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3A 3[PABCTBEHO OCUIYPAILE
08/2 Bpoj: 404-1-57/15-J)
L#.09.2015. ropine

Josana Mapudcewha 6p.2
Beorpag

Ha ochosy 4naHa 108. u unana 109. 3akoHa 0 jaBHWM Habaexama ("CnywGeHn rmacHuk PC" op.
124/12, 14/15 » 88/15), unawa 23. w 28. Craryta PenyBnuukor chonaa 3a 3ADABCTESHO ocurypare
("CnyxGenn rnachuk PC" 6p. 81/2011, 57/2012, 89/2012, 1/2013, 32/2013 u 23/2015) n WMasewraja o
CTpyuHoj ouenn novyaa Op. 404-1-67/15-18 o 24.09.2015. rogure, [upextop PenySnuukor dhoraa aa
34PABCTREHO OCUIYPake JOHOCH

OORYKY

¥ JABHOJ HABABL{N
NEKOBA CA 5, L M [ MCTE NEKOBA
BPOJ JH 404-1-110/15-71



CALIPHA

JINCTIOBHTUR OFITYEE oeeeeiieeieeeeeeemeoams seas s emseemrestsesssaassat st ses ettt e b ebabe £ sent s b st em b s aemt s aemstsmss st emmerseantens ey srr s rae 3
O 0 P @3 J10 M E b € oo ne et ettt e £ 4
T TTOLELM © HAPYUHOLLY Lot iaereninstsinsiessrars s sissssssssesssssssssssesssassssessssssessssssssssasssssssssssssassssnsonsesenmses 4
II MOAAUM O JABHO] HABEBLM ..ot vttt r e b et e g et en et ee b en s e 4
IIT CcHoBHW nogaun o NoHyhaduma
IV CTDYUHE OUECHE TOHY B ouiiiiviiiaiirsrirse s rimrsemresessim st sme s s bmems et e s ees s en et s sh e b sa e b b s h e
1. FARMALOGIST” 0,04 oottt iemeseesecs o s e e ettt e
2. LINO-PHARM® D000 ettt seceeseems remsemee s et st st se e e bs e et s bt e h8 et e
3. AMEDIKUNION™ 0.0.0. citiiciniuecneimeiice e icmecssesieset s semese et s e et s et ene et s e
L S S 0 T o 1 o Y o T o O SO PSR PRT

WV OAGUTEHE MOHY L. ..ctecvreetsecssrenssicsra mesassress e reessseiessbaemisntstent s beeatshces s ent e rsseserassssessssessrnncnsensnasens L1
VI Kputepunjym 38 SOAENY YroBOPa U PAHTHMPAHE i e emienie e 11
VII Paznor 3@ O0YCTABY MIOCTYIIKE .o oiciremieciemiamisecessarssecsssneecsseass smemias cnenssesenessmnsseasssonsssssennenes 11
VIII TPOWKOBK FIPUNPEMAHE TTOHYAC ..ottt smeee s e e st e sb e st 12
IX TTREANOT KOMUOUIIE ... eooveeceiieeie it cetesssser s sassamssmnssresssnasesrvsnsssaers sasses s esars astsams sesstesestenssonbonassnsen 12
X YTIYTCTBO O NMPABHOM CPEACTBY ...oovictisiiecesemrmriemsssamemnssomr i s etk 12



Oucnoszutue oonyke

| 3akmsyuyje ce oxBMpHM cniopazym 3a jaBHy HaBaBsky Nexkoeu ca b, L u [ Nncte nexosa, 6poj
JH 404-1-110/15-71, ca cnepefium noHyhaunma no napTujama;

Bpoj . JaunHa .
napTije Haane napruje neKa Hazue nonyhava Appeca noHyhaua
anfitetanusni - . beorpag, Mupujeeckn bynesap
1 imunoglobulin 250 . JFarmalogist’ d.o.0. 6p.3
JRoche* doo. ca Beorpan, Munyruia Munauoruha
5 trastuzumab 10 mg noausechavem ,Adoc" d.o.o. Bp. 11a
6 tretinoin 81 mg Jno-pharm” d.c.o. beorpag, Bpahe Kopauq 6p.2

I Obycramma ce OTBOPEHM NOCTYNaK jasHe HabaBke Jlekorm ca B, L u [ Nucre nekoea, 6poj JH
404-1-110115-71, 3a cnenehe naptuje:

Epoj . .
naprhje Haaue naprtuje Jawunal koHUeHTpauuja neka
2 vinbiastin 10 mg
3 2ivi atenuirani bacili M. Bovis, s0] BCG 81 mg
& barijum suifat 1 gfml ]




Ob6pasnoxemwe

| Nogauv ¢ Hapyynouy

1. Hasup Hapyuroua: Penybnudku oA 33 35PaBCTRSHD CCUTypare

2. Aapeca Hapydyuoua: JosaHa MapwHoewha 2, Beorpag

3. VIHTepHEeT cTpatyLa Hapydquoua. www, rfzo.rs

4. Bpcra Hapyunoya: Opranvzauwja sa obasesHo coumjantHo ocurypare

Penybnuuky dioHa 32 3ApaBCTEEHC OCUIypatbe, Kac Hapydunau, je cnpoBeo nocTynak jasHe HaGamke
W 33KMbydyje OKeMPHM CropasyM, [OK ROjeAWHEYHE YroBOpEe O jaBHO] Habapuy 3awrbydyjy 3gpascraeHe

yCTaHOoBE.

il Nopaun o jaBHoO] HabaBuw

1. Bpera npeawiera jarHe Habaeke: Jobpa

2. MpegweT jagke Habaske, 03Haka K2 onwrer pedrrka Habaeke u npolesseHa BpeaHoCcT Habaske:

Npeamer jasye nabapke Nexosy ca b, U w [ fluete nekosa, obnnkoeaH je y B napTrja, v To:

- TR ! sl | T e - Npoueena
S - : : o | Fipouetsena | T Ge:
Mep M. |t e | e | Konmma | jonusinaa | SFERHOTT 002
: s I s MBS Tijama
antitetapusni rastvor za .
1 imurioglobulin injekciju 2500 | ampula 85.000 1.024,50 65.592.500,00
pradak i rastvarad
2 vinblastin za rastvor za 10 mg ampula 1.900 1.123,.60 2.134.840,00
injekciju
prasak za
Zivi atenuirani intravezikalnu
3 bacili M. Bovis, suspenziju/ 81 mg ampula 1.400 9.455,00 13.237.000,00
soj BCG intravezikalni
rastvor
. oralnafrektalna
4 barijum sufat suspenzia 1 afml mil 4.000.000 0,83 3.320.000,00
prasak i rastvarac
5 trasiuzumab zakoncentratza | 440 mg | ampula 5.025 178.085,00 | 894.877.125,00
raslver za infuziju
6 tretinoin kapsula, meka 10 mg kapsula 7.100 191,02 1.356.242,00
Yryndo | 981.517.707,00

Haane v 03HaKa M3 onwTer peyHika HaBaske: 33600000 — dapmaueyTckk MpON3BOAY, 33 CBAKY NApTrjy
3. Pepnw 6poj jaere Habaske: 404-1-110/15-71
4. BpcTa nocTynka jasre Habzaeke: OTBOPEHM NOCTYNAK

5. Moaaun 1ua nnawa Hataeke:

JasHa nabapra je npeagwfleda y MNnavy UeHTpannsaoBanvx jaBHux Habasku aa 2015 roguHy nopg
pegHvim Bpojesvima 1.3 — INekoBk ca B 1 [ Nucte nexosa, 1.4 — Yutoctatvum ca b u [ NincTe nekosa » 1.6
Newosu ca L] Nucte nexosa.

6. OpcTynama o4 nnaHa HabaBky ca 0bpPasnoxe:em:

Moctynak npeameTHe jaBHe HabaBke CNPOBOAKM Cé 3a OHE NeKose (napTwje) 3a Koje Hhcy
JAKIBYYEHM CKBMPHM CNORA3YMW, OAHOCHO 32 Koje je obycTamibeH nocTynak jaBre HaBasxe, Y jaBHUM
nabapkama riexosa ca b v [] NTucte nexosa, uutoctaTuka ca b w [l Nlucre nexesa v nekosa ca Ly NMucre
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NEeKOBa, KOjE cy npeasvliede y fnaHy LeHTpanu3osadux jasHux Habaeku 3a 2015, roauny nog peasrm
Bpojeauma 1.3, 1.4 1 1.6.

{ll CcHoBHYW AcOaumM o noHyRaynma

P.B. Hazue novyhaua Appeca
1. Farmalogist d.o.o. Beorpan, Mupujescin Byrneaap 6p.3
2 Ine-pharm d.o.o. Beorpaa, bpahe Kosay Gp 2
3 Medikunion d.o.o. Beorpag, MbyGe Hepnha 6p.19
4 Roche d.c.o. Beorpaja, Munytiuia Munaroeuha 6p. 11a

Yrynad 6poj nogHeTux noHypa: 4
Epcj noHyna no naptujama:

bpoj napTuje Haaue napuje BEpoj noHyna

1 antitetanusni imunoglobulin 1

vinblastin

Zivi atenuirani bacilf M. Bovis, soj BCG

harijum sulfat

frastuzumab

DA w|N
= aoala

tretinoin
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V OpabujeHe nonyne

bpoj nog
KQjuM je
noHyga

3apeaeHa

Haang
nokyhavas

MapTtuja
33 Kojy ce
oaburja
rioHyAa

Pa3noau 3a ogbujarke noHyae

MpouereHa
BpeaHocT Gea
MNAaB-a

Mokyhena uexa
(vkynHa yeHa Bea
naB-a}

NoHyaa je HenprxBaTILMBa Y CMUCHTY
ynaHa 3. crae 1 Tavka 33) 3akoHa o
jaBrum Hadaskama (,Crywbenu
rnacHux PC" 6poj 124112, 14/15 n
68/15), jep sa napTujy 2 noxyljeHa
LeHa npenasy NpoUetexy BpegrocT
T€ napruje.

2.134.840,00

2.653.600,00

Jno-pharm*
d.o.c

MoHyAa je HenpuxeaTtreXBa ¥ CMUCTY
ynaxa 3. ctas 1 Tadka 33) 3akoHa o
jaBHuM Hataekama (,CnyxBeHr
rmacHuk PC* Bpoj 124/12, 14415 1
68/15), jep sa naprujy 3 noHyfexa
U&Ha npena3n NpoUeteHy BPeJHOCT
TE napTuje.

13.237.000,00

22.378.000,00

MNoHyAa je RenpruXBaTIbUBa ¥ chMncny
4ynaHa 3. ctae 1 Tadka 33) 3akoHas 0
jaBHUM Habaekama (,CnymbeHn
rnachvk PC* 6poj 124/12, 14/15 w
68/15}, jep 3a napTujy 4 noHyflena
UeHa Npenasn NpoLetbery BRefROCT
TE RAPTH[E.

3.320.000,00

10.600.000,00

JMedikunion®
do.o.

foHysa je HEMPUXBATILMBA Y CMUCHY
4YnaHa 3. crae 1 Tadka 33) 3akoHa o
jaBHKnM HabaBkama (,CrywdeHn
rnacHuk PC" Bpoj 124/12, 14/15 u
§8/15), jep 3a napTujy 4 novyfiena
LigHa Npenasy npoLeHery BpesHOCT
Te hapTye.

3.320.000,00

9.800.000,00

VI Kputepujym 3a nogeny yrogopa v paHrmpanse

Kpurepujym 3a fogeny yroBopa je HajHuxa noHyliena uena.

Paur nucra nonyhada no naptujama:

Bpoj
napruje

Hasue naptuje

P.B. Hasue noxyhaya

MNonyhena
jeOnHWYHA
LeHa

Mouyfena ykynxa
ueHa Gez NOB-a

1

antitetanusni
imunoglobulin

1 JFarmalogist' d.o.o.

1.024,50

66.592.500,00

5

trastuzumab

1 Roche"d.oo

178.085,00

894.877.125,00

8

tretinoin

1 Jne-pharm® d.o.g,

191,02

1.356.242,00

VI Paznor 3a o6ycTaBy nocTynka

MocTynak jasHe HaBaswxe MNekoBu ca B, U v J1 NucTe nekora ce oGycrasmsa 3a napTuje
2, 3 M 4, jep HUCY MCNYILeHM YCROBW 33 [IOHOWEHE OANYKe O 3AKMLYYEH:Y OKBAPHOT
CROpa3yMma, a U3 Jone HaBefeHUX Pasnora:

Bpoi Jaumnna/l
pol Haaus napTuje KOHUEHTpaumja Paanor 3a obycrasy
napruje neka
2 vinblastin 10 mg 3a naptujy 2 je OCTABILEHA JeaHa HenpUXBaTLUBA noxyaa.
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Zivi atenuirani bacili - .
3 M. Bovis, s0j BCG 81 mg 3a napTujy 3 je A0CTaB/bEHA jeqHa KenpuXRaT/bUBa NoHyaa.
4 barijum suifat 1 o/mi 3a napTujy 4 [OCTaBLEHE CY 1B HENPUXBATILUBE NOHYAE.
Vill Tpowkosy Nnprunpeman-a NoHyae
CxogHo 4nady B8. ctas 2. 3akona o jasHum HaGaekama ("Criywbenn rnacHuk PC" Bp. 124712,
14/15 v 68/15), TpolLKOBE Npunpeme 1 NoQHOLIEH:2 NOHYAEe CHOGE UCKILYYMBO NOHYRauw 1 UcTi He
MOTY TDEHUTH 0f HEPYYNOLEA HaKHany TPOWKOBa.
IX Mpegnor komucuje
Komucuja 3a cnporohewe npeameTHe jaeHe walaBke, nocne CTpydHe OueHe NOHyAa,
npeanokina je Aa ce goHece:
- 0pnysa o 3aKibyuetby OKBHUPHOT CNOpazyma 3a jaBHy HaGaBky NewoBu ca B, Y w
NucTe nexora, 6poj 404-1-110/15-71, n pa ce oKEUPHU cnopalym 3a napTuje 1, 5 w 6 gogcnu
cnegehum novyhaumma no naprujama:
. Moxyfena
Epoj . h Nonyhena ykynHa
naptuje Hazue naptuje Hazue nounyfaua je.q::::ﬂa ueHa Gea MYIB-a
1 antitetanusni imunoglobulin JJFarmalogist’ d.0.0. 1,024,50 66.592.500,00
.Roche"do.o. ca
5 trastuzumab noguasohavem 178.085,00 894.877.125,00
JAdoc" d.o.o.
6 fretinoin Jno-pharm” d.o.o. 191,02 1,356.242,00

- Oanyka o o6yctasu nocTynka jaBHe HaGaske Jlekoswn ca B, U u [ NncTe nekora, 6poj
JH 404-1-110M15-71 sa cnegehe mapruje;

Bpoj napTuje Haaue naptuje JaunnalkokuenTpaumja
neka
2 vinblastin 10 mg
3 Zivi atenuirani bacili M. Bovis, soj BCG 81 mg
4 barijum sulfat 1 g/mi

CxogHe Hapepenom, Aupexrop Penybnudakor dpoHaa 3a 3ppascTe

CANYRY K20 Y AUCNOIMTURY.

X YYTCTBO O NMPABHOM CPEOCTBY

@HO OCHIypame OOHOCH

MpoTvie 0Be oANyke MOXE Ce NOAHETH 3aXTEB 3 JaLUTUTY npasa y poky oa 10 (geceT) Aaxa
of haHa objaproupatka vcTe Ha MNopTany jasHux HabaBkW, CXOLHO Ynady 149, c¢tae 6. 3akona o
jaBRum Habaekama (,Cn. rnackmk PC", 6poj 124112, 1415 n 68/15).
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