JIrcToBKka: REGOPMANINA 32 NAMHEHTA

Axtannaneg 10 mg ¢puamupasu Tabrerxn
Actalipid 10 mg film-coated tablets

AxTananeg 20 mg pramupans TableTkn
Actalipid 20 mg film-coated tablets

Axtamannag 40 mg pramapann TableTKE
Actalipid 40 mg film-coated tablets

CHMBACTaTHH (simvastatin)

IIpoweTere BEAMATEIAO DANATA JHCTOBKA, PEAH A% 3ANCTHETE 3 NPHEMATE TOBA NEKAPCTRO,
Thil K2TO TH CHABPXA BakHA 33 Bac uadopmanag.

. 3anaseTe Tasu IHCToBKa. Moxke na ce Hayioku Aa A MPOYETETE OTHOBO.
. AKO HMAaTe HAKAKBH JONKTHHTEIHK BBIPOCH, notvTaiite Balumns nexap uny dgapuauger.
. Topa nexapcTBO € npeamicano nuuHo Ha Bac. He ro npeotcrsnpaiite Ha Apyru xopa. To moxe

Jia HM HABPEIH, HE3ABHCHMO t¢ NPH3HALTHTE Ha TAXHOTO 3abon4Bane ca ChIIMTE KATO Bawrre.
» AKO NOJMyIHTe HAKAKBH HEXE/IAHH PEaKiiH, ypegoMere Baurnsa nexap wnu dapmatest. Toea

BKITIOYBA H BCHYKH BE3MOXKHH HEXKCITAHH peaKIMH, HCOTMHCAHH B TasH JIMCTOBKA. Brxre Touxa
4.

KAKBO CHALPAS TA3H JIHCTOBKA: | U3NMEBAHWTEAHA ATERLNASA 110 NEKAPCTBATA

1.  Kaxpo npescTannssa AKTANMITHI M 38 KAKBO e M3MIOM3BA {/lucmodia - Npuaoxetue 2

z TPAGEA 12 3HACTE, NIDELH /12 NIpHEMeTe AKTATHITA |y . poy 3y AQOBOODLDANAD ...
3.  Kak 1a npuemMare Axrannnun ‘

4.  BrnaMoxaM HeXelaHW peakiyn L6 W I« .57 44 "47“ .
5.  Kak na chxpanseare AKTATHITHA Paspewsrue Ne 26 PAL M T 2 7gam1
6.  ChabpkaHWe Ha ONAKOBKATA H AONKIHHTENHA “¢°PM%05peuue S —— S Lo vvreirereererinree

1. KaxBo npeIcTABIABA AKTAJHNRI H 33 KAKBO C€ H3M0.3B2

AKTajHITHA CHABPKA AKTHBHOTO BEIIECTBO CHMBACTATHH. AKTANHITHA € IEKApCTBO, KOETO ce
H3TOJI3BA 34 MOCTHTAHE HA NIO-HACKH HUBA Ha OOIIHA XONecTepol, ,Jiomus” xonectepon (LDL
XONECTEPON) H MAcTHH BEIECTBA B KPLETA, H3BECTHH KaTO TPROIMUEpHIH. B nominenne,
CHMBACTATHH YBEJIHYaBa HUBaTa Ha ,,406pus” xonecrepon (HDL xonecrepon). AKTaTHIHA
TIPHHAIVICHKH KM TPYTIa ICKAPCTRA, HAPSYeHH CTATHHH.

XonecTepolTbT € ejHa OT HAKOIKOTO Ma3HHHH, OTKPHTH B KPBBTA. BallsAT 061N X0/1ecTepon ce ChCToH
rraeHo or LDL 1 HDL xonecreporn.

LDL xoecTepolIsT € HapHY4H 4ECTO ,,JIOM™ XOJIECTEPOIL, 3a10TO MOKE Aa Ce OTJIara 10 CTCHHTE Ha
Baumire aprepin, kato o0pasysa rnaka. O0pasyBaHeTo Ha IL1aka MOXKe Jia IOBEAE IO CTECHABAHE Ha
aprepuure. ToBa CTECHABAHE MOXKE [a 3a0aBY WM A3 MPEYCTAHOBH KPHBOCHAGARBAHETO HA BAXKHM
OpraHu, KaTo chpiie H Mo3bK. CITHpaHeTo Ha XPBBOCHAGIABAHETO MOKE 18 IPHYHHH HAQAPKT HITH
HHCYJTT.

HDL xonecTeporsT € HApHYaH YecTo ,,A001p™ X0necTepot, Thit KaTo MpeAOTBPATABA OT/IaraHeTo Ha
TI0IIAA XONECTEPON B apTEPHMTE M NPEANa3Ba OT CHPACYHO 3abosBaHe. -

TpurmHuepsauTe ca APYT B MasHHHH B KPHBTA, KOHTO MOTAT /14 YBEINYAT pHCKa
sabongeane npu Bac.

Tpxﬁna Ia NpOXLIDEHTE Aa craseare BamaTta avera 3a NOHHXKaBaHe HA XOllecTep
NPHEMATE TOBRA JICKAPCTERO.
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CuUMBacTaTHH c€ H300J13Ba TOMBIHHTEIHO KbM JHETATA 33 MOHIDKABAHE Ha XoJiecTepona, ako HMaTe:

® MOBHIIIEHH HHBA Ha XOJIECTEPOA B KPBBTa (ITbPBHYIHA XMITCPXOMECTEPONEMHA) KK NOBHICHA HHBA
Ha MA3HHHH (CMECeHa XHIIEPNHITHASMEA),

& HacleACTReHO 3aboiABaHe (XOMO3NFOTHA HaMIITHA XHNEPXONECTEPOICMHS), IPH KOETO Ce
[IOBHIIABA HHBOTO HA XONECTEpON B KPEETa BH. ChileBpeMEHHO MOXKE 1a MPOBEXKAATe H IPYTo
JIeYeHHe.

® ucxemuuHa Gonect Ha cppuero (MBC) wmu nosumen puck ot UBC (3amoro nMate Anaber,
aHaMHe3a 3a HHCYIIT MM JIpyra Gonect Ha KPBBOHOCHHTE CBIOBE). AKTATHIHA MOKE Ia YIABIDKH
*kuBoTa By, KaTo HaManH pucka o npoOneMu cbe ChpACHHHTE 3a00NNBAHHA, HEIABUCHMO OT
KOJIHYECTBOTO Ha XO0/lecTepona B KpbBTa Bu.

Tlpu nopedeTo XOpa CHMHATOMMTE HA BHCOKWA XONECTEPON He ¢e NOABABAT Bextara. BaliuaT nexkap
Moxke Ja H3mMepH Bamma xonecrepon ¢ o0MKHOBEHO H3CNeABaHE HA KpbeTa. [locelasaiite peioBHO
Bainna sekap, mpocnenssaiite HHBOTO Ha Baumms xonectepon 1 o6cnxnaiite ¢ Bauis iekap uenure,
KOHTO HCKATe A3 [IOCTHTHETE.

2. Kaxso Tpabea aa 35aeTe, OpeIH A2 NpHeMeTe AKTANHIEA

He npuemaiite AKTATARR]
. 4KO CTe aJIEPrHYHH KM CHMBACTATHH WIHM KbM HAKOA OT OCTAHAIIHTE CHCTABKH Ha TOBA
neKapeTeO (M36poeHH B TOUKA 6);
aKo B MOMEHTa HMaTe YepHOAPoOHH npobeMy;
aKo cTe OpeMeHHA WITH KBPMHTE;
aKO MPHEMATE JICKAPCTBO(A) ¢ eIHC HITH OBEYE OT £IHO OT CNCAHHTE aKTHBHH BEIISCTRA!
o HTPaKOHA30J1, KETOKOHA30J, MI03aKOHA30 HIH BOPHKOHRA30JI {H3MOI3BAHH 34 JIEYeHHE Ha
re6uyHH HHbeKITHH);
o CPHUTPOMMIIH, KIIAPHTPOMMIMH WIH TEJIHTPOMMIIMH (H3MIOIT3BAHH 32 JICUCHRE Ha
HHexIMK);
o HIV npotea3sn HHXHOHTOPH, KATO HHEHHABHP, HeNQHUHABHD, PHTOHABHP H CAKBHHABHP
(HIV nporea3say UHXMOKTODH, H3n0/13BaHH 32 Neyenne Ha HIV undexuun),
o foLenpeBHp WK Telanpesnp (M3N0N3BaHA 34 JIeYeHHe Ha HHQEKLHA, IPHYHHEHA OT BHpYca
Ha xenatut C);
HedasonoH (H3NO3BAH 32 JIeYCHHE Ha JeTpects);
KoOHLHCTAT;
rembubpo3un (M3N0A3RAH 33 OHIKARAHE HA XONECTEpONa);
HHKJIOCAOPHH (M3MI0/13BaH MPH TALMEHTH C TPAHCILIaHTALMA Ha Opram);
NaHa30J1 (CHHTETHYEH XOPMOH, H3NON3BAH 32 JIEUCHHE Ha EHAOMETPHO3A - 3a00/sBaHe, HPH
KOETO MATOMHATA JIMT2BK1IA TIPOPACTRA W3BLH MATKATA)
He nprematiite noeede ot 40 mg AKTalAnua, ako NpHeMare JOMHTanM] (M3MOI3BaH 33 JIEYCHHE Ha
TCHKKH H PSIKH NCHETHIHH 3a00/I9BaHuUA, CEBP3AHH ¢ XOJIECTEPOIa).

0O 0 0 0 0

Iocepersatite ce ¢ Bamwna nekap, ako He cTe cHrypHH, Ye BameTo sekapcTso € cpen
ropem3bpoennTe.

Ilpexynpexaenns m npeAnaznH MEPKH
T'osopere ¢ Bamua nekap wian dgapMmaiesT, Ipeay Na npueMeTe AKTamunua.

Kaxcete Ha Bamsa nexap:

. 3a BcHUKkH Baniu 3abonseadid, BIHOYHTEIHO ANeprin;
aKo IPHEMATe rojeMH KONMH4YeCTRa ATKOXOIT,
aKo MMaTe HIH CTe MMATH YepHOAPOOHO 3abonspale. AKaJTHITUA MOKe fa
Bac.,
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. ako Bu npencton onepauns. Moxe aa ce HaNOXH A4 cnpeTe NpUeMa Ha AKTaMAng TabneTku
34 H3BECTHO BpEMe.

. aKo cTe a3HaTell, Thil KaTo Moske Za BH ce NpUNoKH pasii4Ha 1034;

. aKO TMPHEMATE, WIH B NOCICAHATE 7 IHH CTe MPHEMAaNH WiIH BH e 1ajieHo 1eKapcTBo, HapeueHo
¢y3HA0Ba KHCENHHA (M3M0N3RAHA 3a NeYeHHe Ha OakTepranHa HHOEKIMA) pe3 yCTaTa MM 110
dopmaTa Ha mipkekLH. KoMGHHaIMATa OT GY3UI0Ba KHCE/IHHA U AKTAIHITHI MOXE Ia IOBeAe
A0 CEPHOIHH MYCKYIHH TipoGnemu (pabroMuonnsa).

Bamusar nexap TpaGea Ja Ha3sHAYH KPBLBHH M3CACABAHHA IIPE/H 14 3aN0YHETe 1A NpHeMAaTe
AKTAIMITHI H aKO HMATE CHMITTOMH Ha 9epHOpoOHH ApobiieMH, oKaTo mpHeMaTe AKTanunua. Tosa
€ HeoOX0MMO, 33 Jla IPOBEPH Kak (HYHKIMORHPa yepHUAT BH npob.

BammaT nekap, MOXe ChIio Ja noMcka aa Bu Hanpasu H3C/IeIBAHHA Ha KPhBT4, 3a 13 IPOBEPH Kak
dynxionMpa 4epHHAT Bu Apod cliell KaTo CTe 3aNoYHAH 12 PHEMaTe AKTAITHITHL.

Jlokaro npHeMare ToBa iekapcTro BauimaT nekap Ie NpocienaBa BHHMATENHO ChCTOARHETO BH, ako
Mmare gHaber WM puck or noAsa Ha auaber. AKe HMaTe BUCOKH CTOHHOCTH Ha 32Xap B MAsHWHK B
KPBBTa, aKO CTe ¢ HAZHOPMEHO TerIo H HMaTe BHCOKO KPBBHO HANATAHE, Hall-BepoaTHO NpH Bac
CBINECTBYBA MOBUILICH PHUCK OT pa3BHTHE Ha AWaderT.

Kaxere Ha Bauma nekap, ako HMare TexkkH GenoapoGHH 3a6onapanHus.

CenpxeTe ce nezabasuo ¢ Bamny gexap, axo noxyunTe seoSAcHEMA MycKyaHa 6oaka,
OTHAARANOCT BIH CisbocT. ToBa ce HaIara, Thi KATO B PeAKE CJIyIaH MYCKY/JIHHTE MPob.aemMu
MOTAT A2 GLAAT CepHOZAN, BKJIIOUATEIHO A2 HACTHOAT Gb0peTHN YBpeXKIRHHA BCIIEACTRHE HA
MYCKYJHO pasnajiaHe H B MHOTO PEIKH CJYYAH € Bh3MOKHO I3 HACTBIH CMEBPT.

Puckbr OT pasnagane Ha MyCKYJHTE € NO-BHCOK, AKO NPUEMAaTe NO-BHCOKH I03H CHMBACTATHH,
ocobeHo ao3a ot 80 mg. PHCKET OT paznajaHe Ha MyCKYJIHTE € NO-BHCOK ChHILIO NPH ONpeeieHH
nauueHTH. Koncyrmupaiite ce ¢ Bamms siekap, ako HAKoe OT cleHHTe ce oTHacH 3a Bac:

4KO KOHCYMHpATe TOIEMH KOJIMYECTBA AJIKOXO;

HMaTe npobnemu ¢ GuOpermTe;

HMaTe NpobieMH ¢ IMHTOBHAHATA JKIIE3a;

Bue cTe Ha BB3pacT HaA 65 roguumy;

Bne cTe 0T XKeHCKH MO,

AKO CT¢ HMAIH MYCKYJIHH IpOOIIEMH [0 BpeMe Ha JICHeHHe ¢ JIEKapeTBa, KOMTO NOHHKABaT
XOAECTeposIa, HapeueHH ,,CTaTHHN WM QHOpaTH (ApyTrH NeKapcTBa, HOHIDKABALIH
XonecTepona);

] Bue wan Baiu 6np3ku MMaTe HACIEACTBEHO MYCKYIHO HapYIIEHHE.

Hrudopmupaiire Bamus nexap wid dapMauesT, ako ¥MaTe MycKy/1Ha cHabocT, KOATO € NOCTOosHHA. 3a
JHATHOCTHUHpAHE M JIEYeHHE Ha TOBA CHCTOAHHE MOXKe f1a ca HeoOXOIHMH JOITRITHHTEHH
H3CNIEIBAHHS H IEKAPCTRA.

Jena u oHOMA

BesomacHocTTa M €pMKAacHOCTTA Ha AKTaNHOMA ca Griti NpoyvBaHH NP MOMYeTa Ha Bh3pacT 10-

17 romiHA 1 NpH MOMHYETA, KOWTO HMAT MEHCTPYALHA OT Hali-MaJko eHa rojuHa (BX. Touka 3 ,,Kak
Na npuemMare Axktamamn’).

CHMBacTaTHH He NpoyuBaH Npu feua a0 10-roMmua BE3pact. 3a nopede HHGOPMAaIHA, TOBOPETE ¢
Bamnsa nekap.

JPYra JeKapcTBA H AKTAIRIM
Hudopmupaitre Bammms nexkap wim dapMariesT, ako NpHEMATe/H3M0I3BaTe, HACKO
NpHeManu/H3NoI3BaNH HIIH € BE3MOXHO A3 IIPHEMETe/H3N0M3BaTe APYTH JIeKap
CNICHATE 8KTHBHH BEILleCTBA, THH KaTO IPHEMBT Ha AKTAHIHA ¢ HAKOE OT CAE
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MO3KE Aa NOBHIIH PHCKA OT MYCKYJIHH NpoGieM# (HSKOH OT TAX Beye ¢a H3OpOeHH B rOpHHsA pasfen

»He IpueMaifTe AKTansnig ).

- Axo TpufBa 1a npremaTe Qy3HI0BA KACEIRAS HPE3 YCTATA 32 jjedenHe Ha Gakrepaanna
HEdexnEs, me TpE6BA BpeMEHHO A CHpeTe YHOTPebaTa HA TOBA NEKAPCTBO. BamuaT
aexkap me Ba kake xora ¢ 6e30MacHo 13 BL300HOBHTE NpHeMa HR AKTANANHA. IlpaemMnT
B3 AKTAZRNEA ¢ GY3H0BA KHECEJIHHA B PEAKH CJYIAH MOXE 1a A0BeAE A0 MYCKY/JHA
caaboct, oTHaABATOCT HAR Goaka (paGromuonnia). Baxre nopede ARGOPMANHA OTHOCHO
pabaomuoNEIaTA B TOUKA 4

. LMKJIOCTIOPUH {4eCTO Ce H3MOI3BA NPH MALMEHTH ¢ TPAHCIUIAHTALMA Ha OpraHu);

. Naxa30] (CHHTETHYEH XOPMOH, KOITO cé H310J13Ba 32 JICYCHHE HA eHAOMETPHO3], CHCTOAHHE
IIPH KOETO JIHraBHla Ha MAaTKAaTa PAcTe H3BBH MaTKaTa);

. NIEKApCTEA, CHBPKALIY AKTHBHH BELIECTBa, KATO HTPaKOHA30J1, KeTokoHazol, ¢urykonason,
N03aKOHA30/ WIH BOPHKOHA30/ (M3MON3BaHHU 3a JeYcHHe Ha HH(eKIMH, NpH{HHEHH OT
rEOHYKH);

. bubpaTy, ¢ aKTHBHE CheTaBkH, Kato reMpubposn, Gezadubpar (M3non3BaHA 32 HAMANABAHE
Ha XOllecTepoa);

= €PHTPOMHLIHH, KIAPHTPOMHIIHH, TETMTPOMHIIMH MITH (y3HA0BA KHCENHHA (H3MOI3BAHH 32
nevende Ha HakTepranH HHpEKUHH),

= HIV nporea3sHH MHXHOUTOPH, KaTO HHAHHABMD, HEN(HHABHD, PHTOHABHP H CAKBHHABHD
(m3non3eany 3a negeHne na HIV);

. Gonenpesup, Tenanpesup, enGacBUp WM TPASONPEBAP (AHTHBHPYCHH CPEACTBA, MBTION3BaHA 33
nevyeHue Ha xenatut C BHpyCHA HHGpEKIHA);

. Hedaz00H (M3MOI3BAH 34 ICUEHUE HA IETIPECHA);

. JICKADPCTBA ¢ AKTHEHOTO BELIECTEO KOOHUIHMCTAT;

. aMAOZApON (M3MOI3BAH 34 JICUSHHE Ha HENPABWIEH ChpAeveH PHTEM);

. BepanaMu/l, AATTHAIECM HITH aMIIOAMIIHH (H3HO0I3BAHH 33 J€YE€HHE HA BHCOKO KPHBHO Hajirane,

GOJIKH B rbPAMTE, CBBP3AHH CHC CHPACYHO 3a00/NABAHe WIH JAPYTH CHPACYHH CHCTOAHHA);

= JIOMHTAIMAA (H3MOJI3BAH 32 JIEYEHHE Ha TEKKH M PelKH TeHETHYHH 3a001BaHns, CBHP3aHH C
XONECTEPOIIA);

. AANTOMHUMH (JIEKAPCTBO, H3MQIZBAHO 34 JIEUEHHE HA YCJIOKHEHH HHEKIMH Ha KOKATa H
KOXHHTE CTPYKTYPH H DaktepHeMus ). BeposTHOCTTa 321104Ba Ha HEXKENaHH peaKiMH, 3aCATAIIH
MYCKYJIHTE, MOXe a Gb/le Io-BHCOKA, KOTAaTO TOBA JIEKAPCTRO C& H3IOM3BRA IO BPEME Ha
JledeHHe ChC CHMBACTATHH (Hamp. Axkranunun). Balunsar sexap MOXe Ja peirH Aa Cipere
NpreMa Ha AXTaNnWIg, 32 U3BECTHO BPEME;

= KOJMXHIHH (H3IO/3BAK 34 JIeYeHHEe Ha nojarpa);

. THKarpenop (aHTHTPOMOGOTHUHO IEKapCTRO).

Crino xakTo 1 3a H30poeHHTE 0-Tope NeKapcTBa, UHGopMApaifte Bamms nexap une dapMaleET ako
MPHEMATe HIH HACKOPO CTe MPHEMAIH HAKAKBH JPYTH JIEKAPCTEA, BK/IOYHTEIHO H TAKHEA KOKTO Ce
oTmyckart 6e3 nekapcko npeanucanue. [lo-crientuanso, TpA0Ba aa yseqomuTe Bammna nexap, ako
TIpHEMaTe JIEKapCTBa C HAKOA OT CIIEAHATE aKTHBHY BellecTBa:
. JIEKAPCTBA ¢ AKTHRHH CHCTABKH, KOMTO MPEIOTBPATABAT 00Pa3yBaHETO HA KPBBHH ChCHPELIH,
Karo BaphapHH, PEHNPOKYMOH HWIH alleHOKyMapol (aHTHKOAryJIaHTH);
. dexodpuOpar (ChIIO ce H3MN03Ba 38 ROHKABAHE Ha XONECTEpona);
HMAIIHH (CBLIO CE M3NOJI3BA 32 MOHIKABAHE HA XOJIECTEpOa);
. pHpaMITHLMA (H3NOT3BAH 3a JeYeHHe Ha TYOepKyIo3a).

Bue Tpatsa ctmo na HHGOpMHpATE BCEKH Niekap, Koiito BH npennucea HOBO 1eKkapcTBO, Ye NpHEMAaTe

AxTanumaa.

AKTATHDNA ¢ Xpasa H HANHTKH
CoksT oT rpeiindpyT ChABPKA €AHA HIH MOBEYE CHCTABKH, KOHTO MOTAT A8 NPOME;
KOMTO OpraHA3Ma pa3srpaXk/1a HAKOH JICKAPCTBeHH MPOAYKTH, BRIIOUHTERHO
KoHcymuparero Ha cok ot rpefingpyt TpaGea aa ce u3barsa.

BpeMeRHOCT R KEpMeHe
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He npuemalite Akranunup, ako cre 6peMeHHa, ofTHTBaTe ce Na 3abpeMeHeeTe WiH cMATaTe, 9¢ MOXKe
Na cTe GpeMeHHa. Ako 3a0peMeneeTe NOKATO NpHeMaTe AKTATHITHA, BeaHara TpAOBa aa cnipere Ja ro
npHeMare H [1a YBeJIOMHTE CBOA JICKYBALL JieKap.

He npremaiite AxTanumnia, ako KbpMHTE, 3alIOTO HE € H3BECTHO JajiH IEKAPCTBOTO MIPEMHHARA B
KbpMara.

ITocueerpaitre ce ¢ Bamna nexkap nnu GapMaleBT Mpeay Aa 3aNMOYHETE Ja NPHEMATe KAKBOTO H A2 ©
JIEKapCTRO.

Ilogapane n pabora ¢ MAIEHEA

He ce ouaxBa AKTAnHITHA Aa OK@KE BIMSHHE BBPXY COCOGHOCTTA 3a modHpaHe H paboTa ¢ MALIHHH,
Brnpexu ToBa TpaGBa na ce MMa NpeBH, 9¢ HAKOH XOpa NOoJTy4aBaT 3aMaiiBaHe cie]l IpHeM Ha
AKranunug.

AKTAIHIOET ChALPAA JAKTO32
Axko BammsT nekap Bu e ka3an, ye HMaTe HeMOHOCHMOCT KbM HAKOH 3aXapH, CEBbPXETE Ce C Hero,

NpenH Aa NpHEMETe TO3H JIEKAPCTBEH NIPOLYKT.

3. Kakna npEemMaTe AKTaadIH]

Baumst nexap me onpeneim noaxonsmara 3a Bac 103Hpoeka, B 3aBHCHMOCT OT BammeTo cheTosHKeE,
Bameto Tekymo euenne H nuuung Bu prckoe cratyc.

Bunaru npuemaifte TOBa NeKapcTBO TOYHO KakTo By e xazan Bamuar nekap wiv gapmanest. Ako He
CTe CAMYPHH B HeIlo, NonuTaite Bamms nekap nan QapManesT.

Jokato npHeMarTe AKTaJHAHI TPAOBA Aa CIIa3BaTe AHMETA 3a IOHIKABaHE Ha XOIECTEpona.

Hosuposxka:
IpenoppunTennara nosa e 5 mg, 10 mg, 20 mg, 40 mg wnn 80 mg CHMBACTATHH BEIHbK THCBHO,
npes ycraTa.

Brapactam:

O6uyaiiHaTa HayanHa no3a e 10 mg, 20 mg unu B Hikou caydad 40 mg anesHo. Bamna nexap Moke
Ja KopHrupa ao3ata BH cien He no-Maiko ot 4 cemMHuIH A0 MakcuMyM 80 mg anebHo. He
npuemaiiTe nosewe ot 80 mg nEeBHO.

Bamus nexap Moxe 1a NpeTHILE IIO-HUCKH 03K, 0COGEHO aKo MPHEMATE ONPEAEIICHH JIEKAPCTBEHH
NPOIYKTH, H30POEHH NO-Tope WK MMaTe onpeAeneHH 6LOPeUHH ChCTOSHIA.

Hozata ot 80 mg ce npenopruea caMo NPH BEIPACTHH NAUMEHTH C MHOIO BUCOKH HUEA Ha
XOJIECTEPOIT H C BHCOK PUCK OT ChPAEYHH 3a00/IABaHHS, TIPH KOHTO HE Ca JOCTHIHAIH LIENCBUTE
CTONMHOCTH Ha XoJlecTepoJa Ipu ynorpe6a Ha O-HUCKH RO3H.

Yoorpela Opn Jena A WHOME
3a nena (Ha pe3pact 10-17 roaquax) npenopbh4UTENIHATa HaYanHa fo3a ¢ 10 mg nHeBHO, Beuep.
MakcumanHaTa npenopraHTeHa A03a ¢ 40 mg AHEBHO.

Hauwn Ha npunoxXeHHE:
INpuemaiire Axranunun evep. Moxere aa ro npHeMare ¢b¢ WiH Ge3 xpaHa. ITpons
mpHeMare AKTAIHITHA A0KaTO Bamuar iexap #e Bu kaxe na cripere,

Axo BammAar sexap Bd e npennmucan AKraauimz 3aeHo ¢ ApYro JeKapeTso 3a md
XONECTEPONA, CHABPHKALO CEKBECTPAHT Ha XTHUHATA KHCEITHHA TpAOBa fa npHeM;
noHe 2 Jaca Mpear WM 4 Yaca criejl NPHNAraHeTo Ha CEKBECTPaHTa Ha XUTHIHATA
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AKo ¢Te NpHeaH noBeYe 0T HeOOXORAMATA 1038 AKTANHIE]
. MOJH, CREPXeTe ce ¢ Bamng siexap uny dapManesT.

AKO ¢T¢ OPONYCHAIH A3 NpHEMeTe AKTANHIH]
» He B3eMaiiTe ABOjiHa [103a, 34 1a KOMNEHCHPATE poITycHarara TabneTka. [Ipocro mpuemere
MpeJMcaHaTa J03a AKTANHIHI B 00MYaiiHOTO BpeME Ha CIICABALHA JEH.

AKO CTe cIpe]IH IpHEMA HA AKTAJHOH]
. yBeioMeTe Bailiua nexap win dapManest, Thii KaTo XonecTepobT BH Moke Aa ce MOBHIIH
OTHOBO.

AKO HMaTe HAKAKBH JOITBIHKTEHH BBIIPOCH, CBBP3aHH ¢ YNIoTpeDaTa Ha TORa JIEKAPCTBO, NOTTHTANTS
Bamusa nexap wiH gapManueBT.

4. Bu3MOKHH HeXKENAHA PeAKIHNA

KakTo BcHYKH niekapcTBa, TOBa ISKAPCTBO MOXKE Ja MPEAM3BHKA HEXKCAAHH PEaKUHH, BBEIPEKH e He
BCEKH T'd MONy4ara.

CrieftHITE TEPMHHH Ce H3MON3BAT, 3a Aa Ce OIIHINE KOJIKO Y€CTO ¢a ChoOIIaBaHA HEXKENaHH PEaKLHH:
. Penxu (Morar fa sacernar 10 1 Ha 1000 oymm).

. Muoro penxu (Morat na 3acernar o 1 Ha 10 000 gyum).

. C HemsBecTHa YecTOTa (0T HATIMYHHTE JJAHHH HEe MOXe Aa Obje HanpaBeHa OLIEHKA).

CrobLIapa ce 3a clieIHHTE PeAKH HEeKeJaHH PSaKLIHH:

Tpabsa A2 cnpere npEeMa Ha JeKaPCTBOTO Ee3abaBno H Aa cLo0MATe Ha BamAg Jexap HiIH xa
OTH/IeTe B CNCMHOTO OT/e/ICcHAE Ha Hal-6A3K0TO GoMMAYHO 3aBefeANe, B ¢yl ye
Ha0aI0aBaTe HAKOA OT CJICJHETE HEKEJARH JIEKADCTBEHE peaKniuu:

] MyCKYJIHE GOJIKH, OTHAZAHANOCT, cabOoCT WK KpaMITH, CKBCBAHE Ha MYCKYJT (MHOTO penkn). B
PelKH CTyyad Te3H MYCKYJIHH npoGiaeMH Morat fa ObAaT cepHO3HH, BKIIOYHTEIHO pasiajaHe
Ha MycKynHTe {pabnoMHOMH3a), X0eTo BoAK 10 OB0pedHH yBpeXKAaHHA; B MHOTO PEIKH ClIy4aH
MOJKE /1 HACTBITH CMBPT,
] peaKUHH Ha CBPbXYYBCTBHTENIHOCT (anepPrayHy peakiiH), KOUTO Ca.
s TOAYBaHe HA JIHLETO, ¢3HKA H IBPIOTO, KOKTO MOTAT Ja NPHYHHAT 3aTpYAHCHO NHIIaHe
(anruoenem),
& CWIHH MyCKYNTHH GoJikd OOHKHOBEHO B 00JIaCTTa Ha paMEHETE H Taza (PeBMAaTHYHA
NONHMHAANITAA),
0bpuB cue cnaboct Ha KpaiHUIMTE H MYCKYRHTE Ha Bpara,
oOpHB, KOKTO MOXeE a Ce TIONBH M0 KOXKATa HIH A3BH B YCTATa (JIAXCHOHAHH JEKapCTBEHH
o6puBK) (MHOTO pemkH),
60JIKa HITH PE3NANIEHHE HA CTABHTE,
BB3NANIEHHE Ha KPEBOHOCHHUTE CBAOBE (BACKYIIHT),
HeoOHYaHHA CHHIHH, KOXHE OOPHBH M TIOAYBaHE (A€pPMAaTOMHO3MNT), YPTHKAPHA, IIOBHIICHA
YYBCTBHTEITHOCT HA KOYKATA KbM CITBHLIETO, BHCOKA TEMIIEPATYP4, 3a4CPBABAHE HA JTHLIETO,
HEIOCTHT HA BB3AYX (33yX) M HEpa3NoImKeHHE,
nmynycononoGHa KapTuHa Ha 3abonseaHe (BKIKOMHTETHO OGPHB, CTABHH HapyIlleHH:, KAKTO H
BB3IEHCTBHE BLPXY KPBBHHTE KIETKH),
. BB3MNANCHAE Ha YepHHA Apod ¢ HAKOM OT ClleIHHTe CHMITTOMM: NOKBITABAHE Ha
OMMTE, ChPHEXK, TBMHO OLIBETABAHE HA YPHHATA HIH CBETIIC OLBCTCHH H3IIp:
Ha yMOpa Win ciaboct, 3ary6a Ha aneTuT; datanna H Hedaranta uepHoapob.
HEHOCTATBYHOCT (MHOIO PIIKO),
. Bh3NAICHHAE Ha [TaHKpeaca (YecTo ChIPOBOAEHA ChC CHTHa OoNKa B KopeMa).
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ChrefHHTE HEKENAHN PEAKIHE Ca ChOOIIABAHH MHOTO PAAKO:

» TEXKKa AIEPrHYHA peaKkud, KOATO MPHYHHABA 3aTPYAHECHUE B HIIAHETO WM 3aMaiiBaHe
(anadunaxcns),

. FHHEKOMACTHA (YroNneMaBaHe HA ThPAHTE NIPH MBXKE).

CneHHTe HEXEellaHH PeakiliH CBHIUIO ¢a choOLIaBaHH pAAKO:

HHUCBK Opoii Ha YepBEHHTE KPHBHH KIIETKH (AHEMHA),

CKOBAHOCT WJIH cJIa0OCT B PBLIETE H KpaKaTa,

rnapodonue, ycemaHne 3a H3TPBNHAJIOCT, 3aMATHOCT,

3aMBIII€HO 3pEHHES, YBPEXIaHe Ha 3PCHHETO,

XPaHOCMHNIATENIHM Pa3cTpoicTBa (6oska B KopeMa, 3anek, NOAyBaHe HA KOPeMa OT Ta3oBe,
AOUO XPAHOCMMNIAHE, AMapHa, TafcHe, NOBPhINane),

oGpue, cepbex, koconan,

cnabocr,

3aTPYJHEHO 3acTIBaHe {MHOTO PAKO),

orciabpane Ha MaMeTTa (MHOrO pAaKo), 3aryba Ha maMeTTa, 00LPKaHOCT.

* & &

CpobmaBand ca CHINO CNEIHATE HeKeNaHU PEAKIMH, HO YSCTOTATA HE MOXKE AA C€ ONPEHETH OT
HANHYIHHTE JaHHH:

€peKTHAHA AHCHYHKLIHA,

JEeTpecHs,

BE3MANCHHE Ha GelTHTe ApoboBe, NPHYHHABAINO MpobieMu ¢ AHINAHETO, BKTIOYHTE/IHO YIIOpHTA

KAIUTHUA W/WITH 38yX HIH BHCOKA TEMIEpaTypa;

npobneMH ChC CYXOXKHIIHATA, TIOHAKOTA YCIIOKHEHH OT CKBCBAHE HAa CYXOKHIHETO,

MycKynHa caabocT, KOATO € MOCTOAHHA.

Hexxenanu peakumu ¢ro0IaBaHy IPH HAKOH CTATHHH:

. HapymeHHA Ha CHHA, BKTIOYHTEHO KOIIMAPH,

. CEeKCYANTHH 32Ty JHCHHS,

* nuaber. Io-BepoaTHO € J1a ce HabmonaBa, AKO MMATE BHCOKH CTOHHOCTH Ha 3aXap H Ma3HHHH B
KpPBBTa, 4KO0 CTE C HaAHOPMCHO Terf0 1 HMAaTC BHCOKO RP'BBHO HAJIIATAHE. Banmsar JCKap uie Bu
HabM0JaBa I0KaTO MPHEMATE TOB2 ICKAPCTRO.

Jlabopamopuu pezynmamu
HabmonasaHo ¢ yBenu¢HHe B HAKOH KPREBHH IIOKa3aTelIH Ha YepHoapoOHaTa GyHKIHA B
MYCKYJIHHTE €H3HMH (KpEaTHHKHHa3a).

CrofmaBane HA HexXeJAHH PeAKNEH

AKO NO/Ly4HTe HAKAKBHM HEXENaHH JIEKAPCTBEHH PEakiMM, yeeaomere Bamus nexap nny gapmMaresrt.
Tosa BKIIOYBa BCHYKH BB3MOMKHH HEOIHHCAHH B Ta3H JIHCTOBKA HEXKEJIAHH peakuHH. Moxere crino ga
chOOLIMTE HEeXEaHH PeaKHH JHPEKTHO Ype3 U3imbnHHTEIHA areHINA TI0 JIeKapeTBaTa, Yo ,.JlaMsH
I'pyes” Ne 8, 1303 Codus, Ten.: 02 8903417, yebeaiir: www.bda.bg. Kato crobmasare Hexxenanu
PeakiliH, MOXETe Jia Ia/JIeTe CBOA MPHHOC 3a IOMydYaBaHe Ha NMOBede HHpOpMalMiA OTHOCHO
6e3onacHOCTTA HAa TOBA JIEKAPCTBO.

5. Kax aa cexpanspare AKTRIHIN]

Ha ce cexpaHsBa Ha MACTO, HEAOCTHITHO 34 Jerla.

He m3mon3BaiiTe TOBa N€KapcTBO ClleA CPOKA HA TOTHOCT, 0TOEN43aH BBPXY OIaKOB
no:”. CpoKBT Ha rOAHOCT OTTOBaps Ha NOCIEAHHS ACH OT IOCOUSHHSA Mecell. /

Ja ce cpxpansea nog 30°C.
Ja ce chxpansgBa B OpMrHHaIHATa ONAKOBKA, 34 Ja Ce MpeANasy OT CBETIHHA H BJL
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Cnen ospBo oteapsne Ha HDPE onakoexara 3a Tabnerkn: [la ce cxxpansra noj 25°C o fa ce
H3MONI3Ba 10 6 Mecena.

He m3xprpnsiite NekapcTsaTa B KaHANM3ALMATA HIH B KOHTEHHEPa 3 AOMAITHH OTRAXBLH.
Honwmraiire Bamma papmalieBT kax Ja H3XBBPIATE JIeKaPCTBATA, KOHTO Beye HE H3TOM3BaTe. Te3n
MEPKH IIE CTIOMOTHAT 34 OMa3BaHe HA OKONHATA CPEAa.

6. ChabpxaHHe Ha ONAKOBKATA H A0NLJIHETEIHA HHPOPMATIHA

Kakso cbabpaxa AKTaannug
- AKTHBHOTO BEIIECTBO ¢ CHMBACTATHH. Besika hunmupana tTabnerka cbaspika 10 mg, 20 mg wm
40 mg cuMBacTaTHH.

- Jpyrure cheTaBKH ca:
Anpo Ha TabNeTkaTa: NAKTO3a MOHOXWAPAT, MUKPOKpHCTAnHa nemynoza (E460),
NpexeNaTHHHIHPAHO HapeBuyHo Huinecte 1500; 6ytwxuapokcuanmson (E320); ackopbunosa
kucemuna (E 300); mumonena xucenusa (E330); konouneH, 6e3801eH CHIHIHEB AHOKCH]
(E551); Tank (E553b); marnesnes creapat (E470b).
OuMoBo NOKpUTHE: XHnpomenosa (E464); yepseH xeneseH okcun (E172); xpiT xeneseH
okcug (E172); tpuernnor marpar (E1505); Turanos muoxern (E171); Tank (E553b); noemunon
K-30.

Kax m3raexga AKTAJHIOHA H KAKBO ChIbLPik: OHAKOBKATA

Axrtanumin 10 mg e opanya, AsolinoH3TbKHana, drMupaHa TabeTka c HBAT HA MPACKOBA, ©
AenuTelHa 9epTa OT e/JHATA CTpaHa.

Axtanunua 20 mg e cBeTnokabhABa, OBaIHA, ABOHHOHITbKHANA, (riMHpaHa Tabnerka, ¢ AenHTeHa
YEepTa OT ¢AHATA CTpaHa.

Axtanumia 40 mg e YepseHOKadaBa, OBaIHA, IBOHHOMSITEKHANA, (PHIMHpaHa TabneTKa, ¢ ACTHTETHA
YepTa 0T eHATA CTPaHa.

Tabnetkure MoraT fa 6b1aT pasfeneHy Ha JABe PABHH JIO3H 110 JC/IMTEITHATA YEPTR.
TabnerkHaTe ca onakosany B 6IHCTEPH B KAPTOHEHA KYTHA WM OrakopKa 3a Tabnerxu or HDPE.

Onaxosru:
bancTepu:
Axrtanamup 10 mg dpunmupann tabuerkn: 10, 20, 28, 30, 50, 60, 98 1 100 Tabnerxu.
Axtanumua 20 mg $unmupans Tabnetku: 10, 20, 28, 30, 50, 60, 98 u 100 Tabnetku.
Axranunua 40 mg punamupanu rabretku: 10, 20, 28, 30, 50, 60, 98 u 100 TabneTxu.

OnakoBka 3a TaONneTkH;

Axranunup 10 mg dunmupann Tadmerkn: 100, 250 u 500 Tabnerku
Axtamunuz 20 mg punmupann Tabnerkn: 100, 250 u 500 Tabnerkn
Axramumug 40 mg Gunmupanu tabnerkn: 100 1 250 tabaerku

He BcHUKH BHAOBE ONAKOBKH MOTAT A2 OLAAT MyCHATH Ha TIa3apa.

IpaTexkaren Ha pa3pemcHEETO 38 YHOTpeba
TevaB.V.

Swensweg 5

2031 GA Haarlem

Huaepnanaua
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Ipor3soaATeN
Banxaudapma-Jynuuua AJ]
V1. CamokorcKo moce 3

2600 Jymauia,

Brnarapua

To3n lexapcTBEH NPOAYKT € paspelieH 3a YNOTpeGa B AbpaxapaTe wiedkn na EAII mox
cleXHATE HMEeHA:

Apcrpes Simvastatin Actavis 20/40 mg Filmtabletten
Brirapus Axramunag 10/20/40 mg punmupann Tabnerku
Henaumua Simvastatin Actavis

ITomma Simcovas

JlaTa Ha NocJieHO IpepasrIeKaaEe HA JIACTOBKATA —
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