TEKCT 3A CHOJbILE U YHYTPAIIIIHE NAKOBAIBE

JINCTA CA HEOIIXOJHUM IMOJALIMMA 3A OBEJIEXKABAILE CIIO/bILET U
YHYTPAIIEI TAKOBABA (LABELLING) 3A XYMAHE JIEKOBE

N TEKCT 3A CIIOJ/BILE TAKOBAIBE CAJIPKU IOJAATKE:

1. UME JIEKA, JAYNHA JIEKA, THH OJHOCHO I'EHEPNYKO NJIN
XEMUWJCKO WJIA ONIITE NPUXBAREHO UME JIEKA

Atorvastatin/Amlodipin Alkaloid®
10 mg/5 mg
atorvastatin/amlodipin

Atorvastatin/Amlodipin Alkaloid®
10 mg/10 mg
atorvastatin/amlodipin

| 2. DPAPMAILEYTCKU OBJINK*

¢um Tabnera

3. AKTUBHA CYIICTAHIA U3PA’KEHA KBAJIMTATUBHO U
KBAHTUTATHUBHO 110 JEAUHUIIN TO3UPAIBA

Atorvastatin/Amlodipin Alkaloid, 10 mg/5 mg, ¢huim mabneme:
Jenna ¢unm Ttabnera campxku 10 mg atopBactatuHa (y 0OOJMKY aTOpBacTaTHH-KAILHUjyM,
TpUXHIpaTa) U 5 mg amuogunuHa (y o0lIMKy aMJIOAMIIMH-OecuiIara).

Atorvastatin/Amlodipin Alkaloid, 10 mg/10 mg, ourm mabreme:
Jenna ¢unm Tabnera campxku 10 mg atopBactatuHa (y 0OOJMKY aTOpBacTaTHH-KAILHUjyM,
Tpuxuzapara) u 10 mg amnoannuna (y o0JUKy aMIIOTUINH-Oecuara).

| 4. MTAKOBAIHE (BEJIMYNHA ITAKOBAIbA)

Atorvastatin/Amlodipin Alkaloid, punm mabneme, 30x(10 mg/5 mg):
Atorvastatin/Amlodipin Alkaloid, punm mabneme, 30x(10 mg/10 mg):
30 ¢unm Tabnera

Atorvastatin/Amlodipin Alkaloid, punm mabneme, 90x(10 mg/5 mg):
Atorvastatin/Amlodipin Alkaloid, punm mabneme, 90x(10 mg/10 mg):
90 ¢unm tabnera

5. CIIMCAK IOMORHUX CYIHCTAHIIA (HABOJE CE CAMO CYIICTAHLE
KOJE UMAJY NNOTBPBEHO JEJCTBO IIPEMA IIPWJIOTI'Y ITPABUJIHUKA O
OBEJIEXKABAILY, A 3A JIEKOBE 3A ITAPEHTEPAJIHY ITIPUMERY, JIEKOBE 3A
JIOKAJIHY NTPUMEHY U JIEKOBE 3A OKVYJIAPHY YIIOTPEBY HABOJE CE
CBE IOMORHE CYIICTAHIIE)

/
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| 6. HAYUH ITPUMEHE JIEKA*

3a opanHy ynorpely

7. MNOJATAK JA JIX JE JIEK HAMEILEH 3A HOBOPOBEHYAJL, OAOJYAL,
JAEIY HJIN OAPACIJIE

Jlex je HaMemEH 3a oZIpacie.

| 8. YHHO3OPEIGE JA CE JIEK MOPA YYBATHU BAH TIOMAIIAJA JELIE

UyBaTu BaH BUJOKpYTa U IoMalliaja Jiete.

9. YIIO3OPEILE KOJE CE OJHOCH HA YIIPAB/BAILE BO3WINMA U
PYKOBAILE MAILIMHAMA, Y BUlY TEKCTA YIIO30PEIbA (AKO JE
IHOTPEBHO)

/

10. OCTAJIA TIOCEBHA YIIO30PEIBA

[Ipe npumeHe JieKka MPOYUTATH TPUIIOKEHO YIIyTCTBO 32 JIEK.
Jlex ce u3naje y3 JIeKapCKU peLerT.

11. JATYM UCTEKA POKA YIIOTPEBE JIEKA ,,BA’KU 10: MECELl 1
IFrOJNHA“MIPEABUBEH NPOCTOP JIA CE YIIMIIE MECEIIl U TOAUHA)

Baxwu no:

12. HAYMH YYBAIbA JIEKA, AKO ITIOCTOJE TIOCEBHU YCJIOBU YYBAIBA |

Uysatu Ha TemnepaTypu 10 25°C, y OpUrHHaJIHOM [TAKOBamby Paji 3aIITUTE OF] CBETIOCTH.

13. POK YIIOTPEBE 1 HAYNH YYBAIbA JIEKA HAKOH TIPBOI' OTBAPAIbA,
OJHOCHO HAKOH PEKOHCTUTYUCAIBA/PASBJIAKUBAIBA JIEKA,
YKOJIMKO JE NTIPUMEH/BUBO

/

14. HOCEBHE MEPE IIPEJOCTPOKHOCTHU KOJ OJJIAT'AIBA U
YHUIITABAIBA JIEKA, YKOJIMKO JE IPUMEHJBHUBO

HeynotpeGspeHn Jiek ce yHUIITaBa y cKiaay ca Bakehum nponucuma.

15. HABUB 1 AIPECA HOCHUOIIA 1O3BOJIE 3A CTABJBAILE JIEKA Y IPOMET |

Hocwunar 1o3Bosie 3a cTaBibame JIeKa y POMET:
AJIKAJIONJ 1.0.0. BEOI'PA/], Ilpaxoscka 3, beorpan

16. BPOJ U1 JATYM J1O3BOJIE/OBHOBE JO3BOJIE 3A CTABJ/BAIBE JIEKA VY
INPOMET

Atorvastatin/Amlodipin Alkaloid, 30 x (10 mg/5 mg), huam mabneme:
Bpoj mo3Bone: 000461643 2023 ox 09.05.2024.
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Atorvastatin/Amlodipin Alkaloid, 90 x (10 mg/5 mg), huam mabneme:
Bpoj nozsone: 000461644 2023 ox 09.05.2024.
Atorvastatin/Amlodipin Alkaloid, 30 x (10 mg/10 mg), punm mabneme:
Bpoj mo3Bone: 000461645 2023 ox 09.05.2024.
Atorvastatin/Amlodipin Alkaloid, 90 x (10 mg/10 mg), punm mabneme:
Bpoj mo3Bone: 000461646 2023 ox 09.05.2024.

17. BPOJ CEPUJE JIEKA (TPEABUAETHU ITPOCTOP JA CE YIIMIIIE BPOJ
CEPUJE)

Bpoj cepuje:

18. ATl KIACUPHUKAIINJA

ATC C10BX03

JKII:

Atorvastatin/Amlodipin Alkaloid, 30 x (10 mg/5 mg), chuam mabneme: 1104628
Atorvastatin/Amlodipin Alkaloid, 90 x (10 mg/5 mg), ¢huam mabneme: 1104629
Atorvastatin/Amlodipin Alkaloid, 30 x (10 mg/10 mg), punm mabneme: 1104630
Atorvastatin/Amlodipin Alkaloid, 90 x (10 mg/10 mg), punm mabneme: 1104631

19. EAH KOJ

Atorvastatin/Amlodipin Alkaloid, 30 x (10 mg/5 mg), puam mabreme: 5310001272548
Atorvastatin/Amlodipin Alkaloid, 90 x (10 mg/5 mg), cpuam mabneme: 5310001272579
Atorvastatin/Amlodipin Alkaloid, 30 x (10 mg/10 mg), punm madreme: 5310001272562
Atorvastatin/Amlodipin Alkaloid, 90 x (10 mg/10 mg), ¢unm madreme: 5310001272555

20. IIOCEBHO O3HAYEH ITPOCTOP (BJYE BOX) CA IOTPEBHUM

HNOJAIIUMA (PEXXKUM U3JJABAIbA JIEKA: ,,Camo Ha penent® wiu ,,be3 penenra“,

KOHTPOJIHA MAPKHIIA)

Blue box/Camo Ha penent

21. HAYUH KOPUIII'REILA JIEKA YNJU JE PEKUM U3JABAIBA BE3
PELENTA

/

22. UME JIEKA HAITMCAHO BPAJEBUM IITMCMOM (IOCTABUTHU Y ITPRJIOT'Y

Y3 HAIIPT ITAKOBAIbA)

IIpeosuoemu

23. IIPEABUJIETHU ITOCEBHO O3HAYEH ITPOCTOP 3A YIIMCUBAIBE
INPOIIMCAHE JO3E JIEKA

Ilpeosuoemu
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JUCTA CA HEOIIXO/HUM IIOJALIUMA 34 OBEJTEZKABABE YHYTPAILIIIBETI
IIAKOBAIbA (HIIP. B/IHNCTEP)

| 1. UME JIEKA

Atorvastatin/Amlodipin Alkaloid”

| 2. JAUMHA JIEKA

Atorvastatin/Amlodipin Alkaloid, 10 mg/5 mg, ¢puim mabneme:
10 mg/5 mg

Atorvastatin/Amlodipin Alkaloid, 10 mg/10 mg, ourm mabreme:
10 mg/10 mg

| 3. DPAPMAILEYTCKU OBJINK*

film tableta

4. ”THH OJHOCHO I'EHEPUYKO HWJIX XEMHWJCKO WIHN
OINNMITENPUXBAREHO UME JIEKA

atorvastatin/amlodipin

| 5. HASUB HOCHOIA J103BOJIE 3A CTAB/BAILE JIEKA Y ITIPOMET

ALKALOID D.O.0. BEOGRAD

6. JATYM HCTEKA POKA YIIOTPEBE JIEKA ,BA’KHU 10: MECELl U
roanHA“ njan ,EXI“IPEABUBEH INIPOCTOP JA CE YIMIIE JATYM
HNCTEKA POKA YIHOTPEBE JIEKA)

EXP

7. BPOJ CEPUJE JIEKA (ITPEJIBUBEH IPOCTOP JIA CE YIIMIIE BPOJ CEPUJE
JIEKA)

Lot

| 8. OCTAJIO

/

* (papmaneyTcKu OOJIMK M HAYMH MPUMEHE JieKa YCKIAJAUTH MpeMa CTaHaapaHuM TepMmuHnMa EBporicke dapmakoreje
HA CPIICKOM jEe3HKY
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