JIncroBka: nHopmMaLHs 32 NANHEHTA

Kaauua SR 500 mg radieTkn ¢ u3meneno ocsobokaaBane
Klacid SR 500 mg modified-release tablets

KnaputpoMHLIMH
(clarithromycin)

IIpoyereTe BHHMATEIHO USIATA JIHCTOBKA, IIPE/IH /12 3al04HETE /1a IPHEMATe TOBA JIEKAPCTBO, Thil

KATO TH CbABbpPKA BaxkHA 32 Bac nndopmauus.

- 3anaseTte Ta3H JIMCTOBKA. Moske [a ce HaNOXKHM 1a s NPoYeTETe OTHOBO.

- AKO MMarte HAKAKBH JIOMTbJIIHUTENIHU BBLIPOCH, NonuTaiTe Bauus nexap.

- Tosa nekapctBo e npeanucano nu4Ho Ha Bac. He ro npeorcronsaiite Ha apyru xopa. To moke
11a UM HaBPE/IH, HE3ABMCHMO Ye MPHU3HALIMTE HA TAXHOTO 3abonsBaHe ca chluTe Kato Bamure,

- AKO MOJIly4HTe HSKAKBH HEKEJaHW JEeKapCTBEHH peakuuH, yBepomere Bauwua nekap. Tosa
BKJIIOUBA H BCHUYKH BB3MOKHH PeakilMK HEONUCaHH B Ta3K nucToBka. BukTte Touka 4,

Kakso CbALPKA TA3H JIHCTOBKA

1 o W3MBITHHTENHA ATEHUIAA NO REKAPCTBATA

: akBo npeacraeiasa Knauma SR u 3a kakeo ce u3nosssa = - w——

2. Kakpo Tpsabea na 3naete npeau na npueMere Knaumma SR 20016

3. Kak na npuemare Knauna SR Kowt Poz. M ............50 Q0\OS A .

4. B1b3MOXKHHM HEKeNIaHH peakiliu Paspewere Ne )

5 Kak na cexpanspare Knauna SR :M: X530 L Ll

6. CobabpikaHWe Ha OMaKOBKATa M A0MBJIHUTEHA MH(bopmauW e e
w M uumnn-u--|n-nnuu-;'/u.uu--...........,..............

1. Kakso npeacraBasBa Knauua SR o 3a kakBo ce n3nonzsa

Knauna SR npeactapnspa aHTHOMOTHK NpHHAANEXKALL KbM Ipynata Ha Taka HapeueHWTe MaKpOJIWIHH
AHTHOMOTHLM. MaKpOIMIHHTE aHTUOMOTHLIMTE ca JIEKAPCTBA, KOUTO MOTHCKAT WM CIIHPAT Pa3sBHTHETO
Ha onpejie/leHd MUKPOOPraHU3MH (DaKTepHH), NPUUMHABALLM N0ABATA HA Pa3TMUHH MHEKLMH.

Knauua SR e nokasan 3a fneueHMe HAa MH(EKUHH, MPUYHUHEHH OT YYBCTBHUTENHH KbM HEro
MHKpooprannimu. Tora BKITKOUBA:

o Mudekunu Ha 101HUTE AMXATEeIHH MbTHULLA, KATO OPOHXUT U MHEBMOHHSL,

“ Mudekunu Ha ropHHTE AUXATEIHH MbTHLLA, KATO CHHY3HUT H hapHHTHT.

. MHdeKkuMH Ha KOXkKATa U MEKHTE ThKaHH, KATO (DOJIMKYJIMT, LIEJYIHUT U EPH3HIIEIL.
. OnoxrtoreHHN HHEKLMH

Kakto npu ocraHanute aHTHOMOTHUM, npeau npeanvcBaHero Ha Knauua SR, Bawwuar nekap e ce
CcbOOpa3d ¢ 4ecToTaTa Ha PE3UCTEHTHOCTTA (YCTOHUYMBOCTTAa HAa MHKPOOPraHM3MHMTE KbM JaeHHs
aHTHOMOTHK) M CBBP3AHHUTE C HEesl MPENOPbKH 3a NpeAnHcBaHe Ha aHTHOMOTHLIMTE.

2. Kakgo TpsidBa na 3uaere, npean a1a npuemete Kaauna SR

He npuemaiite Kinauua SR, ako:

® CTe ajJlepriiyHHU KbM KJIAPUTPOMULIMH WMAM KbM APYT aHTHOMOTHK OT CbLIMA Kjlac (MaKpoJM/HH
AQHTHOHMOTHLM) KATO EPUTPOMHLIMH WM a3UTPOMHLHH, WK KbM HAKOS OT OCTAHAINWTE ChCTABKH
Ha TOBa JIEKapcTRO (M30poeHH B TouUKa 6)

® [IpMEeMaTe epro ajikajouau (Hanp. eproTaMMH MW JMXWAPOEroTaMHH) Wi
MHXAJlaTOPH Ha eproTaMMH 3a MHIPEHa, WM MepopalieH MHaazofam (3a 6e3n01\/
ChH)

e [IpHEMAaTe JIEKapCcTBa, 3@ KOUTO € M3BECTHO, Ye NPHUYHUHABAT CEPHO3HH HElpleJEH
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PHTBM
¢ TpHEMAaTe HAKOE OT CIEAHMTE NIEKApCTBa: aCTCMH30N MM TepdeHaanH (eKapcTBa 3a KONpPHBHA
TPECKa WM ANePryu), LM3anpus WK AOMIEPHAOH (M3N0A3BAHH NPH CTOMALIHH HApYLIEHHS) MK
MMMO3HA (J1eKapcTRO, H3NON3BAHO 32 IEUCHHE Ha OMNPEIENIEHH NMCUXHYHH 3a60NaBaHK), THi KaTo
KoMOHHHpaHeTo Ha Te3u siexapeTsa ¢ Knauuna SR Moxe na noBeae 40 CEPHO3HM HapylUEHHMS Ha
CbPAEYHHUA PUTHM.
¢ npdemare THkarpenop, WealpalMH HIH paHONa3sWH (NIeKapcTBa, KOMTO €€ NPHEMAT npH
CTEHOKApP/AHA HIIH 32 4 C& HaMallK BEPOATHOCTTA OT UH(APKT MM HHCYNT)
® HMaTe NO-HHCKH CTOHHOCTH OT HOPMAIHMTE Ha KalHH WK MarHe3wil B KpbBTa (XUNOKATHEMHA
WITH XMNOMarHesneMus)
® [IpUEMATE JIEKapCTBa 32 BUCOK XONECTEPON (KaTo JIOBACTATHH MIIH CHMBACTATHH)
MMaTe TEXKH YepHOIpOOHH W/ UK ObOpeuHH npobnemn
* UMANH CT€ WIH HMMaTe HapylleHHS Ha CbpAedHMA pPHTBM (KamMepHa CbpAeyHa apHTMHA,
BKNKOUBALLA forsade de pointes) WM HapylileHns B enektpokapanorpamata (EKT, enektpuuecku
3aITHC Ha ChpaedHaTa JeiHoCT) HapeueHo , yabmked QT cunapom™
* [IpHEeMATE KOJXHMILIKH (3a rtonarpa)
NPUEMATE JIEKAPCTBO, ChABPKALLO JIOMHTANMUA
AKO MHC/THTE, HE HAKOE OT Te3H ChCTOAHMA ¢ OTHacA Ao Bac, koucynTupaiite ce ¢ Bawus nekap npeau
Aa 3ano4Here aa npuemare Knauun SR.

TpeaynpexaeHus H NpeANa3HH MEPKH
['oBopeTe ¢ Bawns nekap npeaw aa npuemate Knauua SR.

KnapuTpoMHUKMH MOXe a ce npuiara Ha GpeMeHHH )KeHW caMo NpH BHUMATENHA NpeLeHKa Ha MoN3HuTe
CpAMO PHCKOBETE, 0cobeHo Npe3 MbPBUTE TPH Mecella Ha HpeMeHHOoCTTa.

[IpunomeHneTo Ha MOYTH BCHYKHA aHTHOMOTHLM, BKMouMTenHo Knauwa SR, moxe na aoeene 1o
HapylueHue B BanaHca Ha NpUCLCTBAILMTE B A€0EN0TO YepBo BaKTepUH M CBPBLXPACTEX Ha ONpeaeeHH,
NpUYHHABALLY Bb3naneHue Ha aebenoto udeppo Gaktepud. ToBa CbCTOAHHE € M3BECTHO KaTto
nceraoMeMbpaHo3eH KOAWT M HaH-4YeCTO ce MpPOABSBA C MOABATA HA AWAPHA [0 BpPEMEe WM cien
NpeycTaHOBABAaHE Ha NEYCHUETO ¢ aHTHOMOTHKA. ETo 2a110, € MHOrO Ba)XXHO Aa yBenoMHTe Bawina nekap
3a MOABATA HA AHAPHA, JOPH Clled ClIHpaHe Ha aHTHOHMOTHYHOTO JIEUEHHE.

Bawnar nexap Moxe 1a MpeueHH, Y€ TOZH JIeKapcTBEH NMPOAYKT He e moaxonsul 3a Bac, B cayuait Ha
ONnpeleneHO HapylieHHWe Ha uepHoapobOHaTta drynkuma Hnan OvOpeunte. Moxe na e HeoOXoAWMO H
NpOBEAIAHETO HA JONBIHHTENHH M3C/IEIBAHHA, 32 KOUTO LWE OBAeTe yBeAOMEHH OT Baluug nekap.

Yeenomere Bawus nexkap B chayuait Ha NpHMeM HAa NeKapcTBO, ChAbLPHALLO KOAXHUMH, NOpaaH
BB3MOXKHOCTTA OT [H0ABATA HA TOKCHYHM €(EeKTH NMPH €AHOBPEMEHHOTO NMPHIOKEHHE C KIapHTPOMHLKH
(akTuBHOTO BewecTBo B Knauun SR). EnnoppeMenHoTo npunoxkenue Ha Knauua SR M konXuumuH e
NPOTHBOMNOKA3AHO.

YBenomere Bawma nekap B cayuaii, ue cTpajaTe OT TeXKa CbpAEUHAa HEAOCTATBUHOCT {ChpHEHHO
3a0015BaHe, KOETO BOAM IO JIECHA YMOPAEMOCT, 3aAyX, NMOAYBaHe HA I7Ne3eHHTe W Ap.), UCXEMHYHA
fonect Ha cbpuUeTO (Npenu3BHKaHa OT CTECHEHHE Ha apTEpPHHTE Ha ChPLIETO), HAPYLIEHHA HA ChpAeuHHS
pHTBM, BKIIOUMTENHO 32abaBeHa cbpAevHa JeliHocT (Opaaukapana) W yawiked QT-uHrepsan
(ycTaHOBABa Ce OT €NEKTPOKApAHOTpamMa — eJHOBPEMEHHOTO NpunoxeHde Ha Knauua c actemuson,
UM3anpu/, NPUMO3HA U TepdeHaluH € NPOTHBOMOKA3aHO), TbH kaTo npuemaneto Ha Knauma npu tezu
CBCTOAHHS MOXKE J1a YBENHYH PHCKA OT Pa3sBUTHE Ha HAPYLUCHHUS Ha ChPAEUHHS PHTHM.

Yeenomere Bawus nekap B cnyvaH, 4e MpHeMare NeKapcTBa 3a HaManspaHe Ha KPbB e
(npueManu npe3 yctata und HHcynuH). EnHoBpemeHHOTO npuemaHe Ha Te3u nexapcmap’*@%uua—
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(anTHkoarysnanTH). EqHOBpeMeHHOTO mpunaraHe Ha Te3u nekapetBa ¢ Knauua SR moxe ga moeese no
NIOBHLIEH PHCK OT KPBBOU3IHEH.

Yeeaomete HezabasHo Bawma nekap, ako passuete Gee3H WA CHMNTOMH HAa Bb3MAICHHE HA YEPHHSA
apo6 (xenatt), karo OesaneTHTHe, XKbLATEHHLA, TbMHA YpWHA, Cbplex, WIM UYBCTBHTENEH Ha
JAOMUP/HATHCK KOPEM.

Veenomete HezabapHo Batuus nexkap, ako npuemarte Knauma cbe cTaTH (IeKapcTBO 3a HAMANABAHE Ha
NOBHILEHH JTHITHIH B KPbBTA, HAMP. XONECTEPOI) M UMATE ONNAKBAHMA OT MYCKYJiHa cjiabocT MM Bonku
B MyckynuTe (MHonaTua). CrobluaBanu ca cmy4ad Ha TEXKO YBPEXKAAHE Ha MYCKYJIHMTE NPH [TALMEHTH,
KOWTO MPHEMAT €IHOBPEMEHHO KJIAPHTPOMHLUMH M CTATHH,

Kaxkro npu apyrute antubuotuum, npoabmkutenHoto nededne ¢ Knauwa SR Moxe ga noseae ao
Pa3BHTHETO HA MHOMXECTBO PE3UCTEHTHH (HEUYBCTBWTENHHM KbM JOajeH aHTHMOMOTHK) OakTepuH H
reOuuku. Tlpu noseata Ha noaoGHH uHPeKkUMH e HeoBXOAMMO 3an04YBaHeTO Ha onpezeneHo or Bawus
JIeKap JieYeHHe.

ITpuemsT Ha Knauua SR moxe Aa JoBede 0 OCTPH M TEXKH ANEPrHYHM PeakUMH, BKJIFOYHTENHO C
KOXHH NIPoABH. AKO TOBa Ce cilyuH, npreMbT Ha Knauua SR Tpabea aa 6wae npeycTaHoBeH He3alaBHO H
TpaGBa na ce cebpxeTe ¢ Bawna nekap 3a 3anousate Ha NOAXOAALIO NEUEHHE.

Beaka rabnerka Knauua SR cvaspxka 115 mg nakrosa. Bue He TpaGsa Aa npHeMate TO3M NPOAYKT, aKO
Bu e u3BecTHO, 4e cTpajaTe OT 3a00NABAHMA ¢ HEMOHOCHMOCT KbM HAKOH 3aXapH, KaTo rajakTo3Ha
HETONEPaHTHOCT, Lapp AedMUMT Wny rNioKo30-ranakTo3Ha Manabeopbums.

Besaka tabnetka Knauun SR chawpxa 15,3 mg HaTpuii (eaHa OT OCHOBHHTE ChCTABKM HA roTBapCKata
con). AKO nmpuemate aABe TabneTkH ¢ U3MEHEeHO OocBOOOX1aBaHe BERHDBX AHEBHO, KONHYECTBOTO MPHET
Hatpuii e obwo 30,6 mg Ha no3a. Toea e ekBHBaleHTHO Ha 1,5% OT MpenOPBLUYHTENHHS MAKCHMANEH
eXeAHEBEH XPaHUTENEH MPHEM Ha HATPHUH 3a Bb3PACTEH.

Apyrn nexaperea 1 Knaung

Mona, uH¢opmupaiite Bawus nekap WK ¢apMaLeBT, akO MPHEMATe, HACKOPO CTE€ MpPHEMANH WIH ¢
Bb3MOXHO 1a NMpHEMETe APYrH JIEKApCTBa, BKIIOYUTENHO M TaKWBA, OTNIyckaHH Ge3 peuenta, Thil KaTo
MOXE 12 CE HAROXH 1A CE TIPOMEHK 103aTa Bu.

Knauna SR He Tpabea na ce npHema ¢IHOBPEMCHHO € epro ankaiouaM, acTeMu3os, TepdeHanuH,
LM3anpua, AOMNEPHUIOH, THMO3KA, THKarpenop, paHoMa3suH, KONXHLUMH, HAKOH JIEKapCTBa 3a IEYeHHe Ha
BUCOK XONECTEpON ¥ JIEKAPCTBA, 33 KOMTC € H3BECTHO, Y€ NpPEeIH3BUKBAT CEPHO3HH HapYyLUEHHA Ha
cbpaeutna puTeM (Br:k He npnemaiTe Knaung SR)

Hudopmupaiite Bawmns nekap uiu gapMaLeBT, ako npUeMaTe HAKOE OT CICAHUTE JleKapcTBa!

®  JUrOKCHH, XHHHAMH WIK AM30MHpaMKi (NeKapcTBa 3a Chplie)

¢ BapdapHH WAHM HAKAKBLB JPYr aHTHKOArynaHT, Hanp. gabwratpaH, puBapokcabaH, anmukcabaw,
enokcabaH (nexapcTea 32 pa3pesKIaHe Ha KpPLBTa)

&  eieTpHnTad (3a MUrpeHa)
kapbamazenuH, Bannpoat, (eHobapburan unu QeHuTOMH (NPU enunencds WIM OGUMONApHO
Pa3CcTpOHCTBO (MaHKaKalHa Aenpecs))
HACBIT KAHTAPHOH (pacTHTE/IEH MPOAYKT, W3NON3BAH 32 IEYEHHUE HA AENPECHA)
TeOPHAHUH (32 acTMa U eHdHIEM)
TpHa3O/laM, alnpasofiaM HWIH HHTpaBeHO3eH WIH OykaneH (opoMykosaiieH) Muaasonam (3a
0e3MOKONCTRBO WIH 34 CbH)
oMernpason (MpH cToMalHy npobnemu)
KBETHAMHH HJTH 3HAPA3HIOH (3a WH30(PEHHA UK IPYTH NCHXHATPHUYHH ChCTOAHHA) |

3WIOBY/AHH, PHTOHABHp, aTazaHaBHMp, CAKBHHABHP, HEBMMAapHH, edaBUpPeHL WK e?\pannp%,

(nexapctsa 3a nevenue Ha CITHH)
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¢ pudabyTuH, pudanedTHH U pudaMIHUMH (AHTUOHOTHLH, edeKTHBHH Cpelly HAKOM WHOEKLHU

KaTo TyOepkynosa)

HTPAKOHA30/ HIH (NyKOHaz0M (NPH NeyeHHe HA rbOUYHN HHPEKLIMK)

cunaeradun, Tananadun v BapaeHadun (NpH HapyLIeHa epexIIng)

TOATEPOJHH (MpU CMYLLEHHS B YPUHHUPAHETO)

METHMNPEIHH30/OH (CTEPOHA 3a IeUeHHe Ha HHGEKLNH)

HOpYTHHUO Mnu BUHENACTHH (NpH 3N0KaYecTBEHH 3abonasaHng)

afpefnTaHT (3a IPeAOTBPATABAHE HA TOBPBLUAHE PY XMMHOTEPANHA)

uunocTason {3a nonobpsasaHe Ha KPBBOOOPALLIEHHETO B KpaKaTa)

GetanakraMiy aHTHOMOTHLH (HAKOH MEHWLIMAHHK M LedanocnopuHOBH aHTHOUOTHLIN)

TaKPONUMYC, CHPOJIMMYC HAH LIMKIOCTIOPHH (34 MOTHCKAHE HA MMYHHATA PeakiHA MpH OpraHHa

TpaHCNNAHTaLKA)

®  HaTarNMHHA, penariiHul, cyNdOHUNYPHS WAM UHCYAHMH (JIEKapcTBa, W3MON3BAHK NpPH JIeYEeHHE
Ha aualert)
aMHHOTIMKO3UAHM (1eKkapcTBa, H3MON3BAHH KaTO aHTHOMOTHUM 32 JiedeHHe HA MHDEKLHH)
6nokepH Ha KalLHEBHTE KaHATH {JIeKapcTBa 3a JISYEHHE Ha BUCOKO KPbBHO HasaraHe)

®  XHIPOKCHXJIOPOXHH WIIK XJIOPOXHH (M3M0N3BaHH 32 leyeHHe Ha 3a60N9BaHHA, KaTO PEBMATOMEH
apTPHUT, WIH 3a NIEUEHHE WIH NpeloTBpaTaBaHe Ha Manapua). [lpuemanero Ha Te3u nekapcTsa
€IHOBPEMEHHO C KNAPHTPOMHUMH MOXE /1a NOBHLLH BEPOATHOCTTA OT HapyLUEHHE HAa ChpAEUYHHS
PHTBM M APYTH CEPHO3HU HEXKENAHH PEaKLiMM, 3aCATallH ChPLETO.

®  KOPTHKOCTEPOMAM, MPHIAraHH Npe3 YCTaTa, 4pe3 WHKEKUMA MM WHXANATOPHO (M3MnoN3BaHH 3a
noanomMaraHe Ha MOTMCKAHETO HA MMYHHATa CHCTEMa — TOBA € MONe3HO MpH NEeYeHHeTO Ha
MHOECTEO pa3iu4HH 3abonapaHus)

BpeMennocT, KbpMeHe H hepTUINTET

AKko cTe 6peMeHHa M KbPMHTE, CMATATE, Y€ MOXKe Aa cTe SpeMeHHa UK nhaHHpaTe OpeMeHHOCT,
noceeeTBaliTe ce ¢ Baiting nekap npead ynorpebara Ha TOBa 1€KapcTBO.

BaruusaT nexap uie npeueHH Bb3MOXKHOCTTa 32 npunarade Ha Knauna SR B cnyuail Ha GpemenHocT Wnn
KbPMEHE, KaKTO M e 06CbaM ¢ Bac BCHYKM NON3H ¥ pPHUCKOBE, CBBP3aHHM C HErOBOTO NPHIIOKEHHE
(BKJ'“O‘-IPITGJ'IHO H Bb3MOKHHTE PHCKOBE 3a nnona).

Ilodupane n paboTa ¢ MAIIMHH

Hama nanxu 3a BIMSHHETO HA NPOAYKTA BLPXY cnocoGHocTTa 3a Wwodupane. [Mpu wodupane unu pabora
¢ MalMHH TPSOBA Aa ce MMa MpeIBHI BE3MOKHOCTTA 3a MOSBA HA 3aMasHOCT, CBETOBBLPTEX, 00bPKAHOCT
 J€30pHEHTALIHA.

3. Kak na npruemate Knanua SR

Bunaru npuemadite Knauna SR, Touno kaxto Bu e kazan Bawina nekap. AKO He cTe CHIYPHHM B HEWO
nonurtaiite Bawus nexap.

[Tpenopbuntenta aoza Knauuwa SR npu BB3pacTHH W feua Ha ¥ Haa 12 roaMiuHa Bv3pact e 500 mg
BEeAHBLK JHEBHO NpHemaH ¢ xpaHa. [Ipu no-tTexxkn uHpexuuu no3ata Tpadea na ce nosuiy no 1 000 mg
BegHBK AHeBHO (2 x 500 mg). OOuuyaiiHaTa NPOABLIKMTENIHOCT HA NeyeHHETo € 5 no 14 Aum, ¢
H3KNIOHYEHHE Ha MTHEBMOHHMH NPHAOOHTH B OOLLECTBOTO U CHHYHTH, KOHTO M3HCKBAT Tepanus ot 6 ao 14
OHH.

TabneTkute He TpaOBa Aa ce YYNAT WIH AbBYAT.

Heua nan 12 rondHy: no3ata € KaTo ApH BBIPACTHM.
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IlpH NaUMEHTH CbC 3HAYMUTERHO yBpedeHa 6bOpeuna dyHkuua (kpeaTHHMHOB KaupbHC Noa 30 ml/min)
Knauua SR we Tpabpa ga ce mpunara, 3alloTo He ¢ BL3MOXKHO HamansBaHe Ha fao3arta. [lpu Te3u
nalueHTH MOe Aa ce npunoxu Knauua 250 mg punmupann tabnerku,

[Tpy nauueHTH ¢ ymepeHo yBpeneHa OvOpeuna (GyHkUMA (KpeaTHHHHOB KaupbHC 30 no 60 ml/min)
slozara TpabBa na ce HAMaM Ha MOJIOBHHA, KOETO € MakcuManHo eqHa Tabnerka Knauua SR Ha nen.

AKO CcTe mpHeJIH NoBeve oT Heobxoanmara no3a Knauug SR

Axo cre npuenu noesede Knaumg SR ortkonkoto Bu e O6uno npeanucaHo (CHTyauus v3BecTHa KaTto
npeno3npaHe), cebpixeTe ¢e He3aGasHo ¢ Baiwums nexap wnM otuaete HesabaBHO A0 Hal-Onu3koTo
neyebHO 3aBeaeHHe, KATO HOCHTE Chbe cefie CH OMaKOBKaTa Ha JIEKapCTBOTO.

AKo cTe npormycHaH Aa npueMete fo3a Knamng SR

Bue tpabea ma npuemare Knauun SR, taka kakto ca Bu npeanvcaHH. Brnpekn Tosa, ako nponycHeTe
A03a, B3EMETe A BEAHAra LIOM C€ CETHTE, OCBEH B CAYyHaWTe, KOraTo Beve € HabNHKWIOo BpeMeTo 3a
cieiBaiiara ao3a. Torasa mpuemeTe HampaBo chedpaitata aosa. He Biemaiite npoiiHa nosa, 3a na
KOMMEHCHpAaTe MponycHaTaTa.

AKO MMatre HAKAKBH OOMB/AHMTENHM BBNPOCH, CBBP3aHW ¢ ynoTpebara Ha TO3IH NEKAPCTBCH NPOAYKT,
Mons, nonuTtaiTe Bamusg nekap.

4, BL3MOXKHH HeXeJTaHH peakLHHi

KakTo BCHUKH JIEKapcTBa, TOBA NEKAPCTBO MOXE [a NPCIH3BHKA HEXKEIAHH pCakLHH, BBLIPEKH 4e HE
BCCKH ' noay4asa.

CebpxeTe ce He3abaBHO ¢ Nekap, aKo MOMYYHTE CEpHO3HA KOXKHA PEAKUMA: YEpBEH, MocnecT oOpHB
MOAYTHHH TIOA KOXKaTa M MeXypH (ek3aHTeMaTo3Ha nycTyno3a). HecToTaTa Ha Talu HeKeNaHa peakuus He
€ W3BECTHA (OT HATMUHUTE JaHHK He MOXKe 112 Oble HaNpaBeHa OleHKa).

[To-nony ca NpencTaBeHH Bb3MOMHHMTE HEXENAHUTE NEKAPCTBEHU PeakUMH NpH npueM Ha Knauna SR,
HaOMOAaBAHHTE 110 BPEME HA KITMHHYHUTE MPOYYBAHHA H ClIeR NYCKAHETO Ha NPOAYKTA Ha Masapa.

YecToTaTa HA HEXKETAHUTE JIEKAPCTBEHH PEaKklHH € KAKTO clelBa:

¢ MHoro 4ecTH HexkenaHH peakuMmu (Moxce aa 3acerHat mexay | v 10 mauuenrta, Ha Beexwn 10
fieKyBaHH);

* UYecTu HexenaHH peakumu (Moxe Na 3acerHat mexay 1 u 10 naumenra, Ha Bceku 100 nexyBauu);
HeuecTn HexkenaHu peakumu (Moske aa zacerHar Meway | u 10 mauuenta Ha Bcexu 1 000
JIeKyBaHM};

e C HeusBecTHa HecToTa (OT HAIMYHWTE JAHHW He MOXeE Ja Oblle HANPaBeHA OLEHKA KOJMKO 4YeCTo
ce NPOABABAT B X0/ Ha JICUEHHE).

Hudekunn y nHdecTaumu
¢ Heuecty - rebH4HH HHEKUMH, HHDEKUMH HA BIATATHLIETO, FACTPOSHTEPHT
¢ C Hen3BecTHa 4eCTOTa - ICEBAOMEMOPAHO3EH KOJHT, EpU3MNeN

Hapywenus Ha kpbeTa M 1uMdHaTa cHcTemMa
¢ Heuectn — nonnkeHne Ha 6enuTe KPBBHH KIETKH

e C HeM3BECTHA YECTOTA - CHIIHO HaMansABaHe Ha Opos Ha KPLBHHMTE KIETKM W TpoMOouuTHTE
(KpbBHHMTE KIETKH, YYACTBALIM B CCHPBAHETO HAa KPbLBTa)

HapylueHua Ha UMYHHATA CHCTEMA

g
e HeuecTH - CBPBXUYBCTBHUTENHOCT 5
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Hapyuienuna Ha MeTabonuzma ¥ XpaHeHeTo
o Heuectu - AHOPCKCHA, MNOHHWMKEH AfETHT

[IcHXHUYHH HapyLlieHH
*  UYectu - Oe3cuuHe
e HeuecTH — TpeBOXKHOCT
e C HeW3BecTHa 4eCcTOTa - AENpPecHA, HeoOMYAHHM CBHHMLUA, NCHXOTHYHH HapylLIeHHA, 06bpKaHoCT,
AenepcoHanu3aliys, 1e30pHEHTALNSA, XAMIOUMHAIUH, MAHHA

Hapyuienus Ha HepBHaTa cucTeMa
e Yectu — HeobuuaeH Bkyc, rnasobonue
¢ HeuecTy - 3aMafgHOCT, CHHIMBOCT, TpeMOp (MOTPErnBaHe HA MYCKYJIUTE)
¢ C HeW3BECTHA YECTOTA - KOHBYJICMH, MpaByukaHe, 3ary0a Ha BKYC, JIMNca Ha ofoHAHUe,
npoMeHeHo 00OHAHHE

Hapyiueuus Ha yxoro u JabupurTa
* HeuyectH - HapyleHHe Ha cnyXa, UIYM B YLIKTE, CBETOBLPTEX
e C HeH3RECTHA YeCTOTa — MyXoTa

ChpaeyHH HapyuieHUs
* Hewectu — npomeHn B enextpokapauorpaMata (yawbxkeH QT-WHTepBan), npeckadaHe Ha

ChpUETO
¢ (C Heu3BECTHa 4YECTOTa - HMHBOTO3ACTPALUIABAIUM HAPYUIEHUS B CHPAEYHMS PHTBM, YCKOPEH
ChpaeveH PHTHM

CLAOBH HApYUIEHWS
. C HeM3BeCcTHA 4ecToTa — Kp’bBOH3J‘I HBH

PecnupaTopHH, rpbaHH H MEIHACTHHANIHH HAPYLIEHHA
e Heuectu - KPBROTCUCHHE OT HOCA

CToMaLlHO-4YPEeBHH HAPYLIEHUS
*  YecTH - Anapw, NOBPBIUAHE, 01LO XPaHOCMHUNAHE, rageHe, kopeMHa Sonka
. HeuecTu — Bb3maneHHe Ha NHraBHLaTa ycTata W €34Ka, TAcTpHT, 3anck, CyXoTa B yCTara,
OpHrBaHe, raszose, racrpoesogareanta pedpnykcta 6onect, Gonka B pekTyma
¢ HenzeecTHa uyecToTa - OCTPO Bh3MANEHHE Ha MAHKpeaca, POMAHA B OLBETABAHETO HA €3MKA W
3p0uTE

XenaroGuIHapHU HApYLIEHWA
¢  Yecty — HapyiueHa yepHoapobHa dyHkuns
¢ Heuect - noBumeHH uepHOApOOHM eH3WMM (anaHHMH aMHHoTpaHcdepasza, acnaprar
amMHoTpaHcdepasa)
o C HEHM3BECTHA HECTOTA - XCLATEHHUUA (3KBJITO OLBETABAHE Ha KOXKATa W GANATA YACT HA OHMTE),
YepHoApoGHa HeNOCTATLUHOCT

HapyuieHua Ha KOxaTa M NOAKOMCHATA ThKaH
e  YecTH — NOBHLIEHO NOTEHE, 0OPHB
o Heuecti —~ cupbex, ypTHKApHa
» C HeH3BEeCTHA YEecTOTa — TEXKH KOWHH peakllHH ¢ OTAeNnBaHe Ha eNUIACpMHUCa H 06pa3yBaHe Ha
MeXypH Mo KOXa, ycTa, O4M M NONOBH opraHd (cHHapom Ha CTHBBHC-JIKOHCHH, TOKC
€NHAEPMANHA HEKPONMW3a), AeKapcTBeH OOpHE ¢ NpOMEHW B KpbBHATA KapTHHA H B}j;g:m}mWCIb‘f
OpraHu, akHe ‘ /o AN




Hapyiuenya Ha MYCKY10-CKENETHATA CHCTEMA Y CheAIMHUTENHATA ThKak
¢ Heuectu — bonka B Myckynure

¢ C HeM3BECTHa YECTOTA — HapylleHHe Ha MYCKylure (MHOMAaTHA, BKJI. TEKKO YBPEKIAHE KATO
pabaoMHO/M3a, KOETO MOJKE J1a Ce pa3BMe MpH eIHOBPeMeHHo npunarane Ha Knauua SR ¢ apyru
JIEKapCTBa KaTo KONXHLMH, CTaTHHH, HUOpaTH, anonypHHoO)

Hapyinenus Ha 660pellHTe H NMKOYHHTE MHTHILA
e C Heu3BeCTHA YECTOTA - BE3NANCHUE Ha 6bOpeunTe, GLOPEUHa HELOCTATHUHOCT

61K HapyLIeHus
¢ HeuectH - oTnagnasnoct

H3cnensanus
e C HeusBecTHa 4eCTOTa — MPOMAHa B MOKAa3aTENWTEC HA KpbBOChcupBaHe (nosuimen INR,
YABDKEHO NPOTPOMOHHOBO BpeMe), NPOMEHEH LIBAT Ha ypHHA

CrnobmaBane HA HeKeNaHH PeaAKUHH

AKO nonyuuTe HAKAKBH HEXENMAHH NEKapCTBEHHW peakluH, ybejomere Bawmua nekap. Tosa Briwousa
BCHYKH BBL3MOXKHH HEOMWCAHH B Ta3K JIMCTOBKA HEXENaHW peakuu. Moskere cbuio Aa cbobluMTe
HEXE/1aHH PeakUHH JHPEKTHO Ype3 HaUMOHATIHATA CHCTeMA 3a chobIlaBaHe:

H3anbaHuTenHa areHUMs No JeKapeTRaTa

yn. ,Jamsn I'pyes” No 8

1303 Codus

Ten.: +35 928903417

yebcalT: www bda. bg

Karo cnobluaeaTe HexenaHW peaklMd, MOXKETe Ja AaJeTe CBOsS MPHHOC 3a MONYyYaBaHe Ha MOBEYe
nHpopMauus oTHOCHO Oe30MacHOCTTA Ha TOBA JIEKaPCTRO.

5. Kak na cexpansBare Knanug SR

Ha ce cbxpaHABaiTe Ha MACTO, HEIOCTBHITHO 3a AeLa.

He ce u3ucKkBaT crieiHaNHH TEMIMEPATYPHH YCIOBUSA 33 CbXPaHeHMe.

L[a €€ CbXpaHsABa B OPUTHHANTHATA ONMaKOBKa, 34 44 C¢ [Ipeana3v OT CRETAHHA.

He u3nonzpaiiTe ToBa 1EKAPCTBO CEMA CPOKa Ha roAHoCT, oThends3aH BbpXy onakoekara. CpokbT
Ha FOAHOCT OTTOBAPA HA MOCAEAHMA IEH OT NMOCOYEHHS Mecell.

He u3xBbpasiiTe jlekapcTBaTa B KaHANM3aLMATA WIH B KOHTeMHepa 3a AoMallHK oTnaabuu. [TonuTaiite
Bawna capmauesT kak la W3XBBpJSATE NEKApCTBaTa, KOMTO BEYE He M3nonsBate. Tean Mepku 1ue
CMOMOTHAT 3a ONa3BaHe Ha OKOJTHATA cpe/a.

6. ChabpiKaHHe HA ONAKOBKATA H JONMbJIHHTEIHA HHpOpMANIHA

Kakeo cpabpka Knanua SR

* AKTHBHOTO BEUIECTBO € KIapUTpoMHLHH. Beska Tabnetka ¢ H3MeHeHo 0cBObOKIABAHE ChABPXKA
500 mg krapHTPOMHLMKH.

o Jlpyrute cbCTAaBKM ca: NMMOHEHA KHMCEITMHA, HATPUEB ANTHHAT, HATPUEBO-KAILUMEB AJCMHAT,

71aKTO3a, NOBUACH, TATK, CTEapHHOBA KMCEJIMHA, MATHE3WEB CTeapaT, XMIIPOMEeNno3a, Makporod,

THTAHOB JHOKCHA, COPOMHOBA KHUCETHUHA U XHHONKHOBO HBJITO.

Kaxk maraexaa Knanua SR 0 kKakBo ChABPKA 0NaKOBKATA
TabneTkute ¢ H3MEHEHO OCBODOMKIABAHE €A HKBITH HA UBAT U C OBAIHA (opMa.
TaGnetkuTe ca nocraBeHu B HIHCTEPH, ChABPAKALLM 5, 7 unu 14 tabneTku.
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BancTepuTe ca N0CTaBEHN B KAPTOHEHH KYTHH, NPUAPY’KEHH C IMCTOBKA ~ HHGOPMaLK 3a noTpebuTens.
IIpuTexkaTen Ha pa3peuleHHETO 3a yuoTpeba ¥ npoMIBoAMTEN

Tpumexcamen na pazpewenuemo 2a ynompeba
Buatpuc EQOJI

o¢mc crpana ,,Cepanka opucu*

Oyn. CutHakoso Ne 48, er. 7

1505 Codvusa, buarapus

Ipouzgodumen

AbbVie Sr.l.

S.R. 148 Pontina km 52 snc

04011 Campoverde di Aprilia (LT)
Hranus

JaTta Ha noc/ieHO Npepa3riekIaHe HAa JIHCTOBKATA
mapt 2026




