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PenyOsuka Cp6nja 

MUHUCTAPCTBO 3J]PABJbA 
Bpoj: 515-04-08266/2022-1 1 

Hatym: 21.03.2024. rogqune 

Beorpan, Hemarpnna 22-26 

Tent 26 00 749 

JTIM/CH 

Munucrap 3ipapsba PenyOnmxe Cpouje, pemasajyhu mo 3axtesy AKItMOHapcKor 
apyursa (bapMateyTcKo-xemujcka ungyctpyja HEMOFARM Bpmiau, beorpagekn nyt 66, 
3a M3qaBarbe cepTuduKata Jlo6pe npousnohhauke upakce, a Ha OcHOBy ana 212. cTaB 6. 
3akoHa 0 JIEKOBHMa M MeJMIMHCKHM cpeycTBuMa (,,CiyxOeHU rmacHHK PC“, 6p 30/10, 
107/12, 105/17 — gp.3axou u 113/17 — yp.3axon), Kao uv umaHa 136. 3aKoHa o ommiTem 
yupaBHoM moctymky (,,Cay2x6enu riacHuK PeryOsuKxe Cp6uje“ 6poj 18/16), noHocu 

PENIEBE 

1. W3QAJE CE npouszohayy nexopa — AKuMoHapcKom jpyriTBy dbapmatjeyTcKo- 
xeMujcKka wHyctpyja HEMOFARM Bpmau, Bpman, Beorpaycxu nyt 66, 
CEPTH®HKAT Jlo6pe nmpoussohauke mpaxce BPOJ 71 3a ecto 
upow3bonibe ,HEMOFARM“ AD Bpuiau, mpou3BoqH0 Mmecto T[loron 
anTHonotuka JIy6osan, y yGosuy, ya. Mapa JIazapa 66. 

2. Ogaj ceptudukat 3a HasHayeHo MecTO MpousBomIbe BAKU 10 28. HoBemMOpa 2026. 
roe HakOH era IIpectaje HeroBa BarKHOCT. 

Obpa3zsn10xKemeE 

IIpouspohay sexosa AKiMOHapcKO ApylITBO (apMalleyTcKO-xemujcKa uALycTpuja 
HEMOFARM Bpmiau, noqHeo je 3axres Munucrapcrsy 3apapsba PenyOnuKxe Cpouje 3a 
wsqapae cepTuduxata JloGpe upousBohayke mpakce 3a MecTo mpou3Bonme Tlorony 
anTuOuoTnKa JlyOosan, y LyOosny, ya. Lapa Jlasapa 66, 3a: 

1. IIpou3BogHy seKosa: 

1.1 HecrepamHux uBpeTux dapmaleyrcKux oOmuKa — unm TaOneTa, Kancyna, 
upalak 3a opaylHy cycneHsujy u rpanyie 3a opamHy cycneu3ujy: Amoksicilin HF, kapsula, 
tvrda; 250mg; blister, 2x8kom; Amoksicilin HF, kapsula, tvrda; 500mg; blister, 2x8kom; 
Amoksicilin HF, granule za oralnu suspenziju; 250mg/Sml; boca staklena, 1x100ml; 
Panklav® , film tableta, 250mg+125mg; botica staklena, 1x15kom; Panklav®, film tableta; 
500mg+125mg; botica staklena, 1x20kom; Panklav® , film tableta; 500mg+125mg; botica 
staklena, 1x15kom;Panklav®, film tableta, 500mg+125mg, boéica staklena, 1x10 kom 
(izvoz);Panklav®, praSak za oralnu suspenziju; 125mg/Sml+31.25/Sml; boéica staklena, 
1x100ml;Panklav® forte, pra3ak za oralnu suspenziju; 250mg/5ml1+62.5mg/5ml;_ bodica 
staklena, 1x100ml;Panklav 2X, film tableta; 875mg+125mg; tegla, 1x14kom:Panklav 2X,



film tableta; 875mg+125mg; tegla, 1x10kom;Panklav 2X, praSak za oralnu suspenziju; 
400mg/Sml+57mg/Sml; boca staklena, 1x140ml;Panklav 2X , pra8ak za oralnu suspenziju; 
400mg/5ml+57mg/5ml; boca staklena, 1x70ml; 

2. Jeo nocrynka Npou3BogHe: eTHKeTUparbe H CeKYHMAaPHO TaKOBakbe NeKOBA: 
2.1 crepwsHHx 4BpcTHx dapmalleyTcKux oOmMKa: Mpalak 3a cycneH3Hjy 3a 

unjexuujy: Pancillin® , pra’ak za suspenziju za injekciju; 200000 i.j. + 600000 i,j.; bodica, 
50x800000 ij. 

2.2 HeCTepWJIHHX YBPCTHX (papMalleyTcKux oOsmuKa: Tabseta: Largocilin®, film 

tableta, 660 mg, blister 3x10 kom; Largocilin®, film tableta, 1000 mg, blister 

3x10 kom, Largocilin®, 250mg/Sml praSak za oralni rastvor, bo¢ica 100ml. 

3.KOHTpOJly KBaIMTeTa H MylITaHe y MpoMeT cepuija JeKoBa Hapeyenux y TauKy 1. 4 
2. oBor cTaBa, Koje ce Bpuiu y Bpumy, Beorpagcku nyt 66; 

4.Ciucak JIeKoBa KojM ce mpou3Boze m0 Yropopy 0 yroBopHoj nmpou3BosrH: 
Pentrexyl® kapsula, tvrda, 16 x 500mg, blister;Pentrexyl® kapsula, tvrda, 8 x 500mg, 

blister;Sinacilin® kapsula, tvrda, 16 x 250mg, blister;Sinacilin® kapsula, tvrda, 8 x 250mg, 

blister;Sinacilin® kapsula, tvrda, 16 x 500mg, blister; Sinacilin® kapsula, tvrda, 8 x 500mg, 

blister; Sinacilin® praSak za oralnu suspenziju, 250mg/Sml, boca staklena 100ml; Sinacilin® 
pragak za oralnu suspenziju, 250mg/5ml , boca staklena 100ml; Sinacilin® baby praSak za 
oralnu suspenziju, 250mg/Sml, boca staklena 100ml. 

MucieKTopu 3a JIeKOBe M MeMUMHCKa CpeycTBa, y cKany ca unanom 208. nu 213. 
crap. 1. rauxa 1) 3akoHa 0 NeKOBHMa H MeQMUMHCKHM cpezcTBuMa (,,Cryx6enu riacHHK 

PenyOmuke Cp6uje“, 6p. 30/10, 107/12, 105/17 — ap.3axou u 113/17 — ap.saKon) cy nana 28. 
wu 29.11.2023.roquHe, oOaBHIM MHCHeKIMjckH Haq30p Ha MecTy Mpon3sBoyme Toron 

anTuOvotuKa JlyOosan, y Jy6osuy ya. Lapa Jlazapa 66, kao w Ha MecTy KOHTpose 

KBalluTeTa WM MyliTama y MpoMeT npow3BexeHHx cepuja meKoBa ,,HEMOFARM*“ a.d. y 
Bpumy, beorpaycku nyt 66, y uHby yTBphuBarha ycarsalieHOcTH MpOu3BOAme eKOBa ca 

Cmeprunama Jlo6pe mpouspohauKe npaxce (,,CryxOenu rnacnuk Peny6mmxe Cp6uje‘, Op. 
97/17) 0 4emy je cauMHeH 3aBpIIHM M3BeLITaj ca 3aKJby4YKOM O ycarsamienocTH Gpoj: 515- 
04-08266/2022-11 og 20.03.2024.roqune. Ha untbeHw4Ho cTarbe KOHCTaTOBaHO y 3allMCHUKy 
Huje Ous0 mpuMeyzOu OF cTpaHe MpousBohaua. 

IIpeqmer yrsphusarha ycarialeHoctH mpou3sBoyHe ca Cmepxunama Jlo6pe 
IIpou3Bohauke npakce OJHOCHO ce Ha Mpou3BOqHeE Mporece, KONTpomy KBamMTeTa u 
IIyITarbe y IIpOMeT JICKOBa HaBeCHHX Y 3aXxTeBy. 

Ha ocnosy HenocpeqHo ytephenor uMmeHWUHOr cTama, KaO uM yBHa y 
HOKYMeHTauMjy MpermeyaHy y TOKy Bpliera MHCMeKMMjcKOr Hag30pa, yTBpheHo je ja je 

TIpOw3BoO Tha Hallpey HaBeweHux eKoBa yckalena ca CmepHuuama JloOpe mpousBohauKe 
mpakce, 0 YeMy je CAUHHeH 3aBPIIHH M3BeLITaj Ca 3aKJbYYKOM O ycarsaieHoctTn, 6poj 515- 
04-08266/2022-11 o7 20.03.2024.roquHe koju je JocTaBsbeH MpousBohayy. 

Ha ocnopy 3aBpuiHor u3Bemtaja Opoj 515-04-08266/2022-11 on” 20.03.2024 rozune, 

ay ckiagqy ca uiaHom 113. crap 7. 3aKoHa 0 JIeKOBMMa M MeJIMIMHCKMM cpeyCTBuMa 
ouIy4eHO je Kao y TauKu 1. WHCHO3MTHBa OBOr pellera. 

IIpeymer ytsphuparha ycarialieHocTH Npou3BouHbe seKoBa ca Cmepnuiama JloOpe 
npov3Bohauke mpakce ofHocuo ce Ha: 1. [Ipou3BogHy mekosa:1.1 Hecrepuinux uBpcTHx 

dbapMateytckux o6nuKa — dumm TaOseTa, Kalicyia, Mpaliak 3a opaHy cycnen3njy u 
rpany.le 3a opainy cycnen3ujy; 2.JJeo nocrynka MpoOu3BOAbe: eTHKeTHpatbe U CeKyHTapHo 
nakoBalbe JieKoBa: 2.1 crepuIHMX uBpcTHx dbapMalleyrcKux oOsMKa; 2.2 HecTepuHHx 

yBpCTHX (bapMalleyTcKuXx oOmMKa: TabjIeTa, Ha MecTy IIpo“3BomHe y Tlorony antuOuoTuKa 
Ty6osan, y JtyGosny yu. Llapa JIasapa 66 u y , HEMOFARM* a.d. Bpmau, Beorpayckn nyt 

60, Kao H 3. KOHTpOJy KBaJIMTeTAa H IyITarbe y IpOMeT cepuija JekoBa HaBejeHUx y TauKH 1.



u 2. opor crapa, Koje ce Bpuim y Bpummy, Beorpagcxu myt 66; 4. Crmcak mexora KOjH ce 
TIpou3Bore 10 YroBopy 0 yroBopHoj Mpou3BoHH. 

3a KBaJIMTeT TIpoMsBeqeHHX seKOBa OrOBOpaH je TpousBohay NeKoBa y cKmayy ca 
yaHoM 111. 3aKoHa 0 JIeKOBHMa H Me MIMHCKHM cpe]{CTBHMa. 

Y cxnagy ca wiaHom 114. crap 5. 3aKoHa 0 WeKOBHMa HM MeqMUMHCKHM cpejcTBAMa 
oyly4eHo je Kao y Tauku 2. THCTO3HTHBa OBOr pelea. 

Oso peltere je KOHadHO y yipaBHOM MocTynky. 
[[porms opor pellierba Moxke ce NOKPeHYTH ympaBHM cop KON HalexHor cya y 

poxy oy 30 gana ox WaHa Mpujema pemlerma. 
TlogHocusay 3axtepa yriaTHo je pemyOmm4ky aqMMHUCTpaTHBHy TaKcy 3a OBO 

penlere, y cklaqy ca 3aKoHOM 0 penyGJIM4KHM aMHHMCTpaTHBAHM TaKcama (,,Cmyx6eHu 
rmacHuk PC“, Op. 43/03, 51/03, 83/15, 112/15, 50/16-ap.uponme, 113/17, 3/18-ucnpaska, 
50/18-ap.nponuc, 95/18 , 38/19-ap. mponuc, 86/19, 90/19 - ucnpapxa, 98/20 - zp. mpomnc). 

MVHMCTAP JloctapsbeHo: 

-,HEMOFARM¢S AD Bpuran, an me mgs 
Bpman, y1. beorpagcku nyt 66 \ wer a 
-ApxuBu ipod..ap arta Ppyjuauh



CEPTH®HKAT JOBPE TPOM3BORAUKE TMPAKCE 
(GMP CEPTH®HKAT) 

Bpoj 
cepTuduxkata: | 71 

Jarym: 21.03.2024.roqnHe 

Ha3uB HOcHoLa 1O3BOsIe 3a IpOu3BOLHY 

(mpou3Bohaya jeKoBa): 

»HEMOFARM* AD VRSAC 

Agpeca ceqMlTa HOCHOLa JO3BOuIe 3a 

MpOv3BOAHY (IpoM3Bohaya eKOBa): 

Bpmau, beorpagcknu nyt 66 

Aypeca MeCTa IIpOH3BO]He: 

HAy6osau, y.1. [apa JIasapa 66 

Mecto myuitarba cepuije Jieka y mpoMmer: 
»HEMOFARM*“ a.d. Bpwiau, beorpaacku 

nyT 66 

Tlpapu ocHos 3a 13 {aBarbe 
ceptuduxara: 

Unan 114. 3akona o WeKOBHMa HM MeJIMI[MHCKHM 

cpegcTBuma (,,Ciyx6eHu riaacHuKx PC”, 6poj 
30/10, 107/12, 105/17 — gp.saxon u 113/17 — 

tp.3aKOH). 

JlaryM wucnekivjckor Haz3opa Ha 
OcHOBY Kora ce H3qaje cepru@ukar: 

28-29.11.2023.roqHHe 

Baxkere ceptuuxkata: Ceptuduxar Jlo6pe mpoussohauke mpaKkce 

w3aje ce Ha TpH roquHe H Mpectaje Wa BaxKu y 
ciyyajy H3MeHa poleca nponsBone, 
OWHOCHO KOHTposie KBaIMTeTa HM MyllTamba 

cepuje eka y mupomer  ogpelenor 
capmalleytckor oOmMka Koj je HaBeyeH y 
ceptudukaty. 



Tlpoussohauy mexosa ,,HEMOFARM* AD VRSAC, Bpuran, BeorpaycKu nyt 66, Kome je 

W3naTa O3BOs1a 3a TIpOM3sBOMHy AeKoBa Opoj 515-04-05130/2023-11 on 03. jyna 2023. 

TOMMHe, 38 MeCTO MpOH3BO/Ibe »HEMOFARM“ AD Bpmau, Woron anTnonoTuka 

Jy6osau, y yGosny, ya. Lapa Jlazapa 66, wu3znaje ce Ceptruduxar lobpe 

mpousBohauke mpakce: 

—X] wa ochony unciekuujckor Haq30pa MecTa MpOM3BOMEbe MeKOBA, H3BPUICHOT y CKuIasly ca 

ynaHom 213. 3aKoHa 0 WeKOBUMa HM MeJMIMHCKHM cpezcTBuMa (,,Ciy2KOeHM rilacHuK PC”, 

6poj 30/10, 107/12, 105/17 — ap.3axon wu 113/17 — jIp.3aKOH), KaO M 3aBplHOr u3BeLITaja 

Spo} 515-04-08266/2022-11 on 20.03.2024. romuHe 0 ycarnallieHOCTH NpOH3BOyHbe eKa ca 

Cmepuumama JloOpe npouspohayke mpaxce (,,CayxxOeHn rack PC”, 6p. 97/17 ), 

Ha OCHOBY MHCHeKIMjcKor Haygopa mpousBohaya wWHjH je ek y nlocrymky n06ujara 

TlO3BONe, W3MeCHE WIM NOMyHe, OFHOCHO OOHOBE AOSBOse 3a CTABIbalbe leKa y NPOMCT y 

PenyOnuun CpOuju, u3BpuieHor y cKulayty ca “WlaHOM 215. 3aKoHa 0 JIeKOBHMa U 

Me_MIMHCKUM cpejcTBuMa (,,Cayx6eHu riacHuKx PC”, 6poj 30/10, 107/12, 105/17 — 

up.3akou u 113/17 — ap.3aKoH), Kao H 3aBpLIHOr M3BEIITAjA OPO] ...eeeeeeeeeeeee on Co) 

ycarmlalleHOCTH Mpon3Bolrbe ca CMepHuiama Tlo6pe upon3sohauke mpaxce (,,CayxOeHH 

ryacHuk PC”, 6poj 97/17 ), 

[1 wa ocHosy wucnexuyjckor Ha30pa MpoM3Boze aKTMBHe CylicTaHile Ha MecTy 

HIpOW3BOAHEe eKa, M3BpWeHOr y CKyafly ca “WIaHOM 112. crap 3. 3akoHa O JIeKOBMMAa 

MeyMIMHcKUM cpencTBuma (,,Cayx6eHu riacHux PC”, 6poj 30/10, 107/12, 105/17 — 

gp.3akou u 113/17 — ap.3aKon). 

Osu ceptudukatom Morsphyje ce ycarsaliieHocT MpOu3BomHe eka Ca Cmepuutiama JloOpe 

mpou3Bohauke Mpakce Ha JaH MHCHeKHMjCKor Haz30pa. 

Jloctapsbeno: MMUHMCTAP 

--, HEMOFARM“ AD Bpmau, pee pe — f- ’ 

Bpman, yn. Beorpagcxu nyt 66 Hy ane 

-ApxuBi i Tpyj 



Anexc 1 

OCHOBHH TIOJATH 
(4cHYHUTH WITaMIaHHM CIOBHMa) 

I[ponsBoniwa cnegqehux Bpcra 

wwekoBa : 

XX] sexosn 

L] umyxononnn seKosu 

[] nekosn 13 KpBu u KpBHe r1a3Me XyMaHor MopeKna 

[] 6norexnosom«u neKoBu 

L] panuodapmaneyrcku neKoBn 

[] 6wHu eKosu 

[_] nekosu Hamerenu 3a KIMHHUKO MCIMTHBarbe 

L] Upyra Bpcta JIekoBpa 

IIpou3Boqwa JeKoBa Koju 
cajipxKe I1CHXOaKTHBHe 
KOHTpowMcaHe cyncTaHue: 

L] aa 

Xx] ue 



Anexkc 2 

Ono6Openu TIpoljecH, OHOCHO TOCTYHIMM MpOW3BOAbe JICKOBA 

(_] 1.1 Acnetwaua npumpema 

[_]1. Crepnana nponsponma (] 1.2 3aspmma crepumsanuja 

[-] 1.3 Camo myurrarbe cepuje eka y MpoMeT 

2.1 Usperu dapmaeyTcKu oOmMH 

J 2. Mpoussonma [_]2.2 Monyasperu papmaneytcKn oOmmuM 

HecTepHJIHHX (bapMalleyTCKHX (_]2.3 Teanu dapmayeytckn obs 

npou3sBoya [_] 2.4 Ocrano 

[_] 2.5 Camo nyurrate cepuije eKa y IpoMetT 

3.1 Jlexopu u3 XyMaHe KpBH H T1a3Me 

oan 3.2 ViMyHoJIOWIKH JIeKOBU 

. pou3Boama 
$HONOMIKHX HeKOBA 3.3. BHOTeXHOJIONIKH JIeEKOBH 

3.4 Excrpakru xyMaHOr MIM %XHBOTHIBCKOr Topeka 

3.5 Camo myitatbe cepuje JleKa y IpoMeT 

i 4. Taxopawe 
4.1 [[pumapHo makoparbe 

4.2 CexyHjlapHo lakoBatbe 

[X] 5. Konrpona kBasutera 5.1 Concrsena KOHTposHa saGopaTopHja 

5.2 Yropopya KOHTpomHa MaGoparopuja 

X] 6. Haun cnaGgepama 

aKTHBHEM cylicTaHiama H 

nosynpon3sBosMMa 
(bulk mpow3Bo,MMa) 

6.1 ConcrTBeHa Ipon3Boha 

6.2 Tpxuumre PenyOmuxe CpOnje 

6.3. YBo3 R
N
O
O
R
R
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Anexc 3 

Hantomente, ofHOcHO JoaTHa OGjalimerba y Bes Ca CapxKajem cepTuduKata: 

Oxsaj cetuuKaT © ycarylallieHOCcTH MNpOu3BO/Hbe JIeKOBa Ca CmepHuuama J o6pe 

mpou3Bohayke mpakce ogHocu ce Ha |. Ilpow3Bolby JeKoBa: 1.1 HecTepHIHHX UBpPCTHX 

dbapmaneyrckux o6mHkKa — usiM TaOyeTa, Kalcyma, Mpallak 3a opallHy cycneH3Hjy Hu 

rpanyne 3a opamHy cycnexnsujy: Amoksicilin HF, kapsula, tvrda; 250mg; blister, 2x8kom; 

Amoksicilin HF, kapsula, tvrda; 500mg; blister, 2x8kom; Amoksicilin HF, granule za oralnu 

suspenziju; 250mg/Sml; boca staklena, 1x100ml; Panklav® , film tableta; 250mg+125mg; 

bogica staklena, 1xlS5kom; Panklav®, film tableta; SOOmg+125mg; boéica staklena, 

1x20kom; Panklav® , film tableta; 500mg+125mg; botica staklena, 1x15kom;Panklav®, 

film tableta, 500mg+125mg, boéica staklena, 1x10 kom (izvoz);Panklav®, praSak za oralnu 

suspenziju; 125mg/5ml+31.25/S5ml; botica staklena, 1x100ml;Panklav® forte, praSak za 

oralnu suspenziju; 250mg/Sml+62.5mg/Sml; botica staklena, 1x100ml;Panklav 2X, film 

tableta; 875mg+125mg; tegla, 1x14kom;Panklav 2X, film tableta; 875mg+125mg; tegla, 

1x10kom;Panklav 2X, praSak za oralnu suspenziju; 400mg/5ml+57mg/5ml; boca staklena, 

1x140ml;Panklav 2X , pra8ak za oralnu suspenziju; 400mg/S5ml+57mg/Sml; boca staklena, 

1x70ml; 2. JJeo nocTynka Mpov3BOEbe: CTHKETHPalbe M CEKYHapHO MaKOBakbe JICKOBA- 

2.1 crepuimux 4BpeTux dapmaleyTcKux oO/MKa: Upaliiak 3a cycneH3Hjy 3a 

uujexunjy: Pancillin® , praSak za suspenziju za injekciju; 200000 i,j. + 600000 i.j.; botica, 

50x800000 ij. 

2.2 Hectepumuux UBpcTHX (apMalleyTcKHx OOMKa: TaGseTAa: Largocilin®, film 

tableta, 660 mg, blister 3x10 kom; Largocilin®, film tableta, 1000 mg, blister 

3x10 kom, Largocilin®, 250mg/5ml praSak za oralni rastvor, bocica 100ml. 

3.KOHTpouy KBaIHTeTa UM MyUITarbe y IpOMeT CepHija NeKOBa HaBeJJeHUX Y TAyKK l.u 

2. opor cTaBa, koje ce pum y Bpumy, BeorpagcKu nyt 66; 

4. Cnucak mekopa KojH ce mpou3Boze 10 YroBopy 0 YyroBOpHO] Mpou3BOAHH: 

Pentrexyl® kapsula, tvrda, 16 x 500mg, blister;Pentrexyl® kapsula, tvrda, 8 x 500mg, 

blister;Sinacilin® kapsula, tvrda, 16 x 250mg, blister;Sinacilin® kapsula, tvrda, 8 x 250mg, 

blister;Sinacilin® kapsula, tvrda, 16 x 500mg, blister; Sinacilin® kapsula, tvrda, 8 x 500mg, 

blister; Sinacilin® praSak za oralnu suspenziju, 250mg/Sml, boca staklena 100ml; Sinacilin® 

pra’ak za oralnu suspenziju, 250mg/5ml , boca staklena 100ml; Sinacilin® baby praSak za 

oralnu suspenziju, 250mg/Sml, boca staklena 100ml.


