JHCTOBKA




JincToBka: AHGOpMaANAA 32 NAIHEHTA

Pocera 10 mg ¢uamupasn Tabierkn
Rossta 10 mg film-coated tablets

PosysacraTun (Rosuvastatin)

IIpovereTe BEHMATE/NHO NEJATA JHCTOBKA, IPEIN 13 3aN0YHETE Na IPAEMATE TOBA JIEKAPCTBO

- 3anazere Ta3sH AMcTOoBKA. MOXe [a ce HAJIOKH Ja A MpoveTeTe OTHORO.

- AKO UMaTe HAKAKBH AOCMBbAHHTENHH BRIPOCH, nonuTaiite Baluus nekap nim gapMauesr.

- Tosa nexapcTBO € npeanucaHo 1uvHO Ha Bac. He ro npeorcrensalite Ha Apyrd xopa. To Moxe
1a UM HaBpeIN, HE3aBUCHMO Ye NPU3HALUMTE Ha TAXHOTO 3a00J/1BaHe ca ChlUMTE KaTo BatinTe.

- AKO NMOJIyYHTE HAKAKBH HEXENlaHH JIEKAapCTBEHH PEaKIHH, yBeAOMeTe Balus iekap win
¢dapMalieBT. ToBa BKIIOUBA H BCHYKHM Bb3MOXHH HEKeJIlaHH pEaKUiy, HEONMCAHH B Ta3H
THCTOBKA. BHxKTe TOUKa 4.

KakBo cbALPKA Ta3H JIACTOBKA:

1. Kakso npeacrasnsasa PoccTa Y 3a KakBO ce H3M10/13Ba
2. Kakso TpabBa ga 3Haete, npeau na npuemere Poccra
3.  Kak na npuemare PoccTa
4, B13MOXHH HEXeSaHH peakLni |
5.  Kak aa cvxpanssare Poccra WAL INUTE m M'lHIJ,Hl m ﬂlmﬂﬂ ATA
6.  CbabpxaHue Ha ONAKOBKATA H KOMBIHHTENHA HHQOPMALN fremme ; ram _
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1. Kaxgso npeacrasiagasa PoccTa ¥ 32 KAaKBO ce H3NO0.13Ba Pazpeuicnve Ne

Poccra cnana KpM rpyna J€kapCTea, HAQpE€4CHH CTaTHHH.

Poccra Bu € npeanucad, 3atloTo:

° MMare BUCOKH HHBA Ha X0JlecTepos. Tora 03Ha4aBa, 4e ChLISCTBYBA PHCK a NOJNYUHTE
HHGAPKT WK HHCYNT. PoccTa ce U3non3Ba npu Bb3PAacTHH, OHOMUIH H Aella Ha WU Haj 6
roJHiliHa Bb3pacT 3a JICHCHHE HAa BUCOK XO/ECTEPOI.

- [Ipenopbuano Bu € na npueMare cTaTuH, 3al0TO MPOMSAHATA Ha JUETATa U MOBHIICHATA
¢H3nuecka akTHBHOCT He ca OMIKM A0CTAaTBYHH, 3a Ja CE KOPHTHPAT HHBaTa Ha Xxonectepona Bu.
Tpabea na npoanixkuTe ¢ Bamara noHwxkaBalla XonecTepona AHeTa H ¢ pu3HuecKara
aKTHBHOCT, JAOKaTo npueMare Poccra.

U

o Mma apyru daxkTopH, ysenruuanpalild pUcka OT HHPApPKT, HHCYT HAH APYTH CBbP3aHH
3JpaBOCIOBHH NpodeMH.

HudapkT, HHCYIT unM Apyrd npobnemu Morar Aa 6baaTr npeau3BUKaHU OT 3a00JIABaHE, HAPEUSHO
aTEpPOCKIEepo3a. ATEPOCKIEpO3aTa ¢e Ib/KU Ha HATPYNBAHE HA MACTHH OT/araHis Bbe Bauinte

apTepHH.

3aio € BaiKHO A2 NpOoABLKABaATE ¢ npHeMa Ha Poccra?
PoccTa ce H3non3ea, 3a Aa ¢€ KOPUrupaT HUBATA HA MACTHUTE BeLECTBA B KPbBTa, Hape4YeH! JIMIIHAN,
Hal-pa3npOCTPaHEHHAT, OT KOHUTO € XOJIeCTepObT.

B kpbBTa HMa pa3nH4HU BHAOBE XonecTepon — Jow” xonecrepot (LDL-C) u ,,n061p” XonecTepon
(HDL-C). ~

o PoccTa MoXke Ja HaMay , JIOLIUA™ U Aa yBEIH4H ,,J00pus~ xnnecrepnn |

' JlexapcTBOTO AeHCTBa, KaTO noanoMara OJJOKHpaHETo Ha ,JIOWHUS XONnecTepod, npomﬁemna’u .
oT Ta10T0 Br. Chiuto Taka nogobpsaBa cnocoOHOCTTA HA opraHiu3Ma Bu aa ro OTCT'paHh
KpPbBTA. E



[Ipy MOBEYETO XOpa BUCOKHTE XONECTEPOJHH HHUBA HE NPOMEHAT HA4YMHA, 110 KOKTO Ce YYBCTBAT, Thil
KaTo HE MpeJH3BHKBAT CHMIITOMU. BLNpekH TOBA, aKO HE C€ JIEKYBAT, MACTHHTE OT/araHuA
3a1e0eNaBaT CTEHUTE Ha KPHBOHOCHHTE CHAOBE H BOJAT 40 TAXHOTO CTECHABAHE.

[ToHsKOra CTECHEHHTE KPBLBOHOCHH CBAOBE MOTAT Ja ce DIIOKHPAT, KOETO Na NpeyCTaHOBH
KpbBOCHAOAABAHETO HA CHPLIETO WX MO3bKa. ToBa BoAH 0 HHGAPKT WM HHCYAT. Hpes noHMxkasaHe
XONECTEPOJIHUTE HUBA, Bue MokeTe 1a HaManuTe pAcKa OT HHOAPKT, MHCYJT UIH CBBP3AHHUTE C
XONIECTEPONTHATE HUBA 3[PAaBOCIOBHH IpODIEMH,

Heobxoaumo e fa npoabnkasaTe aa npueMare Poccra, nopH ako XonecTeporsT BU CTUIHE HOPMAITHH

HMBa, Thi KaTO TOBA MPEAOTBPATABA HOBO MOBUILABAHE HA XOJECTEPONA, BOACLIO 10 HATPYNBAaHE Ha
MAcTHH oTiaraHus. TpabBa obaue na npexpaTHTe NpHeMa Ha ACKapCcTBOTO, ako Bawuar nexap Bu

KaKe N1a ro HanpaBuUTe UM aKo 3a0peMeHeeTe.

2. Kaxso TpuabBa aa 3uaere, npean 1a npaemere Poccra

He npremaiite Poccra

° AKO CTe allepriuHi KbM PO3YBACTATUH, KbM JICLIUTHH (COf ) HIH KbM HAKOE OT NOMOLIHHTE
BelllecTBa (BXK. TO4Ka 6);
° Axo cre 6peMeHHa, ONUTBaTe ce Aa 3a0peMeHeeTe UM KbpMUTe. AKO 3a0peMeHeere, 4oKaTo

npueMare Poccta, cnpete nekapcTBoTo HesabaBHO U ce obajeTe Ha Bamua nexap. XKenure
TpaOBa na u3barear 3a0peMeHEBaHETO Ype3 NOAXOAALIM KOHTPALUENTHBH, A0KATO B3€MaT
Poccra:

AKko umMmare 3a0onsBaHe Ha YepHud Apob;

AKko HMate cepHo3HH npobneMu ¢ Oubpenure;

AKO CTe UMK NOBTAPALLH c€ U HEOOACHHMHU DONKH B MYCKYJIHTE HJIH CTABHTE,

AKO B3eMaTe JIeKapCTBO, HAPEUECHO LIMKNOCNOPHH (H3NON3BAHO HAMD. CJIEA OpraHHa
TPaHCTINAHTALUA ).

AKO cMATaTe, 4e HAKOE OT ropecnoMeHaTHTE CLCTOAHMS ¢e OTHaca 3a Bac (MnM ce CpMHABaTE), Mond,
YBEAOMETE NICKYBaLlUA CH JieKap.,

Oceen ToBa He npReMaiiTe Pocera 40 mg (naii-BrcoKkaTa N03HPOBKA):

. aKo HMaTe YMEPEHO YBPexXaaHe Ha On0OpeLnTe (Npy CbMHEHHE, MO, CBbPXKETE Ce C leKaps
CH);
ako WMTOBHAHATA B *%51e3a He PyHKUHOHUPA HOPMAHO,

. AKO CTE HMAJHW NOBTAPALLHU ce U HeoOACHHMHU 6OJIKN B MyCKYJIUTE, JIHYHA HITH (PaMHJTHA

HCTOPHA 3a NpobjieMH ¢ MYCKYJTHTE, HIIH TIPEAX0k/allia UCTOPUS 3a MyCKYAHH NpodlieMH HIK
npveMare Apyry, NOHWXKAaBAaLlK XOJeCcTepoa, 1eKapcTRa;

. aKo peNoBHO ynoTtpedapare roneMy KOJIMYECTBA AJIKOXOT,
aKo CTE C a3HATCKH NPOU3X0A (AMOHCKH, KUTAlCKH, QUAHITUHCKH, KOPEACKH H HHIWHCKH);
° aKo npueMare APYrH NeKapcTBa, HapeyeHH (pubparH, 3a MOHMXaBaHe Ha XOJIeCTepoa.

AKO cMATaTe, Ue HIKOE OT FOPeCcNOMEHATHTE CHCTOAHHSA C€ OTHACS 3a Bac (MK ce CbMHABaTE), MONA,
YBEAOMETE JIEKYBalllUA CH JIeKap.

Hpeaynpexienus 4 DpeaAna3Hn MEPKH
["'oBopere ¢ Bauius nekap win ¢papmauesT, npeau aa npueMere Poccra:

L Axo B e kazaHo, ye UMare 34paBocCJIOBHH npobiemu ¢ 6v6penuTe; i
. Axo BH e Ka3aHO, e WMaTe 37paBOCIOBHH NPOBNEMH ¢ YepHus Apos; o o EA ,—;&.}' N
- AKXO HAKOra cTe HMaJIH TEXBbK KOXKeH oOpHB HilH OesleHe Ha KOKaTa, NogBa Ha Mexypﬂ a ﬂ._f'ff’,& “{u\
A3BH B yCcTaTa cnel npieM Ha Poccra UnM Apyru CBbp3aHu JIEKapCTBa; q‘r BN PN
» WA D :'.1 ', =
® AKO CT€ MMAJIH NOBTAPALLHU ce U HeoDACHUMH OOJIKUA B MyCKYNUTE, IMYHA WK tbaﬂm Y x ) w \:
HCTOPHA 3a NpodieMu ¢ MyCKYIHTE WM Npeaxoxaatia UCTOPHS 338 MYCKYJTHH npoﬁm: F@ "i'
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MpHMeM Ha ApYyry NOHIDKABALN XonecTepona gexapcerea. HeszabasHo ce cebpikeTe ¢ neKaps CH,
akQ uMarte HeoOACHUMH OOIKH B MYCKYJIUTE HJIH CTABHTE H 0COOEHO aKo ce NOYYBCTRATE 3J1€
WM MMaTe Temneparypa. Chino Taka ysegoMere Bawius nexap uiH gapMauesT, ako HMaTe
MYCKYJIHa cnabocT, KOSTO € ITOCTOAHHA;

. AKO HMAaTe WK CTe HMAIH MHuacTeHls (3a0onaBaHe, KOeTo ¢e NposABgBa ¢ 001ma MyCKyJIHa

cniabocT, B HAKOH CNyvaH BKIIOYBALUA H MYCKYJIHTE, KOUTO YYacTBAT NPH AHLUAHETO), UM O4Ha

mHuacTeHnd (3abosigBaHe, NPpUYUHABALILO C1abOCT HA OUHHA MYCKYJ), Thii KATO CTATHHUTE

MOHAKOra MOraT Ja BJjiowiar 3a00/1dBaHeTo WK Ja AOBEeAaT J0 NOABa Ha MHACTEHHUS (BX. TOYKA

4).

AKO peqoOBHO NHETE NONEMH KOIHYECTBA ATKOXOJ,

Ako muTOBHIHATa BH ne3a He QYHKUHOHHPA HOPMATHO,

AKO uMaTe TeXKa AMXarenHa HeaOCTATHUHOCT;

AKo ipueMare JpyrH JIeKapcTBa 32 MOHWKABaHE Ha XONeCTepona, HapeueHu (pubpara.

Mons, npoyeTeTe Ta3k AMCTOBKA BHHMATEIHO, IOPH H BeY€ 1a CTE NPHEMANH JPYTH JIeKapCTBa

3a MOHMXKABAHE HA XOJIECTEPONa;

. AKO npyveMare NeKapcTBa, H3NMoA3BaHu 3a neveHue Ha HIV undekuus, Hanp. puTOHaBHp C
NONWHABHP W/WIM aTasaHaBUP, MOJIA, BUXKTE TOUKa ,,Jlpyru nexkapcerea 4 Poccra™,

- Ako cte Hax 70 ronpunu (Bamusat nekap tpabsa na n3bepe cneunanyso 3a Bac noaxoasuiara
HaYaJHa K03a Ha Poccta);

- AKO CTe ¢ a3WaTCKH NPOU3X0J (SMOHCKH, KNTAHCKH, QUIHITUHCKH, KOPEHCKH U HHAUKACKH).
Bawust nekap Tpadsa na n3bepe cneunanHo 3a Bac noaxoasiuara HadyanHa 103a Ha Pocera;

. AKO MMpHeMaTe WM CTe NPHEMANH B NOCNCAHKTE 7 AHH JIEKAPCTBEH NPOAYKT, HapeueH
dy3u0Ba KHCENHHA (EKapCTBO 3a JedeHue Ha OaKkTepuanHi HH(PEKUHH), NEPOPATHO UK Ype3
nHxkekua. KomOrHuanuara ot ¢py3uaoBa kucendna U Poccra Moxe na 1oBeje 10 CEPHO3HH
MYCKYJIHH npobnems (pabpomuonnusa), moins, Buxre , JIpyru nekapcrsa u Poccra®™;

AKO cMATaTe, Ye HAKOE OT rOpecnOMEHATUTE ChbCTOSHHUA €€ OTHACA 3a Bac (MnM He CTe CHIyPHH):

- He B3emaiite Poccra 40 mg (Hali-BcokaTa 0o3HpOBKa) M HampaBeTe ClPABKa C JIEKapA HiH
(apManeBTa cH, Npeax Aa 3ano4HeTe NpHeMa Ha KakBaTO H Aa € A03HpoBka Ha Poccra.

OO0bpHeTe cnelHaIHO BHUMAHUE NpU H3non3eane Ha Poccra

[Tpu neuenue ¢ Poccra ce cro0L1aBa 3a cepUO3HH KOXKHH peaKkiHH, BKJIIOYBALIM CHHAPOM HA CTHBBHC
JHXOHCHH M NIeKapCTBeHa peakiius ¢ eosuHodunnsg U cucteMun cuMmnromu (DRESS). Cripere
ynotpebata Ha PoccTa M noTbpceTe He3abaBHO MEAHLIMHCKA NOMOILL, aKo 3a0enexuTe HAKOH OT
CUMIITOMHTE, ONTHCAHU B TOUKa 4,

[Tpu Manbk Opoii Xopa, CTATHHWTE MOTaT jla MOBNHAAT PyHKIHATA HAa YyepHHUs Apod. Tosa ce
yCTAHOBABA Ype3 U3C/eBAHE 32 HATMUHE HA MOBUILIEHH CTONHOCTH Ha YepHONPOOHUTE €H3UMH B
xpbBTa. [Topaay Tazu npuyrHa, BamusaT nekap 4ecTo lie H3BBPLIBA TO3H KPbBEH TECT (YepHOAPOOEH
dYHKUNOHANEH TeCT) MpeaH ¥ Mo BpeMe Ha nedeHHeTo ¢ Poccra.

Jlokato npueMare ToBa nekapcTBo, Bawusar nekap wie Br npocneastsa CTpUKTHO, aKo HMaTe AMadeT
MM CTE C PUCK 3a pa3BUTHe Ha JuabeT. Bue BEpOsTHO CTe C PHCK 3@ pa3BHTHE HA AHabeT, ako uMmare
BHCOKH HHBA Ha 3aXapy W Ma3HMHM B KPBBTA CH, @aKO CTE€ C HAAHOPMEHO TEr10 ¥ aK0 UMATe BUCOKO
KPBbBHO HaJifArase.

Jdena °H 0ROMIH

. AKO NMauMeHTsT € NojA 6-roaviHa Bb3pacT: Poccra He TpaOBa Aa ce nasa Ha Aeua noa 6
rOAHHH;
. Axo nauueHTsT € noa 18-roaniinHa pb3pact: Tabnerkara Poccta 40 mg He € nogxoasa 3a

yroTpeba npu Aela U I0HOWH noa 18 roauuy.

Apyrn aekapersa 1 Poccra
Hugopmnpaiite Bauns nexkap unu gapmanesT, ako MpHeMaTe, HaCKopo CTE NPHEMATTH WK €
Bb3MOXKHO J1a [TIPHEMETE APYFH JIeKapCTRa. !

LI




Wndopmupaiite Baius nexap, ako npueMare HIKoe OT CIIEAHUTE JIEKApCTRa:

* LUKIOCTIOPHH (M3N0/13BaH HaMpHMeEp ClIEA OPralHa TPaHCIUIAHTALHA );

* pap(apyi, THKarpeiop WK KNOMUAOTPeE (MIIH KOETO H Aa € APYTO NEKapCTBO, H3MO3BaHO 34
pa3pexaaHe Ha KpLBTa);

. ¢ubpatu (kato reMpubposun, peHodpudpaT) WK APYTH NEKApPCTBA, HINOI3BAHH 3a

MOHKABaHe Ha XoJiecTepona (KaTo €3eTUMHUO);

NeKapeTBa cpeilly 0o XpaHOCMHUaHe (3a Hey Tpanu3upaHe Ha CTOMAIIHATE KHCEHHN);
EPUTPOMHLIMH (AHTHOHOTHUK); Py3u0Ba KHCETUHA (AHTHOHOTHK ~ MOJIA, BX. N0-A0JTy U

L 1peaynpexaeHus H NpeanasHd MepKH ™),

nepopajHi NpOTHBO3a4aThYHU CPEACTBA,;

peropadernud (M3n0/13BaH 3a NeUEHHE HA PaK);

XOPMOHO3aMECTUTENHA TEPANHS,

BCAKO OT CJIEAHHUTE JIEKAPCTBA, M3NOJI3BAHU 32 ICUEHUE HA BUPYCHH HH(EKLIUH, BKIIIOYHTEIIHO
HIV nnau undekums c xenartut C, caMOCTOATENHO WM B KOMOHHALMA (MONA, BHXKTE
STlpenynpexaeHus | Npeana3’Hi MEPKU). PUTOHABUD, JOITHHABUP, aTa3aHaBUDP, OMOHTACBHD,
napuTanpeByp, Aa3abyBsup, BesnarTacBup, rpazonpesHp, enbacBup, reKkanpesup,
nudpeHTaCcBHP.

PoccTta MOXe a MPOMEHH edeKTa Ha Te3N JIeKapcTBa MK Te 6MXa MOrNU 1a NPOMEHAT edeKkTa Ha
Poccra.

Axo e HeoOX0AMMO J1a TIPHEMaTe nepopallio (py3uI0Ba KMCENHHA 3a JieueHHe Ha DakTepHaniH
nndexunn, Bue TpaGBa BpeMeHHO Aa cnpeTe ynoTpebara Ha TO3H IeKapCTBEH MPOAYKT. Baluuar
nekap e Bu xaxe kora e 6e3onacHo na npoabkuTe ynotpebata Ha Poccra. Ilpuemsbt Ha PoctTa ¢
dy3Ha0Ba KHCENHHA PAAKO MOXE Ja JOBeAe A0 MycKyaHa cnabocT, GonesneHocT uau 6onku
(pabaomuonunsa). Buxre noeeue nHGopmaLms OTHOCHO pabAOMHOIIN3A B TOYKA 4.

BpeMeRHOCT, KbpMeHe H PepTHANTET
He B3emaitite Poccta, ako cte OpeMeHHa HIH KbpMUTE. AKO 3a0peMeHeere, fokaro npHemarte Poccera,
cripeTe NIeKapCcTBOTO He3abaBHO U ce obanete Ha Bainwns nexap.

XKennrte TpsOBa na u3barear zabpemMeHsBAHETO ype3 NOAXOAALIA KOHTpALENHs, A0KATO NpueMar
Poccra.

Hckaiite cbBeT OT JeKapsa WiH ¢papMaLieBTa CH, IPESiH Aa B3EMETE KaKBOTO U Ja € JIEKApCTBO.

[Hodupane n paboTa ¢ MAIIHHA
[ToseueTo xopa Morar aa wodupaT ¥ Aa paboTaT ¢ MaUIMHK, JokaTo npueMar PoccTa. He ce ouaksa

PoccTa na nopnuse HeONaronpUATHO cnocobHOCTTA 3a WodHpaHe Uiy padoTa ¢ MaUIMHK. Benpeku
TOB@ HAKOM XOpa MOraT Ja ¢e 104y BCTBAT 3aMasHH, IokaTo B3eMar Poccra. Ako ce mouyBCTBATe
3aMasHM, KOHCYATHpANTE ce ¢ JieKapa cU NMpeau Aa wodupare Wiy padoTHTE C MALIHHH.

Pocera chAbpxka JaKTO3a
AKo nexapaT BH e ka3Ban, e #MaTe HESITOHOCHMOCT KbM HAKOH 3aXapH CBLPIKETE C€ C HEro, npeau aa
B3EMETe TO3H JIEKAPCTBEH NMPOIYKT.

Poccera ¢cbuaABpKa COH
AKO CTe anepruydHi KbM ¢bCTbUH WIH CO%, HE B3EMaHTe TOBA NEKapCTBO.

Poccra ebABpKa azobarpuna
CsHeer xbat FCF anymunneB nak u aaypa yepseH AC anyMHHHEB Jlak MOTaT A& MPHYHHAT
ANCPrUYHY PEaKLKH.
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3. Kak na npuemare PoccTa




Bunaru npuemaiite ToBa 1€KapcTBO TOYHO kakTo Bu e kazan Bauusat nexap unn gapmaneBT. AKO He
CTe CUTYPHH B Hewlo, monuraire Bawvs nexkap Hiau gapMauesT.

OoOnugaiina 1033 3a BL3PacTHH

AKo npdeMaTe PoceTa nopaal BHCOKO HHBO Ha X0J1ECTEPOI:

Hauaaua xo3a

Baineto neuenure ¢ Poccra TpabBa pa 3anoyte ¢ Ao3a ot 5 mg wid 10 mg, 10pH ako CTe B3eManH
Npean TOBA MO-BHCOKA 03a OT Apyr cratvH. M300pbT Ha HayanHata By fo3a e 3aBHCH OT:

* HMBOTO HA XONECTEpOIa;

- HHBOTO Ha PUCK OT CbPACYEH NMPUCTLI WIH yAAp;

* HMa K daxrop, npaBewy By no-4yyBCTBUTEHH KbM Bb3MOXKHHTE HEXENaHH PEAKLIHA.

Mons, yTouHeTe ¢ IeKaps WK dapMaLieBTa cy koA HayaiHa no3a Poccra Wie € Hall-noaxonsia 3a
Bac.

BawuaT nekap e npeAnKue Hal-HuckaTa f1o3a (5 mg), B caydan ue:

. BHE CTE OT a3HATCKH NMPOU3X0J (ANOHCKU, KHTANCKH, PUAHNUHCKH, KOPEHCKU U UHANA LN );
- ako cre Hag 70 roauHy;

. aKo MMaTe YMEPEHO TEXKH rpodbnemu ¢ 6ubpenure;

. ako CTe ¢ PHCK 3a MYCKYJHH O0Jkd (MUonaTus).

To34 JeKapCcTBEH NPOAYKT HE € HATMYEH B KOHLEHTpalUMs 5 mg, obaye Ta3u KOHLUEHTpaLH MOXE 1a
6bae HATHYHA OT APYTH NPUTEXATENH Ha paspelleHnd 3a ynoTpeba.

[MopuinaBaHe HA 103aTa H MAKCHMAJIHA 1HEBHA 1032

BawuAT nekap Moxe Aa peluu ga yeenuuu fo3ara Bu. Tosa ce npaBHy, 3a Ja MpyUeMETE A03aTa,
noaAxondua 3a Bac. Ako 3anouHeTe ¢ 1033 5 mg, nekapaT Bu Moxe Ja peluu fa g yasou Ao 10 mg,
ciez toBa Ao 20 mg ¥ ako e HyxHo — 10 40 mg.

Ako 3anoykere ¢ 10 mg, Baunar nekap Moxe Aa pewiy aa s yaBou a0 20 mg u ako € HeoOXoAMMO —
10 40 mg. llle nMa npoMeXAYTHK OT 4 CeAMULIM MEXAY BCAKO KOpUrHpaHe Ha A0o3aTa.

MaxkcHManHata AHeBHa J03a Ha Poccta e 40 mg, T4 ce npunara caMo MpH NauKHeHTH ¢ BHCOK PHCK OT
ChPJACHEH MPHUCTBN AW HHCYNT U ¢ BHCOKHM HHBA Ha XOJIECTEPONA, KOUTO HE Ce MOHUXABaT
aocrarb4HO ¢ 20 mg,

Axo npuemate Poccra 3a HaMaisiBaHe HA PHCK OT ChbpAeY€H NPHCTHI, YAAP HJIH CBbP3aHA
3ApaBocyIOBHE Npobemu:

Ipenopbuntennara posa e 20 mg aHeBHo. Jlekapsat Bu obaye Mmoxke na pewn aa Bu npeanuive no-
HMCKa 1033, aKO OTrOBapATE HA HAKOE OT FOPEONHCAHUTE YCIOBHA.

Ynorpeba npu Aena A I0HOIUH HA BL3pacT 6-17 roaunu

J{O30BHMAT AHANA30H IPH J1€lld H IOHOLUM Ha Bb3pacT 6 10 17 roauHu e 5-20 mg BeaAHBK AHEBHO.
Bawnst nekap Moxe MOCTENEHHO Aa NOBULIM Ao3aTa BH, 3a 1a OTKpHe TOHHOTO konHyecTBo Poccra
3a Bac. O6uualiaTta HayanHa A03a € 5 mg Ha AeH, HO MAaKCUMaNHaTa AHeBHa A03a Poccta e 10 unu 20
mg 3a Jeua ot 6 Ao 17 roAMIIHA Bb3PacT, B 3aBUCHMOCT OT MOJIEKALOTO 3a001aBaHe, KOETO Ce
nexyBa. [IpueMaiiTe no3ara cH BeliHbK AHeBHO. Tabnerkata Poccra 40 mg He TpsibBa na ce H3noa3ea
MpH Acua.

Ilprem na Tabnerkure
[MorasLuadite TabneTkHTe UENY C HANUTKA WK BOAA.

Bsemaiite Poccra BeAHbX JHEBHO, MOXeE A B3eMare Tabnerkara no BCAKO BPEME Ha AeHA C UK Oe3 R
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xpaHa. [TocrapaiiTe ce aa s B3eMare 1o eAHO ¥ ChLIIO0 BpeMe BCEKH JieH, ToBa Lie Bu moMorHe ja He ..o~
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BalyAT XxonecTepon € A0CTUrHAJ NPULIETHATE TepaneBTHYHH HHBA.
BawnaT nexkap MOXe Ja pelliH aa yeeauyu ao3ata BH. ToBa ce npaBH, 3a 1a MPHEMETE NOAXOAAIL0 3a

Bac xonuuectBo PoccTa.

AKO CTe MpHeJIH noBede 0T HeoOxoaumaTa A03a Poccra
AKO B3eMeTe nmoBeye OT npeanucanara Bu 103a, cBbpxkeTe ce He3abaBHO € Jiekap WM ¢ HaH-0n3kaTa

OonHKLA.
Ako cTe B OOJHHMLA NO APYT NOBOJ, CLOOIIeTe HA MEIHLIMHCKUA NepcoHan, Ye npuemMare Poccra.

Axo cTe nponycHaiad Aa npaemere Pocera
He ce npuTtecHsBaiiTe, aKo MPOIMyCHETE 1034, B3eMEeTe Clie/Balnara, kakro Bu e npeanvcana.
He B3emaiiTe ABOMHA 1034, 33 la KOMIIEHCHpaTe npofycHarara Tabnerka.

AKoO cTe capesd npaema na Poccra
VBegoMeTe JeKaps CH, Y€ kenaeTe Aa cnpere npueMa Ha Poccra. HuBara Ha xonecrepona Bu Morar

Aa ¢€ MNOoBUIIAT OTHOBO, AKO CNIPETE NPHEMA Ha Poccra.

AKXO UMaTe HAKAKBH AOBJIHUTEIHH BRIIPOCH, CBbpP3aHH ¢ ynorpebara Ha TOBA IeKapCTBO, NONUTalTE
Bainusa nexap wiu gapmalesrT.

4. BL3MOKHH HEXKENAHH peaKIHH

KakTo BcHukM JIeKapcTBa ¥ TOBA MOXKe [a NpeAn3BHKA HeXKeNaHH PEaKLHH, BbIIPEKH Y€ HE BCEKU T'H
nonyuasa. BaxHo e Aa 3HaeTe KakBH MOTAT 1a ObAaT TE3W HEXKEJAHH peaxLuH. Te 0OMKHOBEHO ca
JIEKH W U34e3paT 3a KpaTKo BpeMe.

HesabasHo npekpaTteTe NeyeHneTo ¢ Poccra v noTbpcere BeAHara MeAULIMHCKa NOMOlL, B Cayyai ye
3abenexxuTe nogsata Ha HAKOHW OT CIEAHUTE aNepruuHy peaKimu:

* [MOsIBA HA 3a1yX ¢bC WK He3 0TOK no NULETO, YCTHUTE, €3MKa WHIIH MbpPAoOTO;
° MosBa Ha OTOK MO THLETO, YCTHHTE, €3WKa W/ WU MbpaoTo, 3aTPyAHABALL I'bJITAHETO,
. TeKbK Chpbex no xoxara (¢ obpus).

Cnpere npueMa Ha Pocera n ce cebpkeTe ¢ Bamug nexap ne3adaBHo:

. Ako uMare HeoOHYalHH OONKH B MYCKYJ/THTE, KOUTO NPOABIXKABRAT NO-ABT0, OTKOJIKOTO OUXTE
ouakBaIH. MyCKYJIHHTE CUMNITOMH €a NO-YECTH [IPH Jiella U MJIaaeKH, OTKOJIKOTO IpH
Bb3pacTHH. KaxTo npu ApyruTe cTaTHHN, MHOTO Manbk Opoil xopa ca umanu Hexkenanu eekTH
BLPXY MYCKYJIHTE M PAZIKO TE Ca NPOABIIKUIIY, 3a Aa e NPEBbPHAT B MOTEHIIHANHA
XHBOTO3ACTpalliaBallla MYCKYJIHA YBpea, W3BECTHA KaTo paboomuoausa,

o AXO HMaTe CHHIPOM Ha nynyc-nogodHo 3abonseaxe (BKIHOYHTENHO OOPHB, HAPYLLICHHKA Ha
CTABHUTE U €PEKTH BbpPXY KPBbBHHUTE KJIETKH);

. AKO NoJyYHTE pa3KbCBAHE HA MYCKYNa,

* Axo 3abenexcHTe HAKOH OT CIEAHHTE CUMIITOMH Y€PBEHUKABH, HEHAAUIHATH, NOACOHHU HA

MHLIEHa UNH KPBIH NETHA MO TAI0TO, YECTO LEHTPANHO Pa3noIoKEHH MEXYPH, DeneHe Ha
KO’KaTa, A3BH B YCTATA, MbPJIOTO, HOCA, 110 M’EHUTATHHTE U O4UTeE. Te3H CEpHO3HU KOXHH 0OpHBH
MOTAT 4 ce NPeAllecTBAT OT IOBUIIEHA TeMIIepaTypa U rpUNonoAoOHH CHMIITOMH (CHHIAPOM
HA CTUBBHC J[KOHCHH);

. O6mupeH o6pyB, BHCOKA TENECHA TEMIEPATYpa U yBennueHH TUMbpHY Bu3a4 (DRESS cnuapom
WIH CUHAPOM Ha eKapCTBEHA CBPBXYYBCTBUTEIHOCT).

YecTH HeKeJAHH peaKuuu (Te MoraTt aa 3acernart A0 1 ua 10 nankenrTn):

. ['naBobonue;

. CroMmaiuna 6onka;
. 3anex:

° ["anene;

° Myckynna Bonka;




YyBCTRO 34 OTIIAAHANOCT;

3amMafAHOCT;

[MoBulIEHHE HA KOMHYECTBOTO OeNTHK B ypHHATA — 0OMKHOBEHO CE HOpPMANIM3Kpa OT camo cede
cH, Oe3 na e HeoOXoAHMMO Jla ciMpaTte npHeMa Ha Baiure Tabnerku Poccra (camo 3a Poccta 40
mg);

natet. Toii e no-BepoATEH, aKO UMATE BUCOKH HUBA HA 3aXapH H Ma3HHHH B KPbBTA CH, aKO
cTe ¢ HAJHOPMEHO TerNo H ako MMaTe BUCOKO KPbBHO Halsrane. Balinar nexap e npocneassa
crofiHocTuTe BY, A0KATO NpHeMaTe TOBa JIEKAPCTBO.

HedecTn HexeNaHH peakKIHH (Te Morar Aa 3acersar Ao 1 sa 100 nanueurs):

O6puB, cHpOEX UK APYTH KOXKHHU peakLny;
[TopuuleHye Ha KONUUYECTBOTO DENTHK B YpHHATA — OOMKHOBEHO CE€ HOPManU3upa OT caMo cebe
cH, 6e3 na e HeoOxonuMo aa ce cnipe npueMbT Ha Baliute Tabnetku Poccra (camo 3a 10 mg u

20 mg).

PeaxkH HexXeNaHH PeaKmHE (Te Morat Aa 3acersart 1o 1 va 1000 nannentn):

Texka aiepruuHa peakiums — BKIKOYBA OTOK HA JIMLETO, YCTHHTE, €3HKa H/HJIY IbpIIoTo,
3aTpyAHEHO MperiblaHe U AHLIaHe, CHIeH Cbpdexk no koxara (¢ 0OpuB). AKO MUCIINTE, Ue
NONyYaBaTe aNepruyHa peakuus, cnpere npueMa Ha Poccta ¥ He3abaBHO noThpceTe
MEAHLMHCKA MOMOLLI;

MyCKyJIHO yBpexaaHe TP Bb3pacTHH — KaTo NpeanasHa Mapka cnpete npuema Ha Poccra v ce
cebpxkere ¢ Bauins nekap HezabaBHO, ako MMaTE HAKAKBH HEOOUYAHHHK OOIKH B MYCKYJIHTE,
NPOAbIHKABALLIN NO-ABITO OT O4AKBAHOTO;

Octpa kopeMHa 60/Ka (Bb3najieH NaHKpeac),

YBenHueHHe Ha YePpHOAPOOHUTE €H3HMM B KPBbBTA,;

Hamanssane Ha 6pos Ha TpoMOOLMTUTE, KOETO MOBUIIARA PUCKA OT KbPBEHE UITH 00pazyBaHe
Ha CUHHHU.

MHoro peakH HeXeJaHH peaKnuu (Te MoraTt ja 3acersart 10 1 Ha 10 000 naunenTH):

XKenteHuna (NOXBIATABAHE Ha KOXKA Y OMH);

Xenatut (Bb3NajieH YepeH apod);

Cnenu or KpbB B ypHUHaTa Bu;

YBpena Ha HEPBHTE Ha PbLIETE M KpaKaTa (KaTo U3TPBIBAHE);
CraBHa 6onKa,;

3ary0a Ha naMmerTa;

YBeNnHYeHHE Ha I'bPANHTE NPH MBXE (THHEKOMACTHUA ).

Hexenanu peaknnna ¢ HEH3BECTHA 4eCTOTA (0T HAJNHYHHTE JAHHA HE MOKe 1a ObAe HANpaBeHa
OMEHKA) MOraT Aa BKJIIOYBAT:

['oBopete ¢ Bawus nekap, ako u3nuTeare cnabocT B pblETe HIH KpaKaTa, KOSTo ce B.nmua&L

Huapnsa (peaku U3NpaKHEHU ),

Kawnauua;

HeapocTur na Bb3ayx;

Orok (noayeaHe);

HapyieHnsa Ha ChHS, BKNIOYUTENHO Oe3ChbHUE U KOLIMapH;
CekcyanHu 3aTpyaHEHHA

Henpecus;

[TpoGneMu npu AMLIIAHE, BKIIOUHTENHO NPOIb/DKUTENHA KAWNKLA WHAK HEAOCTHT Ha Bb3AYX
WIIH TPECKA;

TpaBma Ha CYXOKHITHE,

[TocrosHHa MycKkysiHa cnabocr;

MuacTenns rpaBuc (3abonaBaHe, NpHUMHABALLO 00MIa MYCKYJIHA c1aboCT, B HAKOH Cilyyan ;.
BKJTIOYBAILA H MYCKYJIUTE, KOUTO Y4acTBaT NpH AULIAHETO); S

OuyHa MuacTenns (3abosigBaHe, NPUHHHABALLO C1a0OCT HA OMHMA MYCKYJT).




NEPHOAM HA AKTHBHOCT, MMaTe ABOMHO BHIKAAHE HIIH YBHCBaHE HA KJIENAYUTE, 3ATPYAHEHO
NPErbLIaHe WK 330y X.

CrobmaBaHe HA HEXEJTAHH PeaKIHH
AKO NOJIYYMTE HAKAKBH HEXeJIaHW NIEKApPCTBEHH peakuny, yBeaoMere Baluns nexkap nau papMauesr.
ToBa BKUTIOYBA BCHYKH Bb3MOXHH HEONMHMCAHH B Ta3W JTMCTOBKA HEXENAHN peakuvi. Moxere chllo Aa

CcHLOOLUTE HEeXEeNaHH PEAKHH JUPEKTHO Upes.

M3nbiaHUTENHA areHlus N0 JIeKapCTBara.
yi. ,.,JlaMaH ['pyeB” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaliT: www.bda.bg

KaTo croOliaBaTe HeKeNaHH PeakL|H, MOXe A3 AaeTe CBOsA NPHHOC 32 N10/1y4aBaHe Ha NOBeYe
HHpOpMaLHA OTHOCHO 6€30MacHOCTTa Ha TOBA NEKAPCTRO.

S. Kak 1a coxpansBate Pocera

Ila ce cbxpaHaBa npu TeMneparypa noza 30 °C.
ChxpansaBaiiTe TabneTkuTe B OpHIHHANTHATA UM OMAKOBKa, 32 [1a Ce MPEeANnas3iT OT Bhara.

,[[a CC CbXpaHABa Ha MACTO, HCAOCTBIIHO 34 ACla.

He u3non3sBaiiTe ToBa NeKapcTBO Clle] CpoKa Ha rORHOCT, 0TeNA3aH BbpXY onakoBkaTa/baucrepa
cnen EXP. CpoxbT Ha rOAHOCT OTrOBapsA Ha NOCHEAHUS O€H OT MOCOYEHHA MeCeLl.

He n3xpbpasTe NekapeTBaTa B KaHaNH3aUKMaTa HIM B KOHTeHHepa 3a OuToBH oTnagbuy. [Tonuraiite
Bawns ¢apMaueBT Kak Ja U3XbpAsTe IEKapcTBATa, KOMTO BeYe He H3non3eare. Te3n MEPKH Lie
CIIOMOTHAT 3a ola3BaHe Ha OKOJIHAaTa cpeaa.

6. CrabpikanBe HA ONAKOBKATA H AONBJIHHTENHA HHEPOPMAIHS

Kakso cbabpka Pocera

- AKTHBHOTO BeUIeCTBO €: po3yBacTtaTHH. Poccta duaMnapany TabneTku chabpkar po3yBacTaTHH
Kanlui, ekBHBasieHTeH Ha 10 mg po3yBacTaTUH.

- Jlpyrute noMolHH Belllectsa ¢a: ChpiieBHHA: MUKpOKpUCTATHA Lenyno3a, Jlakro3a
moHoxuapat, Hatpues kapboHar (6e3soacH), Kpocnosunon (Type A), Marnezues creapar.
O6suBKa na Tabaerkara 3a Pocera 10 mg: Iloausuann ankoxon, Turanues quoxeng (E171),
Tank, Jleuutun (coq) (E322), Kcantanona ryma, Coaeet xpar FCEF anymunues naxk (E110),
HUuauro kapMuH anymuuues nak (E132), Anypa uepsen AC anymuHueB nak (E129).

Kax n3rnexaa Poccta H KAKBO ChLABPKA 0NAKOBKATA
PosyBacTaTiH ce npojaBa B onakoBkH o 28 unu 30 dunmupaHu TabneTky, onaxoBasy B

PVC/PVDC/Al GnucTepn.
He BcHuky BHAOBE ONAKOBKM MOraT na ObaaT nycHatu B npojaxoa.

Poccra dunMupaHu TabNeTKH ce TIpeanarar B ClleJHHTe KOHLEHTPALHM:

Poccta 10 mg puamuapann TabneTkn ca po3osy, ¢ Haanuc 10 oT eaHaTa CTpaHa, KpbIiH, D
IBOHHOM3MBEKHANH duUnMUpaHn TabneTku ¢ anameTsp 7,10 mm (= 0,5 mm). I T YN

Poccra 20 mg duamuapann Tabnerkn ca po3osH, ¢ Haanuc 20 oT eaHaTa CTpaHa, KPbIH, qufi;.lu--;-wf"f:’;r N
TR L T

ABOHHOH3NBLKHANH PUnMHpaHK Tabnerku ¢ AMaMeTsp 9,10 mm (£ 0,5 mm), if A EE N % \

Poccra 40 mg puamupanu TabaeTkn ca po3oBH, ¢ Haanuc 40 OT eAHaTa CTpaHa, ENUICOB EH/ Yt )

ABOHHOH3NbKHANH, GUIMHPaHU TabneTkn ¢ pasMep 11,70 mm (+ 0,5 mm) na mpmoxunsa u 7,10 fin
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0,5 mm) Ha IuMpPHHA.

IIpaTexaTen HA pajpelieHHETO 32 ynoTpeda
,Halkadapma BucokokauectseHute Jlekapcrea™ AQ
oyn. ”I'". M. dumunrpos” Ne 1, Codus 1172, brarapus
Ten.: +359 2 962 54 54

dakc: +359 2 9603 703

e-mail: info{@tchatkapharma.com

IIpoun3ssoanren

~Hankadapma BrucokokauecTBeHuTe JlekapcTrBa” Al
oy. ,,Cankr INeTepbypr” Ne 53,

[Tnoeaus 4000, buarapus

To3n AekapcTBeH DPOAYKT € paspellien 3a ynorpeba B ALpKaBRTE WieHKH Ha EBponelickoTo
HKOHOMHYECKO NPOCTPAHCTBO NOJ CJIEIHHTE HMEHA:

bbarapus

[ "'bpLMA

0si10 mg comprimate filmate
IPyMbLHHSA osi 20 mg comprimate filmate
osi 40 mg comprimate filmate

Yexus

JaTa Ha nocJeaHO NpepasrIekaaHe HA JHCTOBKATA ABrycT, 2024,

JApYTH A3TOMHHIH HA HHpOpMALHS

[TonpobHa u akTyanusupaHa HHGOPMALIUA 33 TO3M NEKAPCTBEH TMPOAYKT € HAWYHA uDe3 CKaHHpaHe
chC cMapTdon Ha QR koaa, BKIIKOUEH B TUCTOBKATA U KAPTOHEHATA ONAKOBKA: %
e

Criara HHdopmaina € HanuuHa ¥ Ha cnieanna URL aapec: tch.bg/ross10,
Ha yeOcafita Ha Yaiikadapma BrcokokauecTsenute JlekapcTra: www.lchaikaphanma.com, KakTo 4 Ha
yeOcaiiTa Ha M3anbaHUTENHA areHLMs O JieKapeTeara:_\Www . bda.bg.
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