JUCTOBKA



Jucroeka: uudiopManus 32 HANMCHTA

Poccta 10 mg puamupann TabaerkH
Rossta 10 mg film-coated tablets

Posyeacrarus (Rosuvastatin)

Ilpouerere BHHMAaTEIHO LN1ATA JHUCTOBKA, HPEIH 14 3AN0THETE 14 PHEMATe TOBA 1€KapCTBO

- 3anazere Taz| JIMCTOBKA. Moxe na ce HaloXu Ia A [IPOYETETE OTHOBO,

- AKO HMAaTe HAKAKBH JONBIHHTEIHH BbNPOCH, NONUTaiiTe Bamus nekap anu papMauest,

- ToBa nexapcrBo ¢ npennucano nuyHo Ha Bac, He ro npeorcrbneaiite va apyru xopa. To Moxe
Ia MM HaBpeid, HE3aBUCHMO Y€ [PH3HALKMTE HA TAXHOTO 3ab0NABaHe ca ChIHTE KaTo Bawure.

- AKO NOIYYMTE HAKAKBU HEXKESIAHU NEKAPCTBCHH peaKiliy, yBenoMere Baius nekap wiH
¢papmauesT. Topa BKJIFOYBA U BCHUKH Bb3MOXKHH HEKENAHHM PEaKLMH, HEOTHCAHU B TA3H
nucrosBka. Bukre Todka 4.,

N3NLIHUTENHA ATEHUMS 110 NEXAPCTBATA |

Kakgo cbabpka Ta3H4 JIHCTOBKA: J Y P T p—

Kakso npeacrasnasa PoccTa U 32 KAKBO ©2 U3IT0N3BA] .
KaxBo Tpabsa na 3Haete, npenu 1a mpueMeTe PoceTd kuuy Paz A- 5’! 3/ _1"\3/4,2 I
Kax na npuemare Poccra "
BB3MOXKHH HEXENAHH PEAKIIHH  Paspewenue e 61 Jf / 78 -09- 2013
Kak na cexpansasare Poccra BG/MA/MP :
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1. Kaxso npeacraBasea Pocera M 3a KAKBO Ce HANOA3BA
Poccera cnana xeM rpyna N1ekapcTBa, HapedeHH CTATHHI.

Poccera Bu e npeanucan, 3alloro:

. Hmare BUCOKH HMBA HA X0J€CTepoll. ToBa 03HAYARA, 4€ ChIICCTBYBA PUCK A3 MOJ1y4YdTe
uH(APKT Unu HHCYAT. PoccTa ce U3M10/138a NPH Bh3PACTHH, IOHOIIH M JA€La HA UAK HAT 6
FOOHUILIHA BE3PACT 34 JISYEHHE HA BUCOK XOJECTEPOII.

. [Ipenopbuano Bu € aa npueMare cTaTuH, 3all0TO NPOMAHATA HA AMETaTa H IOBHMIICHATA
¢uzHIecka aKTHBHOCT HE ¢a OWAH TOCTATHYHM, 32 /14 C€ KOPHTHPAT HUBATa Ha XoecTepona Bu.
TpAbBa na npoasmkuTe ¢ Balmata noHW»kapala xonecrepona JHETA M ¢ (PU3HYecKaTa
aKTUBHOCT, NOKaTo npueMare Poccra.

Hnu

. Hma npyru ¢gaxTopH, yBenMaBaLM PUCKA OT HHPAPKT, HHCYAT WIH APYIH CBBP3aHH
37PABOC/IOBHU NIPOONIEMH.

Hudapkr, HHCYNT Wid pyrd npobieMy MOraT 1a 6bAaT Opequ3BHKAHH OT 3a00NABaHE, HAPEUEHO
arepocKiiepo3a. ATEPOCKIIEPO3aTa C€ Ab/IXKK HA HATPYNBaHE HA MACTHH OTNaraHHi BbB Balute

apTEpHMU.

3a110 € BaXKHO J1a NpoabL/BKABaTe ¢ npuema Ha Poccra?

Poccra ce u3nonsea, 3a 1a €€ KOPUrHpaT HABATa Ha MACTHHTE BEIIESCTBA B KPBBTA, HAPCUECHHU JIANKAM,
HAH-pa3npoCTPaHEHUAT, OT KOMTO € XOJIECTEPOIBT.

B xpbBTa HMa pasnuaHU BUAOBE Xonectepon — 01" xonecrepon (LDL-C) u ,,0008p” xomectepol
(HDL-C).

. Poccra moxe ma namManu ,JIomMa” 4 Aa YBEITUW4d , 400pus™ xonecrepon;
. JlekapcTBOTO ACKCTBA, KaTO noAnomara 6iokydpaHeTo Ha ,JIOMIKAA™ XOJNECTEpOl, s
L
oT TAn0To Bu. Crino Taka nonobpgsa cnocodHoCTTa Ha opranusMa Bu na ro Y,
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[1pH noBeyeTo x0pa BUCOKMTE X0JECTEPOIHA HUBA HE IPOMEHST HAYHHA, 110 KOUTo ce YyBCTBaT, ThH
KaTO HE NPEIH3BUKBAT CHMOTOMM, Burnpeku ToBa, ko HE ¢ IEKYBaT, MACTHHUTE OT1araHus
3ane0enaBaT CTeHUTE HA KPbBOHOCHHUTE CHIOBE H BOIAT A0 TAXHOTO CTECHABAHE.

[loHsikora crecCHEHHMTE KPBBOHOCHH ChAOBE MOTAT 1a ce O/I0KMpAT, KOETO J1a IpeyCTAHOBH
KpbBOCHAOAABaHETO HA ChPUETO WM MO3BbKa. ToBa Boau 1o MHGApKT MM HHCYIIT. Ype3 noHkKaBaHe
XOJECTePONHUTE HUBA, BHe MOXeTe 1a HAMANHUTE PUCKA OT MHPPAPKT, HHCYIT WIHM CBhP3AHHTE C
XONECTEPONIHIUTE HHUBA 3APABOCIOBHI NpodieMHu.

HeoOxonuMo € na npogbiibxasare aa npuemare PoccTa, J10pH ako XOJNECTepoNbT B CTMIHE HOPMANHH
HHB&, ThH KATO TOBA NPENOTBPaTABa HOBO [I0BKIIABAHE HA XOJIECTEPOIIa, BOACUIO N0 HATPYNBAHE HA

MacThu oTharanus. Tpsabea obaye na mpekparure MpUeMa Ha JEKapcTBOTO, ako Bawust nekap By
KaKe [1d o HanpaBUTe UK ako 3abpemeneere.

2.  Kakxso rpadBa na 3HaeTe, npeau n1a npuemerte Poccra

He npuemaiire Pocera:

L AKO CTE aneprudyHy KbM po3yBacTaTUH, KbM JEUMTHH (COA) WIH KbM HAKOE OT NOMOHIHUTE
BELECTBA (BXK. Touka 6);
® AKko cte GpeMeHHa, ONMTBATE ce Aa 3a0peMeHeeTe WK KbPMHTE. AKO 3a0peMeneeTe, JoKaTo

npueMare Poccra, cripere iekapersoro Hezafasno U ce obanere Ha Bamma nexap. Kenure
TpabBa na u3barear 3abpeMeHABAHETO Ype3 NOOXONILM KOHTPALEIITUBH, JOKATO B3EMaT
Poccra;

AKo umMare 3a001aBaHe Ha yepHus apod;

AKO HMaTe cepdo3HU npodnemu ¢ OrOpeuure;

AKO cTe UMAT4 AOBTAPAIIM c€ U HEOOACHUMU OOMKM B MYCKY/THTE WIH CTaBHTE;
AKo B3eMare JIEKapcTBO, HAPEYEHO LIHKIOCTIOPHH (M3I0JI3BAH0 HAMNP. Cled OpraHHa
TPAHCIUIAHTALIMA ).

AxO cMATAaTE, Y€ HAKOE OT FOPECNOMEHATUTE ChCTOAHHSA C€ oTHAC 3a Bac (UnM ce CbMHABATE), MOJIA,
¥YBCOOMCTE JIEKYBAIIAA CH JICKAP.

Ocsen ToBa He npuemaiite Pocera 40 mg (waii-BHcoxara 1038poBKa):

. aKo UMATE YMEPEHO YBpexkaaHe Ha Onbpenure (ITpH CbMHEHHE, MO, CBBPKETE CE C NEKapA
ch);
aKko wuroBuaHaTa B xnesa He pyHKUMOHNPA HOPMAIHO;
aKO CTE UMAJIA NOBTAPAIMA C& U HEOOACHUMU DOJIKM B MYCKYJIHTE, THYHA HAH (aMHIIHA
MCTOPHA 32 MPo0NIeMH ¢ MYCKYIIHTE, HIH MPEIX0XKAaia MCTOPHA 32 MYCKYJIHHY IPOOJIEMH HIIH
[IpHEMATE OPYry, IOHMKABALEH XO0JIECTEPOIIa, 1eKapPCTBa,;

. aKo peAOBHO YNOTpeOABATE roNEMHU KOIMIECTBA ANKOXOJL,
aKO CTE ¢ a3HAaTCKH MPOM3X0, (ANOHCKH, KUTAICKH, PHIHNHUHCKY, KOPEHCKH H HHIMACKH);
aKo NpUEMATEe OpPYrH NeKapeTsa, HapeueHu pubpary, 3a NcHMKABaHE HA X0J1ECTepona.

AKO cMATATE, Y€ HAKOE OT FOPECTIOMEHATHTE CLCTOAHHA Ce OTHACA 32 Bac (W ce CbMHABATE), MO,
yBeAOMeETe JIEKYBalllHi CH 1eKap.

[Ipenynpexknenus H npeanaIHl MepKH
I'oBopere ¢ Baurua nekap wnu ¢apMalesT, openy oa npueMmere Poccra:

. Axo Bu e kazaHo, 4e umare 3apaBocioBHH npodiaemu ¢ Osbpenure;

. Axo BH ¢ ka3zaHo, 4¢ uMare 3ApaBOCNOBHA NpPoOIeMH C YEPHHA ApoD;

. AKO HAKOIa CTe HMAIM TEXKBK KOXKEH 0OpHB WM Denere na koxXxara, nossa Ha
A3BH B YCTaTa clel npueM Ha Poccra uiiM 1pyru CBhp3aHHM JI€KapCTBa;

. AKO CT€ MMaJH [IOBTAPAIIM C€ H HeoDACHUMH O0/IKH B MYCKYITUTE, AM4YHA

UCTOpHSA 32 NpodNeMM C MYCKY/IUTE WIH NPEAXOXKIAIIa HCTOPHS 32 MYCKYII



OpHEM HA APYTH NOHWKABALLY X0JIecTepoia nekapersa. HezabaBHO ¢ CBBLPKETE € JIEKaps CH,
aKo UMare HeoOACHHMHM DOJIKM B MYCKYIIMTE HIM CTABHTE H 0cOOEHO KO Ce 104YYBCTBATe 3/1€
uny uMate Temneparypd. Coile Taka yBeaomere Bawns nekap wiv papMaleBT, ako HMare
MYCKYJIHA c1aboCT, KOSTO € TIOCTOSHHA,

o AKO UMaTE MIIH CTE HMAT MUACcTeHHS (3a0oNgBaHe, KOETO Ce MPOIBABA ¢ 00LIa MYCKY/IHa
cnabocr, B HAKOM Cllyyad BKJIIOYBAIA H MYCKY/IHTE, KOMTO YJacTBaT [IPH JHILAHETO), HIH OMHA
muacTeHusd (3abonsBane, IPUYHHABALLO CaboCT HA OYHHMA MYCKYI), Thid KATO CTATHHUTE
NIOHAKOra MOraT [1a Bnollar 3adonsBaHeTo Hilu A3 NOBEAAT 10 10ABA HA MMACTEHHA (BX. TOUYKA

4).

AKO pEAOBHO MHETE MOJIEMU KOJIMYECTBA ANKOXO0JT;

AKO WHMTOBHUAHATA B Ke3a He GYHKLUHUOHHUPA HOPMATTHO,

AKO MMATE TEKKA JUXATENHA HEAOCTATEYHOCT;

AKo mpueMare Apyry Jckapcerea 3a NOHHKABAHE HA XOJECTEPONa, HapeueHu Gpuoparw.

Mons, npouyetere Tazu TUCTOBKA BHAMATENHO, JOPH M Bede Ia CT¢ IPHEMaNH IPyri AeKapcrea

3d IOHWKABAHE HA XOJECTEPONa;

. AKO pHeMare AeKapCTBa, M3NO0N3BaHM 3a nedeHue Ha HIV undexuus, Hanp. pATOHABHP C
NONMHABHD W/HIIH aTa3aHaBup, MOJIA, BIDKTE Todka ,, JIpyru nexapcrsa 4 Poccra™;

. Ako cre Haa 70 roauHy (Bawust nexap tpsbea na usbepe cnequanio 3a Bac noaxoasinara
HayanHa go3a Ha Poccra),

. AKO CT€ C a3MaTCKK Mpou3Xod (SIIOHCKH, KUTaiCcKH, GUAHIMHCKY, KOPEeHCKN W HHIWHCKN).
Bawmusr nekap tpabsa na uzbepe cneuuanso 3a Bac noaxoagiara HayanHa ao3a Ha Pocera;

. AKO NpHEMATe WIH CTE NPHEMANH B NOCASAHUTE 7 IHU IEKAPCTBEH IPOAYKT, HAPCUCH
$y3un0Ba KHCEJIHHA (JIEKAPCTBO 3a JICUCHHUE Ha OaxTepHanHu HHGEKIIUH), IEPOPATHO WITH Ype3
nHxeKiuA. KomOuHatuara ot py3ugoBa kucendBa u Poccra Moxe 1@ JOBELE 10 CEPUO3HU
MYCKYJIHH npobnemu (pabooMuonusa), Mons, suwxre ,Jpyru nekapcersa v Pocera™,

AKO cmATaTe, 9e HAKOE OT ropecloMEHaTHTe ChCTOAHMS C€ OTHACA 3a Bac (1M He CTe CurypHH):
. He B3emaiite Poccta 40 mg (Haii-BUCOKAaTa A03HPOBKA) H HAMMpaBETe CIPaBKa C JIeKapa WiIu
(papmanierTa cu, npeau a4 3amo4HETE IPHEMA Ha KAKBATO | A3 € J03MPOBKa Ha Poccra.

O0BpHeTe cieLManHo BHUMaHKE ITPH U3MI03BaHe Ha Pocera
I1pu neuenue ¢ Poccra ce cro01aBa 32 CEPUO3HH KOMKHHM PEAKLIMM, BKIKOYBALIH CURIPOM HA CTHBBLHC
JI>KOHCEH M IEKapCTBeHa peakiis © cosunoduina u cucreMud cumirromu (DRESS). Cropere

yrnorpebara Ha PoccTa u norbpeeTe He3a0aBHO MEIHIMHCKA [TOMOMI, aKQ 3a0€IeXHTe HAKOH OT
CHMIITOMKTE, OTIHCaHU B TO4Ka 4.

[Tpu Manpk Opoii Xopa, CTaTHHHTE MOTaT Ja NOBIUSAT QYHKIIMATA HA uepHud Apod. Tora ce
YCTAHOBABA Upe3 M3CTEIBAHE 33 HAMTUYME HA [TOBHIIICHHA CTOMHOCTH Ha YEPHOAPOOHUTE EH3UMH B
kpbBTa. [Topany Tazu npuauHa, Baiust nekap 4ecTo ilie M3BBbPLIBA TO3M KPbBEH TeCT (uepHoapoben
(pyHKUMOHANEH TecT) npeau 1 N0 BpeMe Ha aeyeHueTo ¢ Poccra.

Hoxaro npueMare TOBa AeKapcTBO, BamuaT nekap we Bu npocneassa CTPUKTHO, ako UMare auader
HJIH CTE C PHCK 3a pa3BuTie Ha nuader, Bue BEPOSTHO CTe ¢ pHCK 3a pa3BUTHE HA AMa0ET, aKo HMATe
BHCOKHM HUBA HA 3aXapH U Ma3HKHHU B KPBBTA CH, AK0 CTE C HATHOPMEHO TEIJIO H aKO HMATe BHCOKO
KPBBHO HAJATAHE.

Jdena n HOIH

. AKO IAUKMEHTHT € 1o 6-roauIIHa Be3pact: Poccra re tpabBa na ce qasa Ha geua oog 6
FOMHHH;
. Axo nanueHTsT € noa 18-roguunsa spapacrt: Tabnerkara Pocera 40 mg He € noAXo4AIa 3a

yrotpeda npu gena 1 ©HOIM noa 18 roouHu.

Apyra aexapcrea u Poccra
Hudopmupaiite Bawmms nekap unu ¢papMaleBT, ako IPHEMATe, HACKOPO CTE IPHEM
BB3IMOXKHO O3 [IPHEMETe OPyry ACKapCcTBa.



HHpopmupaitTe Balug nexap, ako npHeMare HAKOE OT CAEIHHTE JIEKAPCTBA:

. LUKIOCIIOPUH (M3MOA3BAH HANIPHUMEP CEA OpraHHa TPAHCIUTAHTALUA );

° BapdapuH, THKArpeaIop Wid Knonuaorpen (MAM KoeTo U Aa ¢ OpYro JIEKapCcTBO, H3N0M3BAH0 3a
paspexaHe Ha KPbBTA);

» ¢ubparu (karo rempudpo3mn, penogubpar) unu apyrd nekapcrsa, U3NOJI3BAHM 32

NOHWKaBaHe Ha xonecrepona (KaTto e3eTUMHG);

JNIeKapCTBa CpeLly NOI0 XpaHOCMUNAaHE (33 HeYTPATHAUPAHE HA CTOMALIHWTE KUCENHHH),
epuTpoMHLMH (aHTUOUOTHK); dy3HI0Ba KHCEIHHA (AHTHOHOTHK - MO, BXK, MO-A0NY H

» IPEAYTIPEXKICHHA U MPEATIAZHU MEPKU®);

NepopaNHy NPOTUBO3AYATHYHU CPEICTBa;

peropagensd (M3mon3san 3a JICUCHUE HA PaK);

XOPMOHO3aMECTHTENIHA TEPANuA;

BCAKO OT CJIEAHMTE JIEKAPCTBA, M3II0JI3BAHH 34 JIEdCHHE HA BHPYCHU HH(EKLMH, BIIFOYUTETHO
HIV win undexuug ¢ xenarur C, caMOCTOATENHO WX B KOMOHHALMA (MO, BIKTE

L |pEIyNpeKACHUA U [IPEANa3HH MEPKH™): PUTOHABHP, TOMUHABHP, arazaHaBUApP, OMOHTACBHD,
napUTanpesHp, Aa3adysup, BENNaTacBUp, rpa3onpeBup, enbacsup, rnekanpesup,
nubpeHTacBHp.

Poccra Moxke 1a IpoMeHH epexTa Ha Te3H JIEKAPCTRA Wi Te OMxa Mor/M 1a NpoMeHaT eexra Ha
Poccra,

AKo € HeoOX0aMMO [a IpUeMaTe Nepopanio pysnnoBa KMCEIUHA 3a JIEUcHIE Ha HaKTepranHu
uHpekuuy, Bue Tpabsa BpeMeHHo aa cnpere ynorpedara Ha TO3U JEKapCTBEH NpoAYKT. Baiuusr
nekap uie Bu kaxe kora e fe3onacHo na npoabnxure ynorpedara Ha Poccra. [IpueMsT Ha PoctTa ©
¢y3unoBa kucenuHa pAOKO MOXeE A3 JOBEAE N0 MyCKynHa cnaboct, 6one3HeHoCT Wiy Oonku
(pabpomuonuza). Bixre noreue HRGoOpMaLMs OTHOCHO pabooMHoIH3a B TOUKA 4.

bpemenHocT, KhpMeHe H QlepTHAHTET
He p3emaiite Pocera, ako cte Opemenna wiu kbpMure, AKo 3a0pemeneere, nokaro npuemare Poccra,
cnpere AeKapcrBoTo He3abarHO M ce obamere Ha Bawiua nekap.

Kenure TpabdBa na w30Arear 3aDpeMEHABAHETO YPE3 NOIXOAANIA KOHTPALCNLHA, ACKATO NpHeMaT
Pocera,

HMckaiite chBer oT 1eKaps Wiy papmalesTa cu, Mpeau Ja B3eMeTe KaKBOTO U A2 € JIEKapCTBO.

Hlogupane u pabora ¢ MAIIHAH

IloBeweTo xopa Morar na wodupar W aa paboTAT ¢ MalllMHU, JOKaTo opuemar Poccra. He ce ouakea
Poccra na norausie HeOAAronpUATHO crroco0HOCTTa 34 mwodupake Wik pabora ¢ MalMHH. Bropeku
TOBA HAKOHM XOpa MOraT Aa CE€ MOYYBCTBAT 3aMasHU, A0KATO B3eMar Poccra. AKO ce movyBCTBare
3aMasHH, KOHCYNTUPANTE CE C NEKaps Cu npeau Aa uiopupare wid paboOTHTE C MAILIHHM.

PoccTa cbabpprka N4aKTO3a
AKO nekapaT Bu e ka3pal, 4e MMATE HEMOHOCUMOCT KbM HAKOU 3aXapH CBhpXKeETe ce ¢ HEro, npeau 0a
BIEMETE TO3H JIEKApPCTBEH NPOOYKT.

PoccTa chanpika cos
AKO CTe anepruvdsH KbM (bCTBUM HITH COA, HE B3EMaIiTe TOBA JICKapCTBO.

Poccra chaspxka asobarpuna
Coueer xbpnT FCF anymunues nak 4 anypa yepsed AC anmyMMHMEB TaK MOTar Oa [pUHdHAT
ANEPru9iu peaKLMH.

32 OBJIHHUA CNHCHK HA IOMOIIHHUTE BELLECTBa, MO, BUXKTE TouKa 6, Cvdwpocanue H
OONBAHUMERHT UHPOPMAYUSL

3. Kak aa npuemare Poccra



BuHaru npueMaiTe TOBa NeKapcTBO TOUHO KakTo Bu ¢ xazanm BamusT fekap unu papManeBT. AKO HE
CT€ CHI'YPHM B HEWlo, nonuTaiire Bamng nekap wan gapmanuesr.

O6u4aiina n03a 3a BLIPACTHH

AKo npuemMarte Poccra nopagu 8HcCoKO HHBO HA XO0J1eCTEpO.I:

Havanna no3a

Bawero negenue ¢ Pocera Tpabsa na 3anoute ¢ no3a or 5 mg wiH 10 mg, 1opu aKko ¢Te B3CMaIn
Npeigu TOBA M0-BUCOKA N03a oT Apyr craTvH. U300pbT Ha Hayanuara Bu n03a we 3aBUCH OT:

. HUBOTO Ha XOJIECTEPONA;

. HHBOTO H3 PHCK OT CbhpOeyYcH NPHUCTHI HIM yaap,

L uMa i daxrop, npasenl Bu no-4yBCTBHTEIHH KbM Bb3MOXHMTE HEXENAHU PEAKLIMH.

Mons, yrouneTe ¢ JieKapa Hnu gapmaieBTa cH KoA HadanHa Ro3a Poccra e e naii-noaxoadma 3a
Bac,

BawwsT nexap e npeansuiie Haif-HKUckara 103a (5 mg), B cny4al ve:

. BHE CTE OT a3UATCKM [POM3XOJ (ANIOHCKHN, KMTAKCKH, (PUIMITHHCKH, KOPEHCKU U MHIWHITH);
. aKo cre Hag 70 roanHu;

. aKO HMATE YMEPEHO TeXKH npodneMu ¢ 6pbpenure;

» AKO CT€ C PUCK 32 MYCKYJIHU O0NKH (MHODATHA ).

To3u nekapcTBeH NPOAYKT HE € HATHYEH B KOHLEHTpanus 5 mg, 00a4ye Ta3u KOHUSHTPAUUA MOXe 1
Obe HATMYHA OT APYIH IPUTEKATENW HA pazpellieHus 3a ynotpeoda.

Hopumanane Ha 103aTa H MAKCHMAJIHA JHEBHA 1034

Bawmsit nexap Moxe 1na pewd ga ysenv4du nosara Bu. Tora ce npasum, 3a 2a npyeMere 103ara,
nogxonaaula 3a Bac. Ako 3anouHere ¢ n03a 5 mg, nekapat Bu Moxe Aa pewrd aa 1 yagou 40 10 mg,
cnen Toea go 20 mg ¥ ako € HyxHo — o 40 mg.

Ako 3anoyHeTe ¢ 10 mg, Baumsat nexap Moxe 1a peurd Aa 5 yasod 1o 20 mg U ako € HeoOX0aUMO —
10 40 mg. Ille uMa NPpOMEXIYTEK OT 4 CEOAMHULIM MEKAY BCAKO KOPHIHpAHE HA A034aTa.

Makcumannara nHesHa a03a Ha Pocera € 40 mg. Te ce npunara CaMo OpH NauVeHT ¢ BHCOK PUCK OT
ChPACYEH [IPHUCTHI HIW HHCYNT U C BACOKM HUBA Ha XOJIECTEPOJIA, KOHTO HE C& MOHWKAaBaT
aocrarbyHo ¢ 20 mg.

Axo npuemare Poccra 32 HaMaasBaHe HA PHCK 0T ¢hp/Ae4eH NPHCThIIL, YAaP HIH CBLP3aHH
3APABOCJIOBHHE NpobaeMn:

Ilpenoprunurennara noza ¢ 20 mg aHesHo. JIekapst Bu o6avye Moxe 1a pemum na Bu npeanuiue rno-
HMCKa /1034, aKO OTTOBAPATE HA HAKOE OT FOPEONHCAHUTE YCIOBUA.

Ynorpefa opy Aeua 4 IOHOMIK HA Bh3pacT 6-17 roamumn

J030BHAT nUAIIa30H NPU flela H FOHOLIM HA BB3pacT 6 a0 17 ronuHH € 5-20 mg BeAHbK AHEBHO,
BawuaT nekap Moxe NocTeneHHo Aa MOBUILA A03ara Bu, 3a ga oTkpue To4HOTO KouuecTBo Poccra
3a Bac, O0uyaiinara Haganna 1o03a e 5 mg Ha AeH, HO MAKCUMAIHAaTa NHeBHA fo3a Poccra e 10 wau 20
mg 3a newa or 6 o 17 ropMiuHa Bb3pact, B 3aBUCMMOCT OT HOJJ1€XKAOTO 3aDongBaHe, KOeTo C¢
nekysa. [Ipuemaiite nosara cu Beausk OHeBHO. Tabnerkara Poccra 40 mg ne tpabpa na ce H3MON3ea
npH Aena.

IIpaeM Ha TabnerkuTe
[Tornpmiaiite TABACTKUTS HEU C HAIMTKA WK BOJA.
Bzemaiite PoccTa BEIHEK IHEBHO, MOXKE Ia BaeMare TabneTkara no BCAKQ BpEMe HA [eHA € WY De3

ponyckare mpUeEM.

Penosno npocJieNiBane HA X0JecTepoia
BaxHO e na x0nMTe NpH eKaps 3a peIoBRHO NpOCIeAsBaHe Ha X0AeCTepoaa, 3a 1

B
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BamuaT xonecrepon € A0CTUrHan OPHUSAHMTE TEpaneBTUMHU HIXBA,
BawuaT nekap Moxe na pelid Aa ysenuud nozata Bu. ToBa ce npasy, 33 43 NpMEeMeETe NOOXOAANIO 32
Bac konuaecteo Poccra.

AKO cTe NIpHeJIH noseye oT HeoOxoaumaTa 1033 Poccra

AKko B3emere noBede or npennucaHara By noaa, cespxere ce He3abaBHO © I€Kap WIH ¢ Hai-Oinu3kara
OOnHuuA.

AKko cre B fonHHLIA Do ApYr NOBOA, Cho0LieTe Ha MEAIMHCKHA Tiepconan, ge npuemare Poccra.

Ako cTe nponycHanu na npuemete Pocera
He ce npurecHsBaiiTe, ako [poOIyCHETE A03a, B3EMETE clleaBallara, kakTo By € npeanucana.
He B3emaifre 1BO#iHa 1033, 3a 12 KOMIIEHCHPATE NIponycHarara Tabnerka.

AKxo cTe cnpean npuema ua Pocera
YBenomere aekapa cM, u€ Kenaere ga cnpere npuema Ha Poccra. HuBara Ha xonectepona Bu morar
Na c€ NOBMILAT OTHOBO, 4KO CIIpETe Nprema Ha Poccra.

AKO HMaTe HAKAKBH QOIIBIHHTEIHRA BEIPOCH, CBbP3aHM C ynioTpedara Ha TOBa IEKAPCTBO, [IONUTANTE
Baimug nekap unu dapmauesT.

4. Bb3MOKHHE HEXKEAAHA peaxunun

KakTo BCHYKH JIEkapcTBa M TOBA MOXE 1@ MPEIHW3BUKA HEXKEIAHW PEAKLIMH, BBIIPEKH Y€ HE BCEKH I'd
nonyyasa. BaxHo e 1a 3Haere KakBH Morar A2 ObAAT Te3H HeXeNaHd peaklu. Te 00HKHOBEHO ¢a

JCKH K U34C3BAT 3d KPATKO BpEMC.

HezabasHo npekpareTe nedeHueTo ¢ PoccTa M norbpceTe BEAHArA MEAHLIIMHCKA [TIOMOIII, B CiIy4aH 4ye
3aDenexKHTE NOABATA HA HAKOH OT CIIEIHHTE ATEPrUYHH peakLMu:

. MoABAa HA 3a0yX CHC WM €3 OTOK 110 JTHUETO, YCTHUTE, €3HKA W/HIH [BPIIOTO;
. 0ABA HA OTOK MO TMUETO, YCTHUTE, €3HKA W/WIH FBPIIOTO, 3aTpyAHABALL ['BJITRHETO;
. TEXKBK Chpbex 1o kokara (¢ obpus),

Cupere npuema na Poccra u ce cBnpxere ¢ Bammn aexap nesabasno:

- Ako uMate HeoOudaifHU D0AKU B MyCKY/IMTE, KOMTO NPOIB/IXABAT [0-IBIN0, OTKOJKOTO OUXTE
O4axKBain. MyCKynHMTE CUMITTOMM Ca NO-49ECTH MPH Aglia ¥ MIageXKH, OTKOJIKOTO IIpH
BB3pacTHU. KakTo npu apyrure cTaTuHK, MHOrO Manbk Opoif Xopa ca HMATH HeXelaHu edexTv
BBPXY MYCKYIIUTE Y PALKC T€ Ca MPOABIIKWIH, 32 Ja CE IIPEBbPHAT B NOTCHIHANHA
’KMBOTO3aCTPALLABALLA MYCKYJIHA YBpPeNa, U3BECTHA KaTO paboomMuonusag,

. AKO HMaTe CUHAPOM Ha Iynyc-noaobuo zabonaeane (BKIIOYMTENHO OOPUB, HAPYIICHHUA HA
CTABHMTE M €(PEKTH BEPXY KPBBHHTE KIETKHU);

. AKO NOIYYHTE pa3sKbCBaHe HA MYCKYJIE;

L Axo 3a0enexure HAKCH OT CIeIHHTE CHMITTOMH 9¢pBEHHKABH, HEHAIUIHATH, NOA00HH Ha

MUIIEHA WY KPBIIH [IE€THA [0 TANOTO, YECTO NEHTPAITHO Pa3NoNoKeHH MEXYPH, Oc/ieHe Ha
KOaTa, A3BU B yCTaTd, bPJIOTO, HOCA, [F0 FEHUTATMKUTE H 04uTe, Te34 CEPUO3HH KOXHH 00pUBH
MOTAT /3 CE NPEAIIECTRAT OT MOBULIEHA TEMNEPATYPA U rPUNONOLO0OHM CUMITOMH (CHHAPOM
Ha CtuBbHC J[XKOHCHH);

- O6mupeH 00puB, BHCOKA TeNNECHA TEMIIEpATypa U yBeaudeHd numbnu Be3nu (DRESS curapom
HIH CUHAPOM Ha IEKApPCTBEHA CBPBbXYYBCTBUTESITHOCT),

YecTu HexelaHH peakunH (Te MOrar 1a 3acernar 40 1 va 10 maunenTH):

. I'naBoboaue;

. CromaiHa 6onka;
» Janex;

. ['aneue;

o Myckynra bonka;




YyBCTBO 34 OTAHAIOCT;

3aMasHOCT;

[ToBHIIEHHE HA KOMHIECTBOTO DENITHK B YpPHHATA — OOHKHOBEHO CC HOpPMaJIM3Mpa OT camo cede
cH, Oe3 na e HeoOxoauMo Aa cnupare npueMa na Bamute tabnerku Pocera (camo 32 Poccra 40
mg);

Huader. ToH e No-BepPoATEH, aKO MMATE BMCOKY HHBA HA 3aXapHd U Ma3sHHHH B KPbLBTA CH, KO
CTE C HAMHOPMEHO TErIO U KO UMATE BUCOKO KPBBHC Hansrane. Balusar exap e npocnenssa
croitnHocTure BY, noKaro npyueMaTe ToBa NEKapCTBo.

HeuecTH HeXXeTaHH peaKnHH (Te MoraT ga 3acersat Ao 1 ua 100 manaenTn):

OO6pHB, chpbex WK IPYrH KOXKHU PEaKIUK,
[loBHIIEHHE HA KONMIECTBOTO GENThK B YPHHATA — OOMKHOBEHO €€ HOpMAaNnU3upa ot caMo cebe
cH, Oe3 z1a e HeoOXxonuMo Aa ce cnpe npueMsbT Ha Bamure Tabnerku Pocera (camo 3a 10 mg 1

20 mg).

Peaxu Hexenanm peakuns (Te morat aa 3acersar a0 1 ua 1000 nanuentn):

Texka aneprudHa peaKiua — BKII0YB2 OTOK HA JMUETO, YCTHHTE, €3MKa W/WIH bPIIOTO,
3aTPYAHEHO NPENTBIIAHE U JUILAHE, CHICH ChbpOeX mo koxara (¢ obpuB). AKO MUCIIHTE, Y
[ONy4YaBaTe aAlepruiHa peakilui, CupeTe nprUeMa Ha Poccra 1 He3aDaBHO nOTLPCETE
MEIULHHCKA MOMOLIL;

Myckynao yBpexaaHe OpH B3PaCTHH — KATO Npe/na3Ha MApKa cnpere mpHeMa Ha Poccra u ce
cebprkeTe ¢ Bamms nekap He3abaBHO, aK0 HMATe HAKAKBY HeOOU9IaiHH OONKU B MYCKYyIHUTE,
[POOBIKABALIY [O-TBATO OT OYAKBAHOTO;

Ocrpa xopemua Oolka (Bb3maneH naHkpeac);

YBenuuyeHHUe na 4epHOIpOOHUTE EH3UMH B KPLBTA;

Hamanasane Ha 6pos Ha TpoMOOUMTHTE, KOETO IOBUINABA PUCKA OT KbPBEHE WIH 00paszyBaHe
Ha CUHHHMU,

MHuoro pegkn HexeiaHH peaknHH (Te MoraT na 3acersar a0 1 aa 10 000 nanueHTH):

KbaTeHHua (MOKBATABAHE HA KOXKA H O9H);

Xenarur (BB30aIEH 9epeH apod);

Cnenu ot KpbB B ypuHara Bu;

YBpena Ha HEPBHUTE Ha PBLUETE U Kpakara (KaTo M3TPBIIBAHE);
CraBHa Domka;

3ary0a na namerra;

YBenuueHUue Ha MbpAMTE [IPH MBKE (CHHEKOMACTHA ).

Hesxenann PEAKIIHH C HEA3IBECTHA YeCTOTA (OT HAJHYHHTE JAHHH HE MOXKE 13 obae HanpaseHa
ouemca) MOraT aa BKJI0O49BAT:

" & & & & & & B

[‘'oBopete c Bawus nexap, ako usndreare ciabocT B pblleTe WM KpakKara, KOATo

Huapus (penxu usnpaxHEHHA );

Kamnmuna;

Heaoctur Ha BB3AYX;

Orok (monyBaHe);

Hapymerusa Ha ChHSA, BKIIYUTENHO O€3ChHME U KOLUMapH;
CekcyanHu 3aTpyAHEHMS

Henpecus;

[TpobneMu npu auiaHe, BKAKOTHTENHO OPOABIKHUTENHA KALLTHLA H/AITH HEJOCTHI HA Bb3AYX
HJIH TPECKA,;

TpaeMma HA CYXOXKHUIHE;

[TocTosiHHA MycKynHa cnabocr;

Muacrenus rpasuc (3a0onaBaHe, IPHIHHABANIO 001Ia MycKyIHA c1abocCT, B HAK
BKITIOYBAINA H MYCKY/IUTE, KOMTO YHacTBaT [IPH JHIIAHETO);

OunHa Muacreuus (3abonsBaHe, OPUIHHABALIO CIa60CT HA OYHHA MYCKYI1).




NEPUOIM HA AKTHBHOCT, UMATE NBOHHO BHXKJAHEC HNH YBUCBAHE HA KNENAYHUTE, 3aTPYAHEHO
NPErTbLUIAHE WIH 3a0yX.

CrofaBase HA HeXKeIAHH PEAKIHM

AKO MOJTyYUTE HAKAKBY HEXKEIAHH JIEKAPCTBEHU PEAKiIUM, yBenoMere Bamus nexap unu gpapmanesr.
ToBa Bxn09YBa BCUYKHU Bb3MOKHU HEOMMCAHH B TA3H JIMCTOBKA HEKEIAHU peakiud. MoxeTe cbuIo na
CLOOUIMTE HEXENIAHH PEAKLUM AUPEKTHO 4PES:

M3nbIHUTEIHA areHIIMs 110 JIEKapCTRAaTa.
ya. Jdamsan I’ pyep” Ne §
1303 Codua

Ten.: +35 928903417
yebcaiiT: www.bda.bg

Karo crobiiasare HexenaHu peakudn, MoXe [a JaNeTe CBof MPUHOC 3a [10A1Yy4YaBaHE HA NOBEYE
uHpopMaILiid OTHOCHO 0E30MACHOCTTA HA TOBA JIEKAPCTBO.

3. Kak na chxpanssare Poccra

Jla ce cpxpaHsBa npy Temneparypa noa 30 °C.
Crxpaunspaiire TaDNeTKUTE B OPUIrMHANIHATA UM OIIZKOBKa, 34 13 ce NpeanassT OT Biara.

,[[a CC ChXpPAaHABA Ha MACTO, HCIOCTBIIHO 34 ICLA.

He uznonzeaiiTe ToBa N€KapcTBO CIE] CPOKA HA FOMHOCT, oThend3an BbpXy onakoskara/onucrepa
cnen EXP. CpoKkbT HAa FOOHOCT OTTOBAPA HA NOCICIHHMA [EH OT IOCOMEHHSA MECELL.

He usxBbpadTe I€KapcIBaTa B KAHANU3ALMATA WK B KOHTEHepa 32 OuToBu oTnaabud. [lonuraiite
Bannisa ¢papmMaueBsT kak ma u3xXbpaATe JIEKapcTBara, KOUTO BEYe HE H3NON3Bare. Te3u MepKH Lie
CIIOMOTHAT 33 OIA3BAHE HA OKOJIHATA Cpela.

6. CoanpxaHie HAa OMAKOBKATAE H JONL/AHATENHA HHpOPMALHS

KakBo ceanspixka Pocera

- AKTHBHOTO BEILECTBO €: po3yBacTaruH. Poccra punMUpaHy TabNETKH ChABPXKAT PO3YBACTATHH
Kaluui, ekBHBANEHTEH Ha 10 mg pozyBacraTum.

- Jpyrure noMowWHH BemecTsa ca: Cepuesnna: MUKpOKpHUCTanHa uenynosa, Jlakrosa
Monoxuapat, Harpues kapbouar (6esBoaeH), Kpocnosunon (Type A), Marnesues creapar.
Ob6euerka na TaGaerkara 3a Poccra 10 mg: ITonuBuHun ankoxon, Turauues guoxcun (E171),
Tank, Jleuurun (cos) (E322), Kcanranosa ryma, CeHeer xuiaT FCF anymunues nak (E110),
Hunuro kapmuH anyMuHues nak (E132), Anypa uepBen AC anymunues ak (E129).

Kak n3rnexna PoccTa H KAKBO ChABbPKA ONAKOBKATA
Po3yBacTaTuH ce npoaasa B OMakoBKHU 10 28 wnd 30 ¢unMHpasdH TablleTKu, ONaKoBaHU B
PVC/PVDC/Al bnucrepu.

He BcHykH BHOOBE ONAaKOBKKX MOTaT [a ObIaT NycHATU B npoaaxia.
Poccra dunMipaty Tabnerk ce npeanarar B CIeAHNTE KOHUEHTPAL[HH:

Poccra 10 mg puamupann tabaeTku ca po3osy, ¢ vaanuc 10 ot equara crpana, Kpbriy,
NBOHHOM3NBKHATU uIMupany tabneTku ¢ auamersp 7,10 mm (£ 0,5 mm).
Poccra 20 mg puamupann TabaeTkH ca po3oBM, ¢ Haanuc 20 oT edHara cTpaHa,
NBOHHOM3NBKHANH (punMupanu TabneTku ¢ auamersp 9,10 mm (+ 0,3 mm).
Poccra 40 mg duamupanu tabaeTku ca po3osy, ¢ Hannuc 40 ot eqnara crp
OBOHHOM3IIbKHANK, punMupani TabneTku ¢ pasMep 11,70 mm (+ 0,5 mm) Ha




0,5 mm}) Ha mupHHa.

Hpurexaren na pa3pelieHHETo 32 ynoTpeha
~Jdaikaapma Bucoxokayecrpenure Jlekapcrsa” AJl
Oyn. ”I". M, Tumutpos” Ne 1, Codua 1172, Benrapus
Ten.: +339 2 962 54 54

dakc: +359 2 9603 703

e-mail: info@tchaikapharma.com

MpousBoauTen

~qdatikadpapma Bucokokauecrsenure Jlekaperea” AJl
Oyn. ,,Cankr [TeTepOypr” Ne 53,

[Inoaue 4000, bearapus

To3u nexapcTBeH NPOAYKT e pajpemeH 33 ynorpeda B AbPKABHTE WieHKH Ha Epponenckoro
HKOHOMHY€CKO NPOCTPAHCTBO 004 CAEAHUTE HMEHA:

occra 10 mg punMupany Tabnerxu
brnrrapus occra 20 mg dpunmupaHy TadDNETKH
occta 40 mg punmupanu TadnerkH

Eussta 10 mg emcadvppéva Le AsTTd vpévio Siokic

ossta 20 mg emkalvppéva ne AEnTo vévio diokia
ossta 40 mg smxaivppévo pne Aentd vpévio dokia

Rosil0 mg comprimate filmate
PyMLHUA Rosi 20 mg comprimate filmate
Rosi 40 mg comprimate filmate

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

[ 'bpuus

Yexa

JAaTa Ha nocjenHO npepasraexnane Ha aucroskara IOnn, 2023,
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