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Penry6muka Cpbuja
MUHUCTAPCTBO 3JPABJ/bA
Bpoj: 515-04-08927/2022-11
Tarym: 20. bedpyap 2024. ronuse
Beorpan, Hemamuna 22-26
ten. 011/2600-749
BB/CU

MunucTap 3apaBiba PemyOiuke Cpbuje, pemasajyhu mo 3axTeBy npou3Bohaya
jiexoBa , HEMOFARM* a.d. Bpiuaw, beorpancku myt 66, 3a n3aBame ceprudurara Jloope
npou3Bohadke NpaKce, a Ha OCHOBY HJIaHa 212. craB 6. 3aKoHa O JIEKOBMMA U MEUITHCKUM
cpelcTBUMA (,,Cnyx6eHu TIacHUK PC, 6p.30/10, 107/12, 105/17-mp. 3akoH, 113/17-
p.3aKoH), wiana 37. 3aKoHa o WHCIIEKIjCKOM HaI30py (,,Cnyx6enn rnacuuk PC*
6p.36/15) 1 unana 136. 3aKoHa O ONIITEM YIPaBHOM IIOCTYIKY (,,Cryx6enu raacHuk PCY,
0p.18/16) nmoHOCH

PEIIEBE

1. U3JAJE CE mpoussobady nexoBa _HEMOFARM* a.d. Bpmat, beorpafcku
nyt 66, CEPTU®UKAT Jlo6pe mponsBohaike mpakce 6poj 67, 32 MeCTO MPOH3BO/IHE
,HEMOFARM* a.d. Bpmau, Beorpancku myT 00.

2. Opaj cepTuuUKaT 32 HA3HAYCHO MECTO NMPOM3BOIILE paxu g0 15. genembpa
2026.rofuHe, HAKOH Yera IPecTaje heroba BaHOCT.

O0pa3noxeme

I[TpousBolau jekoBa _HEMOFARM* a.d. Bpuail, beorpancku myT 60, TIOHEO j€
MHUHHCTAPCTBY 3IpaBjba 3aXTEB 32 M31aBAMC cepruduxara JloGpe npousBohadke npaxce
3a MECTO HPOU3BOJIE - L,HEMOFARM" a.d. Bpmar, Beorpanckud myT 00, U TO 3a
[IPOM3BO/bY HECTEPUIHUX HBPCTHX (hapMareyTCKiX OOJHKa, KOHTPONY KBATUTCTA H
yIlITamke Cepuje JIeKoBa y INPOMET, xoju ce mpouspoje y Iloromy HBpCTHX dopmH Ha
HaBefeHoj anpecu. ITofHETH 3aXTEB OAHOCH CC Ha npomssoamy: 1 Jlexosa 3a Koje ce
IPOM3BO/IEba 00aBba 10 HUBOA bulk-a (HecTepunHu GapManeyTCKH 00JIMIM) Ha JIOKAIU]H
Bpman — KOMIUICTHA TMpPOH3BOAMA Y [lorony uBpcTHX (GOPMH: Cardiomagnyl
(acetylsalicylic acid + magnesium hydroxide) STADA 75mg, film tablete, Cardiomagnyl
(acetylsalicylic acid + magnesium hydroxide) STADA 150mg, film tablete , Metoten
(fluphenazine), obloZena tableta, 1mg, bocica, 1x25kom, Metoten (fluphenazine), oblozena
tableta, 5mg, 1x25kom, Vitamin C (ascorbic acid), Sumeca tableta, 1000mg, fiola, 20kom;
2 JlexkoBa 3a KOje ce MPOU3BO/Iiha 00aBsba N0 HUBOA bulk-a Ha nokaruju Bpirar y ITorosy



yBpcTHX HOPMH, & KOJH Ce nakyjy y LleHTpy 3a maKkoBame: Aflothenol® (levetiracetam),
film tableta, 250mg, blister, 6x10kom, Aflothenol® (levetiracetam), film tableta, 500mg,
blister, 6x10kom, Aflothenol®(levetiracetam), film tableta, 1000mg, blister, 6x10kom,
Caveda® (tadalafil), film tableta, 2.5mg, blister, 30komada, Caveda® (tadalafil), film
tableta, 5mg, blister, 30komada, Caveda® (tadalafil), film tableta, 10mg, blister, 4komada,
Caveda® (tadalafil), film tableta, 20mg, blister, 2komada, Cholipam® (simvastatin), film
tableta, 10mg, blister, 2x10kom, Cholipam® (simvastatin), film tableta, 10mg, blister,
3x10kom, Cholipam® (simvastatin), film tableta, 20mg, blister, 2x10kom, Cholipam®
(simvastatin), film tableta, 20mg, blister, 3x10kom, Clopidix (clopidogrel), film tableta,
75mg, blister, 2x14kom, Cornelin (lercanidipin), film tableta, 10mg, blister, 2x14kom,
Cornelin (lercanidipin), film tableta, 20mg, blister, 2x14kom, Cornelin (lercanidipin), film
tableta, 10mg, blister, 6x10kom, Cornelin (lercanidipin), film tableta, 20mg, blister,
6x10kom, Cortiazem retard® (diltiazem), 90mg, tableta sa produZenim oslobadanjem,
blister, 3x10  kom, Diklofenak Forte HF (diclofenac sodium), tableta sa modifikovanim
oslobadanjem,100mg, blister, 2x10kom, Dilcoran (pentaerithrityl tetranitrate), tableta sa
produzenim oslobadanjem, 80mg, blister, 2x10kom, Elfonis® (moxifloxacin
hydrochloride), film tableta, blister, 400mg, 2x5kom, Elfonis® (moxifloxacin
hydrochloride), film tableta, blister, 400mg, 1x7kom, Enalapril H Alkaloid, 20 tableta;
10mg+25mg, Enzix® (enalapril, indapamid), tableta+film tableta, 10mg+2.5mg,
blister,3x10kom, Enzix® duo (enalapril, indapamid), tableta+film tableta, 10mg+2.5mg,
blister, 3x15kom, Enzix® duo forte (enalapril, indapamid), tableta+film tableta,
20mg+2.5mg, blister, 3x15kom, Erynorm® (losartan), film tableta, 50mg, blister, 2x14kom,
Erynorm® (losartan), film tableta, 100mg, blister, 2x14kom, Erynorm® (losartan), film
tableta, 50mg, blister, 3x10kom, Erynorm®(losartan), film tableta, 100mg, blister,
3x10kom, Famotidin HF (Famotidin), film tableta, 20mg, blister, 3x10kom, Famotidin HF
(famotidin), film tableta, 40mg, blister, 3x10kom, Fiumin® (sildenafil), film tableta, 20mg,
blister, 90kom, Fluconal® (fluconazole), kapsula tvrda, 50mg, blister, 1x7kom, Fluconal®
(fluconazole), kapsula tvrda, 150mg, blister, 1xlkom, Flunisan® (fluoxetine), tableta,
20mg, blister, 3x10kom, Fomela (aluminium magnesium silicate hydrate), tableta, 500mg,
blister, 4x10kom, Fomela (aluminium magnesium silicate hydrate), tableta, 500mg, blister,
2x10kom, Gluformin®(metformin), 1000 mg, film tableta, blister, 2x15 kom, Gutana®
(febuxostat), film tableta, 80mg, blister, 3x10kom, Gutana® (febuxostat), film tableta,
120mg, blister, 3x10kom, Hemokvin® (quinapril), film tableta, 10mg, blister, 2x10kom,
Hemokvin plus® (quinapril, hydrochlorotiazide), film tableta, 20mg+12.5mg, blister,
2x10kom, Hemokvin® (quinapril), film tablet, 20mg, blister, 2x10kom, Hemomycin®
(azithromycin), film tableta, 500mg, blister, 1x3kom, Hemopres® (hydrochlorothiazide,
amiloride), tableta, 50mg+5mg, blister, 4x10kom, Hypolip, (atorvastatin) film tableta,
10mg, blister, 3x10kom, Hypolip (atorvastatin), film tableta, 20mg, blister, 3x10kom,
Hypolip (atorvastatin), film tableta, 40mg, blister, 3x10kom, Indapamid (indapamide), film
tableta, 2.5mg, blister, 3x10 kom, Irbenida (irbesartan), film tableta, 150mg, blister,
3x10kom, Irbenida (irbesartan), film tableta, 300mg, blister, 3x10kom, Irbenida plus
(irbesartan, hydrochlorotiazide), film tableta,150mg+12.5mg, blister, 3x10kom, Irbenida
plus (irbesartan, hydrochlorotiazide), film tableta, 300mg+12.5mg, blister, 3x10kom,
Jaramera® (ezetimibe), tableta, 10mg, blister, 30kom, Midol®(acetylsalicylic acid),
gastrorezistentna tableta, 100mg, blister, 3x10kom, Midol®(acetylsalicylic acid),
gastrorezistentna tableta, 75mg, blister, 3x10kom, Milenol®(carvedilol), tableta, 12.5mg,
blister, 2x14kom, Milenol®(carvedilol), tableta, 25mg, blister, 2x14kom, Milenol®
(carvedilol), tableta, 12.5mg, blister, 3x10kom, Milenol® (carvedilol), tableta, 25mg,
blister, 3x10kom, Nystatin HF (nystatin), obloZena tableta, 500 000i.j.; blister, 1x10kom,
Omnitus®(butamirate), film tableta sa modifikovanim oslobadanjem, 20mg, blister,



1x10kom, Omnitus®(butamirate), film tableta sa modifikovanim oslobadanjem, 50mg,
blister, 1x10kom, Panlax®(bisacodyle), gastrorezistentna tableta, Smg, blister, 3x10kom,
Paravano® (rosuvastatin), film tableta, Smg, blister, 3x10kom, Paravano® (rosuvastatin),
film tableta, 10mg, 3x10kom, Paravano® (rosuvastatin), film tableta, 20mg, 3x10kom,
Presolol®(metoprolol), film tableta, 100mg, blister, 3x10kom, Pressing® (loratadine),
tableta, 10mg, blister, 1x10kom, Prilenap® (enalapril maleate), tableta, Smg, blister,
2x10kom, Prilenap® (enalapril maleate), tableta, Smg, blister, 3x10kom, Prilenap®
(enalapril maleate), tableta, 10mg, blister, 2x10kom, Prilenap® (enalapril maleate), tableta,
10mg, blister, 3x10kom, Prilenap® (enalapril maleate), tableta, 20mg, blister, 2x10kom,
Prilenap® (enalapril maleate), tableta, 20mg, blister, 3x10kom, Prilenap® H
(enalapril,hydrochlorothiazide), tableta, 10mg+25mg, blister, 2x10kom, Prilenap® H
(enalapril,hydrochlorothiazide), tableta, 10mg+25mg, blister, 3x10kom, Prilenap® HL
(enalapril,hydrochlorothiazide), tableta, 10mg+12.5mg, blister, 2x10kom, Prilenap® HL
(enalapril,hydrochlorothiazide), tableta, 10mg+12.5mg, blister, 3x10kom, Prilinda®
(ramipril), tableta, 2.5mg, blister, 4x7kom, Prilinda® (ramipril), tableta, Smg, blister,
4x7kom, Prilinda® (ramipril), tableta, 10mg, blister, 4x7kom, Prilinda® plus (ramipril,
hydrochlorothiazide), tableta, blister, 2,5mg+12,5mg, 4x7kom, Prilinda® plus (ramipril,
hydrochlorothiazide), tableta, blister, 5Smg+25mg, 4x7kom, Rapten Duo (diclofenac
sodium), tableta sa modifikovanim oslobadanjem, 75mg, blister, 3x10kom, Rapten Duo
(diclofenac solium), tableta sa modifikovanim oslobadanjem, 75mg, blister, 1x10kom,
Rivaroxaban HF (rivaroxaban), 10mg, film tableta, 1x10kom, Rivaroxaban HF
(rivaroxaban), 10mg, film tableta, 3x10kom, Rivaroxaban HF (rivaroxaban), 15mg, film
tableta, 3x10kom, Rivaroxaban HF (rivaroxaban), 20mg, film tableta, 3x10kom, Sidata®
(sertraline), film tableta, 50mg, blister, 2x14kom, Sidata® (sertraline), film tableta, 100mg,
blister, 2x14kom, Sildena® (sildenafil), film tableta, 25mg, blister, 1x1kom, Sildena®
(sildenafil), film tableta, 50mg, blister, 1x1kom, Sildena® (sildenafil), film tableta, 100mg,
blister, 1x1kom, Sildena®(sildenafil), film tableta, 100mg, 1x2kom, Sildena®(sildenafil),
film tableta, 100mg, 2x2kom, Sildena®(sildenafil), film tableta, 100mg, 1x8kom,
Ticagrex® (ticagrelor), film tableta, 60mg, blister, 4x15kom, Ticagrex® (ticagrelor), film
tableta, 90mg, blister, 4x15kom, Treana®(olanazapine), film tableta, 5mg, blister,
3x10kom, Treana®(olanzapine),  film tableta, 10mg,  blister, 3x10kom,
Trecar®(zolmitriptan), oralna disperzibilna tableta, 2.5mg, blister, 1x3 kom,
Trecar®(zolmitriptan), ~oralna disperzibilna tableta, Smg, blister, 1x3 kom,
Trecar®(zolmitriptan), oralna disperzibilna tableta, Smg, blister, 2x3 kom, Tregona®
(donepezil), film tableta, Smg, blister, 2x14kom, Tregona® (donepezil), film tableta, 10mg,
blister, 2x14kom, Trefero® (aripiprazol), oralna disperzibilna tableta, 10mg, 30kom,
Trefero® (aripiprazol), oralna disperzibilna tableta, 15mg, 30kom, Verapamil HF
(verapamil), film tableta, 40mg, blister, 3x10kom, Verapamil HF (verapamil), film tableta,
80mg, blister; 5x10kom, Xepar® (prasugrel), film tableta, 5mg, blister, 2x15kom, Xepar®
(prasugrel), film tableta, 10mg, blister, 2x15kom, Yanida (valsartan), film tableta, 80mg,
2x14kom, Yanida (valsartan), film tableta, 160mg, 2x14kom, Yanida® (valsartan), film
tableta, 80mg, blister, 3x10kom, Yanida® (valsartan), film tableta, 160mg , blister,
3x10kom, Yanida® plus (valsartan, hydrochlorothiazide), film tableta, 80mg+12,5mg,
28kom, Yanida® plus (valsartan, hydrochlorothiazide), film tableta, 160mg+12,5mg,
28kom, Yanida® plus (valsartan, hydrochlorothiazide), film tableta, 160mg+25mg, 28kom,
Yanida® plus (valsartan, hydrochlorothiazide), 80mg+12.5mg, film tableta, blister,
3x10kom, Yanida® plus (valsartan, hydrochlorothiazide), 160mg+12.5mg, film tableta,
blister, 3x10kom, Yanida® plus (valsartan, hydrochlorothiazide), 160mg+25mg, film
tableta, blister, 3x10kom, Yanida® trio (amlodipine, valsartan, hydrochlorothiazide), film
tableta, Smg+160mg+12.5mg, 30kom, Yanida® trio (amlodipine, valsartan,



hydrochlorothiazide), film tableta, 5mg+160mg+25mg, 30kom, Yanida® trio (amlodipine,
valsartan, hydrochlorothiazide), film tableta, 10mg+160mg+12.5mg, 30kom, Yanida®
combo (amlodipine, valsartan), film tableta, 5Smg+80mg, blister, 2x15kom, Yanida® combo
(amlodipine, valsartan), film tableta, Smg+160mg, blister, 2x15kom, Yanida® combo
(amlodipine, valsartan), film tableta, 10mg+160mg, blister, 2x15kom, Yurinex®
(bumetanide), tableta, 1mg, blister, 2x10kom, Zenix® (linezolid), film tableta, blister,
10x600mg, Zobox (cilazapril), 2,5mg, film tableta, blister, 3x10kom, Zolmitriptan
(zolmitriptan), oralna disperzibilna tableta, 2.5mg, blister, 1x3kom; JlekoBa KOjH Cajpie
CHXOaKTHBHE cyncranue: Demetrin® (prazepam), tableta, 10mg, blister, 2x10kom,
Diazepam HF (diazepam), tableta, 10mg, blister, 3x10kom, Diazepam HF (diazepam),
tableta, 2mg, blister, 3x10kom, Diazepam HF (diazepam), tableta, 5mg, blister, 3x10kom,
Phenobarbiton (phenobarbital), tableta, 15mg, blister, 3x10kom ¥u Phenobarbiton
(phenobarbital), tableta, 100mg, blister, 3x10kom 1 Mehynpon3Bosia KOji ce NIPOU3BOAC Y
L,HEMOFARM® A.D. Vrsac, a KOjH HE CafipXKe aKTHBHY KOMIIOHCHTY, Beh ce Kao TakBH
KOPHCTE Ha APYTMM MECTHMa MPOM3BOLE Kao U 3. MehympousBoa Koju ylasu y cacTas
jexka W3 I[POM3BOJHOI Iporpama L,HEMOFARM“ A.D. Vrsac: Seéerni granulat za
proizvodnju leka: Amoksicilin HF, granule za oralnu suspenziju; 250mg/5ml; boca staklena,
1x100ml, Seéerni granulat za proizvodnju leka: Cefaleksin HF, granule za oralnu
suspenziju; 250mg/5ml; boca staklena, 1x100ml, Seéerni granulat za proizvodnju lekova:
Cefaklor, granule za oralnu suspenziju; 250mg/5ml;  botica, 1x60ml 1 Cefaklor, granule
za oralnu suspenziju; 125mg/5ml; boCica, 1x60ml.

VHCIIEKTOPH 34 JICKOBE ¥ MEIUIIMHCKA CPEIICTBA CY Y ckiany ca wianoMm 208. 1 213.
cras 1. Tauka 1) 3aKOHA O JIEKOBUMA U MEJMIMHCKIM CPe/ICTBAMA (,,Ciy>xOeHH TITacCHUK
PC¥, 6poj 30/10 u 107/12), y meprozy OX 12.12. mo 15.12.2023. roawHe, HU3BPLIAINA
Herocpe/lal MHCTIEKIMjCKU Ha/30p Ha MECTY MIPOU3BOIHE L,HEMOFARM® a.d. Bpma,
Beorpaacku myT 00, y IMIBY yTBphHMBaba YCArJalleHOCTH [POU3BOMILE JIEKOBa, Ca
Cwmepuuriama Jlobpe npou3Bohauke MpaKce (,,Cyx6enu rnacHuk PCY, 6p.97/17). o ueMy
je cauMEbeH 3aMUCHUK ca u3BeIITajeM 0poj: 515-04-08927/2022-110x 26.01.2024. rogune.
Ha YHIEHUYHO CTame KOHCTATOBAaHO Y 3alMMCHUKY Huje OG0 MPEMENOU O CTpaHe
npousBohaya.

IIpeaMeT yTBphHBarba ycarialeHOCTH IPOU3BOILE nexosa ca Cmepuuuama Jloope
npon3Bohauke MpaKce OAHOCHO Ce HA HPOM3BOLIY, KOHTpPOJIy KBaJMTeTa U IyIITae
cepuje NeKoBa y MPOMET, 3a IPOU3BO/IE HABEJICHE Y 3aXTEBY.

Ha OCHOBY HEMOCPEAHO YTBPHEHOr HHMELCHUYHOL CTarbd, Kao ¥ YyBHIA Y
JOKYMEHTaUyjy Tperiie/iany y TOKy BpICa WHCIIEKIM]CKOT Han30pa HHUCY yTBphene
KpUTHYHE HeycarjaleHoCTH, 1a je KOHCTATOBAHO JIa je MPOU3BO/Eba HANPEN HaBeJICHUX
nexoBa yckiahena ca CMepHUIlama Jlo6pe mpousBohayke Mmpakce, O HeMy je caduibeH
3aBpIIHH U3BELITj Ca 3aKJbYYKOM O yCarJaleHOCTH, 6poj 515-04-08927-1/2022-11 ox
14.02.2024. ronune, KOjU je JOCTaBJEEH npou3Bohauy.

Ha OCHOBY 3aBpIIHOT M3BEINTaja 6poj 515-04-08927-1/2022-11 ox 14.02.2024.
rojvHe, a y CKlaay ca 4IaHOM 113. ctaB 7. 3akoHa O JIeKOBUMa W MEIUIUHCKAM
cpefcTBEMa OJUTYU€EHO je Kao y TaukH 1. IMCIIO3UTHBA OBOT PEIICHA.

3a KBAIUTET IPOU3BENAECHHX JIEKOBA OIrOBOPaH je mponsBohad, y CKIaIy ca WIaHOM
111. 3aKoHa O JIEKOBMMa ¥ MEIMIIHCKIM CPEIICTBIMA.

V ckiany ca wiaHoM 114. cras 5. 3aKOHa O JISKOBAMA M MEIMLIMHCKIM CPEICTBUMA
OJUTYdEHO je Kao y TaukKu 2. JUCTIO3UTUBA OBOT PEIlCIba.

OBO pelerbe je KOHAYHO Y YIIPABHOM IOCTYIIKY.

[IpoTHB OBOT pelIeE:a MOXKe Ce MOKPEHYTH ylpaBHH CIIOp KOJI HAJUIEXHOT cyla y
poky ox 30 naHa ol laHa nprjemMa pelema.




[TogHOCHIAIl 3aXTeBa YIUIATHO je TakCcy 3a OBO pEIlelke Ha OCHOBY 3aKoHa O
penyO6IHYKUM aIMAHACTPAaTHBHEM TakcaMma (,,Ciryx6enn rnacuuk PC, 6poj 62/21).

JlocTaBibeHO:
1. ,HEMOFARM* a.d. Bpman
Bbeorpancku myt 60
2. ApxuBu flo' ¥ Tl
(" Ilpod ap JMannna I'pyjuauh
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CEPTU®UKAT NOBPE IPOU3BOBAYKE IIPAKCE

(GMP CEPTUO®HUKAT)
Bpoj
ceprudukara: | 67
JaTym: 20. ¢pedpyap 2024. ronune

Haszus HOCHOIIA TO3BOJIE 32 IPOU3BOIILY
(mpomssohaua 1eKOBa):

, HEMOFARM* a.d. Bpman

Anpeca CeiuITa HOCHOLA JO3BOJIE 3a
Ipou3BOIibY (Ipon3Bobhada JIeKoBa):

Bpumau,
Beorpajcku nmyT 60

Aﬂpeca MecTa IIPOU3BOJILE:

,HEMOFARM* a.d. Bpmai
Beorpaacku myT 66

MecTo ImyInTama cepuje Jieka y IPOMET:

, HEMOFARM* a.d. Bpman
Beorpajacku myT 00

[IpaBHE OCHOB 3a H3/1aBarbe CepTH(HKaTa:

Usan 114. 3akoHa 0 JEKOBUMA U
MenunuackuM cpenctaiMa ("CyxOeHu
rnacuuk PC", 6poj 30/10 u 107/12)

JlaTyM MHCIICKIIM]CKOT Ha/30pa Ha OCHOBY
Kora ce u3jaje cepTuQuKar:

12.12.-15.12.2023.ronune

Baxxeme ceprudukara:

Ceprudukar Jlo6pe mporusBohauke nparce
W3/aje ce Ha TPH FOJXMHE U IpecTaje 1a
BaXHU y CIIy4ajy U3MEHa mpoleca
TIPOU3BO/IEHE, OJHOCHO KOHTPOIIE
KBAJIUTETA U MyILITamba CepHje JieKa y
npomeT oxpehenor papmaneyTcKor
06JIMKa KOJH je HaBejieH y cepTuduKary.




I[Ipou3Bohady jeKoBa , HEMOFARM¢* a.d. Bpman Beorpaacku myT 60, KOMe je usmara
103B0JIA 32 MPOU3BOILY JICKOBA 6poj: 000423459 2023 11900 008 004 000 0010x 26.12.2023.
rOJIMHE, 32 MeCTO NPON3BOAILE - ,HEMOFARM? a.d. Bpmai Beorpaacku myT 00

usnaje ce Cepruduxar lodpe npouspohauke npaxce:

[X] Ha 0CHOBY MHCIIEKIIMjCKOT Hal30pa MECTa HPOU3BOAILE JIEKOBA, U3BPILIEHOT y CKJIay ca
gagoM 213. 3aKoHa O TIEKOBHMA U MEJULUHCKAM Cpe/ICTBUMA ("Cuyx6enu rmacuauk PC", 6poj
30/10 u 107/12), kao ¥ 3aBPIIHOT u3BelTaja opoj 515-04-08927-1/2022-11 ox 14.02.2024.
FOJIMHE O YCarialleHoCTH [IPOU3BOIELE JICKa Ca Cmepuunama Jlo6pe mpoussohauke npakce
("Cryx6enu rmacauk PC", op.97/17),

[ ] Ha ocHOBY HHCTIEKIM]CKOT HAI30pa mpou3Bohaua YUjH je JIeK y MOCTYIKY nobujama
703B0JIe, H3MEHE WM JOTyHE, OJHOCHO 0GHOBE JJ03BOJIE 3a CTABJbALE JIeKa y IPOMET Y
Peny6mumu CpOuju, H3BPLICHOT y CKIIAZy €& HIIaHOM 2015. 3aKoHa 0 JICKOBUMA U
veumuackuM cpezicteuMa ("CiryKOeH: TIIACHUK PC", 6poj 30/10 u 107/12), xao ¥ 3aBpIIHOT
H3BEIITA]A OPO] crerersrsssensasssssrsssssnsnsescacasasassssnsnsuscscsces OF sssvsssnvssnnnsasar 0 ycarJameHoCTH
npou3BoAe ca CMepHULamMa Jo6pe mpou3Bohadke MpaKce ("Cmyx6enu rmacauk PC", 6poj
97/17),

[ ] Ha ocHOBY MHCIIEKIM]CKOT Haji30pa HPOU3BOIILE aKTMBHE CYIICTaHLIe Ha MECTY IPOU3BOMILEC
JleKa, U3BPILIEHOT y CKJIay ca YIaHOM 112. craB 3. 3akoHa O JIEKOBUMA O MEIUIMHCKUM
cpencteuMa ("CiyKOeHH IJIACHUK PC", 6poj 30/10 u 107/12).

OBuM CepTHPUKATOM MOTBphyje ce ycariameHocT npousBo/se Jeka ca CMepHulama
To6pe npousBohauxe mpaxce Ha JaH WHCIIEKIHjCKOT HaI30pa.

JlocTaBJbEHO: MHWHHUCTAP
1. ,HEMOFARM a.d. Bpman | LN
Beorpaacku myT 66 | : s
2. ApX¥BH Tpod mp HMarura I'pyjuunh




Anexc 1

OCHOBHHU IOJJALIU
_ (MCTIyHMTH NITAMIAHWM CTOBUME)

X nexosu
[] “MyHONOLIKY JTEKOBH
[] seKoBy W3 KPBU 1 KPBHE I11a3Me XyMAHOT [OPEKIIa

IIpoussoama cieaehnx spera [[] 6uoTexHONOIIKY JIEKOBH
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AHekc 3
HarmoMeHe, 0OJJTHOCHO JI0JaTHA ofjamimena y BE3H ca caapiKajem cepruduxara:

Osaj cepruduKaT O YCAJIAMICHOCTH IIPOU3BOMLE JIeKOoBa Ca Cmepnuiama JloGpe
npou3BohauKe MpaKce OHOCH CE Ha: [Ipon3BO/IibY HECTEPUIHUX YBPCTHUX dbapMareyTcKuX
00OMKA, KOHTPOJIY KBAJIMTETa ¥ IMYINTAHE cepuie JiekoBa y mpoMer u To: 1 Jlexosa 3a Koje
ce MpoW3BOJHKA 00aB/ba JIO HHBOA bulk-a (HecTepunHE (HapMaleyTCKH obnumu) Ha
JloKaluji Bpal — KOMILTETHA IPOM3BOAIRE Y [loroHy uBpcTUX (QopMH: Cardiomagnyl
(acetylsalicylic acid + magnesium hydroxide) STADA 75mg, film tablete, Cardiomagnyl
(acetylsalicylic acid + magnesium hydroxide) STADA 150mg, film tablete , Metoten
(fluphenazine), obloZena tableta, lmg, bodica, 1x25kom, Metoten (fluphenazine), obloZena
tableta, Smg, 1x25kom, Vitamin C (ascorbic acid), Sumeca tableta, 1000mg, fiola, 20kom;
2 JlexoBa 3a KOje ce IMpOU3BO/Iba 06asJba 1o HuBoa bulk-a Ha nokaruju Bpman y [Torony
ygpeTHx QOpMH, a KOjH ¢e makyjy y LleHTpy 3a IaKoBambe: Aflothenol® (levetiracetam),
film tableta, 250mg, blister, 6x10kom, Aflothenol® (levetiracetam), film tableta, 500mg,
blister, 6x10kom, Aflothenol®(levetiracetam), film tableta, 1000mg, blister, 6x10kom,
Caveda® (tadalafil), film tableta, 2.5mg, blister, 30komada, Caveda® (tadalafil), film
tableta, Smg, blister, 30komada, Caveda® (tadalafil), film tableta, 10mg, blister, 4komada,
Caveda® (tadalafil), film tableta, 20mg, blister, 2komada, Cholipam® (simvastatin), film
tableta, 10mg, blister, 2x10kom, Cholipam® (simvastatin), film tableta, 10mg, blister,
3x10kom, Cholipam® (simvastatin), film tableta, 20mg, blister, 2x10kom, Cholipam®
(simvastatin), film tableta, 20mg, blister, 3x10kom, Clopidix (clopidogrel), film tableta,
75mg, blister, 2x14kom, Cornelin (lercanidipin), film tableta, 10mg, blister, 2x14kom,
Cornelin (lercanidipin), film tableta, 20mg, blister, 2x14kom, Cornelin (lercanidipin), film
tableta, 10mg, blister, 6x10kom, Cornelin (lercanidipin), film tableta, 20mg, blister,
6x10kom, Cortiazem retard® (diltiazem), 90mg, tableta sa produzenim oslobadanjem,
blister, 3x10  kom, Diklofenak Forte HF (diclofenac sodium), tableta sa modifikovanim
oslobadanjem,100mg, blister, 2x10kom, Dilcoran (pentaerithrityl tetranitrate), tableta sa
produzenim oslobadanjem, 80mg, Dblister, 2x10kom, Elfonis® (moxifloxacin
hydrochloride), film tableta, blister, 400mg, 2x5kom, Elfonis® (moxifloxacin
hydrochloride), film tableta, blister, 400mg, 1x7kom, Enalapril H Alkaloid, 20 tableta;
10mg+25mg, Enzix® (enalapril, indapamid), tableta+film tableta, 10mg+2.5mg,
blister,3x10kom, Enzix® duo (enalapril, indapamid), tableta+film tableta, 10mg+2.5mg,
blister, 3x15kom, Enzix® duo forte (enalapril, indapamid), tableta+film tableta,
20mg+2.5mg, blister, 3x15kom, Erynorm® (losartan), film tableta, 50mg, blister, 2x14kom,
Erynorm® (losartan), film tableta, 100mg, blister, 2x14kom, Erynorm® (losartan), film
tableta, 50mg, blister, 3x10kom, Erynorm®(losartan), film tableta, 100mg, blister,
3x10kom, Famotidin HF (Famotidin), film tableta, 20mg, blister, 3x10kom, Famotidin HF
(famotidin), film tableta, 40mg, blister, 3x10kom, Fiumin® (sildenafil), film tableta, 20mg,
blister, 90kom, Fluconal® (fluconazole), kapsula tvrda, 50mg, blister, 1x7kom, Fluconal®
(fluconazole), kapsula tvrda, 150mg, blister, 1x1kom, Flunisan® (fluoxetine), tableta,
20mg, blister, 3x10kom, Fomela (aluminium magnesium silicate hydrate), tableta, 500mg,
blister, 4x10kom, Fomela (aluminium magnesium silicate hydrate), tableta, 500mg, blister,
2x10kom, Gluformin®(metformin), 1000 mg, film tableta, blister, 2x15 kom, Gutana®
(febuxostat), film tableta, 80mg, blister, 3x10kom, Gutana® (febuxostat), film tableta,
120mg, blister, 3x10kom, Hemokvin® (quinapril), film tableta, 10mg, blister, 2x10kom,
Hemokvin plus® (quinapril, hydrochlorotiazide), film tableta, 20mg+12.5mg, blister,




2x10kom, Hemokvin® (quinapril), film tablet, 20mg, blister, 2x10kom, Hemomycin®
(azithromycin), film tableta, 500mg, blister, 1x3kom, Hemopres® (hydrochlorothiazide,
amiloride), tableta, 50mg+5mg, blister, 4x10kom, Hypolip, (atorvastatin) film tableta,
10mg, blister, 3x10kom, Hypolip (atorvastatin), film tableta, 20mg, blister, 3x10kom,
Hypolip (atorvastatin), film tableta, 40mg, blister, 3x10kom, Indapamid (indapamide), film
tableta, 2.5mg, blister, 3x10 kom, Irbenida (irbesartan), film tableta, 150mg, blister,
3x10kom, Irbenida (irbesartan), film tableta, 300mg, blister, 3x10kom, Irbenida plus
(irbesartan, hydrochlorotiazide), film tableta,150mg+12.5mg, blister, 3x10kom, Irbenida
plus (irbesartan, hydrochlorotiazide), film tableta, 300mg+12.5mg, blister, 3x10kom,
Jaramera® (ezetimibe), tableta, 10mg, blister, 30kom, Midol®(acetylsalicylic acid),
gastrorezistentna tableta, 100mg, blister, 3x10kom, Midol®(acetylsalicylic acid),
gastrorezistentna tableta, 75mg, blister, 3x10kom, Milenol®(carvedilol), tableta, 12.5mg,
blister, 2x14kom, Milenol®(carvedilol), tableta, 25mg, blister, 2x14kom, Milenol®
(carvedilol), tableta, 12.5mg, blister, 3x10kom, Milenol® (carvedilol), tableta, 25mg,
blister, 3x10kom, Nystatin HF (nystatin), oblozena tableta, 500 000i.j.; blister, 1x10kom,
Omnitus®(butamirate), film tableta sa modifikovanim oslobadanjem, 20mg, blister,
1x10kom, Omnitus®(butamirate), film tableta sa modifikovanim oslobadanjem, 50mg,
blister, 1x10kom, Panlax®(bisacodyle), gastrorezistentna tableta, Smg, blister, 3x10kom,
Paravano® (rosuvastatin), film tableta, 5mg, blister, 3x10kom, Paravano® (rosuvastatin),
film tableta, 10mg, 3x10kom, Paravano® (rosuvastatin), film tableta, 20mg, 3x10kom,
Presolol®(metoprolol), film tableta, 100mg, blister, 3x10kom, Pressing® (loratadine),
tableta, 10mg, blister, 1x10kom, Prilenap® (enalapril maleate), tableta, Smg, blister,
2x10kom, Prilenap® (enalapril maleate), tableta, Smg, blister, 3x10kom, Prilenap®
(enalapril maleate), tableta, 10mg, blister, 2x10kom, Prilenap® (enalapril maleate), tableta,
10mg, blister, 3x10kom, Prilenap® (enalapril maleate), tableta, 20mg, blister, 2x10kom,
Prilenap® (enalapril maleate), tableta, 20mg, blister, 3x10kom, Prilenap® H
(enalapril,hydrochlorothiazide), tableta, 10mg+25mg, blister, 2x10kom, Prilenap® H
(enalapril,hydrochlorothiazide), tableta, 10mg+25mg, blister, 3x10kom, Prilenap® HL
(enalapril,hydrochlorothiazide), tableta, 10mg+12.5mg, blister, 2x10kom, Prilenap® HL
(enalapril,hydrochlorothiazide), tableta, 10mg+12.5mg, blister, 3x10kom, Prilinda®
(ramipril), tableta, 2.5mg, blister, 4x7kom, Prilinda® (ramipril), tableta, 5mg, blister,
4x7kom, Prilinda® (ramipril), tableta, 10mg, blister, 4x7kom, Prilinda® plus (ramipril,
hydrochlorothiazide), tableta, blister, 2,5mg+12,5mg, 4x7kom, Prilinda® plus (ramipril,
hydrochlorothiazide), tableta, blister, Smg+25mg, 4x7kom, Rapten Duo (diclofenac
sodium), tableta sa modifikovanim oslobadanjem, 75mg, blister, 3x10kom, Rapten Duo
(diclofenac solium), tableta sa modifikovanim oslobadanjem, 75mg, blister, 1x10kom,
Rivaroxaban HF (rivaroxaban), 10mg, film tableta, 1x10kom, Rivaroxaban HF
(rivaroxaban), 10mg, film tableta, 3x10kom, Rivaroxaban HF (rivaroxaban), 15mg, film
tableta, 3x10kom, Rivaroxaban HF (rivaroxaban), 20mg, film tableta, 3x10kom, Sidata®
(sertraline), film tableta, 50mg, blister, 2x14kom, Sidata® (sertraline), film tableta, 100mg,
blister, 2x14kom, Sildena® (sildenafil), film tableta, 25mg, blister, 1x1kom, Sildena®
(sildenafil), film tableta, 50mg, blister, 1x1kom, Sildena® (sildenafil), film tableta, 100mg,
blister, 1x1kom, Sildena®(sildenafil), film tableta, 100mg, 1x2kom, Sildena®(sildenafil),
film tableta, 100mg, 2x2kom, Sildena®(sildenafil), film tableta, 100mg, 1x8kom,
Ticagrex® (ticagrelor), film tableta, 60mg, blister, 4x15kom, Ticagrex® (ticagrelor), film
tableta, 90mg, blister, 4x15kom, Treana®(olanazapine), film tableta, 5Smg, blister,
3x10kom, Treana®(olanzapine), film  tableta, 10mg,  blister, 3x10kom,
Trecar®(zolmitriptan), ~oralna disperzibilna tableta, 2.5mg, blister, 1x3 kom,
Trecar®(zolmitriptan), oralna disperzibilna tableta, 5mg, blister, 1x3 kom,
Trecar®(zolmitriptan), oralna disperzibilna tableta, 5mg, blister, 2x3 kom, Tregona®



(donepezil), film tableta, 5mg, blister, 2x14kom, Tregona® (donepezil), film tableta, 10mg,
blister, 2x14kom, Trefero® (aripiprazol), oralna disperzibilna tableta, 10mg, 30kom,
Trefero® (aripiprazol), oralna disperzibilna tableta, 15mg, 30kom, Verapamil HF
(verapamil), film tableta, 40mg, blister, 3x10kom, Verapamil HF (verapamil), film tableta,
80mg, blister; 5x10kom, Xepar® (prasugrel), film tableta, 5mg, blister, 2x15kom, Xepar®
(prasugrel), film tableta, 10mg, blister, 2x15kom, Yanida (valsartan), film tableta, 80mg,
2x14kom, Yanida (valsartan), film tableta, 160mg, 2x14kom, Yanida® (valsartan), film
tableta, 80mg, blister, 3x10kom, Yanida® (valsartan), film tableta, 160mg , blister,
3x10kom, Yanida® plus (valsartan, hydrochlorothiazide), film tableta, 80mg+12,5mg,
28kom, Yanida® plus (valsartan, hydrochlorothiazide), film tableta, 160mg+12,5mg,
28kom, Yanida® plus (valsartan, hydrochlorothiazide), film tableta, 160mg+25mg, 28kom,
Yanida® plus (valsartan, hydrochlorothiazide), 80mg+12.5mg, film tableta, blister,
3x10kom, Yanida® plus (valsartan, hydrochlorothiazide), 160mg+12.5mg, film tableta,
blister, 3x10kom, Yanida® plus (valsartan, hydrochlorothiazide), 160mg+25mg, film
tableta, blister, 3x10kom, Yanida® trio (amlodipine, valsartan, hydrochlorothiazide), film
tableta, Smg+160mg+12.5mg, 30kom, Yanida® trio (amlodipine, ~ valsartan,
hydrochlorothiazide), film tableta, 5mg+160mg+25mg, 30kom, Yanida® trio (amlodipine,
valsartan, hydrochlorothiazide), film tableta, 10mg+160mg+12.5mg, 30kom, Yanida®
combo (amlodipine, valsartan), film tableta, 5mg+80mg, blister, 2x15kom, Yanida® combo
(amlodipine, valsartan), film tableta, 5mg+160mg, blister, 2x15kom, Yanida® combo
(amlodipine, valsartan), film tableta, 10mg+160mg, blister, 2x15kom, Yurinex®
(bumetanide), tableta, 1mg, blister, 2x10kom, Zenix® (linezolid), film tableta, blister,
10x600mg, Zobox (cilazapril), 2,5mg, film tableta, blister, 3x10kom, Zolmitriptan
(zolmitriptan), oralna disperzibilna tableta, 2.5mg, blister, 1x3kom; JlexoBa KOju canpixe
[CUXOAKTHBHE CYNCTAHIC! Demetrin® (prazepam), tableta, 10mg, blister, 2x10kom,
Diazepam HF (diazepam), tableta, 10mg, blister, 3x10kom, Diazepam HF (diazepam),
tableta, 2mg, blister, 3x10kom, Diazepam HF (diazepam), tableta, 5mg, blister, 3x10kom,
Phenobarbiton (phenobarbital), tableta, 15mg, blister, 3x10kom u Phenobarbiton
(phenobarbital), tableta, 100mg, blister, 3x10kom 1 3. Mehympom3Bo/ia Koju ce IPOU3BOAE
y ,,HEMOFARM" AD. Vriac, a KOji He cafipke aKTHBHY KOMIIOHCHTY, Beh ce kao TakBH
KOpHCTE Ha JIPYTUM MECTHMA IPOM3BOMEHE Kao MehyIpou3Bol KOJjH yJia3u y CacTap JIEKOBa
3 TIPOU3BOAHOL porpaMa L,HEMOFARM" A.D. Vr3ac: Secerni granulat za proizvodnju
leka: Amoksicilin HF, granule za oralnu suspenziju; 250mg/5ml; boca staklena, 1x100ml,
Se¢erni granulat za proizvodnju leka: Cefaleksin HF, granule za oralnu suspenziju;
250mg/5ml; boca staklena, 1x100ml, Secerni granulat za proizvodnju lekova: Cefaklor,
granule za oralnu suspenziju, 250mg/5ml; bocica, 1x60ml u Cefaklor, granule za oralnu
suspenziju, 125mg/5ml; bocica, 1x60ml.




