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Jucroska: Hapopmanus 3a norpedatemt - ‘QC/HW /1[] 11 ZHZZT

AnoTenIHH 5 mg/S mg Tabmerin oo
AnorenanH 5 mg/10 mg TabaeTkn
AnoreHaun 10 mg/5 mg rab6reTrxkn

Anorenaan 10 mg/10) mg TabueTkn

(Guzonponoaor GyMapaT/aMnoaunHH)

Alotendin 5 mg/5 mg tablets
Alotendin 5 mg/10 mg tablets
Alotendin 10 mg/5 mg tablets

Alotendin 10 mg/10 mg tablets

(bisoprolol fumarate/amlodipine)

IIpovyeTeTe BHHMATENHO BAJIATA JJHCTOBKA NPeAH I3 3AaN0YMHETE 2 NPHEMATE TOBA JIEKAPETBO, Thil

KATO TH CLALP:KA BAKHA 3a Bac nndopmanus.

- 3anaszere Ta3W TUCTOBKA. MOXKe Ja ce HAOXKH /12 A TIPOYETETE OTHOBO.

- Axo umaTe HAKAKBH JOITLIHHTENIHHM BRNpocH, nonuTtaite Bawws nexap win dgapmanest.

- Tora nekapcTBo € NpeamucaHo TM4HO Ha Bac. He ro npeotcTenBatite Ha apyru xopa. To Moxe aa
WM HaBpeIM, He3aBHCHMO 4e NMPH3HALNTE Ha TAXHOTO 3a60/iBaHE ca ChIHTE KaTo Batuure.

- AKO NOJTyUHTE HIKAKBH HEXENAHH IeKapcTBEHH peaklyy, yeeqomeTe Banms nekap nmu

tapmanert. ToBa BKIIOUBA H BCHYKH BH3MOXHH HEXENIAHH PEaKLMM, HEOMMCAHH B TA3M JIHCTOBKA.
Biokre Touxa 4.

KakBo ¢LaObLpka Ta3H JHCTOBKA:

Kakpo npencTapnasa AnoTeHIHH M 33 KaKBO C€ H3TIONT3BA.
Kakso Tpa0Ba /Aa 3HaeTe, Npeay Aa MpHeMeTe ANOTEHAHH
Kak na npuemare AnoteHaus

BE3MOXKHY HEKENATCITHH peakLMi

Kak na coxpaHsaBare ANOTEHAMH

ChabpKaHUe Ha OMAKOBKATA U AOTTBIHHTETHA HHMOPMALHs

A

1. KaxkBo nNpeicTaBAsBa ANNOTEHHH H 32 KAKBO Ce H3M0J3BA

AnoTeHauH e npeHa3HauYeH 3a JIeUSHUE HAa BUCOKO KPBbBHO HAJIATAHE, KATO 3AMECTHTETHA TEPANUs NPy
[ALMHEHTH, YHETO CRCTOSHHE C& KOHTPOIMPA aI6KBATHO ¢ OTASTHWTE NPOAYKTH, PUIAaraHH
©IHOBPEMEHHO B ChILIUTE A03M, KAKTO B KOMOMHALIMATA, HO KATO OTIENHH TabaeTKH.

2. Kakpo TpadEBa xa 3HaeTe, IPeIH Aa upHeMeTe ANOTeHIHH

He npremaiiTe ATOTeHAHH
- AKO CTe aTepruyHH KbM aMIOAMNHH WA OH30MPONON, AUXHAPOTIHPHITHHOBH PO
KBM HAKOA OT OCTAHAJIHTE ChCTABKH Ha TOBa dekapcTBo (H3GpoeHH B TOYka 6);

- Ako UMaTe CepHO3HO CTECHABAHE HA W3X0Aa Ha JIABATa KamMepa (Hamnp. BHCOKa
CTeHO3a);




AKoO cTpaaare oT OCTpa ChbpAeYHA HEOCTATHYHOCT, HeCTaOHITHA CBPACYHA HETOCTATBUHOCT CIIEN
OCTBp WH(APKT Ha MHOKapAA KM BIIOIIEHA ChPACYHA HEAOCTATBYHOCT, NPU KOATO ce Hajlara
BEHO3HO NpMlaraHe Ha JeKapcTRa 33 YBeIHYaBaHe CHIATa Ha CHKPAllaBaHE HA MHOKap/a;

AKO CT¢ B IIOK [I0paH HapylIeHa GYHKIMA Ha ChpLETO (B TAKHBA CTY4aH KPBBHOTO HaNATaHe €
H3KJTIOYHTENHO HHCKO M KPBBOOOpalleHHeTo e 630 10 Konanc),

AKO cTpanare oT cbpaeyHo 3abongpaHe, KOETO Ce XapaKTepH3Hpa ¢ MHOTO 0aBEH Chp/ieueH PHTEM
WITH HEPEJOBHO CHKPAIIABaHE Ha ChPLIETO (BTOpa HITH TPETa CTeNeH Ha NpeAchpIHO-KaMepeH
6nok, cUHOaTpHaNeH 00K, CHHAPOM Ha OONHHA CHHYC),

B ciyuaii Ha cuMnTOMaTHYeH 3a0aBeH CHPACUCH PHTEM;

B ciy4aii Ha CUMITOMATHMHO HHCKO KPBBHO HANSraHe;

B cnyu4aii Ha Texxka GpoHXHaIHA aCTMA;

B cnyuait Ha cepHo3HHE NpoGieMy Ha KpBBOOOPAlUCHHETO B KpaliHHLIWTE, KaTO CHHAPOM Ha Peiino,
KOHTO Ce XapaKTepH3upa ¢ JIUNCa Ha YyBCTBUTENHOCT, MPaBY4KaHe H MPOMAHA B [IBETA HA
NPBCTHTE HA PBUETE U KPAKATA MPH CTYA.

B cnyuait Ha HeneKyBaH ()eOXPOMOLIMTOM, KOHTO € pAILK TyMOp Ha CbpLEBHHATA HA
HaaGBEOPEUHHTE HKAC3H;

Ip1 MeTabONHTHH CHCTOAHHA, TIPH KOHTO pH Ha KPBRETA CTaRa KHCETIO.

AKO MHCJIMTE, HC CTPAJaTe OT HAKOS OT MOCOUCHHTE TIO-Tope 3a60mmanm, NMocHBETBalTE ce ¢ Baiiua
JIEKap JanH MOXKETE Ja NPHEeMAaTe TOBA JEKAPCTRO.

HpenynpesxkieHHA H NpeaNa3HA MEPKH

I'oBopete ¢ Bawnsa nekap wim GapMarieBT, IPeAH Ja NpHeMeTe ATTIOTEHAUH.

AJIOTEHIIHH MOKeE JIa ce MpWIara, HO C MOBULIEHO BHUMAaHKE, [IPH CISIHHTE ChCTOAHUA, TIOPAgH KOETO
TpabBa na undopMupate Baiing nexap, ako HAKOE OT CNIETHHTE CHCTOSHHSA ce OTHacd 3a Bac:

JOIBJIHHTCITHO neqerme), AKO CEIICCTEYBA HAKOC OT TOPHUTE ChCTOAHHA.

Jena n oHoA

Crapuecka BB3pacT;

Chpaeyna HEAOCTATEYHOCT;

Juaber che cunHO NPOMEHIHEH HUBA Ha KPbBHATA 3aXap;

Crpor nocT unu guera;

CBITETCTBAIIO NPOTHEOANEPTHYHO (IeceHCHOWIN3HMPANIO) neYeHne (HanpuMep 3a npoHIakTHKa
Ha aJlepruyeH pUHKT), Thi KaTO NpH NpHEM Ha AJIOTEHAHH € NO-BEPOATHO Bb3HHKBAHETO HA
aNeprivHa Peakiis HIH TAKABA Peakiys MOXKe 13 € 0-TEXKC U3iBeHa;

Jleko pascTpoficTBo Ha BB30YIHO-TIPOBOIHATA CHCTEMA 33 PErY/IMPaHe Ha CHPACHHHA PHTHM
(TTbpBa CTEMEH Ha MPEACHPAHO-KaMepeH OMoK);

Haxou cepreunu 3a00nsBaHuA, KATO HAPYIUEHHS Ha ChPASYHMS PUTBM MIIH CIIa3bM Ha ChAOBHTE
MYCKYJIH, KOUTO MOTAT [1a MPHYHHAT HApYLIEHWE Ha kKOPOHapHaTa nepdy3us (aHrMHa Ha
[TpunnMeTan);

Ilo-nexo u3pazeHo HapylnIeHue B KpbRocHaOAaBaHeTO Ha Bamute kpaliunmnmy;

AKO UMAaTe WIH CTe HMATH OOPHB, NPHAPYKEH € JIIOWIEHE Ha KOXKaTa (copHasKc);
Xuneprupeosa;

YeproapoOHo win 6ubpeuno zabonssane;

B cny4ali Ha nekyBaH GeOXpOMOLIMTOM, KOHTO € PAILK TYMOD Ha ChpLICBHHATA HA HaaOBOpeuHuTe
WITE3H;

INo-nexku auxaTenHu 2abonABaHMA, KATO OPOHXHANHA ACTMA WIH APYTH XPOHWYHH OGCTPYKTHBHH
GenoapobHu 3abonsBaHus;

Ako Bu npeacton aHecTezns (HanpuMep 3a ONepaLiif), Thil KaTo GH30NPONIOT MOKE Aa NOBJHAC
peakuMATa Ha Taa0TO By B TakuBa ciiydan.




Tosa nekapcTBo He TpAOBa Aa ce ynoTpebABa OT Jelia HiH KOHOLIM HA Be3pacT noa 18 roguuu, Toil KaTo
BCE OIIE HE Ca YCTAHOBEHH MOJI3HTE H PHCKOBETE MPH Ta3H BL3pacToBa rpyna.

JApyra JekapeTea H AJIOTeHAHH

TepanesTHuHHTE edieKTH M HEXKENAHUTE PEAKLIMH Ha JIEKapCTBEHHA MPOAYKT MOrat Aa 6bAaT NOBTHIHU
OT JPYTH JIEKAPCTBA, KOraTo ¢e MPHEMAT eIHOBPEMEHHO.

BzaumopeiicTBus MOraT Ja Bb2HMKHAT, A0OPH aKO APYTO NEKapCTBO CE MPHEMa 3a KpaTKO BpeMe.

Hugopmupaiite Baumsa nekap wim dapmanesT, ako npHeMate, HACKOPO CTE MPHEMAITH HITH € EB3MOXHO
1a IpHeMeTe ApYrH JIeKapcTBa.

EnHOBpeMEHHOTO NMPHIOKEHHE HA CNETHUTE JIEKAPCTEA C ANOTEHAMH He ¢e NPenophLYBAa:

- BJIOKE])H Ha KaJloWMEBUTE KAHANH OT THNA HA BeparnaMiil H JUITHAZCM (33 JIEYEHHUE Ha BHCOKO
KPBBHO HA/IATaHe H XPOHHYHA CTAOWIIHA CTEHOKApAHA).

- KnoHmawuH, MeTHnAONA, MOKCOHHIMH, PWIMEHHIMH (T. HAp. USHTPATHO AcHCTBAIM
AHTHXMIIEPTEH3HBHHU CPEACTBA): HE CNMpaliTe NpHeMa Ha Te3W NeKapcTBa, PeH Jia ce
KOHCYnTHpate ¢ Bamms nekap.

CrieAHUTE JIEKapCTRa MOTAT Jia ce TIpUIAraT €JHORPEMEHHO ¢ AJIOTEHIWH IIpH ONpeiesieHH

ofcTogaTeNncTRra ¢ 0c0OeHO BHHMaHHE N0 NeKAPCKH KOHTPO:

- denoaunuH, HUPEAUIHH (T. HAP. AUXHAPONHPHAHHOB THI KAMUHERH AHTATOHHCTH, W3TIONI3BaHH
34 JIEUCHHE HA BUCOKO KPBbBHO HANATAHE WIH CTEHOKADIU).

- XUHWAWH, AHZOMHPAMHA, THIOKAKH, ()eHHTOMH, (IeKauHIT, MponaheHOH, AMHONAPOH (HIKOH
JIEKAPCTBA, PEryIMpally CHPASYHHA PUTHM, 3d JIeYeHHE Ha HEPABHOMEPEH WY HAPYLLIEH
CBpPIEYEH PUTEM).

- Bera-0nokepH 3a JJOKATHO NPIIOKEHKHE (HANPHMED, KAIIKH 33 OYH, H3NOJI3BAHY 33 JeYeHue Ha
rmaykomay.

- TlapacummnarukomuMeruuy: (3a ycwisaue GyHKIKATA HA rMagKaTa MyCKynaTypa npu
3a00NABaHHA HA CTOMAXa, YePBAaTa, MHKOUHHS MEXYP M MPH IIIayKOMa),

- Hucynun ¢ nepopanau npotueoaHabeTHH cpecTRa.

- XMINHOTHMLH, RHECTETHLIH.

- Chpae4HH ITHKO3UOH (AUTUTAIIMC, IEKAPCTEE 33 JIEYEeHHe Ha ChpJeYHa HEA0CTATBYHOCT).

- Hecteponanu npotHeORB3NAMUTENHH NekapeTsa (HCIIBJI) (3a nedeHue Ha CTABHH BB3NANEHHA,
Gonka wiu apTpur).

- Hsonpenannn, 100yraMuH, HOpaAPEHANIMH, AAPEHAIHH (T. HAP. CHMIIATHKOMHUMETHLIM 33 JIe4YeHHE
Ha CEPUO3HH LIUPKY1aTOPHH HapyLISHHS MO CTIEUHOCT).

- Becuuku nexkapcTBa, KOWTO NMOHHMKABAT KPBBHOTO HANIATAHE [OpaJy TepaneBTHYEeH HIH HexXenaH
edekT (Hanp. aHTHXUOCPTOHHUHH CPEACTBA, TPMIHMKIMYHE AHTHASNIPECaHTH, OapOHTYpaTH,
theHOTHAIUHK).

- Jlanatponen (undy3ua 3a BAMBAHE NPH TEKKU HAPYLICHHA B TeJIECHATA TEMIeparypa).

- Takponaumyc, CHpONHMYC, TEMCHPOIIMMYC H €BEPONTHMYC (JIEKAPCTEA, H3MOI3BAHH 32 MPOMAHA HA
HA4MH4, o KOHTO GyHKkuuonupa Bawara uMyHHa cicTeMa

- CaMBacTaTHH (IEKapCTBO 3a MOHWIKABAHE HA XONIECTEPONA).

- lluxaocnopHH (IeKapcTBO, MOTHCKAILO HMYHHATa CUCTeMa).

Bb3moxkHuTe eheKTH pH eAHOBPEMEHHO NPUAOKEHUE HA CIEAHHTE JeKapeTsa ¢ Anorenand Tpsabea na
ce npetienat oT Barig nekap:

- Mednoxud (M3non3ea ce 3a NpoHUIAKTHKA HIH JIeUeHHe Ha ManapHa).
- MonoamuHookcHaazHy uHxubuTopy (MAQ-HHXHOHTOPH) (C H3KTIOYEHHE ;
HHXHOHTOPH) (3a TeYeHHE HA JETIPECHA). !
- Cpeacrea, NoRNHABALIM MeTA0ONH3Ma Ha aMIOJUITHH WITH OM30APONON, Hq' )
*  KeTOKOHa30J, HTPaKoHa301 ([IpOTHBOTEOHYHH NleKapeTea), 4
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*  pHdaMIHLHH, EPHTPOMULKH, KIAPHTPOMULMH (aHTHOHOTHLIN),
*  PHMTOHaBHp, HHAMHABHP, HendHHaBHp (3a neueHre Ha XHB uugexumn),
*  KBLAT KAHTapHOH (32 NicYeHHe Ha AenpecHs).
- EproraMmHOBH NPOH3BOAHH (3a leyeHHE Ha KBPBEHE OT THHEKOIOTHYCH TIPOH3XO).

ATIOTEHTHE € XPAHA H HANHTKH H AJ1K0X0]

Cok ot rpeitndpyT u rpeiingpyT He TpAGBa Na ce KOHCYMHpAT OT Xopa, npuemaiu Anotesaus. Tosa e
TaKa, 3al0TO COKET OT rpeindpyT u rpelindpyTsT Morar ia NOBeIAT 10 YBETHYECHHE HA KPHRHOTO HUBO
Ha aKTHBHOTO BEIIECTBO AMITOJIMITHH, KOSTO MOKE Jla PHYHHH HEMNpeACKa3yeMo YBEIUYEHHE Ha
HaMaigBalllig KPLEHOTO HalATaHe edeKkT Ha AJIOTEHAHH.

AJIKOXOIIBT MOKeE Aa YCHITH JEHCTBHETO HA TO3H JICKAPCTBEH MTPOAYKT 34 NOHMKABAHE HA KPbBHOTO
HanmAraHe.

BpeMeRHOCT ¥ KbpMeHe
AKo cTe 6peMeHHa MITH KBPMHTE, CUHTATE, Y¢ MOXKE Ja CTe OpEeMEHHA WM TIAHUpaTe 1A HMATeE JeTe,
nonuTaiiTe Baumsa aekap win apMalgBT 2a CBBET NIPEAH Ja NPHeMETe TOBA NEKAPCTBO.

bpemennocm

Kato ce uma npenpus, ye HAMA JOCTATHYHO KIMHAYEH OMUT N0 OTHOIIEHHE HA OPeMEHHHTE JKEHH, TO
MO3Ke J1a ¢e TTpUnara caMo Ciell BHHMATeNnHa HHAHBHAYAITHA MPELIEHKA HA CHOTHOLIEHHETO PHCK/II0J3a OT
nexap. B cny4aii Ha ynorpe6a no Bpeme Ha GpeMeHHOCT, MOske J1a Obe HeoOX0AMMO BHHMATENHO
HabmoleHHe Ha CHCTOAHHETO Ha TJI0A H HOBOPOJIGHOTO.

Kvpmene
[lokasaHo e, Ye aMNOJHNKHH IPEMHUHABA B KLPMATa B MAJIKH KOJIHYeCTBa. AJIOTCHIHH HE Ce MIPenophyea
npes nepuojia Ha KbpMeHe.

IHodpupane n pabora ¢ MAILHHA

AnoTtenaHy MoXe Aa HapyLuH criocobHocTHTE 3a Wodkpane # paboTa ¢ MAIIKUHK, THH KAaTO NPHYHHABA
CBETOBBPTEK, F1apo0osIne, yMOpa HIH rafieHe - 0COOEHO KOraTo 3arnoyBaTe AeYeHHE KK aKO JIEYEHHETO
Ce NPOMEHS, H NpH ynoTpeba Ha aTKOXON — NOPaJH TOBa JEKAPAT PelnaBa HHAUBHAYATHO NPH KaKea A03a
MOsKeTe Aa WodupaTe WK Aa pabOTHTE ¢ MaIIHHH.

ANOTEHHUH CBABPAKA HATPHHA
Topa TeKapcTRO CEOBPKA NO-Manko oT 1 mmol HaTpuii (23 mg) BLE Bedaka TabneTka, T.€. [10 ChIECTBO
HE ChALPAKA HATPUH.

3. Kak na npueMate ANOTeHAHH

Bunaru npuemaiite Topa ekapcTBO TOUHO KakTo BH e kazan Baumsat nekap. AKO He CTe CHIYPHH B
Hewio, nonuTaiite Bams nexap wnu papmauesr.

I[IpenopbunTentaTa 103a € e/iHa TabeTka oT npeanHucaHaTa By konueHTpanus. OGHKHOBEHO HAMa
HyKJa OT MPOMAHA B JO3MPOBKATA [IPH NIEKO O CPeJHO TEXKO yepHoapoOHo U 6r0peuHo 3a6onapaHe.
Ipu cepno3ny yepHOApoOHH U 6BOpeunn 3abonsBaHHA N03KTE MoraT Aa ObJaT NPOMEHEHH.

[MaumeHTH B cTapuecka BLApacT
Hama Hyna oT KopeKLHs Ha 03aTa NMPH TE3H MALMEHTH, HO CE MPEnopb4Ba NOBULUEH
MOBHIIIABAHE HA JO3ATA.

Hau#H Ha npunoxeHue
AnoTeHauH Tpa0Ba 1a ce MPHEMA CYTPHH, HE3ABHCHMO OT XPaHa, ¢ MaJIKO TeMH




Jlenurennara yepra e npefHa3HaueHa CaMo J1a YIeCHH CYYNBAHETO Ha TabneTKaTa, aKo ce 3aTpyIHABaTe
Ia 3 NorblAHeTe uana,

AKO MHC/IHTE, Ye TEPATIeBTHYHHAT edekT Ha ANOTEHHWH € TIPEKATISHO CHIIEH WITH NPEKATIEHO crab,
KoHCynTHpaiiTe ce ¢ Baiug nekap Wik apmauest.

AKO cTe NpHEJIH NOBede 0T HeOOX0AUMATA 1032 ANOTEHIHH

Moike Na HMa NpeKOMEPHO HATPYMNBaHe Ha TEUHOCT B GeuTe npobose (GenoapobeH OToK),
NpHYHHABAHKH 3ayX, KOHTO MOXeE Aa ¢e pa3eue Ao 24-48 yaca cnen npuema.

AKxo cTe npueny noseve ANOTEHAMH, OTKOJKOTO € HeoGX0AHMO, KOHCYIITHpAiTe ce ¢ JIekap He3abarHo.

AKQ CTE NponycHAIH A2 OPHEMETE AJOTEHIHH

OnuraiiTe Ce ga NMpHeMeTe MPOMyCHATATA 1038 BE3MOKHO HaH-CKOpo. Ako Bede € BpeMe 3a ClieBalara
71032, He B3uMaiiTe JBOHHA 0034, 33 14 KOMIIEHCHpATE NPONMYCHATatTa JI03a, 3alll0TO He MOXKE /1A ¢e
KOMIIEHCHPA MPOITYCHATOTO KOJIMYECTBO, HO LIE Ce HATOXKHTE Ha PHCK OT Npeao3upaHe.

AK0 CTE cnpe/id NpHeMa HA AJIOTEHAMH

He cnupaiite npreMa Ha TOBa JIEKAPCTBO BHE3AITHO H He TIPOMEHsAHTe NnpenopbYaHara 403a, NPeiu 1a ce
KOHCYNTHpaTe ¢ Balnua nexap, Thi KaTO B TAKMBA C/lyyaHn CHPICYHATA HEAOCTATEYHOCT MOKE BPEMEHHO
Ja ce Brouy, JleuenneTo He TpAOBa Aa Obae NpekpaTABaHO BHE3AITHO, 0COOEHO MpPH MALIHEHTH C
KopoHapHa 6onect. Ako € HeoGXx0AMMO CAHpaHe Ha JIeYeHHETo, No3ata TpadBa Ja ce HaMalsBa
MOCTENIEHHO.

AKO HMAT¢ HAKAKBM JOITBJHHTE/IHH BBLIPOCH, CBBP3AHH ¢ YNOTpeDara Ha TO3H NPOAYKT, MOTHTAlTE
Bawng nexap unu dapmMaiesT.

4. Bnimo:kH4 HexKeJIAHH peakUHE

KakTo BCHUKM neKapcTBa, AJOTEH/HH MOXeE /1a NpeJu3BUKa HEXKETaHH PeaKiMH, BBIPEKH Ue HE BCEKH
TH NMOIYYaRa,

IHocerere Bamna nexap He3abaBHO, aK0 N3NATATE HAKON OT CICHATE HEKETAHA PeaKIHA cieq

yooTpedaTa Ha TOBA JeKAPCTRO:

® Texxu KoXKHH peakLiH, BICIFOUHTEIHO CHIIEH KOXKeH O0PHB, YPTHKApHS, 3au4epBaBaHe Ha KOxaTa Ha
LSA0TO TA0, CHIIEH ChPOexk, MEXYPH, JTIOILEHE H NMOAYBaHE HA KOXKATA, BB3MANEHHE HA NIMIABHLIMTE
(cunapom Ha CTHBBHC-JKOHCBH, TOKCHYHA eNMHIEPMATHa HEKPOIH3a) HiH IPYrH anepriiHu
pearie (MHOrO pelKM: MOraT Aa 3acerHat go 1 s#a 10 000 nymm).

¢  OCTpPO NMOAYBAaHE Ha KOXKATA WIH NMIABMLATA, BITIIOMBALIM HaH-4eCTO KIeNauyHTe, YCTHUTE, CTABHTE,
FEHHTATIUNUTE, [JI0THCA, PAPHHKCA H e3MKa (AHTHOHEBPOTHUCH OTOK) (MHOTO PENiKH: MOraT Aa
3acertar go 1 Ha 10 000 gymm).

®  ChpASYeH yaap {(MHOIo peiku: morat jaa 3acersart ao | va 10 000 aymm), cbpacuHa apHTMHA
(HepHTMHYHA ChpAEYHA ASHHOCT) (HEWeCTH: MOTaT Jia 3acerHat ao 1 Ha 100 gywm).

¢ [laHkpeaTut (BL3naneH naHkpeac, KOWTO MOXe a MPUHKMHH CWIHA GoNKa B KopeMa U repba,
OPHAPYKEHA ¢ HEPA3MION0KEHHE) (MHOIO pelkH: MOraT fa 3acernat jio 1 va 10 000 gyum).

JApYyra HeienaHH peaklHH BKJIIOYBAT;
VeenomeTe Baius nekap, ako HAKOE OT CIIEIHHTE CECTOSHHA CTAHE CEPHOZHO KITH MPOABLIDKABA NOBEYE
OT HAKOJIKO JHH.

MHoro qecTs (Mozam da 3aceznam noseve om 1 na 10 oywuu):
Enem (3anprkka Ha TEUHOCTH).

-

Yeern (Mozam Oa zaceznwam ne noseve om I na 10 oymu):




I'maBobone, 3aMagsHOCT, CHHIHMBOCT (0cO0EHO NPH 3aMoYBaHe Ha JIeYeHHETO), 3pHTENHH HADYLIEHUS
(BKIIIOYHTENHO NBOIHO BIDKAaHE), chpleOHeHe, 3auepBaBaHe, 3aiyX, GONKH B KopeMa, IOAYBaHe Ha
TIe3eHHTe, MyCKYJTHH KpaMITH, YMOpa, cl1abocT, YyBCTBO Ha CTY/ M M3TPBNBAHE HA KpalHHALWTE,
CTOMALIHO-YPERHH OIUIAKBAHKA, KATO rajieHe, MOBPhIIAHE, AHCTIENCHS, MPOMEHEHH YPEBHH HABHLIH
(BEJTIOYKHTEHO AHAPHA H 3aIeK).

Heuecrn (Mozam oa 3acezram ne noseve om I na 100 oywuu):

Be3cwHHe, MPOMEHH B HACTPOSHHETO (BIJIFOUHTENHO TPEBOKHOCT), AENPECHs, HApYLLIEHHE Ha ChHS,
BpeMeHHa 3aryba Ha cbh2HaHHe (CHHKON), XMITOECTE3HA, NAPECTE3UA, IPOMEHEHH BKYCOBH BB3NPUATHS
(a¥creysud), TPEMOP, IIYM B YIIUTE, XUIIOTOHHA, KAlIUTMIIA, PHHHT, CyXOTa B YCTATA, ATONEHHA, MATIKH
KPBEOM3/IHBH M0 KOXKATa K IHraBuLuTe (IMypiypa), NPOMEHH B LIBETA HA KOXKATA, TIOBHIIEHO H3MOTABAHE,
cbpbesk, OOpUB, eK3aHTEM, YPTHKapus, OOJIKH B CTaBUTe, GONKH B MycKyaute, Gonka B ropba, yecto
YPHHHpaHE, HAPYIIEHHE B YPHHHPAHETO, HUKTYPHA, HMIIOTEHTHOCT, YBEIHUABAHE HA IBPIAHTE NpPH
MBKETe, O0JIka B TBpAHTE, H0NKa, HepasnonokeHHe, NOBUILABANE HA TEMIOTO, IOHHXKABAHE HA TELJIOTO,
HapyLIeHHS HA CbpJEYHATa NPOBOJAHMOCT, BIOIIABAHE HA CBHILECTRYBAIIA CHP/IEYHA HENOCTATHYHOCT,
3abaBeH chpaeycH pUTHM (Opanukapana), 6poHXOCNa3LM NPH NaUKeHTH ¢ OpoHXHaHa acTMa WIH
aHaMHe3a 3a oOcTpYKTHBHO OenoapobHe 3abosBane, MycKy/THa cl1abocT, H3TolleHHe™.

* To3su CHMIITOM NO-CTIELMANIHO BH3HHMKBA B HAYAJIOTO Ha Tepanuarta. Tod 06HKHOBEHO € JIEKH H YeCTO
H34e3Ba B paMKUTe Ha 1-2 ceAMHLIM.

Penkn (Mozam Oa 3aceznam ne noseve om I na [ 000 dvuu):

OO0 BPKaHOCT, MOBHIIEHO HHBO Ha TPHIJIHIEPHIMTE, KONIMAPHH ChHUINE, CETHBHA 03U, KOETO €
HeoOHuaiiHO ycemaHe 663 HATHYEH CTHMYJT, TIOOOGHO HA HCTHHCKO yCellaHe M H3IIIeHkKIa PeaTHo
(xamronMHaLMK), HAMAABAHE HA CJIL3HATA cexpels (TpAGBA Aa ce MMa NMpPeABU], KO HOCHTE KOHTAKTHH
TELIH), YEPEXKIAHE Ha CITyXa, ATIEpPrHYeH PUHHT, XEMATHT, peaKLIHH Ha CBPHXYYBCTBHTETHOCT, KATO
cbpOenx, 3aueppsaBare, OOPHB, NOBHILEHH HHBA HA YEPHOAPOOHHTE SHINMM.

Muoro pegkn (Mozam da 3acezHam He nogeve om I na 10 000 dywun):

Hamansagase Opos Ha JISBKOIMTHTE B TPOMOOLMTHTE, TOBHIICHO HABO HA KPbLBHATA 3aXap, XUNEPTOHHA,
nepudepHa HEBPONATHA, YYACTHIH HA BB3MANCHHE B MAJIKHTE KPbBOHOCHH CBAOBE (BACKYJIHT), FACTPHT,
XHNEPIUIa3Ks Ha BEHLIUTE, JBITEHULA, CEPHO3HH Bb3MAIEHH HA KOXKATA WIH JIMIaBHLIATA C YEPBEHH
MeEXypuyeTa (epHTeMa MyNTHHOPME), INUPOKO pa3NMpoCTPaHEH EPHTEM H JOIICHE HA KOKATA
{ekc¢oaMaTHBEH AEPMATHT), HyBCTBUTENHOCT KbM CITbHYEBA CBET/IHHA, KOHIOHKTHEHT; IEKAPCTRA C
nogofeH MEXaHWIEM Ha JeliCTBHE KaKTO OH30MPONOS (AKTHEHA ChCTABKA B TOBA JIEKAPCTBO) MOCAT Ja
npeM3BUKAT WIK Ja BAOLUAT NcopHa3uc (XpoHUYHO 3a00NMsMBaHe HA KOYKATA ChC ChPOSIIH MOCTIECTH
YEPREHH TETHA) KK Aa NPHUMHAT NOA00HO HA NCOPUA3HC KOXKHO HapyIIEHHE.,

C HeH3BeCTHA YECTOTA (0M HATUHHUIME OaHuY He MOdce 0a Bvde Hanpasena OyeHKd).
Tpenepene, BavpBeHa cTolika, noaobeH Ha Macka H3pa3 Ha JIMLETO (MACKOBHIHO JIHLE), 3abaBeHH
ABIDKEHMA H BaU€He HA Kpakara, HecTabHIIHa MOXOAKA.

Cro0mapade HA HEKETARN peaKIHA

AKO NMoy4yHTe HAKAKBH HEXKENIAHH IEKApPCTBEHH PeakLMK, yReaoMere Bamus tekap uiu gpapMaierT.
Topa BKNIOYBA BCHUKK BEB3MOMKHH HEONUCAHM B TA2H JIMCTOBKA HEXENAaHH peakuud. MoxeTe Chiio a
CHOOIIHUTE HEeKETAHH PeakliMi JUPEKTHO Ype3 HAMOHAIHATA CHCTEMA 33 Cho0IIaBaHe KbM
HambnHuTenHara areHUHa no nekapcreara, ya. . Jamau [pyes Ne 8, 1303 Codmun, Ten.: +35928903417,
yeOcaliT: www.bda.bg. Kato chobinasare Heskenanm peaklidi, MOXeTe Aa JaJeTe CBOs [OPHHOC 3a
Mo;TyMaBaHe Ha MoBede HHMOPMAIHA OTHOCHO Ge30MacHOCTTa Ha TOBA JICKAPCTRO.

5. Kak na chxpansBare AJloTeHAHHN

Ha ce cexpansea non 30°C. /la ce chxpaHsea B OpHrHHAIIHATA OMAKOBKA, 32 I
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I[a C€ ChXPaHABA Ha MACTO, HEJOCTHITHO 3a JellA.

He w3nonspatite ToOBa nexkapcTBO cliel M3THIAHE cpoka Ha rogHocT (TodeH 10:), otbenssan Bbpxy
KapToHeHaTta 0nakoBka. CpoKbT HA rOAHOCT OTrOBAPA HA TIOCIEAHHUA AE€H OT NOCOYEHHS Mecell.

He uznonseaiite ToBa nekapcteo, ako 3afene)kHTe BUAMMU Npu3Hauu (06e3LBETABAHE) HA HAPYLIABAHE
Ha KauyecTBOTO.

He n3xsnpnsiite nexkapcTpara B KaHaIM3aUMATa HIM B KOHTeliHepa 3a JomaruaH otnarbiy. [Tonuraiire
Bamns dpapMauesT kak 1a M3XBBPIISTE JIEKAPCTBATa, KOUTO BeYe He H3Mon3Barte. Tean MepKH e
CMIOMOrHAT 32 OTIa3BaHE HAa OKOJIHATA Cpeaa.

6, ChabLp:kanne HA ONAKOBKATA H I0NLJHATEIHA HHPOPMANHA
KakBo cbabpka ANOTeHARH

- AKTHBHHTE BeIECTBA ca:  AJIOTeHauH 5 mg/5 mg TabaeTKH
5 mg Gusonponosnor ¢gyMapaTt M 5 mg amoaMnuH (karo 6ezunar)
Anorenans S mg/10 mg rabaeTkn
5 mg Gusonpononos ¢gymapar v 10 mg amnonnnuH (karo 6e3unar)
Anorenaan 10 mg/S mg Tabnern
10 mg Guzonpononos ¢ymapat H 5 mg ammoaunuH (kato Ge3nnar)
Anorenaun 10 mg/10 mg rabaeTxkn
10 mg 6usonpononos ¢gyMapat 1 10 mg amnoaunus (xaro Ge3unar)

- Apyrute CLCTAEKH ca: KoaouAeH 6e3B0JIEH CHITHIIHER THOKCUS, MarHesuee CTeapar, HaTpHeB
HHIIECTEH TIHKONAT {THI A), MUKPOKPHCTATTHA TIETYJI034.

Kaxk mraexaa ANoTeHJHH H KAKBO CBIBPKA OMAKOBKATA

AnorenaHH 5 mg/S mg TabneTKH; bean unu nourw Genm, 6e3 MUPKC, NPOIBIATOBATH, JIEKO
U3TTBKHAHK TableTKH, ¢ paiMep 9,5 mim, ¢ Ae/IHTeIHA YepTa OT
€[HAaTa CTPaHa H MAPKHUpPaHH ¢ Haanue ,,MS® ot apyrara crpana.
HJenurennara 4epra € TaM caMo 3a CMOMAraHe Ha CHYTIBAHETO Ha
Tabnerkara, KO HMATE 3aTPyAHEHHs ¢ MOFTBINAHETO i [AIa.

Anorengan 5 mg/10 mg rabaeTkn:  Benu win moutu Genu, Ge3 MHpHC, KPBITTH, TOCKH TaBIETKH Cbe
CKOCCHM Kpaulilla, ¢ pazMep 10 mm, ¢ AenuTenna yepTa ot eaHaTa
CTpaHa H MapKHpaHH ¢ Haanuc ,,MS* or apyrata cTpaHa.
JlenHTennara 4epra € TaM caMo 3a CIIOMaraHe Ha CYyIBaHeTO Ha
TabNeTKaTa, ako HMaTe 3aTPyAHEHHS C TIOTILIIAHETO Bt LAMIA.

Anorenann 10 mg/S mg rabnerku:  Benu nau moutu Genwm, Ge3 Mupic, ¢ oBaHa Gopma, JeKo
M3MEKHANM TabeTkH, ¢ pasMep 13 mm, ¢ aenurtenHa uepra ot
e/lHaTa cTpaHa M MapKUpaHH ¢ Haanue ,,MS*“ ot apyrara cTpana.
HenutenHata yepra € TaM ¢amo 3a CTIOMAraHe Ha CUYIBAHETO Ha
TabneTKaTa, aKo HMaTe 3aTpYAHEHHs ¢ MOTJIbLUAHETO M LANA.

Anorenann 10 mg/10 mg Tabaerkn: Benu wnu nouty 6emu, 6e3 MUpHC, KPLIIH, 71
TabsieTky, ¢ pasmep 10 mm, ¢ AenuTeNHA Wi Q\:M“g aHa
H MapKHpaHu ¢ Haanue ,MS* ot apyrarg/ ctp\ax—ra‘,,llenn

Ha8%er

HepTa € TaM caMo 3a CrioMaraHe Ha cqyr;Bqu:‘rg na




ANOTEHIMH ce npennara B onakoBkH ot 28, 30, 56 unwn 90 tabnerku B 6mrctep ot OPA/AI/PVC/Al n
KApTOHEHA KYTHA.
He Bchuki BHAOBe OnIaKOBKH Morat fa 6b1ar MycHATH Ha masapa.

IIpuTexares Ha pa3pemenEeTo 32 ynoTpeda

Egis Pharmaceuticals PLC
1106 Budapest, Kereszturi ut 30-38.
VHrapug

IIponssoaurenn

Egis Pharmaceuticals PLC
1165 Budapest, Bokeényfoldi at 118-120.
Yurapus

Merck KGaA
Frankfurter Strasse 250, 64293 Darmstadt
T'epmanus

To3n NeKapCTBEH NPOAYKT € palpenied 3a ynotpeda B Ibpokapate-wienkn Ha EHAII cbe cnenanTe
HAHMEHOBAHHSA!

Brarapua ANOTeHIHH
Yexus Bigital
YHrapus Opimol
JlaTBus Alotendin
JIntea Alotendin
ITomua Alotendin
PymbHuA Alotendin
Crnosakus Bigital

I{a’ra HA DOCACTHO NPEPAIIICKIAHE HA JHCTOBKATA:

HOun, 2022 .




