YIOYTCTBO 3A JIEK

®

Atorvastatin/Amlodipin Alkaloid", 10 mg/S mg, ¢uam Tadaere
Atorvastatin/Amlodipin Alkaloid”, 10 mg/10 mg, ¢puam Tabere

atorvastatin/amlodipin

IIas/buBO IPOYNTAjTE 0BO YIYTCTBO, NP HEro0 IITO MOYHETE 1a y3uMaTe 0Baj JIeK, jep OHO
cajpxxu HHpopManmje Koje cy BazkHe 3a Bac

VYnytcTBo cauyBajTe. Moxe OMTH MOTpeOHO Aa I'a IOHOBO MIPOYUTATE.

AKO UMaTe JOAAaTHUX MUTamka, 00paTuTe ce CBOM JieKapy Win GapMaLeyTy.

Ogaj nek mponwucad je camo Bama u He cMeTe ra gaBaTH ApyruMa. Moke 1a UM IIKOAH, YaK 1
KaJia uMajy HcTe 3HaKke OonecTu Kao u Bu.

VYxonuko Bawm ce jaBu 6110 K0je HEKEIHEHO JIejcTBO, 00paTHTe ce Bamem nexapy nim
¢dapmaneyty. OBo yKJbydyje U OUIIO KOje HeXKEJbEHO /I€jCTBO KOje HHje HABEJCHO Y OBOM
ynyTcTBYy. Buaure onespak 4.

Y oBoMm ynmytcTBY npounTahere:

Al S e

IITa je nex Atorvastatin/Amlodipin Alkaloidu yemy je HamMemeH

[Ta Tpeba ma 3HaTE Ipe HEro WTo y3MeTe Jek Atorvastatin/Amlodipin Alkaloid
Kako ce y3uma nex Atorvastatin/Amlodipin Alkaloid

Moryha HexespeHa figjcTBa

Kako uyBartu nex Atorvastatin/Amlodipin Alkaloid

Cajpikaj makoBama U ocTalie HHPopMaIuje
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1. IITa je ek Atorvastatin/Amlodipin Alkaloid u yemy je HamemeH

Jlex Atorvastatin/Amlodipin Alkaloid ce kopucTu 3a npeBeHIjy KapAHoBacKyIapHHUX forahaja (HIp.
aHTMHA IEKTOPUC, CPYaHU YAap) KO MalKjeHTa ca HOBUIIEHIM KPBHUM IPUTHCKOM, KO KOJUX CY
MPUCYTHH TOJATHU KapAHOBACKYJIApHU (aKTOPH pU3HKa Kao IITO Cy MyLIeHe, IPEKOMEpHA TelecHa
Maca, HoBehaHa BpeJHOCT XOJIecTeposa y KpBH, CpyaHa 000JbeHha y MOPOANYHO] aHAMHE3H WIIN
mehepna 6onect. [locTojame 0BUX (akTopa pU3UKa, IOBE3aHUX Ca MOBUIIEHUM KPBHUM MPUTHCKOM,
y3poK je moBehaHOT pu3MKa O [0jaBe KapAHOBacKyJIapHHX fnoralaja KoJ TUX MalujeHaTa.

Jlex Atorvastatin/Amlodipin Alkaloid cagp:ku ABe akTHMBHE CyIICTaHIIE, aTOPBACTATUH (CTaTHH) U
aMJIOJUNKH (2aHTarOHUCT KANLKjyMa) U HAMEH-CH je 3a MpUMeHy Kaja Bamn nexap npouenu aa tpeda
MpUMEHUBATH 002 Jieka. AMIIOAUIINH Ce KOPUCTH 32 JISUEH-E MOBULICHOT KPBHOT IPUTHCKA
(xumepTeH3uja), a aTOPBACTATHH CMambyje BPEAHOCT XOJECTepoIa.

[loBuIIeH KpBHU NPUTHCAK (XUIIEPTEH3HUja) IPEACTaBIba 3APABCTBEHO CTambe KOJ KOjer je KpBHU
MPUTHCAK U3HA HOPMAIHUX BPEJHOCTH TOKOM AY>KEI BPEMEHCKOT IIEpUoJia U jeaH je ol akropa
pH3HKa 3a [10jaBy KapANOBACKYJIAPHUX 000Jbea (aHMMHA IEKTOPHC, CPUaAHH yAap, MOXKAAHH yIap).

XomecTepoul je CyncTaHLa Koja ce IPUPOIHO Halla3y y OPraHU3MY M HEOIIXO/IHA je 32 HopMaJlaH pacT.
MehyTtum, ako je BpenHOCT xojecTepoia y Bamoj kpsu nocta nosehana, oH ce MOXKe HaroMHJIaBaTH
Ha 3UJI0BHMAa KPBHHUX CyZ0Ba, YMMe ce oBehaBa pU3MK O] HACTAHKA KPBHUX yIpyIlaka u
KapauoBacKylapHux gorahaja. To je jeman on Hajuemhux y3poka CpyaHUX 000JbEHA.

2. IIITa Tpeba 1a 3HATE NMpe Hero WTO y3MeTe Jek Atorvastatin/Amlodipin Alkaloid

Jlek Atorvastatin/Amlodipin Alkaloid He cmeTe y3umarn:

- aKO CTe aJlepru4yHH (MPEeOCeTIHUBHI) Ha aTOPBACTATHH WM aMJIOJUIIMH MU HA OWIIO KOjU APYTH JEK
U3 TpyIe GJoKaTopa KaJllyjyMCKUX KaHajla, WM Ha OWII0 KOjy 0l TOMONHUX CYIICTaHIU OBOT JIeKa
(HaBeneHe y ofeJbKy 06),

- aKO TPEHYTHO UMaTe HEKO 000Jbebe KOje YTHUE Ha jeTpy (aKO CTe paHHje UMalu 000JbeHeE jeTpe,
BUNTE OZICIbaK ,, Y IO30PEH-a U Mepe ompesa‘),

- aKo UMaTe Heku nopemehaj y pesynraTuMa KpBu 3a QyHKIH]jY jeTpe Hepas3jallbeHOT Y3pOoKa,

- aKO CTe TPYAHH, IJIAHUpaTe Aa 3aTPyIHUTE WU aKO JOjUTe,

- aKo y3umare OmIo Koju o ciieiehux JeKoBa: KETOKOHA30J1, UTPAKOHA30JI (JIEKOBU KOjU CE KOPUCTE Y
JIeUeHy TTbUBUYHUX 000JbEHa), TEUTPOMUIINH (AHTHOMOTHK),

- aKO MaTe TEIIKO CHIKEHhE KPBHOT IPUTHCKA (XUIIOTEH3M]ja),

- aKO UMare Cy)XeHe KpBHOT Cy/a Ha U3J1a3y U3 cpuaHe KoMope (CTeHO3a aopTe) MM KapAUOTCHHU IIOK
(crame y KOMe cplie He MOXe Ja CHa0/AeBa OpraHu3aM J0BOJHHOM KOJTMYHMHOM KpPBH),

- aKO UMaTe CpyaHy c1a00CT HAKOH CPYaHOT yAapa,

- aKO KOPHUCTHTE KOMOHMHAIIM]Y IJIeKalpeBUp/ MIMOPEeHTACBHp 3a Jeueme xenarutuca L.

Yuno3zopewa u Mepe onpesa

PasroBapajte ca cBOjuM JIeKapoM WK (hapMarieyToM Ipe HETo LITO Y3METe JIeK
Atorvastatin/Amlodipin Alkaloid:

- aKO MMaTe TeUIKy clabocT opraHa 3a Aucame (pecnupaTtopHy HHCY pULIHjeHIH]Y),

- aKO y3uMate WM CTe y MPEeTXOAHUX 7 AaHa y3UMaJH JeK KOjH ce 30Be (yCHUANHCKA KHCcenruHa (JIeK
3a OakTepujcKy HH(EKIH]Y) OpalTHO WK TIpeko uHjekuje. KomOnnranuja ¢pycuamacKke KUCeIuHe 1
neka Atorvastatin/Amlodipin Alkaloid Mosxe moBecTH 10 030MIBHUX MTpoOIEMa ca MUIIMANMA
(pabmomwuonmsza),

- ako uMmate npobiema ca OyOpesnuma,

- aKO UMaTe cMameHy (QYHKIH]Y ITUTACTE JKJIe3/1¢ (XUIOTHPEOHIU3aM),

- aKko cte uManu 0oJioBe Y MUIIMNMMa KOjH ce ITOHABJBAjy WU Cy OMIIM Hepa3jallibeHoT Y3poKa, Kao U
HacJjieHe npobjeMe ca MUIIMhuMa y TMYHOj WM OPOAUYHO] aHAMHE3H,

- aKO CTe paHuje UMaH npodieMe ca MUIIMNIMa TOKOM Tepaluje APYTHM JICKOBIMA 33 CMabCHe
BPEIHOCTH XOJIECTeposIa (JIUNKUAA), HIIp. APYTH ,,CTATHHUA HIIH ,,(pudpaTn’,

- aKO PEIOBHO y3MMaTe BEJHKE KOIUYHHE aJIkoXoJa,
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- aKO CTe y MPOLLIOCTH UMaK 000JbEH-E KOj€ je YTULAJIO Ha jeTpy,

- aKo cte crapuju ox 70 roauHa,

- aKO CTe UMAJIM MOXKJAHU yJap ca KpBapemeM Y MO3TY MM aKO HMaTe Mamby KOJHMYUHY 3a0CTale
TEYHOCTH Y MO3TY Kao MOCIEeIUILy IPETXOAHOT MOXIAHOT yIapa,

- aKO UMaTe WM CTe UMaJld MUjacTeHH]y rpaBuc (0omecT ca onmToM ciabouthy mumuha ykibyayjyhu
Yy HEKHM ciy4ajeBuMa Muinhe Koju ce KOPUCTE NP JUCamy) WK OKyJapHy MHjacTeHH]y TPaBHUC
(6omecT kxoja y3pokyje cnaboct mummha OKa) jep CTaTUHU MMOHEKa MOTY IOTOPIIATH CTamke HITH
JOBECTH JI0 110jaBe MHUjacTeHHU]e IPaBUC (BUACTH ofeIbaK 4).

Ako ce O6uto mTa o1 oBora ogHocu Ha Bac, Bam nekap he Mmopatu aa cipoBesie aHanmu3y KpBH Ipe
3aMounbamka Jieuema JekoM Atorvastatin/Amlodipin Alkaloid niam MoXxna 1 TOKOM 1€, Y HIUIBY
crpeuaBama PHU3MKaA OJ] HACTaHKA HEeXEJbEHUX JIejcTaBa Be3aHux 3a Muiuhe. [To3Haro je na ce pusuk
0] HeXXeJbEHHX JIejCTaBa Be3aHuX 3a Mumuhe, Hop. pabnomuonusa, mosehasa kaga ce ogpehern
JIEKOBHU Y3MMajy UCTOBPEMEHO (BUACTH OlleJbaK ,, Jpyru jJekoBu u ek Atorvastatin/Amlodipin
Alkaloid*).

Taxohe obaBectute Batuer nekapa nin gapmareyTa ako UMaTe cTanHy ciadoct y mumuhuma. Moxaa
he 6utn moTpeOHe OAAaTHE aHATIM3€E WK JIEKOBHU /1a OU ce 0BO CTabe AWjarHOCTUKOBAJIO U JICUHIIO.

Jlok y3umate 0Baj Jiek, Bam nekap he Bac naxsbuBo npatutu ako umare nujabderec (mehepHa 6omect)
WM aKo UMaTe PU3HUK Of pa3Boja nujabereca. BepoBaTHO mocToju py3MK 3a pa3Boj aujadereca ako
uMare BeJIMKy BpeJHOCT miehepa 1 MacTH y KpBH, aKO CTE T0ja3HU U aKO UMAaTe MOBUILCH KPBHU
MPUTHUCAK.

JApyru nexoBu n jgek Atorvastatin/Amlodipin Alkaloid
Ob6aBectute Bamer nexapa uian ¢papMareyTa ako y3umare, JOHeIaBHO CT€ y3UMalld Wik hete Moxxaa
y3uMatu OWJI0 Koje Apyre JIEKOBE, Kao M JIEKOBE KOjU ce MOy Ha0aBUTH 0€3 JIEKapCKOT peLenTa.

[ocToje nexoBu KOju MOTY Jia CTyIIe Y HHTEpaKLKjy ca jJekoM Atorvastatin/Amlodipin Alkaloid.
OBakBe HHTEpakKLMje MOTY Jla YUMHe Ja jeJjaH JIeK Win 00a jeka Oyny mame epukacau. C apyre
CTpaHe, MHTepaKI#je MOTy Aa NoBehajy pU3HK WK TeKUHY HEeXXEJbEHUX peakuyja, yKpyuayjyhu n
Ba)KHA CTama pasrpalmbe MUIIKNA T03HaTa Kao padIoOMHOIN3a U MUONIaTHja (OTIMCAHO Y OJEJbKY 4):

- HEKM aHTHOMOTHUIH, HITP. pudaMIULUH, (YCHANHCKA KUCEINHA WIIH ,,MAKPOJIUIHU aHTHOHOTHIIN,
HIP. €PUTPOMHUILINH, KIAPUTPOMHULIMH, TETUTPOMHULNH WA HEKH JIEKOBHU KOjU C€ KOPHCTE 3a JCUCHE
nH}pEKIMja N3a3BaHUX IJbUBHLIAMa, HIIP. KETOKOHA30J1, UTPAKOHA30JI;

- JIKOBH KOjU PETyJIHIIY BpeOIHOCT MacHoha (Junuaa) y kpeu: ¢pubparu (Hop. rempuOpos3mn) nin
XOJIECTUIION;

- JIKOBU KOjU PETyJIUILY CPYaHU PUTaM, HIIP. aMjOAapOH, IUITHA3EM, BEpalaMul;

- aHTMKOHBYJI3MBH Kao LITO ¢y kKapOamasenuH, heHoOapOuTan, GpeHuTonH, GocheHnTONH, IPUMHUIOH;
- JIEKOBHU KOjU CE€ KOPUCTE 3a KOHTPOIY AejcTBa Bamier uMyHcKor cuctema, HIIp. HUKJIOCIIOPHH,
TaKpOJIHUMYC, CHPOJIIUMYC, TEMCHPOJIUMYC, €BEPOIUMYC;

- JIEKOBH Kao ILITO Cy pUTOHABHP, JOIHHABUD, aTa3aHaBUp, HHAWHABHD, JapyHABUP, KOMOMHAIIH]ja
TUIPaHABUP/PUTOHABUD UTA., HeJIQUHABHP KOjU ce KopHcTe 3a teuere XM1B nndexnuje;

- JIEKOBHU 3a Jieuere xenaturuca LI, Hop. TenamnpeBup, 6onenpeBrup 1 KOMOMHALM]ja
enbacBup/TpazonpeBup, JenunacBup/codocOyBup;

- IETEPMOBHP, JIEK KOjU IIOMaXXe y CIpedaBamy OO0JIECTH KOjy Y3POKYje IUTOMEraJOBUPYC;

- JIEKOBU KOjU CE€ KOPUCTE Y Tepanuju AenpecHje, Hip. Hea3oa0H U UMUIIPAMUH;

- JISKOBH KOjU C€ KOPUCTE Yy TepaInuju MEHTaJIHUX nopemehaja, HIIp. HEYpOJIeNTULIH;

- JISKOBHU KOjU C€ KOPHUCTE 3a Jieuethe C1adoCTH cplia, HIIp. Oeta O10kaTopu (bucompoon,
KapBeIUI0J, METOIPOJION);

- JIEKOBHU KOjU CE€ KOPUCTE Y Tepanuju MOBUILECHOT KPBHOT IPUTHCKA, HIIP. AaHTarOHUCTH aHTHOTEH3WHA
II, AHE-unxuburopu, BepanamMui U AUYyPETHLH;

- andya 6IOKAaTOPH, KOJU Ce KOPUCTE 3a JICUCHE MOBUIICHOT KPBHOT IPUTHCKA U ITpodieMa ca
pocTaToM (IIPa3oCHH, ajd(y30CHH, JOKCa30CHH, TAMCYJIO31H, TEPA30CHH);

- IpyTH JIKOBH 32 KOje je MO3HATO J1a CTyNajy y HHTepakuujy ca JekoM Atorvastatin/Amlodipin
Alkaloid, yxspyuyjyhu esetumu0 (€K KOju cMambyje KOHIIEHTpALH]jy XoJecTepoia), Baphaput (Jiek
KOjH CIIpevaBa CTBapame KPBHUX YIpyIlaka), OpajHe KOHTPALENTUBE, CTUPUIIEHTON (AHTUKOHBYII3UB
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3a Tepanujy enuiencyje), MUMETHIUH (JIEK KOjU ce KOPUCTH KOJI TOPYIIHIIE  YHpa Ha JKEJIyIY),
(heHa30H (Jiek MPOTUB 00JIOBA), KOIXUIIMH (JIEK KOJU Ce KOPHCTH 32 JICUCHE TMXTa) U aHTaIlUe
(JIeKoBHM KOjH ce KOpUCTE KOJI IMpodiieMa ca BapemheM, a KOjU calipKe aTlyMHUHUjyM WIIM MarHe3ujyM);
- aMU(OCTHH (KOPHUCTH Ce 3a JeUCHE MATUTHUX 000JbeHHa);

- cungeHau (JIeK KOju ce KOPHUCTH 3a Jieuemhe nopeMehaja epekTuiine QyHKIHje-CTame Kaaa
MyIIKapal He MOXKE /1a OAPIKU €PEKIjy HEOXOHY 3a YCIIEIIHY CeKCYalHy aKTHBHOCT);

- JaHTpOJIeH U O0akodeH (MUILIMNHU pelakcaHch);

- CTEpOUH;

- KaHTapuoH (HabaBJba ce 0e3 JIEKapCKOT PELeNnTa);

- y ciy4ajy Ja Mopare z1a y3umare (GyCUANHCKY KUCETHHY (OpajiHO) 3a Jieuee OaKTepHjcKe
nHdpeknmje, Tpeda na MpuBpeMEHO NpecTaHeTe ca ynorpedom jeka Atorvastatin/Amlodipin Alkaloid.
Bam nexap he Bam pehu kazna je 6e30eqH0 1a MOHOBO 3alI0YHETE TEPAIIH]y JIEKOM
Atorvastatin/Amlodipin Alkaloid. Y3umame neka Atorvastatin/Amlodipin Alkaloid ca ¢pycuannckom
KHCEIIMHOM Y PETKUM CIIy4ajeBUMa MOXe JOBECTHU 0 ¢1a00CTH MUInha, OCeTIbUBOCTH WK OoJia
(pabnomuonusza). 3a Buie nHGoOpManrja 0 pabaIOMHUOIN3H, BUIETH OJIEIbaK 4.

VYTuuaj nexa Atorvastatin/Amlodipin Alkaloid Ha cHHXeH€ KPBHOT IPUTUCKA j€ U3PAKECHUJU YKOIHKO
Beh y3umare apyre JIEKOBE 32 JIeUeHe MOBUILICHOT KPBHOT IPUTHCKA.

Yinmame geka Atorvastatin/Amlodipin Alkaloid ca xpanom n nuhuma
Jlex Atorvastatin/Amlodipin Alkaloid moxxe na ce y3uma y O6uno koje n1oba nana, ca XxpaHoM i 0e3
Be.

Cox 00 epejngppyma
Hewmojte y3umaru Buiie o1 jeqHe A0 BE Yalle COKa of IrpejudpyTa THEBHO, 3aTO MITO BEIHUKE
KOJINUMHE OBOT' COKa MOTY Jia M3MEHE AejcTBO Jieka Atorvastatin/Amlodipin Alkaloid.

Anxoxon

N36eraBajTe KOH3yMHpame NPEBETUKUX KOJTHUMHA AIKOXO0JIa IOK y3UMaTe JIeK
Atorvastatin/Amlodipin Alkaloid. 3a Buire nadopmarmja BUANTE 0J1EJbAK ,, YI030pEHA U MEPE
ompesa‘“.

Tpynnoha un nojeme

AXoO cTe TpyAHHU WM J0jUTe, MUCIIMTE Ja CTe TPYAHHU WJIH IUTaHUpaTe TpynHohy, oOparure ce Bamem
Jexapy win gapmaneyTy 3a CaBeT IIpe Hero LITO y3MeTe oBaj Jiek. He cmere y3umaru jiex
Atorvastatin/Amlodipin Alkaloid ako cre TpyaHu, ako 1ojute, WK aKko IiaHupare Tpyanohy. XXene y
PENPOAYKTUBHOM NEPHUOLy MOPajy KOPHCTUTH HOY31aHe METOJIe KOHTpALEIUje JOK y3UMajy JeK
Atorvastatin/Amlodipin Alkaloid.

Ynpas/bame BO3WIMMA U PYKOBalbe MAllIHHAMA
He ynpasspajre Bo3uIMMa 1 He pyKyjTe MallMHaMa aKo OCETHTE BPTOIJIABHUILY, ITIaBOOOJBY, 3aMOp MU
MYYHHHY HAaKOH y3MMama OBOT JIEKa.

Jlek Atorvastatin/Amlodipin Alkaloid cagp:xn HaTpujym.
OBaj nek caapxu Mame og | mmol Hatpujyma (23 mg) mo TabieTH, Tj. CyIITHHCKH je ,,0e3
HaTpujyma’.

3. Kako ce y3uma ek Atorvastatin/Amlodipin Alkaloid

VBek y3umajte oBaj JIek TAaYHO OHaKo kKako Bam je To o6jacHno Bam nekap nim dapmaneyt. YKOJIUKO
HHUCTE CUT'YPHH, [IpoBepuTe ca Bammm nekapom win dpapMareyTom.

Oxpacsn

Yobuuajena moueTHa n03a 3a ek Atorvastatin/Amlodipin Alkaloid ko ogpacnux je jeaHa TabneTa ox
10 mg/5 mg nueBHO. AKO je HeonxonHO, Bam nexap moxe na Bam moseha o3y neka
Atorvastatin/Amlodipin Alkaloid na jenny Tabnery ox 10 mg/10 mg nHeBHoO.
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Tabnety Tpeba mporyraTu 1ieiy, ca JoBoJbHO Boje. Tabiere Mory aa ce y3uMajy y 6uso koje moba
JlaHa, ca XpaHoM wim 0e3 me. MelyTuM, nmokymajre f1a y3umare TabjeTy CBakorT AaHa y HCTO BpEMe.
[Ipunp:xaBajte ce caBera Barmer nexapa Be3aHHX 3a HCXpaHy, TO € MOCEOHO OAHOCH Ha PEKUM
HCXpaHe ca CMalbeHUM YHOCOM MacHoha, n30eraBajTe MmyIlemhe U peIOBHO BexOajTe.

Axo nmare ytucak 1a jgek Atorvastatin/Amlodipin Alkaloid nenyje cyBuiue jako wiu cyBuie ciaa0o,
oOparute ce Bamem nekapy win dpapmaneyTy.

IIpumena xox Aene u agoJiecueHara
[Ipumena oBor Jieka ce He Mpenopyyyje Ko JIele U afojecLeHara.

AKo cTe y3enu BuIe Jieka Atorvastatin/Amlodipin Alkaloid Hero mro Tpe6a

AKo cTe cay4ajHO y3enu Buule Ta0nera jgeka Atorvastatin/Amlodipin Alkaloid nero mro Tpeba (Buie
on Bame yoOuuajene npomnucane 1HeBHE A03€), 0AMax ce oOparute Bamem ekapy win ce ymyTure y
HajOMKy 37paBCTBEHy ycTaHoBY. Ca coOOM moHecHuTe mpeocTtaie TadneTe, OpUrnHaIHO aKOBambe,
na 61 0cobsbe y OOTHHULIM MOTJIO JIAKIIE A3 YTBPIU KOJU CTE JIEK Y3eJIu.

VY Bammm muryhuma ce Mo)ke HaKyIHMTH BUIIAK TEYHOCTH (eneM Iuryha) nzasuBajyhu HegocTtaTak
Baz[yxa KOjH MOKe Jia ce pa3Buja 24 10 48 caTu HAKOH y3UMamba JieKa.

AKo cTe 3200paBHiIN 1a y3MeTe Jiek Atorvastatin/Amlodipin Alkaloid
AKko cTe 3a00paBuiIH Ja y3MeTe 103y, caMo y3MuTe cienehy npeasuleHy 103y y yooudajeHo BpeMe.
He y3umajte nyrury 103y aa Oucte HaJlOKHAIMIIU MIPOITYIITEHY J103Y.

AKo0 HATrJI0 pecTaHeTe Ja y3umare Jek Atorvastatin/Amlodipin Alkaloid
Hewmojte npectajat na ysumare nek Atorvastatin/Amlodipin Alkaloid, ocum ako Bam To Huje pekao
Bamr nekap. Ako ©MaTe A0JAaTHUX MUTamka O IPUMEHH OBOT JieKa, 00paTUTe Ce CBOM JIEKapy HIIH

¢dapmaneyTy.

4. Moryha Hexe/beHa 1ejcTBa

Kao u cBu 1ek0BH, 0Baj JIeK MOXKeE Ja MIPOY3POKYje HexXeJbeHa AejCTBA, HAKO OHA HE MOPajy Jia ce jaBe
KOJI CBHX TIallMjeHaTa KOj! y3UMajy OBaj JIeK.

AKo ce 0110 KOje o cienehnx Hexxe/beHUX AejcTaBa jaBu KoJ Bac, mpecTanuTe qa y3umare JieKk
Atorvastatin/Amlodipin Alkaloid n ogmax ce o6paTuTe Jiekapy:

- OTHLIAE-€ JIMLIA, YCaHa, je3uKa U AYIIHUKA KOje MOXKE /1a M3a30B€ BEJIMKE MOTELIKONE ca JUCamkeM,

- aKo ce jaBM OMJIO KaKBa HeoOjalllbiBa c1ad0CcT MUIIKha, OCETIFUBOCT MuIIKha, 601 y Mumuhuma
WM pynrypa (myuasme) Mumrha iy qpBeHO-0paoH npebojeH ypuH, U Moce0HOo, aKO ¢€ HCTOBPEMEHO
He ocehare 100po WM ako UMaTe NOBUIIEHY TelleCHY TeMmreparypy. (Beoma perko oBa komOuHanuja
JejcTaBa mpepacrte y 030HJbHO CTame, OIIacHO 10 JKUBOT, KOj€ CE 30BE PadAOMHOIIN3A),

- CHHIPOM cJHMYaH Jynycy (ykpydyjyhu ocun, nopemehaje y 3rmo0oBuMa u ytunaj Ha henuje KpBu).

Beoma 4ecra He:kesbeHa AejcTBa (MOTry /1a ce jaBe kox Buie o 1 Ha 10 manujenara koju

Y3MMajy JIeK), YK/bY1Yyjy:
- OTHLAKE PYKY, IIaKa, HOTY, 3T7000Ba MM CTOMAIA.

Yecra Hexke/beHa AejcTBa (MOTY 1a ce jaBe Ko Hajsuie 1 Ha 10 manujeHaTa Koju y3uMajy Jiek),
yRIBYUyjy: .

- aJIepPrujCcKy peaxuujy,

- [N1aB00OJbY (HAPOUYMTO HA MOUYETKY Tepamnuje), BpToriaBully, ocehaj 3aMopa, mOCHaHoCT,

- HEeNpaBWJIaH CPYaHM PUTaM, HaJIETU LPBEHUIIA,

- nanmuTanyje (ocehaj mynama cpua), HelocTarak Bazayxa (KpaTak 1ax),

- 3amajbembe CIy30K0XKe Hoca (pUHHUTHUC), 001 y Tpily, KpBapeme U3 Hoca,

- My4YHHHY, 0011 y aOJOMEHY, OT€XaHO Bapeme, IpoMeHe yoOnu4uajeHor paja upesa (yKbydyjyhu
MIPOJIUB, OTECKAHO MPAKILCHE LIPEBa U HATUMAhE),
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- 6osoBe y MummhuMa 1 3r71000BHMa, OTHLAE 31JI000Ba, TPUEBE U cria3Me Muinha, 60JI0BH y
nehuma, 00N y eKCTpeMUTETUMA, 3aMOp MUILKAA,

- noBehana BpeaHocT 1ehepa y kpBu (ako uMate qujaderec (mehepHa OojecT), MopaTe a HACTaBUTE
ca naxJeUBUM npahemeM BpenHocTH miehepa y KpBu), noBehame BpeAHOCTH KpeaTHH KUHA3€e y KPBH,
pesyiTaTe aHaJM3€e KPBU KOjU yKa3yjy Ha MoryhHocT npomeHe QpyHKIHjE jeTpe,

- mpobneMu ca BUAOM (YKJbydyjyhu IBOCTpYKE CIIHKE).

IloBpemena HeikeJbeHa AejcTBa (MOTy Ja ce jaBe ko Hajeuine 1 Ha 100 manujenara Koju
Y3MMajy JIeK), YK/bY1Yyjy:

- XEMaTUTHUC (3aaJbeme jeTpe),

- Lypeme U3 HOca, TyOUTaK aleTuTa, CMambemhe BpeqHocTH mehepa y KpBu (ako nmare nujaderec
Mopare J1a HacTaBUTe ca NakKJbUBUM NpahemeM BpegHocTH mehepa y KpBH), moBehambe Win cMambemhe
TEJIECHE Mace,

- HecaHuIa, HOHE Mope, MPOMEHE pacToyiokema (YKIbyuyjyhn y3HEMHPEHOCT), JeTIPecHjy, HEBOJBHO
IpXTame (TpemMop), MOBpeie CEH30pHUX HepaBa (CMambeHa OCETJBUBOCT) Y pyKaMa M Horama, TyOuTak
namhema,

- 3amyheme Buaa, 3yjame y ymnma (THHUTYC), TyOUTaK CBECTH (CHHKOIIA),

- [10ja4aHo 3HOjeme, HU3aK KPBHHU NPUTHCAK,

- cyBoha ycTa, mpoMeHe 4yyia yKyca, noBpahame, IoApUrUBame,

- OTajame Koce, [10jaBy MOJPHLIA MM TaUYKUIA HA KOXH, TPOMEHY 00je KOXKe, CMambeHy OCETJBHBOCT
KOXK€ Ha JOAUP WK O0J, YTPHYJIOCT WIM MPaBUIbabE Y IPCTHMA Ha pyKaMa M Horama, OCHII Ha KOXU,
KONpUBH-ady WIN cBpao,

- nopemehaju npu MOKpewy (KOjU YKIbY4yjy 0OMMHO HOhHO MOKpeme U nosehany y4ecTaaocT
MOKpEma), HeMOT'YHOCT IOCTH3amka epeKuyrje (MMIIOTeHIrja), yBehame rpyIu KoJ MyIIKapana
(rmHEKOMacCTH]a),

- ocehaj HemaroAHOCTH y OpraHu3My, ciadoct mumuha, MaHKpeaTUTHUC (3anajbehe MaHKpeaca Koje
MPOY3pOKyje 6011 y cToMaky), 6071, 601 y Bpaty, 6011 y TpyauMma,

- IO3UTUBAH TECT ypHHA Ha OeJia KpBHA 3pHIIA,

- HeNpaBWIaH CPYaHU pUTaM (apuUTMHja),

- Kalab,

- IOBHIIICHA TEJIECHA TEMIIepaTypa.

Perka HexesbeHa ejcTBa (Mory Aa ce jape koa Hajpume 1 Ha 1000 nanujenara xoju y3umajy
JIeK), YKJbYy4yjy:

- HEOYEKHBAHO KPBapeH-€¢ WK CTBAPahe MOAPHIIA,

- TEIIKO 3anajsemhe Mumuha, Beoma jak 00J1 1 rpueBe y MuIIMhuMa, KOju BeoMa PeTKO MOTy Aa
Hanpenyjy o padmomuonuse (pazapame Mumnhaux henuja). Oo 3HauajHo omreheme mumuha He
MpoJIa3u YBEK HAKOH MpecTaHKa y3uMama Jieka Atorvastatin/Amlodipin Alkaloid, a Moxxe yrposutn
XKHUBOT U MOXKE JOBECTHU JI0 ITpobiema ca OyOpesuma,

- cMameme Opoja TpomOonuTa y Baoj kpsu,

- mpobiemMe ca jeTpoM (KyTa peGojeHOCT Koxke U Oeomaya),

- TEIIKE peakIyje Ha KOXKU aJIeprHjCKOT TOPEKa, PBEHIIIO KOXKE, OCUII ca TNTUKOBUMA, JbYIITEHE
KOXKe Koje MOoxe Op30 Jia ce MPOIIMPH Ha LEJIO TEJIO, @ MOXKE J1a 3all04HE ¢a CHMIITOMUMA CIIMYHUM
rpuIly, paleHuM MMOBHIIEHOM TEJIECHOM TEMIIEPaTypOM (TOKCHYHA eNHepMaliHa HEKPOIn3a),

- OTHLAKE Y AyOJbUM CJI0jeBUMa KOXKE — YKJbYUyjyhn OTHIAkE yCaHa, OUHUX Kalaka U je3HKa,

- 3aMajberhe, OTHLAE CKEIETHUX MUIIKNa, OCHII ca INTMKOBUMA, H3HEHAIHO, TELIKO OTULAE KOXKE Y
MOjeIMHUM MOJPYYjUMa,

- omrreheme nepudepHux xuBana (nepudepHa HeyponaTuja),

- nopemehaj u3ny4nBama Ky4u (Xojecrasa),

- 3amaJbehe TeTUBA, IOBpEE TETHBA,

- 30yHEHOCT,

- cTe3ame y TpyauMa (aHTuHa MEKTOPUC).
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Beoma perka HexkxesbeHa ejcTBa (Mory Aa ce jape koA Hajpume 1 Ha 10000 manujenara koju
Y3MMajy JIeK), YK/bY1Yyjy:

- QJIEPrujCKy peakyjy — CAMITOMH MOTY Jia YKJbY4yjy U3HEHAIHO LIHIITAKE IPH JUCaky, 00 HIIH
cTe3ame y rpyiuMa, OTULalkhe OYHMX Kallaka, LA, YCaHa, yCTa, je3UKa WK Ipiia, OTEeKaHO ANCAE,
KoJIatc,

- cMambeH Opoj Oennx KpBHUX 3pHAla y KPBH,

- YKOYEHOCT WJIM HAaNeToCT y MUIuhuma,

- CpuUaHHM yJap, 3anajbemhe MaTuX KPBHUX Cy0Ba, 001 y JKesryy (racTpuTHC),

- yBehame JecHH (XumnepIuiasyja IeCHN ), KpBapeme JeCHH,

- ryOuTaK ciryxa, cMamemhe QyHKIMje jeTpe, Ky Tula,

- IPEOCETIBUBOCT KOXKE Ha CBETIO ((POTOCECH3UTUBHOCT).

HexebeHa qejcTBa Helmo3HaTe y4ecTAI0CTH (He MOKe ce IPOLEHHTH HA 0CHOBY IOCTYITHHMX
NOATaKA):

- TpajHa mumuhHa crnabocr,

- mpobJeMu ca AucameM, YKJbyuyjyhu yHnopaH Kamasb W/WId HeJOCTaTaK Ba3ayXa MM MOBHLICHY
TeJIECHY TeMIeparypy,

- obosbeme Koje 00yxBaTa yKoueHocT Muinha, Tpemop (moapxTraBame) u/nunu nopemehajem nokpera,
- mjaberec. Beha je BepoBaTHOha na he ce aujaberec jaButu ako umare nosehany BpeaHoct wmehepa
W MacTH Yy KpBH, aKO CT€ r'0ja3HU M aKO UMaTe MOBUILIEH KpBHU nputucak. Jlekap he Bac naxsbuBo
MPaTUTHU 0K y3UMate OBaj JIekK,

- MujacTeHuja rpasuc (0oject ca ommurom cnadomhy mumunha, yKkbydyjyhu y HEKUM CiTydajeBUMa
MuInuhe Koju ce KOpUCTe IpH TUCAY ),

- OKyJlapHa MHUjacTeHHja TpaBuC (00JeCT Koja y3poKyje ciadocT Muinha oka).

Pa3r03apajTe ca Bammm JICKaApOM aKO OCCTUTC cimabocT Y pyKaMa Uind Horama KOja CC MoropuiaBa
HAKOH IEpUoJa aKTUBHOCTHU, IBOCTPYKU BUA WJIH CIIYIITAKC Kallaka, OTCIKAHO I'yTalkbE UJIN KpaTak
Jax.

IIpujaB/buBame HeKeJbEHUX PeaKuja

VYxonuko Bawm ce ucmosbr 6110 Koja HexeJbeHa peakiyja, oTpedHo je Ja 0 ToMe 00aBecTHTE JieKapa
unu papmareyTa Wil MEJUIUHCKY cecTpy. OBO yKJby4dyje U CBaKy MOTYhy HEXeJbeHY peakuujy Koja
HUje HaBelIeHa y OBOM YIIYTCTBY.

[IpujaBpuBameM HEXEJbEHUX Peakifja MOXKeETe 1a [IOMOTHETe y MPOLieHN 0e30eTHOCTH OBOT JIEKa.
CyMmy Ha HeXeJbeHE Peaklyje MOKEeTe Aa NpujaBUTe ATCHIU)H 3a JEKOBE U MEIUIMHCKA CPEICTBA
CpOuje (AJIUMC):

AreH1yja 3a JIeKOBe U MeJUIMHCKa cpeactsa CpOuje
Hanmonanuu nenrap 3a papMakoBUTHIAHILY
BojBone Crene 458, 11221 Beorpan

Peny6nuka Cpbuja

website: www.alims.gov.rs

e-mail: nezeljene.reakcije@alims.gov.rs

5. Kaxko uyBartn jiex Atorvastatin/Amlodipin Alkaloid
UyBatu Jiek BaH BUAOKpYTa U JoMalaja JeLe.

He cmere xopuctutn ek Atorvastatin/Amlodipin Alkaloid nocne ucreka poka ynorpede Ha3HaYEHOT
Ha CII0JbAIIbEM MTaKOBamby HAKOH ,,Baxu 10:”. JlaTyMm ucteka poka ynorpede ce 0THOCH Ha IMOCIEABI
JlaH HaBeJCHOT Mecela.

Uysatu Ha TemnepaTypu 10 25°C, y OpUrHHAJIHOM [TAKOBaWby pPajy 3aIITUTE OF] CBETIOCTH.

HeynotpeGsprBH JIEKOBHU ce Tpeajy anoTely y K0joj je HCTaKHYTO 00aBeIlTEeHhE Ja Ce Y TOj arnoTelu
NPUKYIUbajy HEyNnoTpeOJpHBH JIeKOBH of rpalana. HeymorpeOspuBu JekoBH ce He cMmejy Oamaru y

70d9


http://www.alims.gov.rs/

KaHa.]'II/I3aI_II/ij nin 3ajez[H0 Ca KOMYHaJIHUM OTHAaAOM. OsBe McEpe he momohu Y 3alITUTHU KUBOTHC
Cp€anHeC.

6. Cagpxaj nmakoBama H ocTaje mHpopmanmje

IlTa cagpxu jgek Atorvastatin/Amlodipin Alkaloid

- AKTHUBHE CyIICTaHLE Cy aTOPBaCTaTHH-KAILNjyM, TPUXUAPAT U aMJIOAUIIHH-OecHIar.
Atorvastatin/Amlodipin Alkaloid, 10 mg/5 mg, puim mabreme:

Jenna ¢unm Tabnera canpxku 10 mg atopsactatuHa (y 00IMKY aTOpBacTaTHH-KAILHU]yM, TPUXHIPATA)
u 5 mg amstonunuHa (y 00JIMKy aMJIOAUNMH-OecriaTa).

Atorvastatin/Amlodipin Alkaloid, 10 mg/10 mg, puim mabaeme:
Jenna ¢unm tabnera canpxxu 10 mg atopsactatuHa (y 00NIMKY aTOpBacTaTHH-KAILU]yM, TPUXHIPATA)
u 10 mg amnoaununa (y o0NMKy aMJIOIMIHH-0ecHaTa).

- Ilomohne cyncranue cy:

Jezepo mabneme: KanuujyM-kapOOHaT; LETyI03a, MUKPOKPUCTATIHA; KPOCKapMeo3a-HaTpHjyM;
XUIPOKCHIIPONMIILEY103a; oaucopoat 80; ckpoO, mpeskeIaTHHN30BaH; CHITHLIN]yM-IHOKCH],
KOJIONJHH, 0€3BOIHI; MarHe3UjyM-cTeapar.

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

Dunm (obnoea) mabneme:

Opadry Il white 85F18422: moaMBHHUI aKOX0J1, AETUMUYHO xuaposm3osad (E1203);
makporoa 4000 (E1521); tutan-guokcun (E171); Tank (E553b).

Atorvastatin/Amlodipin Alkaloid, 10 mg/10 mg, ¢punm madreme:

Dum (obnoza) mabneme:

Opadry 11 blue 85F20400: noauBHHMI aKOX0J1, AeTUMHUYHO Xuaponu3oBad (E1203); makporon 4000
(E1521); turan-guokcun (E171); Tamk (E553b); Indigo carmine aluminium lake (E132).

Kaxko u3riena gex Atorvastatin/Amlodipin Alkaloid u canp:kaj nakoBama

®uiMm Tabnere.

Atorvastatin/Amlodipin Alkaloid, 10 mg/5 mg, dhurm mabreme
Bene no ckopo Gene, okpyrie, OukoHBeKCcHE riM TabeTe.

Atorvastatin/Amlodipin Alkaloid, duim mabaeme, 30x(10 mg/5 mg):

VYayTpamme nakoBame je onucrep (OPA/Al/PVC-Al) ca 10 ¢punm tabnera.

CroJbalime MakoBame je CIOKUBa KapTOHCKa KyTHja y Kojoj ce Hamasze 3 Onuctepa ca no 10 punm
tabnera (ykynHo 30 ¢unm tabnera) u YIyTCTBO 3a JIeK.

Atorvastatin/Amlodipin Alkaloid, duim mabaeme, 90x(10 mg/5 mg):

VYayTpamme nakoBame je onucrep (OPA/Al/PVC-Al) ca 10 ¢punm tabnera.

CroJpalime MakoBame je CIOKUBa KapTOHCKa KyTHja y Kojoj ce Hamaze 9 Gnuctepa ca mo 10 punm
tabnera (ykynHo 90 ¢unm tabnera) u YIyTCTBO 3a JIeK.

Atorvastatin/Amlodipin Alkaloid, 10 mg/10 mg, ¢punm Tabnere
[InaBe, okpyrie, OukoHBeKcHE QuiamM Tadnere.

Atorvastatin/Amlodipin Alkaloid, dpuim mabaeme, 30x(10 mg/10 mg):

VYayTpamme nakoBame je onucrep (OPA/Al/PVC-Al) ca 10 ¢punm tabnera.

CroJbalme MakoBame je CIOKUBa KapTOHCKa KyTHja y Kojoj ce Hamasze 3 Onuctepa ca no 10 punm
tabnera (ykynHo 30 ¢unm tabnera) v YIyTCTBO 3a JIeK.
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Atorvastatin/Amlodipin Alkaloid, duim mabaeme, 90x(10 mg/10 mg):

VYHyTpamme nakoBame je onucrep (OPA/Al/PVC-Al) ca 10 ¢punm tabnera.

CroJbalime MakoBame je CIOKUBa KapTOHCKa KyTHja y Kojoj ce Hamaze 9 Gnuctepa ca mo 10 punm
tabnera (ykymnHo 90 ¢unm tabnera) u YIyTCTBO 3a JIeK.

Hocunan no3soJie n npounssohay

Hocuniaan no3soJe
AJIKAJION 1.0.0.BEOI'PA /]
IIpaxoBcka 3, beorpan

IIpounssohau

AJIKAJION ] A/l Ckomje

ByneBap Anexcannap Makenoncku 12,
Ckomje, PenmyOnuka CeBepHa Makenonuja

OBo ynyTCTBO je mocjeamu mMyT 0400peHo
Maj, 2024.

Pexxum n3naBama jgexa
Jlex ce u3naje y3 JIeKapCKy peLerT.

Bpoj n natym no3soue:

Atorvastatin/Amlodipin Alkaloid, 30 x (10 mg/5 mg), huam mabneme:
Bpoj mo3Bone: 000461643 2023 ox 09.05.2024.
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.
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