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AHEKC OKBUPHOI' CMTOPA3YMA EP. 93-22/25
3A JABHY HABABKY NNEKOBMW CA NNUCTE B U IUCTE A NNIUCTE JIEKOBA
JH 6p. 404-1-110/25-55
3A NAPTUJY 353

NPETXOAHA KOHCTATALIMJA

Hapyuunay u [loBaereay koHctatyjy aa cy gada 26.08.2025. roguHe 3akbyyunu OKBUMPHM
cnopasym 6p. 93-22/25 (y parsem Tekcty: OkBUpHM crnopa3sym), 3a jasHy Habasky Jlekosu ca Jlucte b
u Jlucre 1 Nlucte nekosa, 6poj JH 404-1-110/25-55, nopea ocranux 1 3a naptujy 353 ~ sugamadeks
200 mg, rastvor za injekciju, jaumse 200 mg/2ml u 70 32 nek sawruhexor Hasusa AXONIN,
npoussohaya Stada Arzneimittel AG; Hemofarm AD Vr3ac u nek sawruheror Hasusa SUGAMADEKS
SK, npoussohaya Limited Liability Company Pharmidea (Pharmidea SIA); Combino Pharm (Malta)
LTD; Medichem, S.A. OkeupHu cnopasym 3akrbyyeH je Ha nepuopa of 6 (wecr) meceuu oa aada
noTnucusara.

Aana 15.10.2025. rogune, [o6asrbay ce obpatuo Penybnuykom doxgy ca npeanorom aa ce
3a napTujy 353 3aK/by4M aHeKC OKBMPHOr Cnopasyma, M3 pasnora LUTO feKOBKM 32 KOje j& OKBUPHMW
CNnopasyMm 3akibyyeH TPEeHYTHO HUCy pacnonoxusu 3a ucnopyky jep je nek AXONIN Ha 3axres
Hocuoua aossone Hemofarm A.D. Bpway ca pokom Tpajarsa 05.2027. roguse CTas/beH y KapaHTuH
NOA KOHTpONUCaHWuMm ycnosuma ao opobpera Bapujauvje 3a npowuperse cneuudukauuje sa Tecr
HeyucTohe, a Ha OCHOBY TOKCMKONOLIKE cTyauje kojom ce noteplyje aa je nek 6eabepad u aa he
umarun ogrosapajyhu KBanuTeT A0 Kpaja poka Tpajatba, Te Aa Hema puauka no sapasre v 6esbegHocT
nauvjeHara.

3a Jlek SUGAMADEKS SK je npema Hasoguma Hocuoua gossone K.S. Kim International LTD
ycnea oanarama NpPoM3sOAke AOWNO A0 npekuga cHabaesawa w uctm Hehe Gutu goctynad y
npeasuieHOM BPEMEHCKOM UHTEpBany.

Obasewrewa Hocuoua gossone Hemofarm A.D. Bpway u KS. Kim Internationai LTD
pobasrbay je 4oCTaBMo y NpUnory ceor npeanora.

Wmajyhn y Buay Aa Cy NEKOBW 3a KOje je 3aKkrbyyeH OKBMPHW Cropasym HeaocTynHu 3a
WCNopyky 3apascTBeHUMM yctanoeama, [lobasmpad je y uwby npesesuvje aeduuvTapHocTH U
KOHTUHYupaHor cHabaesarsa 3gpascTeeHux ycranosa obasectno Hapyyuoua aa je y moryhHoctu ga
No UeHu U3 OKBMpPHOr cnopasyma obesbeau perucrtposan nek BRIDION; rastvor za injekciju bocica
staklena, 10 po 2 ml (100mg/mi); JKL 0189011; npoussofaya N.V. Organon, Holandija, koju ce y
oksupy WHH-a sugamadeks, rastvor za injekciju, jaumHe 200 mg/2ml Takohe Hanasu Ha Baxehoj
NucTu nexoea.



Unavom 156. 3akoHa o jaBHum Habaskama (,Cnyxbenu rnacHuk PC®, 6p. 91/19 u 92/23)
npeasuieHo je aa yrosop O jaBHOj, OQHOCHO, OKBUPHM CNOpasyM, MOXe Aa ce usmenun, 6e3 obanpa Ha
BPEQHOCT M3MEHe, aKko Cy u3ameHe Oune npepsufleHe y AokymeHTauuju o Habasukum M yrosopy,
OOHOCHO, OKBUPHOM CNOpPa3yMy, Ha jacaH, NpeLM3aH U HEABOCMUCIIEH HauK, a KOje MOTy Aa yKIbyue
oapenbe 0 NpoMeHu LUeHe unu onuwja.

Ynadom 13. Taykom 13.1. oksupHOr cnopasyma npeasufleHO je Oa Cy U3MEeHe M JonyHe
OKBMpPHOr cnopasyma moryhe cy y cknagy ca ynasom 156-161. 3akoHa o jasHuM Habaskama.

Taukom 13.2. uctor 4naWa, npeagsufleHo je Aa je u3MeHa OKBUpHOr cnopasyma moryha
YKONWUKO TOKOM Tpajarba uctor, ycnen nopemehaja Ha TpxuwTry He Oyae moryha ucnopyka neka Koju je
NPeAMET OKBMPHOr cnopasyma, o uyemy Hapyuyunay mopa Outu obaselwTeH NUCaHUM nyTem y3
Aocrasmnsawe ogrosapajyhe qoxymeHTauuje Kojy je usgao npovssonay, 0AHOCHO Hocunay fo3sone 3a
nek, a koja norepfyje HacTynare nopemehaja Ha TPXULITY neka U HeMOryNHOCT Herose UCnNopyke y
CKNagy C OKBUPHUM CrOpasymMoMm.

Taykom 13.3. npeasufleHo je ga y cnydajy npecranka MoryRHOCTM WCNOpyKke neka Koju je
npeamMeT OKBMPHOr cnopasyma w3 pasnora HasefeHux y Tauku 13.2, a kaga [Jobaerbay moxe Aa
MCNOpY4W OpyrM NeK Koju y CBEMy OAroBapa 3axTeBsuma U3 TexHuuke cneuudukauuje, oaHOCHO
ycnosuma w3 ynada 3. saxeher lpasunHuka © nucTv nekosa, Hapyuunay moxe ga Ao3sonu
MCMOPYKY Takesor neka no uUeHW Koja je npeasufieHa OKBUPHWUM CNOPa3yMoOM, Y3 NPEeTXOAHO
npuGaBrbeHO MULLIbEHE CTPYYHOT AeNa KOMUCKje 3a NpeaMETHY jaBHy Habasky.

Takofe, Taukom 13.4. npeasufieHo je aa cy Hapyuyunay v [lobaereay carnacHu na he ce
M3MEHe 1 JonyHe OKBUPHOr CNopasyma BPLUMTH 3akibyyereM AHeKca OKBUPHOr cnopasyma.

Cx0QHO CBEMY HaBEAEHOM, 2 HaKOH LUTO Cy YNaHOBW CTPYYHOr Aena KOMWUCHje AOCTaBunu
u3jawmere Aa cy carnacHu ca npeanorom [lobasreava, Hapyyunau u [lobasreay cy carnachu aa
3aK/byde AHEKC OKBUPHOr cnopasyma, Kojum ce y naptvju 353 BpluM U3MeHa y npunory 2 oKBUpHOr
cnopasyma — Cneuucukauuja nekoea ca UeHama Tako wro ce goaaje Hosu JKJ, sawruhenun Hasue v
npouvasofay neka.

YnaH 1.

Bpwwu ce namena lMpunora 2 - Cneuvdomkaumja nekoea ca ueHama w3 tavke 17.2, OxksupHor
cnopasyma 3a naptujy 353 Tako wro ce:

-y konouu JKI* goaaje JKI wudpa ,0189011",
-y konoHu ,3awTuhexn Hasms noHyfHeHor nexka" goaaje sawrtuhenn Hasus ,BRIDION" u
- y kononu Mpoussofay” poaaje npomseofay N.V. Organon.

WNamerseH npunor 2 - Cneuudurkaumja nekoea ca UeHama Hanasu ce y npunory oBor AHekca
OKBUPHOr CNOPasyma 1 YWHWU HEros cacTaBHu 4eo.

Ynau 2.
Cse apyre onpenbe OksupHOr cnopa3yma OCTajy Ha CHa3u OHaKo Kako rnace.
Ynan 3.

OBaj AHEKC OKBMPHOr cCnopasyma cauvibeH je y 2 (ABa) UCTOBETHa NpUMepaka Ha CPCKOM
je3uky, ¥ TO 3a CBaKy CTpaHy NOTNMCHUKa aHeKCa OKBUMPHOT Cnopasyma no jeaaH npumepac.

CacrtasHu 1eo 0BOr AHeKca OKBUPHOr cnopasyma je u:
Mpunor 2 oksupHor cnopasyma - Cneuudukauuja nekosa ca ueHama

HAPYYUINAL OOBABJ/bAY
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AoBannay: Sopharma Trading d.0.0.

NPUNOT 2 OKBUPHOT CMIOPA3YMA: CNIELIMOUKALIMJIA NEKOBA CA LIEHAMA
JABHA HABABKA: NNEKOBW CA NUCTE B M NACTE [l NNUCTE NEKOBA, JH 6p, 404-1-110/25-55

4 atropin 1 mg 0123137 sAnmpnlmn Sopharma AD rastvor 28 injekeiju 1mg amguls 150000 46,84 10%
12 omitinaspartat S g 0127452 HEPA-MERZ Merz Pharma GrmbHECo KGaA rastvor za infuiju SgMOomi ampula €0.000 sar 72 10%
2m
18 fiamin, pindoksin, cianckobalamin 0052201 MILGAMMA N Worwag Pharma GmBHECo KG rasihvor 23 ingkc (100mg/2mi+ 100mg/2mi+ 1 ampuia 20000 86,79 0%
mQi2mi)
) VITAMIN C. VITAMIN | Galenks & d Beograd. Sopharma rastvor 28
20 askorbinska kisalna S00 mg 0051845, 0051548 C SOPHARMA AD irsekcaRniuE S00mQ/Smi ampuia 200000 3368 10%
rastvor za injekciu U
27 dalleparin-natryum 2500 i . 0062210 FRAGMIN Plizer Manufacturing Belgium NV | napunjenom inekcionom 2500 1,02 mi Injekcions $prc 100.000 278.3% 10%
Spricu
rastvor za Injekciu u
28 dalteparin-natrjum 5000 i). 0062211 FRAGMIN Plizer Manufactunng Belgium NV | nepunjenom injekcionom 5000 102 mi injekeioni $pric 100.000 403,56 10%
$pricy
38 dabigatraneteksial 75 mg 1069611 PRADAXA M"‘"g‘m‘b:““:::‘:fz‘c"""“' kepsula, tvrda 78mg Kapsula 600 43,85 10%
Boshringer Ingeiheim Phemu
2 dabigatranoteksilat 110mg | 1069614, 1089625 m GmbH ig:ﬁ swa atorios kepsula. vrda 110mg kapsula 4020 42,86 10%
Gatenika AD Beograd
Catalent Anagni S.r.l.
GmbH - BETRIEBSSTATTE
FREIBURG:
4“2 apksaban 25 mg 1068025, 1068026 | ELIOUIS. ELIQUIS Company, TIA W‘” fim tablete 25mg tatieta 1.020 9877 10%
Squibd.
Plzer keland Pharmaceuticals
48 otamsilat inj 250 mg 0065070 DICYNONE Lok farmaceviska druba d ¢ rastvor 28 injekcips 250 moi2 mi ampula 60000 11622 0%
45 etamsilat tbl 250 mg 1056072 DICYNONE Lek farmaceviska druzba d.d. 1ableta 250 mg tabieta 2100 3466 10%




SO0 mi (464 oA + 1072 00
+05290+ 0830+ 582

S dosgewseony ) oy li-sot oN+2800+ 10400+
s7 an:-m 0174030 HEPASOL 8% Hemomont d oo rastvor za inhuoi 13.339;"6.23‘9;v 1‘1‘9; toca 25000 580 13 10%
* . 4.
mm:mnmsoo PI+4401+07 M+ 1008
o
Fresenus Kabi Poiska SP. 200
< Fresenus Kabi tala SRL
natrigam hiond 0,.9% (fzclodin NATRUUM-MLORID .
4 0175563 Fresersus Kabi Espana SA rastvor 2a infuiu 250 mi (9 M) boca 200000 69,62 10%
rastvor), boca plastiéng 250 mi KABI e Kabs D y
GmbH
123 digoksin 0,5 mg 0100255 m Sopharma AD . 0.25 mg/ ml ampula 30 000 0,65 10%
FUROSEMID Sopharma AD. Laboratonos Basi- 8, 32
134 furosemid 20 mg 0400411, 0400400 SOPHARMA. ENTIX Industria F: ica, SA. rastvor 2a ingekciju 20 mgi2 mi amgula 1.600 950 3367 10%
PRESOLOL | . i
135 metopeolol, § mg 0107497, 0107501 PROMEROL Hemofarm a d ; Sopharma AD rastvor za inpkoju Sma!Sml ampula 45,000 68.55 10%
136 nimodigin 10 mg 0402102 NIMOTOP § Bayer Pharma AG rastvor za infuziy 10 mp/S0 mi bodica 12.000 596,76 10%
137 verapamil 2,5 mg 0402720 IS0COR Sopharma AD raslvor za injekciu Smg2 ml ampula 11.000 30,02 10%
dinoproston (PGE2) 3 g, ¢ y e
145 ) xainl gel 4140125 PREPION. Plizer Manwfacturing Belgium NV endocervikaini ged 05myiag nyekcionl dpric 1.300 1.965.25 10%
ws | Semann (POEDING. wgnse! st PROSTIN E2 Sanico N.V. vaginsina tableta 3mg vaginaina tableta 2000 859,48 10%
47 karboprost (PGM15) 0.25 mg 0143043 PROSTIN 15M Ptizer Manutacturing Belgium NV rastvor 2a injekcu 0.25 mgiml ampula 2000 170405 10%
150 progasteron 25mg 0048774 PROLUTEX 1BSA Instaut Biochimique SA. rastvor 23 injskciu 25mg botica 63.000 436 81 10%
151 menotofin 751} 0044090 MERIOFERT | 18SA sttt Bochemique SA. | Proikimstanatza | 1mi(75 1) FSHTSI) L)/ botca 15.000 1.727.00 10%

rastvor 23 inEkopu

7544




153

wrofolitrogin 75 | ),

0044412

IBSA instaut Bicchemique S A

pradsk | rastvaral za

20 inked 75 ijimi licbotica 1.500 123960 10%
184 deisametazon 4 mg 0047140, 0047142 | DEXAMETHASONE | Gatorska 2 d . Sopharma AD ""“"l ", & mgimi 1.300.050
: A : ampula 3066 0%
Wyoth Lederle §r 1. Sofarmex-
TvoAcKTou (A e Femcica
3 781, g , "
191 tigeciklin 50 mg %; m “&i‘fg{‘ Pharmadox Hoatheare Ltg, |  Prasak 2a rastvor za 50mg botica 50,000 167910 10%
TIGECIKLIN'SK Galenicum Health SLU.: SAG o
Monulacturing S.L.U.;
Héma Nalia S.P.A.
benzilpenicilin, prokan- 4 <
194 |benzilpenicilin, 600.000 |+ 200000| 0020086 PANCILLIN Hemofarm a.d. pradek za suspenzi za | 800.000 i (800.000 ij+ bodica 400,000 49,83 10%
i} njexci 200.000i}) ;
PIPTAZ, PharmaSwiss oo, Labestal - AT
196 piperacilin, tazcbakiam, 4 g « 0.5 9 | 0021995 0021600 | PIPERACILLINTAZO Latorsterios Amiro S A © 49g+05¢g todica 70020 45601 10%
BACTAM KABI MamSRL yeRcH ’
CEFTAZIOM
CORAPHARM, -
Verus Pharma GmbH. Laborstorio
0321041; 0321708; SALAZIDIME, : < prasak za rastvor 20
204 caftazidm 1 g 0321707 0321023 TIZACEF m:::..svk. Ph-::s-m injekciufinhuziu 19 botica 150,000 304,58 10%
CEFTAZIDIM /G o
GALENIKA
pradak za rastvor za
207 cefiriakson 2 g 0321959 CEFTRIAXON-MIP Chaphasasr Chem. Pharm, injekcipinuziu 28 bolice 80,000 220,30 10%
ERTAPENEM
PHARMASWISS,
;| ACS Dobfar § P A Wave Pharma
- 0029779, 0029008, | ERTAPENEM SK, prasak za koncentratl za
Fi3| artapanem natrium 1 g 0029777 ERTAZNA Kumm;t rastvor 28 Inkizi 18 bodica 25000 231820 10%
ERTAPENEM Y >
QUATALIA
214 sztromicin 500 mg 0325484 HEMOMYCIN Homatarm a.d. "“"“‘I i — %00 mg totca 20000 508,78 10%
GENTAMICIN
GALENIKA, :
. 0024552; 0024605, Galenka a a0 ; Sopharma AD; rastvor za
219 gentemicin B0 mg 0004500 GENTAMICIN Homoiom AD Vibec kiR 80 mg/2 mi ampuia 250,000 3504 10%
GENTAMICIN HF
GENTAMICIN
220 gentamecin 120 mg 0024553; 0024582 GALENIKA, Galoniks 0.0, Hamofarm AD Virsac|  rastvor za injokeiy 120 mg ampula 400.000 58,39 10%
GENTAMICIN HF
pradak | rastverat za
230 teikoplianin 200 mg 0029760 TARGOCID Sanof SPA rastvor za 200 mg/3 mi bodica 2000 111042 10%
inekoyuinfuzi
238 nezold i 600 mg 1029050 ZENIX Momofarm ad film tablota 600 mg tablets 1.000 184511 10%




posskonazol 100mg 1327538 ZENTIVA Delorbis Pharmaceuticals LTD | gastrorezistentna tableta 100mg ableta 2400 79724 10%
Pharmadox Healthcare Lid.
Galenicum Health S LU SAG
AT KASPOFUNGIN 8K: m“ss;f craiax za rastver 22
247 kaspotungin 50 mg i| WAPORNGN Pharmadox Heathcare Lid. S g % mg votca 3000 16.425.08 10%
0327565 PHARMAS. Galericum Health, SL- koncentrat 7a rastver 2a
DALVOCANS o nhup
SAG Manufacturing, SLU.
Pharmathen SA. Eipen
Pharmaceutical Co Irc.
243 kasgofungin 70 mg 0327564 DALVOCANS Pharmathen SA; Elpen "”"“’:"’"""‘l" 70mg bodica 200 2085213 10%
Pharmaceutical Co.Inc
ZOVIRAX GlaxoSmithiKline Manufacturi
: 0328270, 0328272, 2 ¥ | prasak za rastver 23
252 ackiovr 250 mg ' | ACICLOVIR TEDEC, | § P.A; Mely Pharma Spain SA; | "0 o 250mg botica 60000 34239 10%
0% ACICLOVIR ALTAN |  Attan Pharmaceuticais SA. | Husiuirasivor 22 infhuziu
anti-T limfocitni imunoglobulin za Genzyme Polyclonals SAS.: prasak 2a rastvor za
277 humanss upotrebu, zedyi 25 mg 0010225 THYMOGLOBULINE Genzyme keland Limited ki 25mg botica 120 1761835 10%
280 diklofenak amp 75 mg 0162440; 0162162 oxmm;nr Galenika a.d.. Hemofarm AD Vréac|  rastvor za mjekciju 7Smp/3mi ampula 1,200,000 2177 10%
Homolarm a.d u saradnji sa
287 ketorolak amg 30 mg 0162522 20DoL ATHANS PHARMA UK LIMITED, rastver za injekciju 30 mgfml ampula 450 000 6808 10%
Velka Britanga
288 acekiofenak 100 my 1162583 FLENAKO Rivopharm S A film tableta 100 mg tableta 10.000 10.36 10%
310 bupvakain 100 mg 0081591 MARCAINE 0,5% Recipharm Monts rastver za injekciju 100 mpr20 mé bodica 14 000 493,30 10%
312 sdokain 1% 3.5 ml 0081222 s e Gaienika a.d castvor 28 injekciu 35 mgr3 5 mil ampula 90,000 2374 10%
LIDOKAIN-HLORID
1 idokan 2% coe1560, 0081626 | CHUMATE | Galewaac: SophemarD | rastvor za mpesciu 40 mp2mi amgua £00000 2528 10%
SOPHARMA
319 metamizol natngum 2.5 g 0085431, COBS410 ANALGIN Galenka ad Aksiodad rastvor Z8 mekoiu 2595m ampuls 1.000 000 2818 10%
222 | fencbarbital (fenobarbiton) 220 mg 0084520 ”ﬁ‘m Hemotarm a.d ““‘";’?'1"‘?" 220 mg2 mi botica 12,000 278.70 10%




haioperidol 5 mg

0070201

SOPHARMA rastver 2a inekoju 1 mi (S mgimi) amgula 40 000 2507 10%
prasak i rastvarad za
suspenziy 22
Pharmathen International yek oy i todica | rastvarat u
nisperidon 25 mg 0070829 SPERIDAN ms‘mef:" rastvara 7a suspenziu 25m9 napunyenom 500 1.583 81 10%
23 Inpekop sa npkconom Soricu
produdenin
csicbadanem
prasak i rastvarad 22
SuSpenzu 2a
inskcpulipratak | bodica | rastvaral u
risperidon 375 mg 0070326 SPERIDAN e— o sy | restare 2a suspenzi 37.5my nagunenom 500 1926 14 10%
Worciis za injekeiju sa inekcionom $pricy
produienm
oslobadanjem
s TRV
: Suspenziju zs bodica | rastvarat u
risperidon 50 mg 0070930 SPERIDAN P ot i | ivekouipratak i s0mg napunenom 800 1.996,00 10%
y rastvaral za suspenziu injekcionom Spricy
2o irpekea en
suspenzia za inpkoju sa
paliperidon 75 mg 0070141 PLISSET Actawis Group PTC enf praduzenim 75mg njekeioni $pric 900 563171 10%
oslobadanjem
suspanzija za inekoju sa
palperidon 100 mg 0070142 PLISSET Actans Group PTC enf produzenim 100 mg Injekcioni dpric 2000 586525 10%
aslobadanpem
suspenzia za inekciu sa
pafipandon 150 mg 0070143 PLISSET Actans Group PTC enf produZenim 150 mg Injekcani dpric 1.500 7.466,04 10%
oslobadanem
dazepam 10 mg 0071123 BENSEOIN Galenika a d. """‘h:w b g 2 ml {10 mgi2 m) ampula 425.000 31,8 10%
Poropiramin 20 mg 0058334 SYNOPEN ""“"“""“w;:“ rastvor 73 Injekciu 20 mg/2 mi ampula 200,000 81.83 10%
protamin sulfat 50 mg 0180030 PROTAMIN SULFAT Galenkaad rastvor 28 inekopu SO mgS mi ampuls 30.000 28285 10%
Stads Arznesmitel AG.
Hemofarm AD Vriac. Limited
0180015, 0189110 AXONIN, Liabdity Company Pharmidea
sugamadeks 200 mg ow'"" *| SUGAMADEKS SK (Pharmidea SIA), Tastvor Za inekciu 200 mg2 mi bobica 4000 4445853 10%
BRIDION Combino Pharm (Maita) LTD;
Medichem SA

N.V. Organon




gadoksetinska kiselina 10 ml Bayer Pharma AG; B
PRIMOVIST P e ;’:’o rastvor 2a Injekoi 10 mi (181,43 mgiml)




