017. roguue u 0 MCTOM je CAUHEEH 3alMCHMK KOjH
je 6naroBpemMeHO AOCTaBIBCH CBUM NoHYhaunMa.

Ha cacranky onpwanom 30.03.2017. ropuHe wW3epileH je mHpernel NpUCHjelMX NOHYAA 3a Habapky
LMTOTOKCHYHHX JTHjeKOBa:

1. Co.Medprom a.0.0. Bama JIyka

Roche d.oo-Roche Ltd Capajeso

Pharma Maac n.0.0. Capajeso

Yuaudapm 1.0.0. Jlykasan

Phoenix Pharma a.0.0 Bujesuna
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[Ipernen xpanupuKauuoHe JOKYMEHTALK]E je M3BPILEH KAKO CIHjeu:

Meg}(;om Roche P;l;;:ga Yaugapm };}ﬁzfgj:
O6pazarl 3a JOCTABILAKE OHYLE CIp. 3 CcTp. 3 cTp. 1 cTp. 1 CTp. 7
OO6pasall 33 BpHjeAHOCT NOHYAS crp. 47 cTp. 49 cTp. 3 cTp. 7 CTp. 63
Hajapa um 45. cIp. 11 cTp. 9 cTp. 4 cTp. 9 crp. 13
Hsjapa un 52. cTp. 15 c1p. il cTp. 5 cTp. 11 cTp. 15
Haupr yrosopa cTp. 19 cIp. 17 CTp. 7 cTp. 15 cTp. 19
Fapanuwja 38 030IBHOCT HOHyAE 3a /0T 2 | CTp. - CTP. 19 cTp. - CTp. - cTp. -
H3jaga 3a rapannujy 3a yrogop cTp. 23 cTp. 23 cTp. 9 cTp. 19 cTp. 49
Hzpon us cyackor perucrpa crp. 25 cTp. 25 crp. 10 cTp. 21 CTp. 23
P A3JbMC PC 2a npomer NHjekoBEMa crp. 33 cTp. 29 cTp. 14 cTp. 25 crp. 33
AyrtopHsauyja npoussohaua crp. 37 cTp. 33 cIp. 16 cTp. 29 crp. a5
II;I;{ :2:;?3&?;}2:3‘;&6' 3a cTp. 41 crp. 4] cTp. - crp. 31 cTp. 41
I::ﬂf{i::gni Zini;;{z::xosame i cTp. 43 CTp. 43 cTp. - cTp. 33 cTp. 43
HzjaBa 0 poxy Hcnopyxe cTp. 45 cTp. 45 cIp. 18 cTp. 35 cTp. 51
PJI A3JbMC PC 3a nonyljenn ndjex eTp. 49 CTp. 51 CTp. 19 CTp. - cTp. 65

IIpernes u otjena noHyza Mo NOTOBUMA Cy H3BPLUCHH Y CKJIALY €A KPUTEPH]yMOM EKOHOMCKH Haj MOBOJBHH|E
NIOHYJIE KAKO CITHje/Iu:

1 LO01DB02 Daunorubicin 1.380 KM

llonyne cy nocraeuiu nonyhaun Pharma Maac a.0.0. Capajeso u Vuudapm 1.0.0. JIykagan,

O0e NpucTUI/IC MOHY/IE ce OZIHOCE HA HEPErMCTPOBaH JHjeK.

Ionyhau Yuudapm 1.0.0. JIykapau je moHyauo mmjek npoussohaua Actavis, a y noHym je A0CTaB/beHa
ayTopusaryja nponseohada Pfizer. Komucnja je ogbaimiia oBy NoHyiy ka0 HENPHXBATILHBY.

ITonyhas Pharma Maac p.0.0. Capajeso Huje JocTaBHO cepTHdukarT npoussohaya O KBATHTCTY Jujexa
(ceptudukar ananuse xoju m3faje npomseoljay) Tpaxen Taukom 5.2.2. Temmepcke JOKyMeHTalllje, 3a
HeperneTpoBane mujexose, KoMucHja je onbaluia oBy DOHYAY Kao HEPUXBATILHBY.

pralak za rastvor za injekeiju 20mg 100 gom

2 LO01XCo03 Trastuzumab pradak za rastvor za injekeiju =~ 600 mg 150 kom 539,250 KM

Ilouyny je noctasmo nonyhau Roche d.oo-Roche Ltd Capajero u ucta je y cxany ca 3axTjeBnma TCHIEpPCKE
noxymentanyje. [Tonyfay je Ha cBojy moHyxy oa 493.950 KM Ge3 IT/IB-a ono6puo nonyet ox 57.157,50 KM.
OujeHa IOHy/E je M3BpINEHA KAKO CIIMjCAu:

i a KPHTEDHjYMH Goaosn o

MOHYBAY TIPOMZBOBAY owtjesia Ges e Pox | Hwen | PO | ykymHO |

TIAB-a HjESHA nnahana 5 Ty, sarba =

Roche d.oo-Roche Lid F.Hoffmann-La.Roche 3.293,00 436.792,50 90 95 5 100 1
3 L01XX35 Anagrelid kapsule 0,5mg  10.000 kom 86.840 KM

Iouyxy je noctasmo nionyhau Phoenix Pharma 1.0.0 Brjesbisa 1 uera je y ckaafy ca 3aXTjeRMMa TEHIEPCKS
AokyMenTaumje. OljeHa NOHyAe je H3BPIIEHA KaKO CHjeau:

_ FE— KPHTEPU]YMH Goaosn o
MIOHYBAY [IPOM3BOBAY un%';.;; fea o Pox | ljesa | F¥ | yieymio E
-a maahaea 95 3
Phoenix Pharma g.0.0 AQP Orphan Pharmaceuticals 8,6839 86.839 90 95 5 100 1
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4  V03AFG1 Mesna rastvor za injekciju 400 mg 2.000 xom 13.800 KM
Ionyny je nocrasuo nonyhau Co.Medprom x.0.0. Bama JIyka i ucta je y ckiagy ca 3aXTjeBUMA TEHIAEPCKE
AoxkymenTaudje. OujeHa noHy/e je H3BpLISHa KaKo CIHje

. KpPHTCPHjYMu Goaosy
jenuHEIHA For ]
[IOHYBAY NPOU3BOBAY nmjera Ges - Pox Linjera VKYIHO | 2
T/B-a Tlyjena shana = l'lﬂB.';aH:ﬂ 5
Co.Medprom s.0.0. Baxter 6,9000 13.800 30 95 5 100 1

Hmajyhu y BuIy rope HaBenigHO OJydeHO je Kao y Aucro3uTHBY oBe OIyKe.

IIoyka o npapHOM JHjeKy:

Chaxy noHyhay Kojin MMa JIETMTHMAH HHTEPEC 33 KOHKPETHH YIOBOp O jaBHO] HAGABIM M KOjH cMaTpa ja je
YroBOPHH OpraH y TOKy KOHKPETHOT II0CTYNKa AOAjeNe YTOBOPA MPEKPIIHO jeHy HIIH BUIHE onpendu 3akona
O jaBHMM HabaBKaMa WM MOJI3AKOHCKHX AKATA JOHECGHHX HA OCHOBY H:ra MMd IpaBo U3jaBuTH xKandy Ha
nocrynak. XKanba ce usjaBmyje y nucanoj hopmu myTem YroBOpHOT OpraHa y HajMame 3 (Tpu) npuMjepka y
poky ox 10 naHa of naHa npujema ofIyke 0 H300pY H4jMOBOJBHHUjET TOHyHaua,

Hsspmun aapexrop Cexropa 3a yroeapame
3APABCTBEHHAX YCIYra U japHe HaGaBKe B.x. {upexropa

M Aejan Kycrypnh, nan.exongmucra

Bbpannciae 3eskosuh
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