i N3NTbAHNTENHA ATEHUUA NO NEKAPCTBATA

Jlucmobka [Mpuaoxerue 2
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Lekoklar 250 mg/S ml granules for oral suspension

KJIAPUTPOMMUMH (clarithromycin)

[IpoyeTreTe BHHMATE/IHO USJIATA JIHCTOBKA NpeIH Ja 3al049HeTe /1a IPHeMAaTe TOBA JIEKaAPCTBO,
Thil KaTO TA ChABbPKa BaxxHa 3a Bac nadpopmanus.

3anasere Ta3u JUCTOBKA. MoOXe 1a ce HaJl0oXKH Ja A MPOYeTeTe OTHOBO,
AKO UMaTe HAKAKBH JOITbJIHUTE/IHK BBIIPOCH, nonuTaite Bawus nekap wiu apmauesT.
ToBa nekapcTBO € nmpeanucaHo €AMHCTBEHO M JIMYHO Ha Bac. He ro npeorcrenBaire Ha Apyru

xopa. To MO>Ke Aa UM HaBpeIH, HE3aBUCUMO OT TOBA, Y€ MPU3HALIMTE HA TAXHOTO 3a00/IIBaHE ca
chIIMTE KaTo Bailuure.

AKO NoJTy4YuTe HAKAaKBH HEXKEJIAaHU JIEKAPCTBEHU pPeakLMM, yBeaomere Baiuus nexap wiu
¢apmaueBT. ToBa BKJIFOYBA M BCHYKH Bb3MOXHH HEXKEJIAaHW pEaKLIMM, HEOIMCAHH B Ta3H
JTUCTOBKA. BrxTe TOuKa 4.

KakBo ChAbPAKA TA3H JIHCTOBKA

1.

. KakBo npeacrapnasa JIekokyiap M 3a KakBO C€ HM3M0J13Ba
. KakBo Tpsa0OBa aa 3Haere, npeau aa npuemere JIekoknap
. Kak na npuemare Jlekoknap

Bb3MOXXHHM HEXEeTaHH peakLuy
Kak na cbxpanssare Jlekokiap
ChabpkaHWe Ha OMaKoOBKaTa W JOMbJIHUTETHA HHpOpMaLUs

Kakso npeacraBsjisiBa JIEKBIUIH[] H 34 KAKBO C€ H3110J13Ba

KnapuTpoMHULIMH € aHTHOMOTHK, KOUTO MPUHALIEKH KbM rpynarta Ha MaKpOJMAHUTE aHTUOUOTHLIM.
Te criupat pa3BUTHETO Ha onpeaeeHH DaKTepHH.

J]EI{DKHEP C€ HM3II0JI3BA 34 JICUCHHUEC Ha.

2.

MH(EKLMH Ha I'bPJIOTO U CUHYCHUTE

MH(}EKLIMH Ha CPeAHOTO YXO MpH Jeua

uHpeKLMH B 001acTTa HA PBAHUA KO, KATO OPOHXMT H MHEBMOHHSA
MH(EKLIMY Ha KOXKAaTa U MEKHUTE ThbKaHH

CTOMAIILIHM A3BH, NpUYHHEeHH oT OakTepusaTa Helicobacter pylori.

Kakso TpsaOBa 1a 3HaeTe, npean Aa npHemerte Jlekokjap

He npuemaiite Jlekokap

aKO CT€ aJIepru4HH KbM KJIapPUTPOMHULIMH, APYTH MAKPOJIMAHH aHTUOMOTHLIM MJTH KbM
OCTaHaJIUTE CbCTABKH Ha TOBA JIEKapCTBO, U30pOEHHU B TOUKa 6.

aKO MMaTe WJIM HAKOU OT ceMeHCcTBOTO BU MMa aHaMHe3a 3a onpeaesieHyd HapylleHUs Ha
ChbpAe4YHHHA PHTHM (KaMepHa apUTMHUA, BKJIIOUUTENIHO torsades de pointes) WM HETUNIMYHH
NpOMEHH B esiekTpokapauorpamara (EKI', enektpoHeH 3anuc Ha CbpLETO), HAPEYEHH “CHHIPOM
Ha yab/DkeHusa QT uHTepBan”,

aKo CTpajare OT TeXKa 4epHOoAPOOHA HEAOCTATHYHOCT U NMpobiiemu ¢ 6bOpenH
eJHOBPEMEHHO,

aKO HUBAaTa Ha KAJIMA HJIM MarHe3HH B KpbBTa BU ca HETUNMUYHO HUCKH (XHI
XHUIMOMarHe3uemMums ),




®  aKo npuemMare
. THKArpeJiop, HBaOpaauH WM paHOJa3HH (32 CTEHOKapAMs WM 32 J]a C€ HaMaJlu
BEPOATHOCTTA OT HHPAPKT Ha CbPLIETO UJIK UHCYJIT)

- eproTaMHH, JHXHAPOEProTaMHH (JeKapCcTBa 3a JICUCHHE Ha MUIPEHA)

- mepopaJieH MHAa30.1aM (3a 6e3noKOHCTBO WIIH 3a MOANOMaraHe Ha ChHs)

- IH3anpH/] H JoMIepHaAoH (JIEKapCTBO 3a CTOMaxa),

- mHMO3nJ (AHTUIICUXOTHK),

- TepdeHANHH WIH

- acTeMH30J1 (IpH KONPHUBHA TPECKA, IPOTHBOAJIEPIrHYHH JIEKapCTBa)

. JIOBACTATHH, CHMBACTATHH (JIEKapCTBa 3a MOHWXXaBaHE Ha XOJIeCTeposia)

- JIeKapCTBO, ChABbPKALLO JIOMHTANH/L

- KOJIXHIHH (3a Jle4eHHUe Ha rojarpa)

- JIpYI'H JIEKapCTBa, 3a KOUTO € U3BECTHO, Y€ NMPUYMHABAT CEPHO3HH HAPYLICHHA HA CbpACYHHSA
PUTHM.

[IpeaynpexieHHs H NpeANasHH MEPKH

'oBopete ¢ Bamus nexap wnu ¢apmauesT, npeau Ja npuemere Jlekoknap.

¢  aKO MMaTe MOHH)KEHA YepHOApPoOHA WU ObOpeuHa PyHKIHS,

®  aKO MMAaTE TEXKKa HJIH NPOABb/DKHTE/IHA AHapHH (NCeBAOMEMOPaHO3€EH KOJIUT) MO BpEME Ha WIIH
cien npueM Ha Jlekoksiap, He3abaBHO ce KOHCYJITUpaiiTe ¢ Baiuus iekap. Be3naseHue Ha
ne6enoTo uepBo (rceBaoMeMOpaHO3€eH KOJIUT) € ChoOLIaBaHo MpH ynoTpeda Ha MOYTH BCHYKH
aHTHOAKTEpUAJTHHU JIeKapCTBa, B T.4. KJIADHTPOMHLIMH.

aKo CTpajaTe OT MHACTEHHS IPaBHC, PAAKO 320015 BaHe, KOETO MPHUYMHABA MYCKYJIHA C1a00CT
aKko uMmare aunader

aKO UMaTe WJIM CT€ UMAJIK ChpAeYHH NpodieMH, WK

aKo CTe€ NMPHEMAJIH KJIAPUTPOMHULIMH U MPEHU MO pa3IMyHH NMPHYHHH H 32 MPOAB/DKHTETHO BpeMe.

e o o o

Jpyrn aekapcrsa H Jlekokaap
NUudopmupaiite Bamus nekap uinv papMaLEeBT, ako IPHEMATE, HACKOPO CTe NMPHEMAJIH UITH €
Bb3MOKHO /1a IPHEMETE JIPYTH JIEKapCTBa, BKIOUMTETHO M TAKMBA OTITyCKaHU 0e3 peuenra.

Jlexoksap He TpsAOBa J1a ce MpUeMa ¢ epro ajJKajlOHIH, aCTEMH30J1, TepPEHAIHH, LIM3ANPH],
NOMIEPHIOH, TUMO3K], TUKArpesiop, paHoJIa3uH, KOJIXULIMH, HAKOH JIEKApCTBa 3a JIEYEHHE Ha BUCOK
XOJIECTEPOJI M JIEKAPCTBA, 3@ KOUTO € U3BECTHO, Y€ NMPHYHHABAT CEPHO3HH HApYLIEHHUS B CbpACYHUA
puThbM (BHKTE “He nmpuemaiite Jlekokiap®)

Hsxou apyru ekapcTsa Morar Aa noeiausasaT edekra Ha Jlekokiap, kakto M o0paTtHOTO. TakuBa
JIeKapCTBa ca:

JIeKoKJ1ap MoJe /1a 3aCH/IH epeKTa HA CJIeJHHTE JeKapcTBa:
e HOpyTHHMO (JIeKapCTBO 3a JieueHHUe Ha XpOHUYHA JIMM(POLIMTHA JIEBKEMH)

e  ajnpa3zoJiaM, TPHa3oJiaM, HHTPABEHO3E€H UM OPOMYKO3€H MH/1a301aM (3a O€3MOKOHCTBO UM 32
MoanoMaraHe Ha CbHA)

e JMrOKCHMH, BEparnamMuji, aMIUIOAUNKH, JUJITHA3EM (J1IeKapCcTBa 3a ChpLIE)
e TeodWINH (AHTHACTMATUYHO JIEKAPCTBO)

BapdapHH WM APYrd aHTHKOAryJlaHTH, Hamnp. faburarpan, puBapokcabaH, anukcabaH, enqokcadbaH
(M3MON3BaHHM 3a pa3pexkJiaHe Ha KpbBTA)

aTOpBAaCcTaTHH, PO3YBACTaTHH (CpPEACTBA, MOHW)KABALIH XO0JIECTEPOJIa)

LIMKJIOCTIOPHH, CHPOJIMMYC, TAKPOJIMMYC (JieKapcTBa, MOTHCKALLM UMYHHATa CUCTEMA)
kapOama3enuH, GeHUTOMH, BaJNpoar (JiekapcTBa 3a JIEYEHHUE Ha EMUIIETICHS )
LJ10CcTa30 (M3M0J13Ba ce 32 No00OpsABaHe HA KPbBOOOPBIIEHHETO B KpaKaTa)
MHCYJIMH M IPYTM JIEKapCTBa 32 JIeYeHHE Ha 11a0eT (KaTo HarpHuMep HaTerJIMHUA UK pe
METHJINPEAHN30JI0H (KOPTHU30H 3a JIEYEHHUE Ha Bb3IAJICHHE)

OMernpa3oJ (JIeKapcTBO 3a CTOMAaxa)

cunaeHadun, Taganadui, BapaeHadun (JiekapcTsa 3a Je4eHUE Ha epeKTHIIHA AUChHY
TOJITEPOHMH (3a JIeYeHHE Ha CHHPOMA Ha CBPbXAaKTHUBEH MUKOYEH MEXYP)




BUHOJIACTHH (JIEKapCTBO 3a JiIeYeHUe Ha pakOBH 3a001ABaHUA)

® JIEKapCTBa C PUCK OT 3acsiraHe Ha Cjiyxa, 0COO€HO aMUHOIJIMKO3M/1M, KAaTO HanpUMep NreHTaMHULIMH
WJIH HEOMHULMH (rpyna aHTHOMOTHLIU)

EdektsT 0T Jlekokiiap 1 epeKThbT OT CJIeJHHTE JIEKAPCTBA MOXe /1a Ce 3aCHJIAT, KOraTo ce
NpHEeMAT 3aeHO:

o aTazaHaBUp, CAKBUHABUP (JiekapcTBa 3a jeyeHue Ha XHB)

@ UTPaKOHa30J1 (JIEKapCTBO 3a JIeYEHHEe Ha rbOUYHU HHPEKLIMH)

Ako Bawwusar nekap cneuraiHo Bu e npenopbuan na npuemare Jlekoksiap U HAKoe OT
rOpernoCOYEHHUTE JIEKApCTBa M0 €IHO M ChLIO BpEME, MOXKE 11a € He0OX0AUMO JieKapAaT Aa Bu
HabJ1r01aBa NO-CTPUKTHO.

Caeanure JiekapcTBa Morar aa orcjaadsaT edexkra Ha Jlekokaap:

¢ pudpaMnuuuH, pudpadyTuH, pudaneHTUH (AHTHOHMOTHLIH)

e edaBupeHL, €TPaBUPHUH, HEBUPAIHMH (JieKapcTBa 3a iedeHue Ha XHB)

e (eHUTOUH, KapbamasenuH, GpeHoOapOMTOH (AHTHENUIENITUYHH JIEKapCTBa)
® KBJIT KAHTAPUOH

‘ToBa e BaXXHO CBILO, AKO NpUCMATC JICKApCTBd, HAPCYCHH.

°* XHAPOKCHXJIOPOXHH WIH XJIOPOXHH (M3MOJI3BAHU 32 JICYEHUE Ha 3a00/1ABaHUsA, KATO
pPEBMAaTOHACH apTPHT WJIH 3a JIeYEHHE, WIIH NMpeA0oTBpaTABaHe Ha Masiapus). [ Ipyemanero Ha Te3u
JIeKapCcTBa €AHOBPEMEHHO C KJIapUTPOMULIMH MOXKE J1a MOBHULIMK BEPOATHOCTTA OT HApYyLICHHE Ha
CbpAEYHHUS PUTHM MU JPYTd CEPUO3HHU HEXKEJIAHU PEeaKLIMM, 3acsiraiy CbpLETO.

” KOPTHKGCTEPOHHH, [IpHJ1araHHy 1pe3 ycrata, 4Yp€3 HHXKCKLHA HJIH HHXAJIaTOPHO (HBI’IDJ’IBB&HH 34

noarnomMaraHe Ha roTHCKAHECTO HAa HMYHHATA CUCTEMA — TOBA € TOJIC3HO IIPH JICHCHUETO Ha
MHO>KCCTBO pa3/IM1HH 3&60HHBHHHH).

MoJs, 00bpHEeTE BHHMAHHE:
PuToHaBHp (AHTUBUPYCHO JIEKApCTBO) H PJIYKOHA30.1 (JIEKAPCTBO 3a JieYeHHE Ha rbOMYHH
HH(DEKLMH) MoraT aa 3acuiaT edekra Ha Jlekoknap.

Jlekoknap Moxke a1a orcinabu edekra Ha 3HAOBYAHH (AHTUBUPYCHO JIEKAPCTBO). 3a 1a u30erHere ToBa,
TpsiOBa @ OCTaBUTE UHTEPBAJI OT 4 yaca MeXIy NpUeMa Ha Te3H JIeKapCTBa.

YnorpebaTa Ha JIekokJ1ap €ITHOBPEMEHHO C AHIOKCHH, XHHHAHH, JH30NHPAMH/ UM BepanaMHJi
(nekapcTBa 3a Chbplie), WIH APYrH MAKPOJIHIHE AHTHOHOTHIIH MOXeE /1a NMPeAHU3BHKA ChpJIeUHa
apUTMHS.

EnHoBpemeHnHara ynorpeba Ha Jlekokiiap ¢ AH3onmHpaMHa MOXe 1a NOHW)XH HUBATa Ha 3axap B
KpbBTa (XUITOTJIUKEMHUA).

BpeMeHHOCT H KbpMeHe

AKO cTe OpeMeHHa WM KbpMHTE, CMATAaTe, Y€ MOXe J1a cTe OpeMeHHa WK IU1aHupaTe OpeMeHHOCT,
nocbBeTBaiTe ce ¢ Bawuusa nekap unu ¢papmaueBT rnpeau ynorpedara Ha TOBa JIEKAPCTBO.

Hsma HaJIMuHHM JaHHU OTHOCHO €()eKTa Ha KJIApUTPOMMULIMH BbpPXY (epTIMTETA MPH XOpa.
[IpoyyBaHus Ha (QEepTHIMTETA MPH TUITBXOBE, HE Ca MOKa3aJlM JaHHHU 3a BpeAHH €(PEKTH.

[Hopupane u pabora ¢ MAINHHA
Karo usno, Jlekoknap HaMa epekT BbpXy crnocoOHOCTTa 3a modupaHe U paboTa ¢ MallIMHU, M MORe~._
J1a MpeIM3BMKA HEXKEJIaHU peaKlMK KaTo 3aMasHOCT, O0bPKaHOCT WIH 3aryba Ha OpneHT NCARY /?g\
MOYyBCTBAaTE HAKaKbB €ekT, He TpsaOBa na modupare, paboTUTE C MALIWHHA U U3BBP 74 i
C KOMTO MOXKETE Aa U3JI0XKHUTE Ha PUCK cebe CH WM APYTH Xopa.
CnocoOHOCTTa Ha NaLMeHTUTE Aa Wwodupat 1 aa paboTAT ¢ MAlIMHK MOXe J1a Objie NiPB3
3pUTE/IHA HApYLIEHHUS W 3aMbIJICHO 3pEHHE.




Jlekokjiap ¢cbAbpxKa 3aXapo3a H HATPHI

Tosa nexkapcTBO chabpka 2,4 g 3axapo3a Ha 5 ml rorosa 3a ynorpeba cycnensusa. Tosa TpsabBa aa ce
MMa NpeaBU/ NPH MalUMeHTH, CTPaJiallld OT 3aXapeH Juader.

Axo Bamwmsar nekap By e kazai, ue UMaTe HEMOHOCUMOCT KbM HAKOHU BHJIOBE 3aXap, CBbPXKETE Ce C
JeKkaps npeauy aa npueMere ToBa JIEKapCTBO.

ToBa nekapcTBO Chabpika 1o-mManko or 1 mmol HaTpuit (23 mg) Ha 1034, T.€. MOXKE 1a Ce Kaxe, ye
MPaKTHYECKH HE ChIAbPrKAa HATPUH.

3. Kak na npuemare Jlekokap

BuHaru npMemMaiTe TOBa JIEKApCTBO TOYHO KakTO Bu e ka3an Bamuar nekap. AKO He CT€ CUI'YPHH B
Hello, NonuTanTe Baluua nexap.

OT npeanUcaHHeTo MOXKETE J1a HAY4YMTE KaKBO KOJIMYECTBO OT TOBA JIEKAPCTBO M KOJIKO Y€CTO
TpsaOBa na npuemare. Mo, npoyerere ro BHUMartesaHo. Jlo3ara, koaTto Bu npeanucsa nekapar
By 3aBucH OT BM/J1a HAa HH(PEKLUATA U CTENEHTa K Ha TexecT. Jlo3aTa 3aBUCH ChINO OT PYHKLUUATA
Ha 6b0peuuTe Bu. Bawuar nekap e Bu ro o6scHu.

Bn3pacTHH M IOHOLIHM:

O6uyaiiHaTra no3a € 250 mg ABa NbTH AHEBHO.

[Ipu Texxku MHPEKLMH UK CTOMALLIHM A3BM, NpuuMHeHH oT Helicobacter pylori, o6uuaiiHara no3a e
500 mg aBa MbTH JAHEBHO.

Heua Ha Bb3pacT Mexay 6 mecena u 12 rogunm:
JlHeBHaTa 103a ce onpenaess Cnopea TerjaoTo Ha JETETO.

CnenHara Tabnuvua naBa uHGopmaLus 3a 0OMYaiHUTE 103M:

125 mg/5 ml 2panynu 3a nepopanna cycnensus

Teanecno rerao (B kg) Bn3pact (roanHn) Jo3a (B ml), npusarana asa

II'bTH JHEBHO

8—11 1 -2 2,5
12-19 2-4 S
20-29 4—8 7,5
30 -40 8§—12 10

250 mg/5 ml 2panynu 3a nepopanna cycnensus

Tenecno Teryio (B kg)

Bb3pacT (roxuan)

o3a (B ml), npuiarana asa
NbTH IHEBHO

12-19 2—-4 2,9
20 —-29 4—8 3,75
30 -40 8—12 d

[Ipu neua c Ternio noa 8 kg TpsabBa aa ce npunara nosa ot 7,5 mg/kg n8a mbTH JHEBHO.

HpﬂﬂMH{HTBﬂHDCT HA JICYCHHETO

BawmusaT nexkap we By kaxe kosko Bpeme TpssOBa na npuemare Jlekoknap, oOMKHOBEHO Mexay S u 14

CC Bb3CTAHOBMH.

Hauunn nHa ynorpeba

OOUKHOBEHO TOBA JICKApCTBO CC IIpHJiara ABa IM"bTH AHEBHO — BEAHBXX CYTPHH H BE

Mo>xeTe na npyeMare JIeKapCTBOTO ChC WK Oe3 XpaHa.




Cnen npyeM Ha TOBA JIEKAPCTBO B YCTaTa MOXKE /1a OCTaHE rOpyYMB BKYC. ToBa MOxe Ja ce u3berte,
KaTo MU35/1eTe WK U3IHETe HEelllO BeHara cjie/l CyClieH3HUATa.

Kak na n3mepuTe 103ara
KbM 1ekapCTBOTO € NpUJIO)KEeHa CIIPUHLIOBKA OT 5 ml, ¢ aeneHus Ha 2,5, 3,75 u 5 ml. Kpm
JIEKapCTBOTO MMa aJanTop, KOMTO ce nocrass B OyTuikara. 3a 1a M3MepHTe 103a OT JIEKapCTBOTO:

¢ Pasknarere OyTHikara

[locraBeTe ananropa B OTBOpa Ha OyTWiIKaTa

[TocTaBere Kpas Ha CIPUHLIOBKATa B afanropa

3aBbpreTre OyTHKaTa Ha 0OpaTHO

HU3abpnaiiTe OyTasioTo Ha CNPUHLOBKATA, 3a Aa U3MEPHUTE HeoOXoaumara 103a

BbpHeTe OyTHIIKaTa B U3MPaBEHO MOJIOXKEHUE, U3BAIETE CIIPUHLIOBKATA, OCTABETE ajanrTopa B
OyTUJIKATa U A 3anylieTe.
BuHaru paskiamaiTe OyTHIKAaTa NpeaH Aa H3MepHTe 103A.

IIpunarane Ha JIEKAPCTBOTO CbC CIPHHIOBKA:

e Jlerero TpsabBa na e 3actaHajio CTAOUITHO B U3MPABEHO IMOJIOMKEHHE.

e [locraBeTe BHUMATEHO Kpas Ha CIPUHLIOBKATA B ycTara Ha aereto. Hacouere kpas Ha
CIPUMHLIOBKATa KbM BBTpPELIHATA CTpaHa Ha Oy3ara.

e HarucHere 6aBHO Hagony OyTanoTo Ha cripyHUOBKaTa. He BnpbsckBaiTe Obp30.
JlaiiTe Bb3MOXKHOCT Ha JIETETO Ja MOrbJIHE JIEKapCTBOTO.

I[pyraTa Bb3MOXHOCT € 1a U3IIPA3HHUTC U3MCPCHATA 1034d OT KAallIKOMcEpa B JIbXKHLA, OT KOATO ACTCTO
Ad MMPpHEME JICKApPCTBOTO.

Kak 1a npuroTBuTe JIeKapcTBOTO
Jlekap unu ¢apmalieBT MOXKE Ja NMPUIrOTBH TOBA JIEKApCTBO 3a Bac. 3a na orBopure OyTUNKaTa ¢
NIeKapcTBOTO TpsAOBa /1a HATUCHETE HAJOJy Karnaykara, 3alllMTeHa OT JeLa, U Ja 1 3aBbpPTHUTE.

Axo TpsOBa caMH J1a NPUrOTBUTE JIEKAPCTBOTO, HAIMTbJIHETE OyTUIIKATa ChC CTYA€HA BOJAA, TOYHO MO
MEepHUTEIHATa YepTHUKa, oTOens3aHa BbpXy OyTunkara. BeaHara cinen ToBa paskiarere 100pe
Oytunkata. Cnea ToBa cMneTe oule BoAa TOYHO A0 MEPUTEIHATA YEPTHYKA, OTOE/IA3aHa BbPXY
OyTHJIKaTa U OTHOBO pa3KJIaTeTe.

Tpﬂﬁﬂﬂ Aad MPHUIroTBUTE CYCIICH3HUATA CaMO BCIHDBXK, B HA4YAJIOTO HA KYpCa Ha JICHCHHUCTO.

AKO cTe npHeJIH MoBeYye oT HeoOxoaumarTa a03a Jlekokaap

AKO CTe nMpHeH nopeye oT Heobxoaumara J03a OT TOBa JIEKAPCTBO, CBBPXKETE ce ¢ Baluusg iekap wiu
¢ 00JIHMLIA B3MOXHO Hai-CKOpO.

[Ipu3Hauu Ha npego3upaHe Morar Ja ObaaT CTOMALIHKUTE CUMITTOMM.

AKO cTe mponycHa/iu Aa npueMere Jlekokaap

AKO CT€ MNpONMyCHaJM Ja IMpHEMETE TOBa JIEKAPCTBO, MNPOABI/DKETE JIEYEHHUETO Karo clieaBare
obuuyaiiHaTa AO3UMpOBKa, nperiopbyaHa or Bawuma nekap. He B3emaiite aBodHa ap03a, 3a ja
KOMIIEHCHpaTe MporycHaTara 103a.

AKo cTe cnpejin npuema Ha Jlekokaap
BaxxHo e na npuemare Bawero nekapcTBO crnopel yKazaHusTa Ha Jiekapsa. He cnupaiite BHe3arnHo

pUueMa Ha TOBa JieKapcTBO, 0e3 nmbpBO Aa obcbaure ToBa ¢ Bawmmsa nexkap. B nporuBeH ciryuai
CHUMINTOMMTE MOTaT J1a Ce€ MOSABAT OTHOBO.

nonutaite Bauus nekap uiau ¢apmalesr.

4. BBb3MOXKHH HeXKeJIAaHH peaKUHH




KakTo BCHUKH JICKapCTBa, TOBA JICKAPCTBO MOXE 1a NMPE€AU3BHKA HEXEJIAHU PEKALIUH, BBIIPEKH Y€ HE
BCCKH I' I10JTy4aBa.

CepHo3HH HEXKeJIAHH peKalHuH
AKO HSIKO€ OT CJIEJIHUTE C€ CIIy4H, CIpeTe NpYeMa Ha TOBa JIEKapCTBO U yBeaoMeTe Bamus nekap
He3a0aBHO WM OTHIETE B CIIELIHOTO OTAEJIEHHE HA Hal-OIM3KaTa OOoJIHMLA:

HeuecTH cepHO3HH HeXKeJIAHH peaKlHH (Bb3HUKBAT NMpH no-Maiko ot 1 Ha 100 gymw):

®  aJepru4yHH peakLMUH, HapUMEp BHE3aNHO 3aTPyAHEHHWE B JAMIIAHETO, rOBOpa W MPErIbIIaHETO,
MOAyBaHE Ha YCTHHUTE, JIMLIETO M LUMUATA, CHJIHO 3aMalBaHe WJIM KOJIanc, KOXKEH OOpHB C MEXYPH M

ChpOex
®  HENpaBHJIEH CBP/JCUYEH PUTHM (NPOMSAHA B €JIEKTPUYECKAaTa aKTUBHOCT Ha ChPLIETO)
®  PHUCK OT CbCUpPBaHE Ha KPbBTA MOpPaJAX BUCOKO HUBO Ha TPOMOOLIMTH B KPbBTA

e OyJI03eH AepMaTHUT

CepHo3HH He)KeJIAHH PeaKIHH C HEH3BEeCTHA YeCcToTa:

® BHCOKa TEMIIEpaTypa, Bb3MAJIEHO I'bPJ0, MN0-4€CTH HHPEKLHH, MPHYUHEHH OT CEPHUO3EH HEIOCTHT
Ha 0eM KpbBHH KJIE€TKH (arpaHyJoLMTO3a)

e 00puB, BUCOKA TEMIIEpaTypa, MPOMEHU B KPbBHUTE MOKa3aTeH (KOETO MOXKe Ja € NMPU3HaK 3a
CHHPOM Ha CBPBbX4YYBCTBUTEIHOCT (HapeueH DRESS).

® [OXBJITABAHE HA KOXKAaTa U O4MTE, rajieHe, 3aryba Ha aneTuT, HeoOH4YaiiHa KpbBHH pe3yNTaTH Ha
YepHOAPOOHHUTE MOKa3aTey (MpU3HALM 3a Bb3MNaJIeHUe Ha YepHUs JApob)

e JHapus, KOATO € CEpUO3Ha, MPOAB/DKABA ABJINO BPEME WK MMa KPbB B U3MPAXKHEHHUATA, C OOJIKH B
CTOMaxa WJIM BUCOKa TeMIeparypa. ToBa MOXeE Ja € MpU3HAK Ha CEepPHO3HO BB3IMaJEHHE Ha
yepBara. Bamuar nekap moxe aa npekpatu JiedeHHeTo. He npuemaiite nekapcTBa, KOMTO 3a0aBAT
JIBLKEHUETO Ha YepBara.

e cwiHa OoJiKka B KOpeMa M rep0a, Ab/DKallla ce Ha Bb3IaJIeHHe Ha NaHKpeaca

® [OBHUIIECHO WX HAMAJIEHO OT/JE/ITHE Ha YPHUHA, CbHJIMBOCT, OOBbPKAHOCT M rajieHe, IPUYUHEHH OT
OBOpeYHO Bb3NajieHue

® CEpHO3€H WIH CbhpOsLl KOKEH OOpHUB, 0COOEHO aKko € CHIPOBOJIEH ¢ 00pa3yBaHe Ha MEXYPH M
Bb3MnajeHue B 00J1acTTa Ha OYUTE, YCTaTa WIH € HUTATHUTE

® HeoOHMYaWHO IMOCHHSBAHE UM KbPBEHE, Ab/DKALIO CE HA HUCKO HUBO Ha TPOMOOLIMTH B KPBBTa
 OBp3 UM HEPABHOMEPEH ChPIECUYEH PUTHM.

® 3auyepBEH, JIOLIELL c€ OOPHUB C MOJAKOXHHU MOJAYTHHHU U MeXYpH (OCTpa reHepaiM3upaHa
€K3aHTEMAaTO3Ha IMyCTyJ103a)

BcHukH Te3H ca cepHO3HH HeXKeJIaHu peaknnu. Moxe 1a e Heo0X0AHMA CNeIHA MEHIHHCKA
NOMOIL.

JApPYru Bb3MOKHH HEXeJIAHH peaKkIHH:
YBenomere Bawuus nekap, ako HAKOA OT ClI€IHUTE HeXeJlaHU peaklui Bu npurecHsBa:

YecTH (Bb3HUKBAT NMpHU No-Maiko ot 1 Ha 10 aymm):

rj1aBooOosine

MMPOMEHH B yCELlaHUATA 3a BKYC (HarpUumep, METaJIeH WM FrOPYMB BKYC)
Oosika B KOpema, rajieHe WiM MoBpbllaHe, IHapus, HapyLIeHO XpaHOCMHKJIaHE
npo0JIeMH CbC ChHSA

OTKJIOHEHHSA B pE€3yJITaTH OT U3CJIe€ABaHUS HA YepHHUs JpoOd

oOpuB

[MOBHUILEHO MOTEHE

pa3slIMpsABaHE HA KPbBOHOCHHUTE CHIOBE.

HeuecTn (Bb3HUMKBAT npH no-Manko ot |1 Ha 100 ayum):
®  HMCKO HMBO Ha 0€JIUTe KPbBHH KJIETKH
®  BB3IAJIEHHE HAa CTOMAaxa W 4yepBara




MOBHIlIABAHE HA YePHOAPOOHUTE €H3UMHU B KPbBTA

MOHMXKEHA CTOMHOCT Ha HEYTPOQHIUTE (HEYTPOIIEHUA )

MOBHIlIIEHA CTOMHOCT Ha €03UHODUIMUTE (O€/IM KPBbBHU KJIETKH, OTTOBOPHHU 3a HUMYHHTETA)

rbOMYHU UHPEKUMH (KaHa1103a)

HH(DEKLMH, HATIPUMEDP BJarajidLIHU

JIMIICa WJIM HaMaJIeHUE Ha aneTUTa

0€3M0KOMCTBO, HEPBHOCT, KPSCHLIH

HEBOJIEBH MYCKYJIHH JBWXKECHHS

yHacsiHe, 3aMaiBaHe, TPEMOP, CbHJIUBOCT, TPEIEpEHe, MPHITAAbK

YyBCTBO Ha BUEHE Ha CBAT, YBPEAECH CIIYX, LUYM B YUIMTE (THHUTYC)

0oJiKa B rbpAMTE UJIK MPOMEHHU B CbPJACYHHUS PUTHM KaTO MaIINUTALMK WM HAPYLUEH CbpAEYEH

PUTBM

ycelllaHe Ha ChbpLEOHEHETO

BBb3MaJICHHE Ha JIMraBULIaTa Ha CTOMaxa, 3arek, ra3oBe, Cyxora B ycTaTa, OpHUIrBaHe,

cbpOexx, KOMPUBHA TPECKa, YEPBEH HAAUIHAT OOpPHUB

MYCKYJIHH Cla3MHu

Tpecka, ¢1adbocT

MYCKYJIHH CMa3MH, O0JIKU B MYCKYJIMTE WY 3aryba Ha MyCKyJIHa TbkaH. Ako aereto Bu crpana

OT MMACTEHHS IrpaBUC (CbCTOSHUE, MTPU KOETO MYCKYJIMTE CTaBaT CJ1abu U ce yMapsT JIECHO),

KJAPUTPOMHLIMH MOXKE Ja BJIOLIM T€3U CUMITTOMH.

e  aHanHa Ooska

e acrtMma: 6enoapoOHa GonecT, CBbp3aHa ¢ 3aTpy/AHEHO NMPEMHHABAHE Ha Bb3yXa, KOETO
3aTPYyAHABA JULIAHETO

®  KBpPBEHE OT HOCA

®  CBCHpPEK, KOWTO NMpUYMHABA BHE3AMHO 3amnyluBaHe Ha O6enoapobHa aprepus (benoapoden
eMOO0IU3BM)

e  Bb3NAJEHME Ha JIMraBHLATAa HA XpaHONpoBoaa (€30(¢aryc) U JMrapyuara Ha cTomaxa

®  TMOBHIIEHH MOKAa3aTe/IM Ha KpPbBHHU TECTOBE HAa PyHKLUMA HA OBOpeLuTe U YepHUsa Opod U
MOBHUIIEHH KPBbBHH IMOKa3aTeH

C HeH3BeCTHA 4eCcTOTA (YeCcToTaTa He MOXe Ja Objie yCTaHOBEHA OT HAJIMYHHUTE JaHHH):

NMpoMsiHa B LIBETa HAa 3b0UTE U €3UKa

ornpenaeseHH OakTepUaIHi HHPEKLMH Ha KOXKaTa U MOAJIeKALMTE ThKaHH

HapylieHo 0OOHsHHeE, 3aryba Ha yCEelaHEeTO 3a MUPHUC U BKYC

ryxora

aKHE

aenpecus

00JIKa WM CJ1adOCT B MYCKYJIUTE

HeoOHM4YaeH LBAT HAa ypUHATa.

KOLLIMapH, 3ary0a Ha 3aJIpb)KKH, OObPKaHOCT, 1€30pHEHTALMs, BUXK/IaHe, yCelllaHe WK YyBaHe Ha
HECBLIECTBYBAILIIM HEllla, 3aryba Ha KOHTaKT C peaTHOCTTa, YyBCTBO Ha 3aryba Ha MAEHTHYHOCTTA,
MaHMS (yCellaHe 3a MPUNOBAUIHATOCT UIIH CBPBXBB30yaa)

KOHBYJICUM, MpPaBY4KaHe U U3TPbIIBAHE HA KOXKaTa

KbpPBEHE

3pUTEJIHO HapyLUEHUE

npo0JIEMH CHC 3PUTETHOTO MOJIE (3aMBIJIEHO 3PEHHUE)

Cho0maBaHe HA HeXeJIAHH peaKlHH
AKO nony4yuTe HAKAKBU HEXEJIaHH JIEKAPCTBEHHU peakLUH, yBeaoMere Bawus nekap, gap
MEeULIMHCKA cecTpa. ToBa BKJIHOYBA BCHYKH Bb3MOXXHH HEONMUCAHH B Ta3H JIMCTOBKA HE
peakLMi. MoXkeTe ChIIO Aa ChOOLMTE HEXENAaHU PeaKLMU JAUPEKTHO Ype3 HalMOHAJI
chobuaBane kbM M3mbiiHUTETHATA areHL M 10 JieKapcTBara, yi. ,,JlamaH ['pyeB” N ,_.%"
Ten.: +35928903417, yebcaiT: www.bda.bg. Kato cpbobuiaBare HexxenaHU peakLUu,| MG
nazeTe CBOS NMPUHOC 3a NOJIydyaBaHe Ha rnoBeuye HHopmaLusa OTHOCHO O6e30nmacHoC
JIEKapCTRBO.




5. Kak na cexpansaBare JlekoxkJap
CpxpaHsaBaiTe TOBA JIEKAPCTBO HA MACTO, HEJIOCTBITHO 3a AeLa.

He u3non3BaiiTe ToBa JIEKApCTBO CJIEJl CPOKA Ha FOHOCT, OTOENA3aH BbpXY OMakoBKaTa U OyTUiIKaTa
cien Haanuca ,,J'oaeH 10”. CpoKbT Ha rOAHOCT OTroBaps Ha MOC/eAHUA A€H OT MOCOYECHHA MECELL.

Ila ce cvxpansBa noa 25°C.
Cnepn pa3pexnaaHe: 1a ce cbxpanssa noa 25°C.

CycneH3uaTa TpsaOBa aa ce u3noJssea A0 14 qHU cnen NMpUroTBsHe.

He u3xBbpiisiiTe 1eKkapcTBaTa B KaHAJIM3alLMATa WIH B KOHTEHHEpPA 3a IOMAIIHK OTNAbLIM.
[Tonuraiite Bamus dapmalieBT Kak Ja U3XBbPJIATE JIEKAPCTBATa, KOMTO Be4e HE U3nossBare. le3u
MEPKH LII€ CTIOMOrHAT 3a Ola3BaHE Ha OKOJIHAaTa cpeja.

6. CohbabpkaHHe HA ONAKOBKATA H AONbJIHHTEIHA HHPOPMAIHA

KakBo cbabpxa Jlekokiap

- AKTHBHOTO BELUECTBO € KJIAPUTPOMHLIUH
Cnen pastBapsHe 1 ml nepopasiHa cycrieH3us Cbhabpka 25 mg KJIapuTPOMHLIMH, 5 ml nepopanHa
CYCINEH3Us ChAbpXKAT 125 mg KJIapUTPOMHILIHH.

Cnen pastBapsHe 1 ml nepopayiHa cycneH3us cbabpka 50 mg KIapuTpOMHULKH, 5 ml nepopanHa
cycneH3us cbabpkaT 250 mg KJIapUTPOMHILIMH.

- Jlpyrure cheraBku ca nonokcamep 188, nosuaon K 30 (E1201), xunpomenosa (E464), makporon
6000, TuraHoB auokcuz (E171), MeTakpuioBa KMCEJIMHA — €THJ1 akpuiat cernosiumep (1:1),
tpuetnoB umrpat (E1505), rnuueponos moHocTeapar, noaxcopdar 80 (E433), 3axapo3a,
MaJaToAeKCTpHH, Kanues copbar (E202), konouaeH 6e3BoaeH cuinumes auokeua (ES51),
kcaHtaHoBa ryma (E415), mionos apomat (HaTypajiHH M U3KYCTBEHH OBKYCHTEJIH, BKIIKOYMTEITHO
MAaJITOAEKCTPUH, MOAUDHULIMPAHO HULLIECTE, HATPUHU U MAJITOJI).

Kak n3raexaa Jlekok/iap H KaKBO CbAbpKa ONaKOBKaTa

['paHy)iM 3a mepopaiHa CyCIieH3Hs
60 ml, 120 ml u 240 ml 6enu no 6exxoBu rpanynu B 6ytunka ot HDPE, cbc 3amyianka, 3amureHa ot

neua, ¢ BUHT oT PP, u MepurenHa cnpunuoska ot PE/PP 3a nepopannu ¢gopmu (5 ml) ¢ neneHus 3a
2.5 ml, 3,75 ml u 5,0 ml u/unu mepurenna nmkudka or PE/PP ¢ nenurennu weptv 3a 1,25 ml, 2,5 ml
1 5,0 ml.

Jexoxnap 125 mg/5 ml epanynu 3a nepopanna cycnen3us
BuaoBe OrnmakoBKM:

] 6yTHika chabpxka 34,1 g rpaHy/M 3a nepopajiHa cycrneH3us 3a npuroresHe Ha 50 ml cycneHsus
(He0OX0AUMO KOJIHYeCcTBO Boja: 29,5 ml) unu

41,0 g rpaHy/H 3a nepopajiHa cycrneHs3us 3a npurorssHe Ha 60 ml cycnensus (Heobxoaumo
KOJIMUECTBO Boza: 35,4 ml) unu

54,6 g rpaHyJiM 3a nepopaiHa cycneH3us 3a npuroresHe Ha 80 ml cycnensus (HeoOxoaumMo
KoJiMyecTBO Boja: 47,2 ml) unu

68,3 g rpaHyJiH 3a nepopaiHa cycrneHsus 3a npurorssHe Ha 100 ml cycnensus (Heobxoaumo
KoJiMuecTBO Boaa: 59,0 ml) unu

81,9 g rpaHy.iu 3a nepopajiHa cycrneH3us 3a npurorssiHe Ha 120 ml cycnensus (Heobxoau
konuvecTBO Boaa: 70,8 ml).

Jexoxnap 250 mg/5 ml epanynu 3a nepopaina cycnen3us
BunoBe OnakoBKH:



| 6yTunka ceabpaka 34,1 g rpaHynM 3a nepopajiHa CycrieH3us 3a npuroresaHe Ha 50 ml cycneH3us
(HeoOxoauMO KOJIMYecTBO Boja: 28,5 ml) unu

41,0 g rpaHy/H 3a nepopajiHa CycreH3us 3a npurorssiHe Ha 60 ml cycnen3us (Heobxoaumo
KoJM4yecTBO Boaa: 34,2 ml) unu

54,6 g rpaHyJIM 3a nepopajiHa cycrneH3us 3a npuroreiHe Ha 80 ml cycnen3us (HeoOxoaumo
KoJiInuecTBO Boja: 45,6 ml) niu

68,3 g rpaHy/iM 3a nepopajiHa cycrieH3us 3a npurorssaHe Ha 100 ml cycnen3us (Heobxoaumo
koauuecTBO Boaa: 57,0 ml).

IIpuTexkaTe HA pa3spelieHHETO 32 ynoTpeda H NPOH3BOAHTEJI
[IpuTexxaTen Ha pa3pelieHHETO 3a yrnoTpeba

Sandoz d.d.
Verovskova 57, 1000 Ljubljana, CnoBenus

[IpousBoauTenu
Lek Pharmaceuticals d.d.
Verovskova ulica 57, 1526 Ljubljana, CnoBeHus

Salutas Pharma GmbH
Otto-von-Guericke-Allee 1, 39179 Barleben, I'epmanus

S.C. Sandoz, S.R.L.
Str. Livezeni nr. 7A, RO-540472 Targu-Mures, PymbHus

Lek S.A.

Aomunucmpamueen aopec

ul. Podlipie 16, 95-010 Strykow, Ilonma

Aopec na npouzeo0cmeo

ul. Domaniewska 50 C, 02-672 Warszawa, [Tona

To3u iekapCcTBEH NPOAYKT € pa3pelleH 3a ynorpeda B CTpaHHTe-WIeHKH HA EBponeicKoTo
HNxonomuuecko IIpocTpaHcTBO CHC CJI€AHHTE HMEHA:

benrus Clarithromycin Sandoz 125 mg / 5 ml, granulaat voor orale suspensie
Clarithromycin Sandoz 250 mg / 5 ml, granulaat voor orale suspensie
bvarapus Jlexkoknap 125 mg/5 ml rpanynu 3a nepopaiHa CyCrieH3us
Jlexoknap 250 mg/5 ml rpanynu 3a nepopasiHa cycrieH3us
EcToHus Lekoklar
["spuus Clarithromycin/Sandoz
HUranus Claritromicina Sandoz GmbH
JIutBa Lekoklar 125 mg/5 ml granulés geriamajai suspensijai
Lekoklar 250 mg/5 ml granulés geriamajai suspensijai
XonaHaus Claritromycine Sandoz 125 mg/5 ml, granulaat voor orale suspensie
Claritromycine Sandoz 250 mg/5 ml, granulaat voor orale suspensie
[Tona Lekoklar
PymMbHUS Lekoklar 125 mg/5 ml, granule pentru suspensie orala
Lekoklar 250 mg/5 ml, granule pentru suspensie orala
CnoBakus LEKOKLAR 125 mg/5 ml granulat na peroralnu suspenziu

LEKOKLAR 250 mg/5 ml granulat na peroralnu suspenziu

JlaTa HA nmocJieAHO npepa3riexaane Ha aucropkara MM/I'TTT

CnenHara nHQopMalus € npeHa3HaYeHa CaMo 32 MEAULIMHCKHM WM APYTH 3paB

Jexoknap 125 mg/5 ml epanynu 3a nepopanua cycnensus
3a NpUroTBsAHE Ha CyCNEH3UATa, HalTbJIHETE OyTHIIKATa ChC CIIEAHOTO KOJIMYECTBO



B 50 ml 6yrunka nobasere 29,5 ml Boaa
B 60 ml Oyruika nobasere 35,4 ml Boaa
B 80 ml 6yrunka nobapere 47,2 ml Boaa
B 100 ml 6yTunka nobasere 59,0 ml Bona
B 120 ml 6yTunka nobasere 70,8 ml Bona

Jexoxnap 250 mg/5 ml epanynu 3a nepopanna cycnensus
3a NpUroTBsHE Ha CYCNEH3UATA, HAITbJIHETE OYTHIIKaTa CbhC CJIEAHOTO KOJIMYECTBO BOJA:

B 50 ml 6yrunka nobasere 28,5 ml Boaa
B 60 ml OyTunka nobasere 34,2 ml Boga
B 80 ml 6yTunka nobasere 45,6 ml Bona
B 100 ml 6ytunka nobasere 57,0 ml Boaa

Cnen HammbiBaHe, OyTuiKaTa TpsiOBa Ja ce pa3kiaTv cWwiHo. Cinea pa3TBapsHETO BbB BOJA
JIEKAPCTBEHHUAT IMPOAYKT C€ NMpeBpblla B Oss1a 10 cBeTIIOKasABa CYCNIEH3HUS.




