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HAPYYUNAL:

Peny6nuuku choHAa 3a 3apascTBeHO ocurypare, Beorpaa, yn. Joeana Mapusosuha 6p. 2, kora
3acTtyna B.A. avpexTopa npod. ap Cawa Papojesun Lkoapuh

Martuunm Gpoj: 06042945

NWe: 101288707

(y AarweM TOKCTY: Hapy'nau)

OOBAB/bAM:

Farmalolgist d.o.o0., yn. Mupvjescku 6ynesap 6p. 3, Beorpag kora 3actyna aupexrop Hauujena
Paagmanosuh

Matuynm 6poj: 17408933

N1BG: 100270693

(y Aarvem Texcry: loGasmsay)

Hana ﬂ 23_.2025. roguHe 3akroyuvyjy

AHEKC OKBUPHOI CINOPA3YMA EP. 6-8/25
3A JABHY HABABKY JIEKOBW CA JIUCTE B U JINCTE [ JINCTE JIEKOBA
JH 6p. 404-1-110/24-123
3ANAPTWJY 43

NPETXOAHA KOHCTATALIUJA

Hapyuywnay vn [JoSaersay koHcTartyjy Aa cy aaxa 20.01.2025. roavmHe 3akrbyyunu OKBUPHW
cnopa3sym 6p. 6-8/25 (y narsem Texcty: OxkBupHu cnopa3ym), 3a jasHy HaGasxy flekosu ca Jlucre b n
Tucre [ Nlucre nexoea, 6poj JH 404-1-110/24-123, nopep ocranux v 3a naptujy 43 — traneksaminska
kiselina 500 mg, rastvor za injekciju/infuziju, 500 mg/5 ml u To 3a nek 3awTuheHor Haausa
TRANEXAMIC MEDOCHEMIE npouasohaya Medochemie Ltd. (Ampoule injectable facility). OxsupHu
Crnopasym 3aKibyuyeH je 3a nephoa oA 6 (wecr) meceum o4 AaHa NOTNUCUBAKA.

Hana 04.03.2025. rogune, [loBasreay je ynyTuo 3axTes 3a 3akibyyusame aHekca OksupHor
cnopasyma CxoAHo Ynany 13. ucror.

Havme, Medochemie Ltd. (Ampoule injectable facility), nponssohay neka TRANEXAMIC
MEDOCHEMIE®, rastvor za injekciju, 500mg/SmL, amnyna 10x5mL, obasecruo je [lobGasrnava pa
Huje y MOryRHOCTW 4a UCNOpYYM NOpyJYeHe KONWUYMHE Neka Koje cy ovekusane y cebpyapy meceuy u3
KOr pa3nora He MOXE Aa rapaHTyje UCNOPYKY NOpyYeHuX Nekosa npe nonosuHe meceua maja 2025.
roauKe.

Y umrey obesbefuBarsa KOHTUHYMTETa ucnopyke nexa traneksaminska kiselina 500 mg,
NobGaervay je y moryhsoctv aa wucnopyuu nex ucror MHH-a, ¢apmaueyrckor obnuka u jauuwe,
sawTtuhenor Hasmsa MEDSAMIC®, pacreop 3a wxjexunjy 100mg/ml amp, 10x5 mi, npoussohaua
Medochemie Ltd. Konstantinopoleos/Medochemie Ltd. (Ampoule injectable facility), koju y ceemy
oAroBapa 3axTesuMma u3 TexHuuke cneuvdgukauuje, oAHOCHO ycnosuma w3 unada 2a. saxeher
MpasunHuka o nucTy nexosa m koje 6w [obasreay morao Aa MCNOPYYM NO LIEHU Koja je npeaswhiena
OKBMpHUM CNOpPasymom 1 To y KonuumHu oa 4. 500 nakosamsa.

Takohe, [loGasrbay je y moryhHoctu ga obeabean v 999 kyTuja nexka noa Ha3vBoMm
TRANEXAMIC ACID AGUETTANT, pacrsop 3a wnjexumjy 10x0.5g/5ml, npoussofjaya Medochemie
Ltd., ucror UHH-a, dapmaueyrcxkor obnuka v jaumHe kao nex traneksaminska kiselina 500 mg, xoju
Takofje y ceemy OAroeapa 3axTesuMma U3 TexHuuke cneumdukauuje, OQHOCHO YCNoBUMa M3 YnaKa 2a.
saxeher MpasunHuka o nUCTK nexosa v koje Gu morao Aa ucnopy4M No uexu koja je npeasuhena
OxBupHUM CNOPa3ymoM.



YnaHom 13. Taukom 13.1. okeupHor cnopasyma npegeufieHo je Aa cy u3MeHe u aonyHe
oksupHor cnopasyma moryhe cy y cknagy ca ynaHom 156-161. 3akoHa o jasHum HaGaekama.

Taukom 13.2. ucror ynawa, npeasufieHo je Aa je vameHa OKBUMPHOr cnopasyma moryha
YKONUKO TOKOM Tpajarba ucTor, ycnea nopemehaja Ha Tpxuwry He Byae moryha ucnopyka nexa xoju je
npeaMeT OKBMPHOr cnopa3lyma, 0 yemy Hapyuunay mopa Outu ofasewTeH nucaHum nytem y3
Aoctasrsare oarosapajyhe aokymeHnrauuje kojy je usgao npoussofay. 04HOCHO HOCUNAL fo3sone 3a
nex, a xoja norephyje Hactynawe nopemenaja Ha TPXKUWTY nexa u HemMoryRHOCT Kwerose ucnopyke y
CKNagy C OKBUPHUM CNOPa3yMOM.

Taykom 13.3. npepsufieHo je aa y cnydajy npectaHka moryhHOCTU MCnOpyke nexka koju je
npeaMEeT OKBUPHOr Crnopa3syma W3 paanora Hasegenux y Tauku 13.2, a kapa [lo6asroay moxe fa
MCNOPYYn ApYrM nex Koju y CBeMy OAroBapa 3axTesuma U3 TexXHWuKe cneuudukauuje, 0aHOCHO
ycnosuma u3 unaHa 2a. saxeher lMpasunHuka o nucTu nekosa, Hapyuwnau Moxe aa Ao3sonu
WUCNOPYKY Taksor nexka no ueHu Kkoja je npeasufleHa OKBMPHUM CNOPa3ymMoMm, Y3 NPeTXoaHo
npubasrbeHo MULLIbEH:E CTPYYHOr A@na KoMucuje 3a npeameTHy jaBHy Habasky.

Takohe, Taykom 13.4. npegeufieHo je aa cy Hapyuunauy u obaersauy carnacHu aa he ce
W3MEHe 1 AonyHe OKBUPHOT CNOPa3yMa BPLUMTH 3aKrbyyereM AHEeKCa OKBUPHOr cnopasyma.

CxonHO cBemy HaBeeHOM, @ HaKOH LUTO Cy Ce YNaHOBKU CTPYYHOr Aena KOMUCKje M3jacHunmn
Aa nexosu koje je [lobGasrbay y moryhHocTu ga obe3beaw, y ceemy oarosopajy 3axtesuma u3
TexHuyke cneumdukaumje 3a naptujy 43, Hapyuunay u [obasreay Cy carnacHu Aa 3akrbyue AHeKC
OKBMPHOr Cnopasyma, KOjUM Ce y napTuju 43 Bplum U3MEHa y NpUNory 2 OKBMPHOr cnopasyma —
Cneuudukauuja nekosa ca LeHama Tako WTo ce JoAajy Hosu 3awTuheny Haaveu u npoussofauu.
Ynas 1.

Bpuwu ce uameHa lMpunora 2 - Cneuncukauuja nexosa ca ueHama w3 tayke 17.2. OksupHor
cnopasyma 3a napTujy 43 Tako Wwro ce:

- y konouu ,3awTuhenn Haaue nonyheHor neka’ aopajy sawruhed Hasve ,MEDSAMIC®" n
sawtuhenu Haame , TRANEXAMIC ACID AGUETTANT"

- y xonown [lpoussohay"  popaje nponssohay  ,Medochemie  Ltd.
Konstantinopoleos/Medochemie Ltd. (Ampoule injectable facility)/ Medochemie Ltd..

Uamersen npunor 2 - Cneundukauuja nexosa ca LUeHama Hanasu ce y npunory osor AHekca
OKBMPHOT CIOPa3yma ¥ “YWHK HEros CacTasHu Aeo.

Ynas 2.
Cae gpyre oapenbe OxkBuMpHOr CNopasyma ocTajy Ha CHa3u OHaKO Kako rnace.
YnaH 3.

OBaj AHEKC OKBUMPHOr cnopasyma cauukbeH je y 2 (aBa) UCT( BETHa npumMepaka Ha CpncKom
jeaunky, 1 To 3a cBaKy CTpaHy NOTNUCHUKA aHeKca OKBUPHOT Cnopasyma no jeaaH npumepax.

CacrasHu feo 0BOr AHEKCa OKBUPHOT cnopasyma je u:
Mpunor 2 okeupHor cnopasyma - Cneuudukaumja nexosa ca yeHama

HAPYYMNALU NOBABI/bLAY
Penyonuuku chong 3a Farmalolgist d.o.o.

30paBCTBEHO OCUrypatbe ———
pekTopa nuponog

bbersa i\ |

27, Nanvjena Panuanosg!!




NPUNOI 2 OKBUPHOI CMOPA3YMA - CNEUMOUKALMJIA NEKOBA CA LIEHAMA

FARMALOGIST d.o.0.

Laboratorios Normon S.A./

Krka d.d.; Sofarimex -
oizzer | PATCPRAIOL | FomabcaSA. |y
2 pantoprazol 40 mg 0122751 Cadoloctc Laboratorios Alcala Farma s 40mg botica 930.000 203,11 10%
A za injekciju
0122753 PORTORIN/ ULSEPAN S.L./ Takeda GmbH/ Demo
0122004 SA Pharmaceutical
Industry/ World Medicine
llac San. Ve Tic. A.S.
HEALTH-MED SPOLKA Z
ORG**lICZONA <
rastvor za injekciju .
29 enoksaparin2000ij. | 0062000 INHIXA OD';MEDW u napunjenom 20001ij. injekcioni | 26,000 174,83 10%
POLKAJAWNA. |, .ot cionom Spricu Spric
SCIENCEPHARMA SP. Z
0.0.
Medochemie Ltd.
TRANEXAMIC | (Ampoule injectable facility)
e MEDOCHEMIE Medochemie Ltd.
43 |franekssminskakiselina 5001 o0a5040 MEDSAMIC® | Konstantinopoleosibedoch | .’;;;mf‘:ﬂj .| somgsmi | ampuia 150.000 105,51 10%
mg TRANEXAMIC ACID emie Ltd. (Ampoule
AGUETTANT injectable facility)/
Medochemie Lid.
64 lukoza 5%, boca 100mi | 175235 sweLwousssR Wm"' Braun| o ctvor za infuziu | 100 mi (5%) boca 75.000 50.76 10%
9 » 0173306 Meisungen AG: B. Braun : .
B.BRAUN .
Medical SA
ANTIBIOTICE SA/
0021945 | AMPICILLIN AT 1000 .
Medochemie Ltd (Factory | praak za rastvor ’
194 ampiciiin 1 g 0021108 mg/ PAMECIL/ it Tl ket 19 botica 75.000 59,76 10%
0021109 PAMECIL
(Factory B)
amoksicilin, klavulanska 0021650 MEDOCLAV/ Medochemie Ltd (Factory | praSak za rastver | 1000 mg + 200 3
197 | iselina, 1000 mg+ 200 mg | 0021652 | AMOXIPLUS 1.2g B)/ Antibiotice SA | za injekciju/infuziju mg bocica 50.000 185,88 10%
Medochemie Ltd (Factory
CEFUROXIM C) - Injectable facilty/
201 cefuroksim 750 mg oieas | MEDOCHEMIE/  [CHEPHASAAR CHEMISCH m Tabyor 750 mg botica 20.000 89,89 10%
CEFUROXIM-MIP | - PHARMAZEUTISCHE s o

FABRIK GmbH




NPUNOr 2 OKBUPHOI" CMOPA3YMA - CNELIMOUKALIUJA NEKOBA CA LIEHAMA

CEFUROXIM

FARMALOGIST d.o.0.

202 cefuroksim 1500 mg g:gzg MEDOCHEMIE/  |CHEPHASAAR CHEMISCH| Prasak2a fasor | 1500 g bodica 90.000 13820 10%
CEFUROXIM-MIP | - PHARMAZEUTISCHE |22 Mekciuinfuziu
FABRIK GmbH
CEFOTAXIM Medochemie Ltd (Factory
0321983 MEDOCHEMIE/ C)/ Medochemie Ltd -
203 cefotaksim 19 0321984 CEFOTAXIM (Factory C)/ Chephasaar za"“’. -~ "‘“"'u 19 botica 20.000 171,66 10%
0321977 MEDOCHEMIE/ Chem.- Pharm. Fabrik Ll s clbioc
CEFOTAXIM-MIP GmbH
0029701 ARCHIFAR/ Medochemie Ltd (Factory | prasak za rastvor
209 meropenem 500 M3 | 0559726 | Meropenem Quatalia | C)ACS DOBFARSPA |zainjekcijuinfuziu| 00 ™9 botics 40.000 260,20 10%
Medochemie Ltd (Factory
0029700 C)/ GALENIKA AD
0029756 | ARCHIFAR/ ITANEM/ | Beograd; PHARMATHEN | . .0
210 meropenem 1000 mg 0029754 | MEROCID/ Meropenem| SA/PharmaSwiss d.o.o0. z‘; injekcijufinfuziju 1000 mg botica 420.000 651,67 10%
0029725 | Quatalia/ MEROZAN | Beograd/ ACS DOBFAR ey
0029713 S.P.A/ Demo SA
Pharmaceutical Industry
0024283 | Amikacin Galenika/ |GALENIKAAD BEOGRADI| .\
222 amikacin 500 mg S AMIKACIN Medochemie LTD (ampoute|  J5I0C0 . | 500 mg/2 mi ampula 200.000 179,35 10%
MEDOCHEMIE injectable facility)
METRONIDAZOLENIO | Vioser S/ Parenteral
0029901 | SER 500mg/100mU JRIE IncemupE R, oy
Melsu AG; B. Braun
0029784 | METRONIDAZOLE B. o gion
Medical SA / Galenka a.d.
. 0020081 | BRAUN/ ORVAGIL / | .
237 metronidazol 500 mg 0029785 METRONIDAZOL Beograd/ S.M. rastvor za infuzju | 500 mg/100 mi | boca/botica 900.000 122,80 10%
FARMACEUTICI SRL/
0029786 (QUATALIA/ COLPOCING " "0t ot
0029718 | T/ uem'gg‘lmzm incdusiny Fresenius Kabi
Poiska Sp.2.0.0.
prasak za
300 remifentanil 2 mg 0087624 stfm“ 8. Hameln RDS S.R 0. W“"r’z':’ 2mg botica 15.000 638,66 10%
S "“I e ek
MORFIN
313 morfin 20 mg 0087854 HIDROHLORID | ALKALOID AD SKOPLJE |rastvor za injekciiu| 20 mg/mi ampula 25.000 69,96 10%

ALKALOID
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FARMALOGIST d.o.0.

NEOSTIGMINE/ COOPER
neostigmin metilsulfat 2,6 | 0088065 COOPER/ PHARMACEUTICALS SA/
340 mg 0088067 NEOSTIGMINE/ COOPER rastvor za injekciju 2,5 mgiml ampula 70.000 72,43 10%
COOPER PHARMACEUTICALS S A
342 | metadon 10 mg/ml, 1000 mi| 2087507 | METADON ALKALOID | ALKALOID AD SKOPJE | oralni rastvor ‘°g;,’:":,§'° boca 1750 5.980,00 10%




