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JIHcTOBKA: vHpOopMALKMA 33 MAUHEHTA

Poccra 20 mg puamupaHs TadaeTKH
Rossta 20 mg film-coated tablets

Po3ypacrarun (Rosuvastatin)

IIpoyeTeTe BHUMATEIHO NAIATA JHCTOBKA, NPeaH 13 3al0YHeTe 13 NPHEMATE TOBA JIEKAPCTBO

- 3anasere Tazu NMCToBKAa. MoXe Ia ¢e HanoXKK 1a A OpPoYETETe OTHOBO.

- AKO HMAT€ HAKAKBM AOOBIHHUTEIHU BLOPOCH, TonuTakiTe Bawus nexap wnu papMauest.

- Tosa nekapcrBo e npegnucado audHo Ha Bac. He ro npeorcrbneatite Ha apyru xopa. To Moxe
Ia UM HaBpeOM, HE3ABMCHMO Y€ NPU3HALMTE HA TAXHOTO 3a0ondBaHe ca chllMTe Kato Bammre.

- AKO NONyYHTE HAKAKBH HEKeJAHH IeKapCTBEHH peakuiu, yeegomere Banms nekap wiu
¢apmariesT. ToBa BKIIIOMBA U BCUIKH BH3MOXKHH HEXKENAHU PEeaKi(HH, HEOMHCAHM B Ta3u
NucToBKa. BrokTe Touka 4.
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1. Kakeo npeacrasaasa Poccra H 33 KakBo ce H3N0JI3BA

Poccra cnana ksM Ipyna 1eKapeTBa, HApeUeHY CTaTHHU.

Poccra Bu ¢ nmpennucad, 3aioTo:

. HMmare BUCOKH HHBA Ha xolecrepot. ToBa 03Ha4asa, Ye ChIIECTBYBA PUCK A2 MOJYIUTE
HHGApKT WiH HHCYIT. PoccTa ce H3I0/1382 NPH BE3PACTHH, FOHOLUIM M N€12 Ha Mnyd Hax 6
rogyiliHa Bh3pacT 3a I€49CHHEC Ha BUCOK XOJIECTCPO.

. [Ipenopbuano BH ¢ na npueMATE CTATHH, 3aL00TO [IPOMAHATA HA AUCTATA U NOBHLICHATA
(pH3NYECKa aKTUBHOCT He €3 OHITH Z0CTATHYHM, 33 1 Ce KOpUIMpaTr HUBaTa Ha xojiectepona Bu.
Tpabea na nponwixkure ¢ Bawara nouuxasalla Xoa€CTEpoia AHETA U ¢ PU3nyecKaTa
aKTUBHOCT, J0KaTO npueMare Poccra.

HUnu

. Mma apyru paxropu, yBeM4aBalld pUCKa OT HHPAPKT, HHCYIT WK APYTH CBbP3aHH
3ApaBOCNOBHH MpodieMu.

Hudapkr, HHCYNT Win Apyrd npobneMu Morar aa OpIar NpenqH3IBUKAHM OT 3a00/InBaHe, HAPEYCHO
aTepoCKIEPo3a. ATEPOCKIIEPO3aTa C& IbJ/KH Ha HATPYBAHE H3 MACTHH OTAaranus BbB Bawnre
apTepuiu.

3auo e BaxHO Ja npoaraKasare ¢ npuema ua Poccra?
Poccra ce H3n0n3Ba, 3a 1a ce KOpUrvpar HUBaTa HA MACTHUTE BElleCTBA B KPBBTA, HAPCYCHH THNIAAY,
HaH-paznpoCTPaHEHUAT, OT KOUTO € XONECTEPOAbLT.

B kpbBTa HMa pazIHUIHM BUAOBE XoAecTepon — ,Jom” xonectepon {LDL-C) u ,,106bp” Xonecrepon
(HDL-C).

- Poccra MoXe ra HaManu ,,101UMA” 1 fa yBeausu ,00pua” xonecTepoi;

» JlekapcTBOoTO AckicTBa, KaTo moAnoMara 0J10KUPaHETO Ha ,JIOMIHA XOMECTEPOIL
ot TaNoTO Bu. Chuio Taka nonobpsisa cnocobHoCTTa Ha opraHy3Ma Bu pa ro
KpBLBTA.



[Tpu noBeueTo xopa BUCOKHTE X0NECTEPOSIHH HUBA HE MPOMEHAT HAYUHA, 110 KOMTO Ce 4yBCTBAT, Thid
KAaTo HE NPeNH3IBUKBAT CUMIITOMU. BBIOpEKHu ToBa, aKO HE CE IEKyBaT, MACTHHTE OTaraHHs
3a1e0eNABaAT CTEHUTE HA KPBBOHOCHMTE CbAOBE H BOAAT OO TAXHOTO CTECHABAHE.

Ilonsikora crecHeHuTe KPbBOHOCHH ChIOBE MOrar Aa ce DJiokupaTt, KOeTo Ja npeycTaHoBH
KpPBBOCHA0IABAHETO HA CHPLUETO WIM MO3BKA. 1083 BOIH A0 KHPAPKT WK HHCYAT. Hpes noHIbKaBaHE
XOJIECTEPONHATE HUBA, Bue MoXeTe Ia HAMATHTE PUCKA OT HH(APKT, MHCYIIT MAH CBEP3AHUTE C
XOAECTEPONHHTE HUBA 3RPABOCIIOBHH NPodIeMHu.

Heo6xonumo € na nponbasxaeare aa npuemMare Poccra, AOPH ako XONecTeporbT By cTUrde HOpManHu
HHBa, Thif KaTO TOBA NPEAOTBPATABA HOBO NOBHWIABAHE HA XOAECTEPO/1A, BOALIIO A0 HATPYNBAHE HA
MacTHH oTnaragus. TpaOea ofade qa npeKpaTuTe npUeMa Ha /1IeKapCTBOTO, ako Bamust nekap Bu
KaxXke Ia ro HanpaeuTe WU aKo 3a0peMeHeeTe.

2. Kaxeo rpabsa 2a 30aere, npean 1a npuemere Pocera

He npuemaiite Poccra:

o AKO cTe anepruyHi KbM po3yBacTaTHH, KbM JELHTHH (COsi) UK KbM HAKOE OT OCTaHaNMTE
NOMOLLHM BELIECTBA (BX. TOUKA 6);
. AKko cTe OpeMeHHa, onuTBaTe ce a 3abpeMeHeeTe KN KbpMHUTE. Ako 3abpeMeHeeTe, 10KaTo

npueMare Poccra, cnpere NekapcTROTO He3a0aBHO U ce obanere Ha Baumd nekap. Kenure
Tps0Ba na n3daraar 3alpeMeHsABaHETO YPE3 MOOXONAIH KOHTPALIEITTHBY, JOKATO B3¢MaT
Poccra;

AKo umare 3abondgpaHe Ha yepHus Apob;

Axo umare cepHo3HM nNpodnemu ¢ 66peimTe;

AKO CT€ UMATH NOBTAPAILM c€ U HeoOAcHUME OONKH B MyCKYJIHTE WM CTABUTE;

AKO B3eMare JIeKapcTBO, HAPEYEHO LMKIOCNIOPUH (M3M0N3BaHO HAllp. cliel opraHHa
TPaHCIUIAHTALUA ).

AKO CMATATE, Y€ HIKOE OT FOPECcOMEHATHTE ChCTOAHUA Ce oTHAcA 33 Bac (wiu ce cpMHABaATE), MOJIA,
YBEIOMETE IEKYBaAWIUA CH JEKap.

OcBed TOBa He npHeMaiiTe Poccra 40 mg (naii-BHcOKaTa NO3HPOBKA):

. aKO MMaTe YMEPEHO yBpexaaHe Ha OsOpenurTe (OpH CbMHEHHE, MO, CBBPXKETE CC C NieKapa
CU);
. aKo WMTOBMAHATA BH %kie3a He PyHKIHOHUPA HOPMAIHO;

aKO CT€ MMAJIM NOBTAPNILK C€ U HEOOACHUMHM DONKH B MyCKYTUTE, THYHA WK (aMuina
ucTopMs 3a npobneMu ¢ MyCKY/IUTE, WIH [IPHEMATE Ipyrd DOHKWKABAIIM XOJIECTEPoa

NEKapCcTBa,;
L aKO PELOBHO YNOTpeOABATE roNeMH KOJIUYECTBA ATKOXOMN;
] aKo CT€ ¢ a3UATCKU NPOH3X0a (RSMOHCKK, KUTAHCKH, QUITHIIUHCKA, KOpEHCKH U HHAMIACKH);
° aKo npuemare Apyru Jekapcrsa, Hapeyend ¢ubpary, 3a NOHIOKABAHE HA XONECTEPoa.

AKO CMATATE, 4e HAKOE OT rOPECMOMEHATUTE ChCTOAHMA ce OTHACA 3a Bac (Mnu ce ChMHABATE), MONA,
YBEROMETE JIEKYBALHAA CH JICKap.

[penynpexaenus H NpeiNaiHH MEPKH

['oBopere ¢ Bawmua nexkap unu gpapmanesT, npead ga npuemere Poccra:

. Axo Bu e xazaHo, 4e uMare npodnemu ¢ HnOpennTe;

® Ako Bu e xazaHo, 4e UMate nopobremMu ¢ yepHus Apod;

° AKO HAKOra CT€ HMAaJiH TEXbK KOXKEH o0pUB HIH O€NcHE Ha KOKATA, N0ABA HA MEXYPH
A3BM B YCTATA CAel npveM Ha PoccTa unu GpYrH CBbp3aHH JIEKAPCTBa;

. AKO CTe HMaiiM NOBTapPAIIHM ce ¥ HeoOACHHMU DOJIKH B MYCKYIIUTE, IHMHA WK (aM

UCTOPHA 3a NPodIEMHE ¢ MyCKYINTE WIH NPEeAXO0XIala UCTOPHA 33 MYCKYJIHH [P



NPHEM HA APYId NOHWKABAUIM XonecTepona jJexkapcersd. HezabaBno ce CBBPXKETE C ACKAPA CH,
aKo uMare HeoOscHUMU DONKU B MYCKYJIMTE WIN CTABUTE U 0COBEHO aKo CE NOYYBCTBATE 371¢
WM MMaTe TeMneparypa. Chilo Taka ysenomere Bawms nexkap Wi papMaileBr, Ko HMare
MYCKYNHa cJ1abocT, KoATO & NOCTOAHHA;

. AKO HMATe MITH CT€ HMaNH MHAcTeHus (3a00JMBaHe, KOETO Ce NpoABABa ¢ 00ma MyCKyiHa

cnabocT, B HAKOH CJIydad BKJIKYBALA H MYyCKYJIMTE, KOMTO Y4acTBaT NpH IHIIAHETO), HITH O4HA

muacTeHus (3aboasBane, NPUUUHABAINO ¢1aBOCT HA OYHUA MYCKYJI), ThH KaTQ CTATHHHTE

MOHAKOTA MOTAT [1a BIOLLIAT 3a001IBaHeTO WK J1a JOBENAT N0 MOARA HA MHACTEHHA (BXK. TOUKA

1),

AKO peJOoBHO MHETE rojieMy KOIHYECTRA AIKOXO0N;

Axo muToBMANATa By xne3a He PYHKIMOHUPE HOPMAIIHO;

AKO HMATE TEXKKa JUXATE/IHA HEAOCTATHYHOCT,

AKO NPHEMATE IPYrY NEKAPCTEA 33 MOHWKABAHE HA XOJlecTepoia, HapeueHH Gubdparu.

Mons, npodereTe Ta3u JTHCTOBKA BHUMATENHO, JOPH U BeYde A CTE OIPUEMATH OPYTH JCKapCTBa

34 NOHKXKABAHE HE X0JEeCTEPONa;

J AKo npueMate NeKapcTea, U3noa3BaHu 3a JeueHue Ha HIV undexiyas, nanp, puToHaBUP C
NIONHHABMP W/UJIM ATa3aHABHP, MOIB, BHXKTE TOUKa ,,]Ipvem Ha Opyry nexapcersa’;

. Ako cre Haa 70 roaunu (Bawuat nekap pabsa aa n3bepe cneunanHo 3a Bac nonxondniara
HadaTHa no3a na Poccra);

. AXO cTe ¢ a3MaTcKH NPoM3Xo/l (A00HCKH, KUTAHCKH, PUIMIHHCKY, KopeliCkl K HHAKHCKA);
BauuaT nexap tpsadea aa uzdepe cnenuanHo 3a Bac moaxonsmara nadanHa posa Ha Poccra;

. AKO OPHEMATE MIIH CTE€ NPHEMAIHX B MIOCAEIHUTE 7 AHH [IEKaPCTBEH NPOAYKT, HApEUEH
dyzunoea kucenuHa (1eKapcTBo 3a ieuenue Ha akTepuaniu uHpeKuUn), NepopanHo Uiy Ype3
HHAKeKLusA, KomOuHanuaTa ot dpy3umoBa KUcenMHA U PoccTa MOXKE 13 JOBEIE 10 CCPHO3HU
MYCKYJTHH OpoGneMu (pabaoMuoin3a), Mo, BiokTe ,,Jipyrd aekapcrsa H Poccra®;

AKO cMATATE, Y€ HAKOE OT rOPECHOMEHATHTE CLCTOAHMA Ce OTHACA 32 Bac (1 He cTe curypHm):
. He B3emaiite Poccra 40 mg (Hali-BHcoKaTa JO3UPOBKA) H HANPABETE CPABKA ¢ JIEKaps WM
¢apmauesTa cu, npenM aa 3ano4YHETe MPUEMa Ha KAKBATO H Jd & A03HPOBKA Ha Poccra.

OOBpHeTe cnenuaNHo BHUMAHKE NpU H3NoN3BaHe Ha Poccra

[Ipu nedenue ¢ Pocera ce cholUiaBd 38 CePUO3HH KON HH PEakilHu, BIJIIOYBAINH CHHAPOM Ha (CTHBBHC
JOKOHCBH M IEKapCTBEHAa peakius ¢ eosMHoduiua u cucreMau cumnromu (DRESS). Copere
ynorpebara Ha Poccra u noThpcere HezabapHo MEIMIIMHCKA NOMOILI, aKo 3abeneKuTe HAKOH OT
CHMIITOMUTE, OMIMCAHH B TOYKA 4.

[Tpu mManek Opoit xopa cTaTHHWUTE MOTaT a NOBIMIAT ¢yHKUuATa Ha yepHud apod. Tosa ce
YCTAHOBAEA Ype3 U3CNeABAHE 33 HATMYME HA NOBHIIEHH CTOHHOCTH Ha YEPHOAPOOHHUTE EHIUMH B
kpbBTa. [lopanu Tazu apuduna BawuaT rekap 4ecTo vie H3BbPIIBA TO3H KPbBEH TeCT (YepHOApOdeH
($yHKUHOHANEH TECT) Mpeau U o BPEME Ha AedeHHeTo ¢ Poccra.

Jokaro npUeMarTe ToBa NekapeTeo, Bamuar nekap e Bu npocnenssa CTPUKTHO, aKO UMATE NMaldeT
HJIM CTE C PUCK 32 paipuTHe Ha auaber. Bie BeposTHO CTe € PHCK 33 pa3BHTHE Ha AualbeT, ako HMaTe
BHCOKH HHBA HA 3aXapy H Ma3HWHH B KPBBTa CH, aKO CTE C HANHOPMEHO TETTIO U K0 UMATE BHCOKO
KPBLBHO HAJIATAHE,

Hema 1 wHomH

. AKO NauMeHTET € noa 6-roquiuHa su3pact: Poccra He Tpabsa fa ce nasa Ha neua noxa 6
rOAUHH;
. AKO nanueHTsT € noA | 8-ronuviwuna pp3pact: Tabaerkara Poccra 40 mg HE € noaxonAa 33

ynorpeba npu Agna H IOHOMIH o, 18 roauHH.

Apyru nexapcria B Poccra
Hudopmupaiite Bainua nexap unu ¢papMauenT, aKo NPUEMATE, HACKOPO CT¢ IPHCMAIK HIH
Bb3MOXKHO A2 MPHEMATE OPYTH 1E€KapCTBa,



HUudopmupaiite Bammus nekap, ako npHeMare HAKOE OT CIIEAHHUTE JIEKapCTBa:

. LIMKJICCTIOPHH (M3H013BaH HANPMMeEp CIEH OPraHHa TPAHCIUIAHTALIMA ),

) Bap(apuH, TUKarpeaop WiH KIonuaorpen (Wil KOETO U Aa € IpYro JEKapCTBo, H3N0/A3BaHO 32
pa3pexIaHe HA KPLBTA),

. ¢ubparu (karo rempubposun, PpeHodubpar) unu Apyry Jiekaperea, HINON3BAHM 34
NOHWKABAHE Ha XolecTepona (KaTo eseTumMud);

. JIEKapPCTRa CPEILLy JIOMIO XPAaHOCMM1aHe (3a HEYTpanu3upaHe Ha CTOMALIHHUTE KHCEIHHM ),

epUTpoMHUMH (AHTHOUOTUK); PY3HIOBA KuceNuHA (aHTUDUOTHK - MOJIA, BXK. 10-0/1y U
HlIpenynpexaeHns ¥ Npenna3Hi Mepku™);

[NepPOPATHH NPOTHRO3a4YaTbYHU CPENCTBA;

peropagdenud (M3noI3BaH 3a JeYeHHE Ha Pak),

XOPMOHO3aMECTUTETHA TEPAIHA;

BCAKO OT CNEAHMTE NeKAPCTBa, H3NI0I3BaHU 33 JICUEHUE HA BUPYCHY HH(PEKUUH, BIJTFOYHTEIHO
HIV uny uadexuun ¢ xenatur C, caMOCTOATETHO WM B KOMOMHALMA (MOJ1A, BIDKTE
HIIpEnynpexaeHus U NPEANa3HU MEPKHU*‘); PUTOHABHDP, JIONHHABUP, aTa3aHaBup, oMOUTaCBHp,
napuTanpesup, nazadyBup, BENNATACBUP, rPazonpeBUp, endacsup, rneKanpeBup,
nUOpEHTACBUP.,

Pocecra moxe 1a npomeHH edexTa Ha Te3u NeKapCTBa WK T¢ OMxa MOTTTH A3 NPOMEHAT eeKTa Ha
Poccra.

Axo e HeoOX0AUMO 1a pUeMaTe NEpopanio $y3uaoBa KHCENHHA 3a JIeYeHUe Ha OaKTepUaTHU
uH(pexuun, Bue Tpabea BpeMeHHO Aa cnpeTe ynoTpedaTa Ha TO34 JISKapCTBEH MPONYKT. Bauar
nekap e Bu xaxe kora e 6ezonacHoe o2 npoawikure ynorpedara Ha Poccra. 1lpuemyt Ha Poccra ¢
¢y3unoBa KMCENUHA PAIKO MOXKE A2 A0BEAE A0 MYCKY.IHA cnaboct, GONe3HeHOCT HITH DOMKH
(paboomuonusa). Binkre norede uaGopMailda 0OTHOCHO pabaomuonnza B TOUKA 4

bpemennoct, KbpMeHe H PpePTAIHTET
He B3emaiite Poccra, ako cte HpeMeHHa uiiu kLpMUTe. AKo 3afipemeneere, 1oKare npuemare Pocera,
CIpETe JIEKApCTBOTO He3abasHO U ce obagere na Bamus nexap.

XKenute TpabBa n1a uzbAresar 3abpeMeHsBaHeTo 9pe3 NoAXOAA1a KOHTPALCIiuA, I0KAaTO MPUEMAT
Poccra.

Hckalite cbBeT OT nekapa wid gapManenTa cd, Npeny Aa B3EMETE KAaKBOTO H 112 € JIEKapCTBO.

[Hlodupane 1 paora c MAIIMHH

[loBeueTo xopa Morar Aa wogupar 1 ga padoTat ¢ MAaKMHU, JokaTo npueMar Poccra. He ce ovaxsa
Poccra na nosausie HebnaronpUATHO cnocofHOCTTA 32 odupade unu pabota ¢ MawvHi. Beapeku
TOBA HAKOH XOPa MOIAT /1 CE NO4YYBCTBAT 3aMasiHU, NOKATo B3eMaT Poccra, AKo ¢e NogyBCTBATE
3aMasgHM, KOHCYJITUPANHTE ce C NeKaps CU npeny Aa Wo@upare und paboTUTE ¢ MallHHU,

Pocera ¢chaABpPXKa 1aKTO034
AKo nexapat Bu e ka3zpan, 4e HMaTe HENOHOCHMOCT KbM HAKOH 3aXapH, CBbPAKETE CE C Hero, Ipeiu aa
B3€METE TO3H JICKAPCTBEH [IPOAYKT.

Poccra coabpixka con
AKO CTe aneprudHu KbM QbCTHIM WM COS, HE B3eMalTe TOBA JICKApCTBO.

Poccra chAbLpAa azobarpuna
CeHeer xuiT FCF anyMunueB nak 4 anypa tvepsen AC anyMHHHEB aKk MOTAT A3 NPUIUHAT
anepruyHy peakLuun,

3a MBJIHHA CIIACHK HA IOMOLIHWTE BELIECTBA, MO, BUKTE Touka 6. Crdvpicanue Ha onax
OONBRHUMENHA URDOpMAayLA.

3. Kaxk na npuemarte Poccra



Bunaru npueMaifte ToBa JIEKapCTRO TOYHO KakTo By e kasan BawmaT nexap unu $papMauesr. AKo He
CTE€ CMI'YPHM B HEWIO, nonuTaire Bamua nekap wniu gapmauesr,

O0u4aiing 1033 32 BL3IPACTHH

Ao npuemate Poccta nopaaH BACOKO HHBO H3 X0JIeECTEpPOI:

Ha4anna 1033

BaeTo neuenue ¢ Poccra TpabBa aa 3anoyHe ¢ 0o3a oT 5 mg unu 10 mg, A0pH ako cTe B3EMalH
Opeay TOBa NOo-BUCOKa A03a OT Apyr craTuH. M30opbT Ha HayanHara Bu n03a e 3aBUMCH OT:

| HUBOTO Ha XOJIECTEPONA;

° HHBOTO HA PUCK OT ChPACYEH OPUCTHN WIK HHCYIIT;

. Hanu4MeTo Ha ¢akrop, pasell BH n0-4yBCTBUTENHH KbM Bb3MOKHHTE HEXCAAHH PCAKIIHH.

Mons, yrouHeTe c iekapa vau ¢apmalieBTa CH Ko HadanHa no3a Poccera e ¢ Hai-noaxoasa 3a
Bac.

BawmdAT nekap e npeanyiie HaH-HUCKaTa 103a (5 mg), B caydai ye:

. CTe OT a3MATCKH NPOK3X0J (ANOHCKH, KUTAHCKH, (PUAHITHHCKH, KOPEHCKH H MHIHACKH );
L] aKo cre Haf 70 rogHHy;

. aKo MMAaTe YMEpeHO TeXKH npodneMu ¢ Opdpeuure;

. aKO CTe C PUCK 33 MYCKYJIHH QONKH (MUOMATHA ).

To3u nekapcraeH OpoOAYKT HE € HANKYEH B KOHLEHTpalua 5 mg, obage Tazn KOHUEHTPALUA MOXE Na
Oble HANWYHA OT OPYTH NpHTEXATEIH Ha paspelucHus 3a ynorpeba.

MosumaBane na A033Ta H M3aKCHMAaJIHA JHEBHA 00334

Bawwmat nekap Moxke 213 peilld Aa yBenuud gozara Bu, Tosa ce npasu, 33 1a NpueMETe 103414,
noaxonsma 3a Bac. Axo 3amousere ¢ no3a 5 mg, sexapat Ba Moxe na pemu na s yasou 1o 10 mg,
cneq ToBa 10 20 mg U ako € HyxHO — A0 40 mg.

Ako 3anounere ¢ 10 mg, BamusT nekap Moxe 1a peliu aa s yasou Ao 20 mg 1 ako € HeoDX0aUMOo —
A0 40 mg. lle uMa mpoMeXAYTHK OT 4 CEAMHIIM MEKAY BCAKO KOPHIUpaHe Ha 103aTa.

Makcumanuara nHeBHA Ao3a Ha Poccra € 40 mg. Ta ce npunara camo NpH NauHeHTH ¢ BHCOK PUCK OT
ChpA€4YeH MPHUCTERII WK UHCYIT M C BUCOKH HHUBA HA XOJECTEPO/Ia, KOUTO HE CE NOHMKABAT
A0CTaTh4yHO ¢ 20 mg,

Axo npuemate PoccTa 32 HaMansiBaHE HA PHCK OT ChpAe4deH NPHCTHI, YAAP HIH CBLP3aHH
3NPABOCIOBHHE NPOHIEMH:

[Ipemmoprudrentara mo3a € 20 mg qHesHO. Jlekapat Bu 06ave Moxe 1a pelld 12 Bu npeqnuiie no-
HHCKA 1033, aKO OTTrOBApATE HAa HAKOE OT [OPECONUCAHUTE YCIIOBHA.

¥morpeba npu aeua H IOHOIIHA HA BL3pacT 6-17 roguHn

JIO30BMAT aMana3zod npu €A ¥ IOHOLIK Ha Bb3pacT 6 ao 17 roauuu € 3-20 mg seAHbK IHCBHO.
Bamuar jiekap Moxke NOCTENEHHO Aa [Osutid fo3ara By, 33 13 OTKpHE TOYHOTO KOAHYECTBO Poccra
3a Bac. O6uMuaitnara nayanya no3a e 5 mg BeNHBX JHEBHO, HO MAKCHMATHATa JHEBHA N03a Poccra e
10 wnu 20 mg 3a neua or 6 no 17 roguiuHa BE3PACT, B 3aBUCHMOCT OT NOUIEKALOTO 3a00/Baue,
KOETo ce nexysa. [TpuemaiiTe no3ara cu Bennbxk AHeBHO. Tabnerkara Pocera 40 mg He TpabBa na ce
H3IMO0N3Ba NIPY [eua.

Ilpsem Ha TabaeTKuTe

IHornsinaiire Tabnerkure Leny ¢ HAMUTKA WIH Boag.
B3emaiite PoccTa BEOHEBK THEBHO, MOXE 712 B3eMaTe TabneTKara 10 BCAKO BpEME HA IEHA ¢ Wi ©
xpaHa. {Tocrapaitre ce na a1 B3eMare 10 €4HO H CHIIO BpEME BCEKH [ICH, TOBA e BH TOMOrH
IIPOILYCKATE MPHEM.

Penosno npocaensiBade HA X0JeCTepo/ia
BaxkHo e 1a XOAMTe NPy NeKaps 33 peI0BHO OPOCIEsBAHE HA XONECTEpoa, 3a &a 661

B



BanmmsaT xonecrepon ¢ NOCTUrHAJ NPHIENHUTE TEPANEBTHYHH HHBA.
Bammar nexap MOxe 1a peiry aa ysenudd ao3ara Bu. ToBa ce npasy, 3a [a NpUEMETE MOIXOAAIO 33
Bac konuuecrso Poccra.

AKO CTe NpHeJIW MoBe4ye oT HeoOxoaumaTa 1033 Pocera

Axo0 B3eMeTe ToBeue ot npeanucanara Bu no3a, ceapkere ce He3abaBHO C nekap uiu ¢ Hall-0ynu3Kara
OomHHMIIA,

AKo cre B foNMHHLA No APYr NoBox, CLoOLIETE HA MEIMIIMHCKHMA NIEPCOHAN, Y€ npueMare Poccra.

AKo cTe nponycHanu na npuemere Pocera
He ce npurecHaBaiiTe, ako nponycHeTe 1034, B3EMETE CleABaiara, kakro Bu ¢ npegnucana.
He B3emaliTe nBofina no3a, 3a Aa KOMNEHCHPATE IPONYyCHATATA TaDJICTKA,

AKo cTe cnpens npuema Ha Pocera
YBenoMere JieKaps cH, 9e xenaere aa cnpere npueMa Ha Poccra. Husara na xonectepona Bu Morar

J1a CE [1OBMILIAT OTHOBO, 2KO CrIpeTe npueMa Ha Poccra.

AKO MMATE HAKAKBH JOIIBIHHTEIHH BBIPOCH, CBLP3aHU ¢ ynoTpedara Ha ToBa JEKapCTBO, [IoNuTaiTe
Bamua nekap wiu dapmarienr.

4. Brn3MoxaR HeXKelaHH peaKUMH

KaxTo BcHYKH ekapcTBa U TOBA MOXE Ja APeIH3BHKA HEXENAHU peakiiu, BLIPEKH Y€ HE BCEKH I'H
nony4apa. BakHo ¢ na 3HaeTe kaksBu MOTaT a OBAAT Te3d HEXKENaHU peakiMH. Te 00MKHOBEHO ca
JIEKH W W3Y€3BaT 34 KPATKO BpEME.

He3abapHo npekparere nevyenueto ¢ Poccra 1 noThpceTe BENHArTa MEAULMHCKA OOMOLL, B Clly4al de
3abenekuTe NoABaTa HA HAKOA OT CICAHWTE AJICPTUYHH PEaKLIHH:

o NofABa Ha 3aayX chC WK €3 OTOK Mo JUUETO, YCTHUTE, €3MKa W/IIH rbpIIOTOo,
. MOABA HA OTOK I10 JIMLIETO, YCTHHUTE, €3UMK2 W/WIK bpJIOTO, 3aTPy AHABAILl MBIITAHETO;
. TEXBK Chbphex no koxara (¢ obpus).

Crnpere npuema na Pocera # ce cpbpxere ¢ Bamun sexap HeiaGaBHoO:

. AKo uMaTe HeoOH9IaHHU GONKH B MyCKY/IMTE, KOMTO MPOAEIKABAT [0-IBJII0, OTKOJKOTO DHXTE
O9aKBany, MyCKyNHMTE CUMIITOMH €2 NO-4€CTH MPH JeUAa U MIaJEXKH, OTKOIKOTO IpK
Bb3pacTHH. KakTo NpH ApyTUTe CTATUHM, MHOTO MaibK Gpoi xopa ca UMaTH Hexenanu edextu
BBPXY MYCKYJIHTE U PAOKO T€ ¢4 MPOABIXKUIIH, 33 13 C€ PEBbPHAT B NOTEHIIHAIHA
KHBOTO3ACTPALIABALIA MYCKYJIHA YBPEIA, M3BECTHA KATO paboomuonusa,

» AKO MMaTe CMHAPOM HA 1ynyc-nonobHo 3abondeaHe (BKIMOYUTENHO 00pHUB, HAPYIIICHHA HA
CTaBHTE H €QEeKTH BbPXY KPLBHHUTE KIETKH);

. AKO 0NyYHTE pa3KbCBaHe HA MYCKYd;

. AKO 3a0enexuTe HEKOM OT CEAHHTE CHMIITOMU YE€PBSHUKABH, HEHAAMIHATH, NOLO0HH Ha

MHILICHA HIH KPBIJIM NETHA 10 TAA0TO, YECTO LIEHTPAIHO Pa3NoNOKEHH MEXY PH, DeneHe Ha
KOXATZ, A3BH B YCTATA, MbPIIOTO, HOCA, 10 TEHHTATMUTE H ourTe. Te3u cepuo3HH KOXKHH 00pusH
MOTAT Aa Ce NPEALECTBAT OT [IOBMLIEHA TEMIEPATYPa U rPUNOHOLZOOHHM CHMITOMH (CHHAPOM
Ha CtuBbHC JDKOHCBH);

. O61mpen 00pHB, BHCOKA TeleCHa TEMIEPaTypa U yBeJudeHd numbuu b3 (DRESS cusapom
WM CHHIPOM HA JIEKAPCTBEHA CBPHEXUYBCTBUTEIHOCT).

Yecru HexenaHd peaknuH (Te Morar aa 3acersar Ao 1 na 10 nanHedTH):

. I nasobonue;

. CroMalnHa DoNKa;
> Janek;

» Faneue;

[ ]

MyckynHa Gonka;




YyBCTBO 332 OTNIANHAJIOCT;

3aMasHOCT;

TNoBuilLeHue HA KOMHYECTBOTO GEITHK B YPUHATA — GOHKHOBEHO C¢ HOPMAanH3upa OT camo cebe
cu, Ge3 na e HeobxonumMo Aa coupare npueMa Ha Bamure Tabnerku Poccra (camo 3a Poccra 40
mg);

Huaber. ToH e no-BeposTeH, ako UMare BHCOKW HUBE HA 3aXapH W Ma3HHHA B KPbBTA CH, aKO
CTE ¢ HAGHOPMEHO TErJI0 M aKO HMATe BUCOKO KPbBHO HansraHe. Bammgr nekap 1e npocnenasa
cTolHOCTHTE BU, N0KaTO MpHeMare ToBa JIEKAPCTBO.

HevecTH HeXeNAHH PeaKlyH (Te MoraT Aa 3acerHat 10 1 sa 100 nanwenrn):

OO6pug, cpplOex WU OPyrd KOKHU PEeaKIIHU,
[NoBKILEHME HA KONMAECTBOTO DENThK B YPMHATA — OOMKHOBEHO €& HOPMAIU3MPA OT camo cede
cu, $e3 na e HeobXxogMMo a ce cnpe npueMbT Ha Bawute tabnerku Poccra (camo 3a 10 mg u

20 mg).

Penxu nexcenaHu peakunu (Te MOraT Aa 3acersat ao 1 na 1000 naunenTH):

Texka anepruuHa peakiiid — BKIFOYBA OTOK HA TMLETO, YCTHHTE, €3HKa U/ WIH IbpPiloTo,
3AaTPYIHEHO TIPETIbIIAHE M JHIIAHE, CWiieH ChpOex Mo xoxkara (C oOpuB). AKO MUCIIMTE, Y
TOTYy4dBaTe aIeprUdHa peakuus, crapere npueMa Ha Poccra m He3abasuo morppceTe
MEHHI{MHCKA TOMOLI;

MyckynHo yBpeKAaHe OpK BL3PACTHH — KATO NPEINa3Ha MAPKa CpeTe mpueMa Ha Poccra u ce
cebpikere ¢ Baums nekap HezaGaBHO, ako MMATe HAKAKBY HeoOHYakHK OOJIKH B MYCKY/HTE,
OPOABIDKABAIITU [10-IKJIFO OT 0YaKBAHOTO,

Ocrpa xopemna 0ollka (Bb3NaNEH IAHKpPEAac);

YBenuueHue Ha YepHoOpoOHUTE EH3UMU B KPbBTA,

Hamanssade Ha 6pos na TpoMOOLMTHTE, KOSTO IOBUIIABA PUCKA OT KbpPBEHE WK 00pasyBaHe
HA CHHUHH.

MHoOro penku HexKelaHH peaKuys (Te Morar Aa 3acerdat no 1 xa 10 000 nannenTn):

AbnTeHua (MOAKBATIBAHE HA KOKA U 04U );

Xenarur (Bbp30ancH yepen npobd);

Cnenu ot KpbB B YPHHATA;

YBpena Ha HepBUTE HA PHLETE U KpakaTa (KaTto USTPbIBAHE);
CrasHa Oonka;

3aryba Ha naMeTTa;
YEenuueHHe Ha MbPAUTE NPH MbXe (TMHEKOMACTHA).

HexenaHu peakuuu ¢ HeM3IBeCTHA 96CTOTA (0T HAAMYHHTE JAHAH He MOXKe 12 Hbae HanpaBeHa
OLIeHKA) MOTaT A2 BKJIKYBAT:

I'oBopeTe ¢ Bamus nexap, ako u3ndTeare cnabocT B phLETS WM KpaKaTa, KOATo C€ BJIO

JAuapua (peoKy U3NPaKHESHUA );

Kamnuua;

Henocrur Ha Bb3OyX;

Orok (nogyBaHe);

Hapyuenvsa Ha CpHA, BKAOYUTENHO Oe3ChbHUE H KONMIMAPH;
CexcyanHu 3aTpyaHEHH;

Henpecus;

I1po6bneM# Npu NHINAHE, BKAIOYUTENHO NPOIBDKMTENHA KAUUTMIA /MK HEIOCTHT HA BB3IYX,
HIK TPECKa;

Tpasma Ha cyxoxunue;

[locrosnHa MyckynHa caadocT;

Mmuacrenus rpaBuc (3abonaBaHe, NPU4MHABAMO 00Ia MyCKY/IHA ClIaboCT, B HAKOU Clly4au
BKIIOYBALIA H MYCKYJIUTE, KOHTO YYaCTBAT MIPH JULUAHETO);

Ouna muacreHus (3a0ongBase, NPUUHMHABALLC cTa00CT HA OYHHA MYCKYIT).




NEPUOIH HA AKTUBHOCT, HMATe ABOHHO BUXNAHE WIH YBUCBAHE Ha KNCMAYHTE, 3aTPY IHEHO
NpernbillaHe HITH 3a0yX.

CrofmaBsane HA HEJKENAHH PEeAKIIHH

AK0o nonyyute HIKAKBH HEXEIAHU JIEKAPCTBEHM Peakiiuy, ysenoMmere Bains nexap wnu papMaiesT.
Tora BK/IIOYBA BCHYKH BE3IMOXKHH, HEOMHCAKH B TA3M NHCTOBKA, HEXKETaHU peakLiui. MoxKeTe ChIiLO
Na ChOBMIUTE HEKENAHU PEAKLIMM JUPEKTHO Ypes:

M3baHUTENHA areHUMd no JICKapcTsara
yi. ,Jlamsax F'pyes” Ne 8

1303 Codus

Ten,:+35 928903417

yeOcaiiT: www.bda.bg

Kato crobmasare HexenaHu peakluy, MOKE /12 AaAETE CBOA NPHHOC 34 NoJ1yYaBaHe Ha MoBeue
HHopMaLKa OTHOCHO 6e30MacHOCTTa Ha TOBA JIEKapCTBO.

3. Kak ma cexpanasare Poccra

Ja ce cpxpaHsaBa npyu Temneparypa nof 30 °C,
Chbxpanssaiite TabJIETKHTE B OPHIMHATHATA HM ONAKOBKE, 38 1[4 c€ HpelmassT oT Bjiara.

Jla ce cbxpaHABa Ha MACTO, HEAOCTBITHO 33 AEHA.

He uznon3saiite ToBa lTeKapcTBO ClIE] CPOKA HA FOAHOCT, OTOGIA3aH BhPXY ONAKOBKATA/OMHCTEPA
cieng EXP. CpoksT Ha roiHOCT OTTOBapa Ha MOCEeAHMAS AEH OT NOCOYCHHUA MECEL!.

He u3xBppnsiite NEKApcTBaTa B KAHANH3AUMATA WIH B KOHTelHHepa 3a 6uToBu oTnansud. [londranTe
Bawus ¢apManesT KaK Oa U3XBPIATE IEKAPCTBATA, KOMTO BEYE HE U3NON3BATe, Te3H MEPKH LIS
CIIOMOrHAT 3a ONa3BaHe Ha OKOJNHATA Cpeaa.

6. CoabpxaHae Ha OGAKOBKATA H JONbJAHUTENHA HHGOpMANHS

Kaxso ceanpxa Pocera

- AKTHBHOTO BELIECTBO €: pO3yBacTaTHH. Poccra punMupann TabneTkn ChabpXKaT po3yBacTaTuH
KanUuid, eKBUBANEHTEH HA 20 mg po3yBaCcTaTHH.

- Jpyrute noMouiHy Bemecrsa ca: CrpueBnHa: MUKpPOKpUCTANHA LENYN033, JlakTo3a
moHoxunpar, Harpues kapbouar (6ezsonen), Kpocniosunon (Type A), Marunesues creapar.
O6BueKa Ha Tabaerkara 3a Poccra 20 mg: [Tonmeuman ankoxon, Tutarues auoxeua (E171),
Tank, Jleuuruu (cos) (E322), Kcanranosa ryma, Cecer xnwit FCF anymunues nak (E110),
HHpuro kapmun anymunues nak (E132), Anypa gepsen AC anymunues nak (E129).

Kax u3rnexxaa Poccra 1 kakBo chIbPKa ONAKOBKATA
PosysacTaTiH ce nponasa B onakoBKH 110 28 unu 30 punmMupany tadaeTkd, ONaKkoBaHd B

PVC/PVDC/Al bascrepu.
He Bcuyku BUAOBE onakoBku Morar Aa Ob4ar mycHaTH B npoaakoa.

Poccra punMupanu TadieTku ce OpeAnarar B CNSIHATE KOHUCHTPALMH:

Poccra 10 mg duamupann tabaerku ca po3osy, ¢ Hannuc 10 or equara CTpaHa, Kpbhris,
RBOHHOU3ITbKHATH QHAMEPaHH Ta0aeTkH ¢ auameTsy 7,10 mm (= 0,5 mm).
Poccra 20 mg puamupanu tabaerku ca po3oBH, ¢ Haqnuc 20 oT eaHara CrpaHa, KpbIik,
ABOHHOM3OBKHATH Qunmupanu Tabnerkd ¢ guaMersp 9,10 mm (= 0,5 mm).

Poccra 40 mg puamupans tabaeTkn ca pososu, ¢ Hagmuc 4{) oT exHarTa CTrpaHa, eunc
IBOMHOM3NbKHANH, PiiMUpany Tabnerku ¢ pasmep 11,70 mm (£ 0,5 mm) Ha QbaKuHa §f7




0,5 mm) Ha mHpHHAa.

IlpHTekaTen Ha pa3pelleHHETO 33 ynorpeda
wdaiikadapma BrucokokagecTteendre Jexapcrsa” A/l
Byn. ”I". M. Jumurpos” Ne i, Codun 1172, bearapus
Ten.: +359 2 962 54 54

daxc: +359 2 9603 703

e-mail: info@tchaikapharma.com

Hpouisoauren

LHalikagapma Bucokokadecrsenure Jlekaperea” Al
Oyu. ,,Cankr [Nerepbypr* Ne 53,

[Inopaus 4000, buiarapus

To3u IeKAPCTBEH NPOAYKT € paspemed 3a ynorpeéa B xbpxasute wiedkn Ha Esponefickoro
HKOHOMHYECKO NPpOoCTPpAHnCTRO NTOA CHREJHUTE HMCHA.

occra 10 mg punmupann rabnerkn
bbyirapus occra 20 mg GpuiMupasy TabiaeTKkH
occra 40 mg gramupany TabieTKu

ossta 10 mg emxaivppéve pe Aemtd vuévio dokia
[spLus ossta 20 mg emKaADPUEVE pE AETTO DUEVIO dioKia
ossta 40 mg emxaAvppéve Le ALTTd DUPEVIO dLoKid

0sil0 mg comprimate filmate
PyMBHHA osi 20 mg comprimate filmate
osi 40 mg comprimate filmate

osi 10 mg potahované tablety
osi 20 mg potahované tablety
osi 40 mg potahovane tablety

Hexus

JaTa Ha nocaeno npepasriaexiane na aucropxara lO0un, 2023.
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