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S S"O"FF*“A'HJ 'e'éa‘sptg : %%3 K';;EE'T a5 Datum_4_L-.J— Zv—
HAPVHMnNAU:
Peny6nMHKM cfe>oHfl 3a 3flpaBCTBeHO 0CMrypaH3e, yn.JoBaHa MapuHOBuUTia 6p. 2, Beorpafl, Kora, no
Pewehby o npeHOcy OBnauifiefea 12 6poj: 031-461/18 ofl 31.10.2018. roflMHes .fl. flupeKTopa npo#. flp
Catoe PaflojeBMFi LUKOfIpiifi, 3acTyna flupeKTop Ceicropa 3ajaBHe Ha6aBKe Mapnja ATaHacujeBuTi
MaTMVHM 6poj - 06042945
riMB: 101288707
Bpoj paMyHa: 840-26650-09 Koju ce Bo,qn KOl YnpaBe 3a Tpe3op
(y flarbeM Te«CTy: 0oha)

fIOBABJbAH:

ADOC D.O.0. Beorpafl, yn. Munopafla joBaHOBulia 6p. 11, m3 Beorpafla, Kora 3acTyna flupeicrop
Mnoflpar MutuTi

MaTUMHH 6poj: 07530196

nMB: 100042265

Bpoj paMyHa: 205-1633-39 koju ce BOfIM KOg KoiviepLiHjariHe BaHKe Afl Beorpafl

(y flarbeM TeKCTy: flo~aB/baM)

flaHa .04.2022. roflUHe 3aKThynyjy

AHEKC OKBMPHOTr CnOPA3YMA BP. 42-2/22
3A JABHY HABABKY ilEKOBM CA JIMCTE A M JIMCTE Al JIMCTE JIEKOBA
3A nAPTMJy 439 - ERYNORM, 30 po 50 mg

NPETXOfIHA KOHCTATALIMJA

OoHfl mflo6aBfbaM y yBOfly KOHCTaTyjy fla cy h3koh cnpoBefleHor nocTynKa jaBHe Ha6aBKe JleKOBU ca
JlucTe A ii Jlhctc Al Jlhcto neKOBa, JH 6p. 404-1-110/21-7G, flaHa 28.03.2022. |ufiMHe 3aKTbyMmiu Okbhphh
cnopa3yM 6p. 42-2/22 3a napinje 11, 12, 104, 105, 106, 136, 150, 151, 152, 153, 193, 253, 256, 280, 282,
284, 285, 292, 300, 302, 303, 342, 353, 354, 356, 366, 367, 368, 389, 396, 397, 439, 467, 468, 497, 632, 657,
658, 659, 665, 666, 704, 717, 744, 766, 840, 889, 944, 1059, 1060, 1242, 1272, 1276, 1291, 1292 n 1293.

HaKOH 3aicrbyMehba OKBI/ipHOr cnopa3yMa, Ooha n flo6aBfbaM cy KOHCTaTOBann fla je y npnnory 2 -
CneiddcHG@dnja neKOBa ca LieHaMa, y fleny koju ce OfIHOcu Ha napTMjy 439 - ERYNORM, 30 po 50 mg,
ycnefl TexHimi<e rpeuiKe HaBefleHa jeflUHHMHa geHa y M3HOoy Off 173,50 PCfl 6e3 NnflB, yMecTO 171,69 PCHl
6e3 nflB, a Koja je noHyF)eHa jefIMHMHHa ueHa 3a napTnjy 439 n Ha OCHOBy Koje je flo6aBJbaHy flOfle/beH
okbmphh cnopa3yM.

Ha OCHOBy npeixoflHo HaBefleHor, Ooha mfloSaBfbaM cy camacHM fla 3aKrbyde AHeKC Okbhphot
cnopa3yMa 6p. 42-2/22, KojnM ce 3a ne« Kou je npeflMeT napinje 439 - ERYNORM, 30 po 50 mg (JKJL:

1103351), y npnnory 2 OKBnpHor cnopa3yMa - Cneidudcoea-ina neKOBa ca LjeHaMa, y kojiohu ,JeflUHUHHa
ueHa 6e3 fIfIB*“, npnin h3mciig tgko fla hcts yMecTO 173,50, hshocm 171 ,G9 PCiHl.

HnaH 1.

Bpnin ce n3MeHa npnnora 2 - Cnegncfcim<aMinja neKOBa ca LieHaivia, H3 TankKe 18.2. OKBnpHor
cnopa3yMa 6p. 42-2/22, TaKO luto geHa n3 KonoHe ,JefMHMMHa ueHa 6e3 nflB“, y fleny Koju ce OflHOcu Ha
napTnjy 439 - ERYNORM, 30 po 50 mg, yMecTO 173,50 PCfl, cafla macu 171,69 PCfl.



H3MehbeH npunor 2 - CneuMcjDHKamija neKOBa ca LieHaMa, Hana3M ce y npunory OBor AHeKca
OKBupHor cnopa3yMa n nmh i-beroB cacTaBHH fleo.
HnaH 2.

flobaBJtaM n 3ApaBCTBeHe ycTaHOBe Koje mviajy 3a«rbyHeHe yroBope Ha ocHOBy oKBupHor cnopa3yMa
6p. 42-2/22 cy fly>KHu fla aHeKCupajy Befi 3aKTbyMeHe yroBope y cicna®y ca oflpefléaivia 0BOr AHeKca oKBupHor
cnopa3yMa.
HnaH 3.

flobaBrban ce o6aBe3yje p,a ncnpaBU jeflUHUMHy ueHy 3a napTnjy 439, TakO luto fie CTopHnpaTM
panyHe H3flaie 3a Befi ncnopyMeHe neKOBe mn3flaTM hobu panyH ca ncnpaBHOM geHOM 3a napTnjy 439.

HnaH 4.

CBe flpyre oflpeRée OKBupHor cnopa3yMa 6p. 42-2/22 ofl 28.03.2022. roflUHe ocTajy Ha CHa3n OHaKO
KakO mace.
HnaH 5.

OBaj AHeKC oKBupHor cnopa3yMa caMuhteH je y 2 (flBa) ncTOBeTHa npnMepKa Ha cpncKOM je3HKy, n to
3a CBaKy CTpaHy noTnncHMKa aHeKca oKBupHor cnopa3yMa nojeflaH npwMepakK.

CacTaBHH fleo OBor AHeKca oKBupHor cnopa3yMa je npunor 2 oKBupHor cnopa3yMa - CneuncjDMKaquja
neKOBa ca LjeHaMa.

HAPYHMJIAI4 flIOBABJbAH



Pen.

6p.
napTMje

12

104

105

106

136

150

151

JKJI

1122764

1122765

1042311

1042312

1042313

1068030

1101131

1101422

MHH

rabeprazol

rabeprazol

glimepirid

glimepirid

glimepirid

klopidogrel

propafenon

flekainid

npujior 20KBMPHOr CnOPA3YMA - CnEL4MO MKALAMJIA 1EKOBA CA KUEHAMA
JABHA HABABKA J1EKOEA CA JIHCTE A H JIMCTE Al JIMCTE J1EKOBA PEfIHM BPOJ 404-1-110/21-76

Ha3MB napTMje

GASTROPRAZO
L, 14 po 10mg

GASTROPRAZO
L, 14 po 20mg

AMARYL, 30 po 2
mg

AMARYL, 30 po 3
mg

AMARYL, 30 po 4
mg

CLOPICOR

PROPAFEN, 50
po 300 mg

FLEKANID, 60 po
50 mg

O7jMaueyTCKM
0 6hhk

gaarorezistentna
tableta

gasxorezistentna
tableta

tableta

tableta

tableta

tIm tableta

IIm tableta

l-apsula sa
p"oduzenim
os obadanjem,
tvrda

Adoc d.0.0.

naxoBaHbe n
jasnHa nena

blister, 14 po 10mg

blister, 14 po 20mg

blister, 30 po 2 mg

blister, 30 po 3 mg

blister, 30 po 4 mg

blister, 28 po 75
mg

blister, 50 po 300
mg

blister, 60 po 50
mg

Ha3MB npon3BoffaMa

nexa

Balkanpharma-

Dupnitsa AD; Adoc

d.o.o0. Beograd

Balkanpharma-

Dupnitsa AD; Adoc

d.o.o. Beograd

Sanofi Winthrop

Industrie; Sanofi S.P.A.

Sanofi Winthrop

Industrie; Sanofi S.P.A.

Sanofi Winthrop

Industrie; Sanofi S.P.A.

Actavis LTD

Hemofarm a.d.

Laboratorios Liconsa

S.A.

Je/tHHMua
Mepe

opurMHanHO
naKOBatte

opuruHanHO
naKOBaite

opuruHariHO
naKOBahbe

opuruHanHO
naKOBahte

opurMHanHO
naKOBahbe

opuruHanHO
naKOBatte

opurMHanHo
naKOBa”e

opurMHanHO
naKOBafee

KoniiHMHa
P<D30

6.636

8.322

42.338

20.263

25.772

2.255

24.315

1.339

JeAllHMHHa
ueHa 6e3

nflB

218,90

339,10

79,70

134,00

148,90

492,20

677,13

723,60

CTona

riflIB

10%

10%

10%

10%

10%

10%

10%

10%



152

153

193

253

256

280

282

284

285

292

300

302

1101423

1101425

1103046

1107629

1107301

1402878

1402821

1402843

1402844

1402250

1103578

1103178

flekainid

flekainid

indapamid

nebivolol

nebivoiol

amlodipin

felodipin

lerkanidipin

lerkanidipin

diltiazem

enalapril

enalapril

FLEKANID, 60 po
100 mg

FLEKANID, 60 po
200 mg

INDAPRES SR

BARIOS

NEBITOL

VAZOTAL, 30 po
5mg

PLENDIL

CORNELIN, 28
po 10 mg

CORNELIN, 28
po 20 mg

CORTIAZEM
RETARD

PRILENAP, 30 po
10 mg

ENALAPRIL
ZDRAVLIJE

kapsula sa
produzenim
oslobadanjem,
tvrda

kapsula sa
produzenim
oslobadanjem,
tvrda

tableta sa
produzenim
oslobadanjem

tableta

tableta

tableta

tableta sa
produzenim
oslobadanjem

film tableta

film tableta

film tableta sa
modifikovanim
oslobadanjem

tableta

tableta

blister, 60 po 100
mg

blister, 60 po 200
mg

blister, 30 po 1,5
mg

blister, 30 po 5mg

blister, 28 po 5 mg

blister, 30 po 5 mg

bocica plasti¢na,
30 po 5 mg

blister, 28 po 10
mg

blister, 28 po 20
mg

blister, 30 po 90
mg

blister, 30 po 10
mg

blister, 30 po 10
mg

Laboratorios Liconsa

S.A.

Laboratorios Liconsa

S.A.

Hemofarm a.d.

Hemofarm AD

Actavis Ltd;
Balkanpharma-
Dupnista AD

Hemofarm a.d.

AstraZeneca AB

Hemofarm AD

Hemofarm AD

Hemofarm a.d.

Hemofarm a.d

Zdravlje a.d.

opuruHanHO
naKOBahbe

opuruHanHO
naKOBahbe

opuruHanHO
naKOBahbe

opuruHanHO
naKOBa’e

opuruHanHO
naKOBahbe

opuruHanHO
naKOBatte

opuruHariHO
naKOBahte

opuruHanHO
nakKOBahbe

opuruHanHO
naKOBa’e

opuruHanHO
nakKOBahbe

opuruHanHO
naKOBae

OpuruHanHO
nakKOBahbe

4.208 1.207,30
991 2.896,40
88.722 223,08
66.585 298,59
3.383 281,60
253.591 74,52
76.518 204,90
154.054 124,14
62.402 198,37
65.707 201,13
77.757 146,09
188.331 146,03

10%

10%

10%

10%

10%

10%

10%

10%

10%

10%

10%

10%



303

342

353

354

356

366

367

368

389

396

397

1103176

1103724

1103026

1103025

1103732

1401499

1401082

1401083

1401013

1103028

1103027

enalapril

ramipril

ramipril

ramipril

kvinapril

enalapril,
hidrohlortiazid

enalapril,
hidrohlortiazid

enalapril,
hidrohlortiazid

ramipril,
hidrohlortiazid

ramipril,
hidrohlortiazid

ramipril,
hidrohlortiazid

ACTAVIS, 30 po
10 mg

ENALAPRIL
ZDRAVLJE
ACTAVIS, 30 po
20 mg

TRITACE, 28 po
10 mg

CORACE, 28 po
2,5mg

CORACE, 28 po
5mg

HEMOKVIN, 20
po 20 mg

PRILENAP HL, 30
po (10 mg + 12.5
mg)

ENALAPRIL
HCT,30 po (20
mg + 12,5 mg)

ENALAPRIL HCT,
30 po (20 mg + 6
mg)

TRITACE COMP

CORACE PLUS,
28 po
(2,5mg+12,5mg)

CORACE PLUS,
28 po
(5mg+25mg)

tableta

tableta

tableta

tableta

film tableta

tableta

tableta

tableta

tableta

tableta

tableta

blister, 30 po 20
mg

blister, 28 po 10
mg

blister, 28 po
2,5mg

blister, 28 po 5mg

blister, 20 po 20
mg

blister, 30 po (10
mg + 12.5 mg)

blister, 30 po (20
mg + 12,5 mg)

blister, 30 po (20
mg + 6 mg)

blister, 28 po (5 mg
+ 25 mg)

blister, 28 po
(2,5mg+12,5mg)

blister, 28 po
(5mg+25mg)

Zdravlje a.d.

Sanofi S.P.A.

Actavis LTD;
Balkanpharma-
Dupnitsa AD

Actavis LTD;
Balkanpharma-
Dupnitsa AD

Hemofarm a.d. u

saradnji sa Pfizer

H.C.P Corporation,
USA

Hemofarm a.d.

Zdravlje a.d.

Zdravlje a.d.

Sanofi S.P.A.

Actavis LTD; Actavis
EHF; Balkanpharma-
Dupnitsa AD

Actavis LTD; Actavis
EHF; Balkanpharma-
Dupnitsa AD

opuruHanHO
naKOBa”e

opurMHanHO
naKOBatoe

opuruHanHO
naKOBafoe

opuruHariHo
naKOBa”e

OpuruHanHO
naKOBa”e

OpuruHanHO
naKOBahbe

opMR/iHanHo
naKOBahte

OpuruHanHO
naKOBa”e

OpuruHanHO
naKOBahte

OpuruHanHO
naKOBahbe

OpuruHanHO
naKOBahbe

261.324

22.130

8.798

21.217

75.432

72.869

68.905

39.967

148.154

4.129

10.384

288,12

270,00

108,10

188,30

232,53

218,46

364,47

324,82

159,20

131,00

159,20

10%

10%

10%

10%

10%

10%

10%

10%

10%

10%

10%



439

467

468

497

632

657

658

659

665

666

704

1103351

1103932

1103933

1401064

1134228

44100

44101

44102

1047144

1047145

1021601

losarian

telmisartan

telmisartan

telmisartan,
hidrohlortiazid

finasterid

somatropin

somatropin

somatropin

deksametazon

deksametazon

amoksicilin,
klavulanska
kiselina

ERYNORM, 30 po
50 mg

TELMIPRES, 28
po 40mg

TELMIPRES, 28
po 80mg

TELMIPRES
PLUS, 28 po
80mg+12,5mg

BENEPROST

SAIZEN, 1 po
1.03 mi (5.83
mg/ml)

SAIZEN, 1po 1.5
mi (8 mg/ml)

SAIZEN, 1po 2.5
mi (8 mg/ml)

FORTECORTIN,
20 po 4 mg

FORTECORTIN,
20 po 8 mg

PANKLAV, 20 po
625 mg (500 mg +
125 mg)

film tableta

tableta

tableta

tableta

film tableta

rastvor za injekciju

rastvor za injekciju

rastvor za injekciju

tableta

tableta

film tableta

blister, 30 po 50
mg

blister, 28 po 40mg

blister, 28 po 80mg

blister, 28 po
80mg+12,5mg

blister, 30 po 5 mg

uloZak, 1 po 1.03
ml (5.83 mg/ml)

ulozak, 1 po 1.5 ml
(8 mg/ml)

ulozak, 1 po 2.5 ml
(8 mg/ml)

blister, 20 po 4 mg

blister, 20 po 8 mg

bocica staklena, 20
po 625 mg (500
mg + 125 mg)

Hemofarm a.d.

Actavis LTD

Actavis LTD

Actavis LTD

lvanci¢ i sinovi d.o.o.

Merck Serono S.P.A

Merck Serono S.P.A

Merck Serono S.P.A

Merck KGaA & CO.
Werk Spittal

Merck KGaA & CO.
Werk Spittal

Hemofarm a.d.

opurMHariHO
naKOBafte

opurMHanHO
nakOBahfee

opurMHariHO
naKOBahte

opurMHariHO
naKOBahbe

opuriiHanHO
naKOBafee

opurMHariHO
naKOBahbe

opuruHanHO
naKOBahte

opurMHanHO
naKOBaite

opurMHanHO
naKOBahbe

opurMHanHO
nakOBahfee

opurMHariHO
naKOBae

72.627

2.868

2.620

1.859

46.398

254

689

416

3.503

1.277

17.824

171,69

236,40

395,10

454,40

310,41

13.505,10

27.010,30

42.040,90

1.239,90

1.929,80

685,70

10%

10%

10%

10%

10%

10%

10%

10%

10%

10%

10%



717

744

766

840

889

944

1059

1060

1242

1272

1321711

1325153

1329411

1039010

1168089

1084060

1070025

1070023

2087310

7114710

cefaleksin

eritromicin

ciprofloksacin

tamoksifen

alopurinol

karbamazepin

olanzapin

olanzapin

metadon

formoterol,
budesonid

CEFALEKSIN HF

ERITROMICIN
HF, 20 po 500 mg

MAROCEN, film
tableta

NOLVADEX

ALOPURINOL_,
40 po 100 mg

KARBAPIN

ONZAPIN, 28 po
5 mg

ONZAPIN, 28 po
10 mg

METADON

SYMBICORT
TURBUHALER
(4.5mcg/doza+80
mcg/doza)

kapsula, tvrda

tableta

film tableta

film tableta

tableta

tableta

film tableta

film tableta

kapi

praSak za
inhalaciju

blister, 16 po 500
mg

20 po 500 mg

blister, 10 po 500
mg

blister, 30 po 10
mg

blister, 40 po 100
mg

blister, 50 po 200
mg

blister, 28 po 5 mg

blister, 28 po 10
mg

bocica, 1 po 10 ml
(10 mg/ml)

inhalator, 1 po 60
doza
(4.5mcg/doza+80m
cg/doza)

Hemofarm AD VrSac

Hemofarm a.d.

Hemofarm a.d.

AstraZeneca UK
Limited

Hemofarm a.d.

Hemofarm a.d.

Actavis LTD

Actavis LTD

Hemofarm a.d.

AstraZeneca AB

opuruHanHO
naKOBafee

opuruHanHO
naKOBahbe

opuruHariHO
naKOBaite

opuruHanHO
naKOBahbe

opurMHanHO
naKOBafce

opuruHanHO
nakKOBa”‘e

opuruHanHO
nakKOBa”e

OpuruHanHO
naKOBa”e

OpuruHanHO
naKOBatoe

OpuruHanHO
naKOBa"e

60.026

32.429

46.048

51.025

118.824

39.007

19.675

20.428

108.847

4.283

215,11

389,76

299,48

278,27

101,60

256,65

833,74

1.659,42

151,31

1.491,50

10%

10%

10%

10%

10%

10%

10%

10%

10%

10%



1276

1291

1292

1293

7114715

7114576

7114577

7114572

formoterol,
budesonid

budesonid

budesonid

budesonid

SYMBICORT (4,5
mcg/doza + 160
mcg/doza)

PULMICORTI
(0,25 mg/ml)

PULMICORT (0,5
mg/ml)

PULMICORT
TURBUHALER
(200 mcg/doza)

suspenzija za
inhalaciju pod
pritiskom

suspenzija za
rasprSivanje

suspenzija za
rasprSivanje

prasak za
inhalaciju

inhalator pod
pritiskom sa
dozerom, 1 po 120
doza (4,5
mcg/doza + 160
mcg/doza)

ampula, 20 po 2 ml
(0,25 mg/ml)

ampula, 20 po 2 ml
(0,5 mg/ml)

inhaler, 1 po 100
doza (200
mcg/doza)

AstraZeneca

Dunkerque Production

Dunkerque

AstraZeneca AB

AstraZeneca AB

AstraZeneca AB

opwrnHanHO
naKOBa”e

opwrwHariHO
naKOBatte

opurMHanHO
naKOBahte

opurwHanHO
naKOBahte

3.256

17.089

12.316

2.482

2.880,12

1.175,38

1.555,65

679,82

10%

10%

10%

10%



