JIUCTOBKA



ASMbNHUTENHA AT EHLWA N0 NEKAPCTBATA

ﬂucmuﬁna lpunomenue 2

JIucroBka: Undopmanus 3 P&Sﬂ ienrs v

e~ 60~ 306 - 7- 0 7 -06- 2024

111111111
lllllllllll
- @
------------------------
-------------
L]

llllllllllllllllllllllllllllllll

AtopaxkeH 20 mg (l)HJIMHpaHH TADETRY
Atorgen 10 mg film-coated tablets
Atorgen 20 mg film-coated tablets

aTopBacTaTUH
(atorvastatin)

IIpoyeTeTe BHHMATEJHO LSJIATA JIHCTOBKA Npead Aa 3aM0o4HeTe Ja nNpHeMaTe TOBa JIEKAPCTBO, Thi
KAaTO TH CbAbPKa BaxkHa 3a Bac undopmanus.

- 3anaseTte Ta3u JMCTOBKA. MOXe /1a ce HaOXH 1a sl MPOYETETE OTHOBO.

- AKO HMaTe HAKaKBH JOMbJHUTEIHH BBIPOCH, nonuTaiite Bawus nekap unu papmauesr.

- ToBa nexapcTBo € npeanucaHo JM4HO Ha Bac. He ro npeorcrunBaiite Ha Apyru xopa. To Moxe na
UM HaBpeIH, HE3aBUCUMO, Y€ MPU3HALMTE HA TAXHOTO 3abosBaHe ca ChlUTE KakTo Baure.

- AKO NONYy4YHMTE HAKAKBH HEXelaHW peakuud yseaomere Bawwus nexkap uau dapmauent. Tosa
BKJIKOYBA U BCHYKH Bb3MOXKHH HEXEJIaHH peaKklMi, HEOMUCaHU B Ta3M JIMCTOBKA. BHxTe Touka 4.

KakBo cbAbpKa Ta3H JIHCTOBKA:

KakBo npeacrasiisiBa ATOPKEH M 3a KAaKBO Ce M3M0J13Ba

KakBo Tps0Ba 1a 3HaeTe, Npeau Aa 3arnoyvyHeTe Ja npueMeTe ATOpKeH
Kak na npuemarte ATOpaxeH

Bb3MOXHH HEXEJIAaHU peaKLiuU

Kak n1a ce cbxpaHsiBa ATOpAXEH

CpAbpKaHHe Ha ONaKoBKaTa U AOMNBbJIHHUTENHA HH(OpMaLIU
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1. KaxkBo npeacraB/isiBa ATOp/AKEeH H 32 KAKBO ce H3I0J13Ba

ATOpIKEH MpPHUHAANEKH KbM rpyna JeKkapcTBa, U3BECTHU KaTO CTaTHHU, KOUTO Ca MpeAHa3HAYeHHU 3a
peryivpaHe Ha JIMNUAUTE (Ma3HUHUTE) B KPbBTA.

ATOpIXEH Ce W3M0J3Ba 3a MOHHXXABaHE HA KOJIMYECTBOTO HA JIMMUAMTE, U3BECTHH KATO XOJECTEepos M
APYTH Ma3HHHH (TPUIIMLEPHIH) B KpPbBTa, KOraTo CaMoO JME€Ta ¢ HUCKO CbAbP)KAHHWE HA MA3HUHHU M
MPOMEHHU B HaYHWHA Ha XUBOT Cca HEJOCTATbYHW. AKO UMATE MOBHUILEH PUCK OT CbpAECYHO 3aboJisiBaHe,
ATOpI>KEH MOX€ CbLUO Ja Ce HM3MOoJI3Ba 3a HaMmalisBaHE Ha TO3M PUCK, JOPH aKO CTOMHOCTHUTE Ha
Bawus xonectepon ca HOpMaJjHH.

Bue Tpﬂﬁﬂ& Ad MPpOABJDKUTE CTaHAapTHATA AHCTA, [TOHHUXKAaBallla X0JIECTEPOJIa, 10 BpEME HaA JICHECHHETO.

2. KakBo TpsOBa 1a 3HaeTe, npeaH a1a npueMeTre ATOpPAXKEH

He npuemaiiTe ATOpAXKeH:
- ako Bue cTe anepruyHu KbM aTOpBACTaTHH MJIM KbM JPYrd noAoOHHU JieKapcTBa, H3MOJI3BAHH
3a MOHWXABaHE Ha JIMMUANTE B KPbBTa WM KbM HSKOS OT OCTAHaJlMTe CbCTaBKM Ha TOBA
JIeKapcTBO (M30pOEHHU B TOUKa 6).
. aKO M3MoJ13BaTe KOMOMHALIMS OT rjieKanpeBup/nMOpeHTacBUp 3a JICUeHUE Ha XeIl
- ako Bue umare uim cte uMaiM 3aboJisiBaHe, KOETO 3acsira YepHUs Apod




- aKo B MHHa/lOTO BHe cTe MManu HeussicHeHM HeoOW4aliHW OTKJIOHEHMS B KPbBHUTE TECTOBE 3a
yepHoApoOHa QyHKLMA

- aKko Bue cTe )keHa B IeTepo/iHa Bb3pacT W HE U3M0JI3BaTe HANEKAHA KOHTPaLEnLus

- ako Bue cTe OpeMeHHa 1M ce onuTBarTe Ja 3abpeMeHeeTe

- aKko Bue kbpmuTe.

IIpeaynpexxaeHust H npeana3HH MepKH

["oBopere ¢ Bawmus nexkap unu gapmaleBT, npeau aa npueMere ATOPIXKEH:

- aKoO UMaTe WJIK CTE UMM MHAcTeHUs (3a00JisBaHe, KOETO Ce NMposiBsABa ¢ 00Lla MyCKyJiHa ciabocT,
B HSAKOM Clly4yad BKJIIOYBAllla U MYCKYJIUTE, KOUTO Y4acTBaT MpH AMILIAHETO), HIW OYHA MHACTEHMS
(3abonsBaHe, NpUYMHSABALLO CJ1AaOOCT HA OYHUS MYCKYJI), Thil KATO CTATUHUTE MOHAKOra Morart aa
BJIOLLIAT 3a00/15BaHETO MM J1a AOBEAAT A0 NosiBa HA MHACTEeHHs (BX. To4Ka 4).

- aKO HMaTe TeXKa AUXaTe/IHa HeAOCTaThbYHOCT

- aKO CTe MnpeKapaj MHCYJT WJAM MHHH MHCYJT (HapuyaH OlUE KaTo MpexoJHa HMCXEMHYHa araka
(IIMA)) uaM MHCYNT C KPbBOU3JIMB B MO3bKa WJIH MMAaTe MaJKH KYXMHHM C TEYHOCT B MO3bKa, B
pe3yaTaT Ha NPEeAULIHUA UHCYJITH.

- ako Bue umare npobsiemu ¢ 666peunte

- ako Bue nMare lMTOBHIHA XKJie3a C HamMalleHa PYHKLUA (XMIOTHPEOHIH3bM)

- ako Bue cTe uManu moBTapsliM C€ MW HEOOACHUMH MYCKYJIHU GOJIKH, TMUHA UM haMUIIHA
aHaMHe3a 3a nNpo0JIiEeMH C MYCKYJIUTE

- aKo CT€ MMaJIM MpeAulllHKH npoOJeMH ¢ MYCKYJHUTE MO BpPEeME Ha JIEYEHHETO C JApPYrH
[MOHWIXKaBAallK JIMIIMAWTE JieKapcTBa (Harp. ApYyrd CTaTUHU UK GUbpaTh)

- ako Bue pe1oBHO ynoTpebdsaBaTe rojiiMo KOJIMYECTBO aJKOXOJ

- ako Bue nmare anamHe3sa 3a 3a00J1siBaHe Ha YepHUS ApoO

. aKko Bue cte Ha Bb3pacT Haa 70 roguHu

- ako Bue npueMare WM cTte mpueMmManu npe3 nociaeAHUTe 7 JHH, NEPOPaTHO WIM HHXKEKLMOHHO
JIEKapCTBO HapeueHO (y3WAMHOBA KUCEIHWHA (JIeKapCTBO 3a JiedeHHe Ha OakTepualHu WHOEKLHH).
KombuHauusra ot y3uaMHOBa KHCEIMHA W aTOPBACTAaTHH MOXE 1a MPUYHHHU CEPUO3HHU NPOBJEMH C
MYCKYJUTE (pabaoMHuon3a).

AKO HfKOE€ OT MOCOYEHHUTE ChCTOSIHUS ce oTHacs 3a Bac, Bawust nekap uie HazHauMu W3cjeaBaHE Ha
KpBbBTa MPEAH U BEPOATHO MO BpeMe Ha BalieTo neyeHue ¢ ATOpaxeH, 3a Aa NpeaBU/AM pUCKa OT nosiBa
Ha HEXEJIJaHH peakLHH, 3acsaraid Myckynautre Bu. PUCKBT OT nosiBa Ha HEXEJlaHW peakuMuH, 3acsiraily
MYCKYJIUTE, T.Hap. pabJOMHOJIM3a, MOXKE [a Ce IOBHULIH, KOraTo pa3z/IMyHM JieKapcTBa Ce Mpuemar Mo

ChLIOTO BpeMe (BX. Touka 2 ,,JIpyru nekapctsa U ATOPJXKEH").

AKo cTe AHabEeTHK MJIM MMaTe PHUCK OT pa3BuTHe Ha auaber, Bawmuar nekap uie Bu Habmonasa
BHHMAaTEJ/IHO, AOKATO Ce JIEKyBaTe C TOBA JIEKapcTBO. BEPOATHO € [a CTe U3JIOKEHU HAa PUCK OT Pa3BUTHE
Ha AxadeT, ako UMaTe BUCOKH CTOMHOCTH HA 3aXapu W JIMMUAW B KPbBTA, aKO CTE€ C HaJIHOPMEHO TErJo M
HMaTe BUCOKO KPbBHO HaJIsiTaHeE.

Coblo Taka ropopere ¢ Bawius nekap wiad ¢gapMaleBT, ako UMaTe NOCTOSSHHA MYCKYJHa caaboct. Moxe
na ObaaT HeOOXOAMMM AOMBJIHHUTENHO MU3C/IeABAHUS 32 JAMArHOCTHULIMpPAHE M JIEKapCcTBa 3a JieYeHHE Ha
TOBa CbCTOSIHUE.

Jpyru jiekapcTBa 4 ATOpAXKeH
Mupopmupaiite Bawuns nekap uau papMaueBT, ako npueMare, HaCKOpO CTe MNpHEMANIH HITH
Jla TpUeMeTe Jpyry JIieKapcTBa, BKIKOUYMUTE/HO U JIEKApCTBa, OTNYCKaHHU 6e3 pelenra.

Hskowu JIEKApPCTBA MOXE J1a TMMOBJIHAAT ec])ex'ra Ha aTOpBACTAaTHH HJIH € Bb3MOXXHO TEX
[TOBJIMAH OT ATOpPBACTATHH. To3u BUA B3aUMOJEHCTBUSA MOXeE 1a A0BCAAT A0 IMO-HH
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€HO WJIM Ha ABeTe JiekapcTBa. OT Apyra cTpaHa, ToBa MOXe€ Ja JOBeAe 10 MOBHLIABAHE Ha PUCKA HJIH

TeXECTTa OT/HA HEXKEJIaHM peaKlMH, BKJIIOUHUTEIHO TEXKO CbCTOSIHHE Ha MYCKyJHa 3aryba, HapeyeHo

pabIOMHOJIM3a, ONTUCAHO B TOYKA 4:

- JlexapcTBa, U3n0/13BaHH 3a NPOMsHA HA HAYMHA, MO KOWTO paboTu Bauiata uMyHHA cUcTeMa, HaMp.
LIMKJIOCITOPHH

- Hskou aHTHOMOTHLM MJIM JleKapcTBa cpelly rbOWYKH, HANp. ePUTPOMMIIMH, KJIAPUTPOMHIIHH,
TCJIMTPOMHULIMH, KETOKOHa30/], MTpaKOHa30Jl, BOPMKOHA30Jl, (AYKOHA30/7, M03aKOHA30J,
pupaMnUUUH

- Jlpyru nekapcTBa, peryjvpalld HUBaTa Ha JAUnNuAuTe, Hanp. rempubpos3un, apyru ¢udparh,
KOJIECTHII0JI, HHALIHH.

- Hsxon OnokepM Ha KaJlLMEBMTE KaHalM, W3MONA3BaHU MPH CTEHOKApAMS MJHM BHCOKO KPBBHO
HajAraHe, Hamp. amJIOAUIIMH, NUITHA3EM; JIEKAPCTBA 3a pEryJiipaHe Ha CbpJACYHUS PHUTBM, Hamp.
JMIFOKCHH, BEpanaMuJjl, aMHOJapoH.

- JlerepmoBup, iekapcTBO, KOeTo Bu nomara na He ce pa3bosieeTe OT LIMTOMETrajlloBUPYC

- JlekapctBa 3a sieyeHne Ha XWB, Hanp. puTOHaBHp, NONMHABUpP, arTa3aHaBUp, HHJWHABHP,
JlapyHaBup, NE€NaBUpPJAHH, €(paBUpPEHL, CAKBUHABHpP, KOMOMHaAUMUATA OT THUNpPaHABUP/PUTOHABMD,
HenduHaBKp/ho3aMnpeHaBup, ap.

- Hskon nekapctBa u3nosi3BaHW 3a JiedeHHeTo Ha xenaTHT C, Hanp. TenanpeBup, OouLenpeBHp H
KoMOHHauusTa endacBup/rpa3onpesup, neaunacsup/codocdyBup.

- Jpyru nekapctsa, 3a KOMTO C€ 3Hae, 4ye B3aWMOJEHCTBAT C aTOpPBAaCTaTHH, BKJIKOYBAT €3eTMMHO
(koiiTO HamansBa xosecTteposia), BapdapuH (KOHTO HamansBa obpa3yBaHEeTO HAa TPOMOU B KPbBTA),
EpoOpajlHH KOHTpPALENTUBH, CTHPHUIEHTOJ (AHTHKOHBYJICAHTHO JIEKAPCTBO 3a EMHUJIENCHS),
LUMMETHANH (M3MOJI3BaH MpPH MapeHe B CTOMaxa U NENnTHYHHU sA3BH), peHa30oH (D0NKOYCnoKOosABaLLO
JIEKapCTBO), KOJXMLHMH (M3MOJi3BaH 3a JIGYEHUE Ha nojarpa) ¥ aHTHaUMAM (NeKapcTBa IMpH
HapyLlIeHO XpaHOCMHJIaHE, KOUTO ChAbPKAT aJIYMUHHH HJIK MarHe3ui)

- JlexapcTBa, KOUTO MOXE J1a Ce 3aKyNAT OT anTekara 06e3 peuernTa: »bJT KaHTapHOH.

AKko e HeobOxoauMo Bue na npuemare nepopaiHO dy3MJIMHOBA KUCE/IMHA 3a JeYeHUe Ha OakTepuasnHa
HHpekuus, Bue TpabBa BpeMEHHO Ja MpeycTaHoBUTE NMpUeMa Ha TOBa JiekapcTBo. Bawmusr nekap e Bu
Kake kora e 0e3onacHo aa 3amno4yHeTe OTHOBO npueMa Ha ATtopxeH. [IpuemaHeTo Ha ATOpAXEH C
(py3uaMHOBA KHCEIMHA MOXE€ pAAKO Aa MPUYMHHM MYCKYJHA ciabocT, YyBCTBUTENHOCT WAM Oonka
(pabanomuonu3sa). 3a noseye HHGOpMaLKs OTHOCHO pabaoMHOIM3a BUXKTE TOYKA 4.

ATOpIKEH ¢ HAMMUTKH H aJIKOXO0JI

Cok ot rpeindpyT:

He nuitiTe moBeye oT 1 10 2 MajIKM Yalliu COK OT rpeindpyT AHEBHO, TbH KATO rojieMH KOJMYECTBA COK OT
rpeindpyT MOXe Aa NPOMEHAT ePeKTUTE Ha ATOPIKEH.

AJIKOXO0JI:
U30sreaiiTe 1a npuemare npekajeHo rojeMHu KOJMYeCcTBa ajKoXo0J J10KaTO NnpUeMaTe ToBa JIeKapcTBo. 3a
noeeye noapodHocTH BUXTE Touka 2 "[lpeaynpexaeHus U npeana3Hu Mepku”

bpeMeHHOCT H KbpMeHe

He npuemaiite ATOpIKEH, ako cTe OpeMEeHHa WM aKo MHUCJIUTe, 4Ye CTe OpeMeHHa WM akKo
onutBare Aa 3abpemeHeere. He npuemaiite AtopaxeH, ako Bue Moxe aa 3abpeMeHeeTe, OCBEH aKO He
B3€MaTe HaJeXAHU KOHTPaLUENTHBHU MEPKH.

He npuemaiite ATOpIKEH, aKO KbpPMHTE.
be3onacHOCTTa Ha aropBacTaTHH MO0 BpeMe Ha OpPEMEHHOCT M KbpMEHE BCE O
[locbBeTBaiTe ce ¢ Bawuus nekap wiau ¢apmauesT npeau ynorpedbara Ha ToBa Jieka



Lllodpupane u pabora c MAILIKHHU

OOnyaiiHO ATOpIKEH He MOBJMABAa Bb3MOXHOCTTa Bu 3a wodupaHe unu pabora ¢ mawuuu. He
ogupaiite odaye, ako TOBa JIEKAPCTBO MOBJIMsBA Bb3MOXKHOCTTa Bu 3a mwodupane. He paborete ¢
HHCTPYMEHTH WJIM MAIlIMHH, aKO TOBA JIEKApCTBO MOBJIMABA Bb3MOXHOCTTa By na paborture ¢ TaX.

ATOpIXKEH CbAbPKA JIAKT03a U HATPHH

Ako Bauusar nekap Bu e ka3an, ye HMaTe HENOHOCHUMOCT KbM HSKOM 3aXapH, CBbpxkeTe ce Baiuus nekap
Mpeau Ja NpueMeTe TOBa JIEKapCTBO.

ToBa nekapcTBo chabpka no-manko ot 1 mmol (23 mg) HaTpuii Ha eqHa TableTKa, TOECT MOXE a ce
KaXke, Ue MPaKTHYECKH HE ChbAbpiKa HATPHUH.

3. Kak n1a npuemaTe ATopaxeH

Bunaru npuemaiTe TOBa JIEKapCTBO TOYHO KakTO Bu e ka3zan Bawmsar nekap uau dapmaiieBT. AKO He
CT€ CUT'YPHHU B HELlO, nonuTaite Bawus nekap uau papmauesnT.

[Ipean 3anouBaHe Ha seyeHue Bawuar nekap we Bu HazHauw aMeTa ¢ HHUCKO ChbAbpKaHHE Ha
XO0JIECTEPOJI, KOSITO TpsiOBa J1a cna3Bare 110 BpeME Ha jie4eHHe ¢ ATOP/IKEH.

[IpenoppunTenHaTa HayajHa A03a NMPH BbL3PACTHH H Jela Ha Bb3pacT Ha M Haa 10 roauHm e
AtopmxkeH 10 mg BeaHBXK AHEBHO. AKO ce Hajara Bawusat nekap Moxe Jaa yBeJW4YM jo3aTa [0
KOJIMYECTBOTO, OT KOETO C€ Hy)KJAaeTe. BaluuaT nekap e Kopurupa J03UpoBKaTa npe3 MHTEpPBajU OT 4
HJIK NoBeYye ceaMULM. MakcumanHaTa no3a AtopmkeH € 80 mg BeIHbX JHEBHO.

Tabnerkure AtopmkeH TpsAOBa Aa ce bJITAT LEJIM C BOAA H MOXE J1a Ce MpHeMAT M0 BCAKO BpeMe Ha JIeHd,
cbC MU 0e3 xpaHa. OnuTaiite ce obaye na npuemare TabAETKUTE MO €QHO U CbLUO BpeME BCEKH JIEH.
Tabnetrkara ot 20 mg Moxe Ja Obje pa3aesieHa Ha paBHHU J103H.

BalumAT siekap e onpeaean npoaAb/KUTENHOCTTA Ha JieYeHHEe C ATOP/KEH:
Moss, KOHCynTHpaiTe ce ¢ Bawus nekap, ako cMmstate, 4e edeKTbT Ha ATOP/UKEH € MHOIO CHJIEH WU
MHOI0 cJia0.

AKO CTe NpHeJIH moBeyYye 0T HeoOXxoauMaTa 103a ATOPAXKeH
AKO CiIyyaliHO CTe MpHeJIM MHOIO rnoBeye OT HeoOxoaumara a03a AtopkeH (rmoseuye ot obuyaiHara Bu
JIHEBHA J103a), CBbpXKETE ce ¢ Baluus siekap UiK oTHAETe B Hal-0M3kaTa 00JIHUMLA 3a CHBET.

AKO CTe NponycHAJIH Aa nNpHemMeTe ATOpPAXKeH
AKO CTe NpOnyCHa/IH 1a MpUEMETE €[Ha [03a, B3EMETE ciie/Ballara njaHMpaHa A03a B ONpeAeseHOTO 3a
ToBa Bpeme. He B3emaiiTe qBOiHa 1034, 32 1a KOMIIEHCUpATE NMPonycHaraTa 103a.

AKO CTe crnpe/iH NpHeMa Ha ATOpAXkeH
AKO UMare HSKaKBU JAOMBJIHUTENHHU BBIIPOCH, CBbP3aHU C ynorpebdaTa Ha TOBA JIEKApCTBO WJIM XKeJjaeTe Ja
[PEKpaTUTE JIEYUEHUETO CH, NonuTanTe Bawuus nekap wiau ¢papmauesBT.

4. Bb3MOXKHH HEXeJIAHH peaklHH

KakTo BCHUKH JICKAPCTBA, TOBa JICKAPCTBO MOXE [Jda MpEIAU3BHUKaA
BCCKH I'K MOJ1yHaBa.




B cayuyaii, ye npun Bac ce mposiBAT cJieJHHTEe CEPHO3HH HEXEJAHH pPeaKIHH HJIH CHMIITOMH,
npeKkpaTeTe nNpHeMa Ha ATopaKeH M HHopMmupaiiTe He3abaBHO Bamimua Jiekap HJAH nmorbpcere
CrelHa MoMo1lu B Hai-0in3kaTa 0oJIHHLIA:

HeuecTH Hexke/1aHH peaKuHH (Moxe Ja ce nposasat npu a0 1 Ha 100 nanueHTH):

® MaHKpeaTUT (Bb3MajieHUE Ha MaHKpeaca, NPUYMHABALLO CHHA O0JIKa B cTOMaxa, KOSITO MOXeE Jia
JNOCTHIHE 10 rbpba)
® XenaTuT (Bb3najJeHue Ha YepHus Apod)

Peaxkn Hexke/1aHH peakuHH (Moxe aa ce nposasat npu A0 1 Ha 1000 nauueHTH):

® CEPHO3HH aJICprH4YHH pCaKUHH - CUMIITOMHTE MOXE Ja BKJIKOYBAT BHE3aNE€H XpUn H OoJika B
bpAUTE HMIIH CTAraHE€, OTOK Ha KJCMa4yuTe, JIMUETO, YCTHUTE, yCTara, €3UKa U I'bpPJIOTO, CHIIHO
3aTPYAHCHO JHLIAHE, KOJAIIC.

s CepuO3HH 3aboJisiBaHE C TEXbK OTOK M OelleHe Ha Koxkara, oOpa3yBaHe Ha MeXypH MO KOXKara,
ycTara, OuMTe, reHuTaiuuTe U Tpecka. OOpUBH MO KOXKaTa C PO30BO-YEPBEHH METHA, IJIABHO M0
JJIAaHUTE Ha PbLIETE WM CTbIaNlaTa Ha KpakaTa, KOUTO MOXKe Ja 00pa3yBaT MEXypH.

@ MYCKYJiHa ¢1aDOCT, 4YyBCTBUTEJHOCT, 00OJIka, pa3KbCBaHE Ha MYCKYJl HWJIH 4epBeHO-KadsaBO
MOTbMHsBAHE Ha ypUHHaTa, 0COOEHO aKko Mo CbLIOTO Bpeme Bue ce yyBcTBaTE HEpa3no0MkKeH, HIIH
HMaTe BUCOKA TEMIIEpaTypa; TOBAa MOXE /Jla € MPUUYUHEHO OT HeoOMYaiiHO yBpeKJaHe Ha MYCKYJIH
(pabnomuonusa). HeobMyaiiHOTO yBpexJaHe Ha MYCKYJIUTE HE BHUHArWM OTLUYMSBA, JOpPH ClEN
ClIMpaHe Ha MpHeMa Ha aTopBacTaTHH U MOXe€ jaa ObjJe XXUBOTO3acTpallaBallo M Aa J0Beae A0
npodnemMu ¢ 0b0peuurTe.

® janywBaHE€ Ha XJ/IBbYHUTE I[MI'bTHLIA (XOHECTHSH), KOCTO MOXKE Ja BKJ/IKOYBA4 ITIPpH3HALIH, KaToO
OLIBETABAHE B »BJITO HA KOXKaTra MJIM OoyuTe, O0JIKa B ropHata aAsiCHa 4acCT Hd KOpEMaA, 3ary-ﬁa Ha
dllETHT.

MHOro peakH HeKeJIaHH peakuHH (Moxe Ja ce npossaT npu A0 1 Ha 10 000 nauueHTy):

@ ako Bue nouyBcTBaTe 00JIKa B ropHaTa JAsCHA 4acT Ha KOpeMa, NnojlyBaHe Ha KOpema, OLBETSABAHE B
KBJITO HA KoXata U O4YMTE, TOBA MOXKE Ja npejarnoJjiara 4yepHoaApoOHO ornJjakBaHe. Bue TpsiOBa
CIMELIHO [1a MOTbPCUTE KOHCYATAaUMA ¢ Bawuusg nekap.

® JIyyCornoao0eH CHUHAPOM (BKJIIOYUTEIHO OOpHMB, CTaBHM HApyLUEHHWS U €(PEKTH BbPXY KPbBHH
KJIETKH).

C Heu3BecTHA YecTOTAa (He MOXe Aa ObJe onpejesieHa OT HAJIHYHUTE JaHHH):

s [MNOCTOSSHHA MYCKYJIHA ¢J1ab0oCT

® MHacTeHHs rpaBuc (3aboJisiBaHe, NMpHYMHSABALLO OOlIAa MYCKYJHa cnabocT, B HAKOM Cly4yau
BKJIFOYBALLA U MYCKYJIUTE, KOUTO Y4YacTBaT NPH JAULLIAHETO).

& OYHa MUacTeHus (3abonsiBaHe, MPUUYMHABALLO C/1A0OCT HA OYHUSI MYCKY ).

['oBopere ¢ Bawus nekap, ako u3nutBare ciabocT B pbLUETE MM Kpakara, KOSTO CE€ BJiollaBa Cle/l
[IEPUOJIM Ha aKTUBHOCT, UMaTe ABOMHO BHXJaHE WJIM YBUCBAHE Ha KJIENA4YMUTE, 3aTPYAHEHO MperibllaHe
HJIK 3a1yX

JApyru Bb3MOKHH HeXKeJIaHH PeaKUHH ¢ ATOPAKeH:

YecTH HeXXeJ1aHH peaKIHH (MOXe Aa ce nposBAT npu A0 1 Ha 10 mayueHTH):
@ Bb3IaJIEHHE HA HOCOIIbTKaTa, 00J1Ka B 'bPJIOTO, KPbBOTEYEHHE OT HOCA
J anepruyHu peaxkuuu




e NOBHILEHHE B CTOHHOCTHTE Ha 3axap B KpbBTa (aKko cTe AHabeTHK npoablikaBaiTe aa npocieasBare
BHUMATEJIHO CTOHHOCTHTE Ha 3aXap B KpbBTa), NOBULIABAHE B CTOWHOCTUTE HA KpeaTHH KMHa3aTa

riaBo0oJine
rajieHe, 3arnek, razoBe, JIOLLO XpaHOCMMJIaHE, AHapus
OoJika B cTaBHTe, 00JIKa B MyCKyJIUTe U G0Jika B rbpba, Crna3bm Ha MYCKYJIH

pe3ynTaTH OT KPbBHUTE M3CIE€ABaHHA, KOMTO [10Ka3BaT, Y€ ca HACTBIMIH OTKJIOHEHUS B
yepHoApoOHaTa (hyHKLMS.

® & @& o

HeuecTH HexKes1aHH peakunH (MOxe aa ce npossaT npu a0 1 Ha 100 nauueHTH):

s aHOpeKCHs (3ary0a Ha ameTuT), HajJ/laBaHe Ha Terjo, MOHWXKaBaHEe Ha CTOMHOCTUTE Ha 3axap B
KpBbBTa (aKO cTe qMabeTHK ce Hajara BHMMATE/HO Ja Npob/kaBaTe Aa npocieasBaTe CTOMHOCTUTE
Ha 3axap B KpbBTa)

¢ KOLUMapH, 6e3cbHuUe

3aMastHOCT, U3TPbIIBAHE MJIM MpaBy4yKaHe IO MPBCTUTE HA PBLUETE U KpakaTra, HaMajleHO 4yBCTBO 3a
00JIKa WM JAonuUp, NPOMsHA BbB BKYCa, 3aryba Ha nameTrTa

® 3aMbIJIEHO BUXKJ1aHe

8 3BbHEHE B YIIHUTE W/UJIH J1aBaTa

9 NoBpbLUAHE, OpUrBaHe, 00JIKa B rOpHaTa M J10JIHA YacT Ha KopeMa

® oOpuB, 0OOpUB 110 KOXaTa U CbpOEK, KONMPHUBHA TPeCcKa, KOCora

® 0oJika BLB BpaTa, MyCKyJiHa c/1abocT

@ yMopa, 001110 Hepa3nojoxeHue, c1aboct, 60Ka B rbpAUTE, MOJYBaHe INIaBHO MO rie3eHuTe (0TOK),
MOBHULLIEHA TEMIIEpATYpa.

o MOJIOXKUTEJIHU pe3ynTaTH 3a O€JIM KpbBHHU KJIETKH B ypUHATa

Peaku HexeslaHH peakuHH (Moxe aa ce npossar npu a0 1 Ha 1 000 nauueHTH):
0 HapyLLIEHUE B 3pEHUETO

) HEOYaKBaHH KPbBOW3JIMBH U HACHHSABAHM S

e YBpPEKJAAHE HA CYXOXKHIIHE.

MHoro peaku Hexe/laHH peakuHH (Moxe aa ce nposBat npu Ao 1 Ha 10 000 nauueHTH):
s 3aryba Ha ciyxa
® r’MHEKOMAcCTH S (MOAYBaHE HA 'bPAUTE NPH MDbXKE).

BbL3MOXKHH HeXeJIaHH pCaKIIHH CHOOILEeHH NpH HAKOH CTATHHH (JIEKR[]CTBH OT CbLIATA rpyna):

® CekcyanHa qucyHKUHUSA

® Henpecus

¢ [IpoOneMuH B AMILIAHETO, BKJKOUYMTEIHO NPOAB/DKMTENIHA Kalljula W/MIM 3a4yX HJIM BHCOKA
TeMrneparypa.

3 Jlnaber:

TBbpAEe BEpPOATHO €, aKO MMATE BMCOKH CTOWHOCTH Ha 3axapd MU Ma3HWHM B KPbBTA, aKO CTe C
HaJTHOPMEHO TErJi0 U UMaTe BUCOKO KPBBHO HaJjisiraHe. BawusaT nekap uie Bu HabaronaBa a0kato
[IpMeMare ToBa JIEKapCTBO.

ChobiaBaHe HA HeXKeJIAaHH PeaKIHH
AKO MOJIy4YUTE HSKAKBH HEXEJIAaHW JIEeKapCTBEHU peakluu, yBeaoMmere Baiwius nexkap unu ¢dapmauesT.
ToBa BKJIKOYBA BCHYKU Bb3MOXXHH HEOMMCAHW B Ta3W JIMCTOBKA HEXE/aHW peakuuH. Mojcere—eniiQ na

ChOOLUMTE HEXEJIAaHU peaklUH JAUMPEKTHO 4ype3 HallMOHAJIHATa CHCTeMa 3a ChoOllaBag .-,.-, L ze TR
areHuusa no Jjexkapcrpara, yi. ,,JlamsH ['pyeB” Ne 8, 1303 Codusa, Ten.: +359 2/£
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www.bda.bg. Kato chobiiaBate HexxenaHu peakLnu, MOXeETe Ja JajieTe CBOS MPUHOC 3a MOJyyaBaHe Ha
noseye HH(POpPMaLHUS OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKApCTBO.

- Kak n1a chxpansiBate ATopaxeH
Ila ce cbxpaHsBa Ha MACTO, HEJOCTBITHO 3a Jielia.

Jla ce cbxpaHsBa B OpMIrHHa/HaTa OMakoBKa, 3a [a ce Mpeana3u oT Biaara. ToBa NeKapcTBO HE W3MCKBA
CreLHaaIHu TeMNEepaTypPHH YCJIOBHS HA CbXPaHEHHE.

He u3nos3BaiiTe TOBa JIEKapCTBO CJIEJ CpOKa Ha rOAHOCT oTOens3aH cnen ,,["omen no:* wiu “EXP” Bbpxy
KapTOHEHaTa KyTHs, OlakoBKa 3a TadneTku uiaH Oaucrepa. CpoKbT Ha roJHOCT OTroBaps Ha MOCJeqHHUS
JIEH OT MOCOYEHUs MeCeLl.

He u3xBbpiste siekapcTBaTa B KaHaiau3alUMATa MJIM B KOHTEHHepa 3a JOMallHM oTnaablM. [Tonuraiite
Bawms ¢apMaleBT Kak Ja HM3XbpJATEe JieKapcTBaTa, KOMTO Be4e He H3nos3BaTte. Te3u Mepku lie
CMOMOrHAT 3a ONa3BaHETO Ha OKOJIHATa Cpejia.

6. ChabpxaHHe HA ONAKOBKATA H A0NbJHHTE/IHA HHpOpMALHS
KakBo cbabpxa ATOp/IsKeH

AKTHBHOTO BELLECTBO € aTOPBACTATHH.
Bcsaka ¢guamupana tabnerka cpabpxa 10 mg wan 20 mg aTopBacTaTHH, KaTO aTOPBACTATHH KaJjlHWi
TPpUXHApAT.

Jlpyrute cbCTaBKH Ha SAPOTO Ha TabneTkara ca: KOJAOWAEeH, 0€3BOAEH CHUJIMLMEB JHOKCHJ, HATpPUEB
kapOOHAaT, MUKPOKpHCTaJIHa LeyJfio3a, L-apruHuH, n1akTo3a, Kpockapmesno3a HaTpui, XHAPOKCHIPOMUII
uenynosa (E463) u maruesues creapat. ODUJIMOBOTO MOKPUTHE ChAbPIKA MOJIMBUHHUIIOB aJIKOX0J, THTAHOB
nuokcuna (E171), Tank u makporoJ.

Kak n3rsiexaa ATopaxkeH H KAKBO ChAbP2Ka ONMAKOBKATAa

®unmupanuTe TabjeTku ca Kpbrid ¥ 6eau no noutu 6enu. Tabnetkure ot 10 mg ca ¢ Haanue "10" ot
eaHaTa cTpaHa; tabserkute ot 20 mg ca ¢ Haanuc "20“ ot eaHara crpaHa. Tabnetkure ot 20 mg uMmar
JICJIUTEJIHA YepTa OT Apyrara CTpaHa.

ATOpI)KEH € B ONakoBKa 3a TabJIEeTKH OT Helnpo3payHa njacrtmaca, ceabpkaiia 10, 14, 28, 30, 50, 56, 60,
90, 100, 200, 250 u 500 ¢puamupanu TabNETKH.

ATOpPIKEH € ChLUO B OJMCTEP B KapTOHEHA KyTUs cbabpxkaiia 10, 14, 28, 30, 50, 56, 60, 84, 90, 98 u 100
(¢unmupaHd TableTKH, B KaJleHJapHH OMAaKOBKH, CbhAbpkawud 28 ¢uimupaHd TabjieTKH M B rpynosa
onakoBkKa OT 98, BK/IlOYBalLla 2 KAPTOHEHH OMNAKOBKH, BCAKA Chabpxkallia 49 ¢puamMupaHu TableTKH.

He Bcruku BUJOBE OMAaKOBKH MOXe Ja ObJaT MycHaTH B npoaaxoa.

[IpuTexxaTe1 Ha pa3pelieHHeTO 32 ynoTpeda
Viatris Limited

Damastown Industrial Park,

Mulhuddart, Dublin 15,




DUBLIN, Upnauaus

IlpousBoauTenn

McDermott Laboratories Limited t/a Gerard Laboratories, 35/36 Baldoyle Industrial Estate, Grange Road,

Dublin 13, Upnanaus

Mylan Hungary Kft. H-2900 Komarom, Mylan utca 1, YHrapus

Logiters, Logistica, Portugal, S.A.
Estrada dos Arneiros, 4, Azambuja, 2050-306, [Toptyranus

Mylan UK Healthcare Limited, Building 20, Station Close, Potters Bar, EN6 1TL, Benuko6puranus

ToBa nexapcTBO € pa3pelieHo 3a ynorpe6a B cTpaHuTe WwieHKH Ha EBponeiickoro UKOHOMHYeCKO
[IpocTpancTBo H O6eannenoro Kpancrso (CeBepna Upaanans) noa cjieIHHTEe HMEHA:

benrus
bbarapus
["bpLHs
Jlanus
Upnanaus
HMcnanus

Kunsp

lonma

[Topryranus
CnoBaiika peny0Jinka
CnoBeHus
Hunepnanaus

Yewka penybinka

LIBeuus
O6eauneHo Kpancrso
(CeBepHa Upnanaus)

Atorvastatine Viatris 10 mg, 20 mg, 40 mg & 80 mg filmomhulde tabletten
AtopmxeH 10 mg, 20 mg ¢puamupanu TabaeTKu

Atorvastatin/Mylan Film-coated Tablets 10 mg, 20 mg, 40 mg/TAB
Atorvastatin Viatris

Atorvastatin Viatris 10 mg, 20 mg, 40 mg & 80 mg film-coated tablets
Atorvastatina VIATRIS 10 mg, 20 mg, 40 mg & 80 mg comprimidos recubiertos
con pelicula EFG

Atorvastatin/Mylan 10 mg, 20 mg, 40 mg & 80 mg film-coated tablets
Atorvagen

Atorvastatina Mylan

Atorvastatin Viatris 20 mg & 40 mg

Atorvastatin Viatris 10, 20, 40 mg filmsko obloZene tablete

Atorvastatine Mylan 10 mg, 20 mg, 40 mg & 80 mg, filmomhulde tabletten
Atorvastatin Viatris 10 mg, 20 mg, 40 mg & 80 mg, potahované tablety
Atorvastatin Viatris

Atorvastatin 10 mg, 20 mg, 40 mg & 80 mg Film-coated Tablets

JlaTa Ha mocjIeAHO npepasrexkaaHe HA JUCToBKaTa: anpui 2024




