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BIJACTHITTHH/ METQPOPMHHEOB XHAPOXJIOPH/
vildagiiptin/metformin hydrochloride

IIpouereTre BHEMATEIHO RYJIATA JHCTOBKA, IPEAH A 3aN0YHETE I8 H3NM0A3BATE TOBA
JIEKAPCTBO, ThH KATO TH ChAbLPKA BAXKHA 32 Bac nndopmannsn.

® 3ana3ere Ta3H JUCTOBKA. Moxe Aa ce HaIoXKH Z1a A IPOYETETE OTHOBO.

¢ AKO UMaTe JOMLIHUTEIHH BBIIPOCH, NonuTalite Bamua nekap, ¢papMaiieBT WIH MEAULIMHCKA
cecrpa.

¢ Tosa nekapcTBo € npeanucaHo JU4YHO Ha Bac. He ro npeorcreneaiite Ha qpyru xopa. To Moxe aa
MM HaBpEIH, HE3aBUCHMO 4e TIPH3HALIMTE Ha TAXHOTO 3abonsBaHe ca cpiMre kato Bauure.

*  AKO NOMY4YHTE HAKAKBH HEKEJIaHH JIEKApCTBEHH peakiy, yBegoMere Bamusa nexap, dapmManest
HJIH MEIHUIHHCKA cecTpa. ToBa BIUIIOYBA U BCHYKH Bh3MOXHH HE)KeJIAHH PeaKliH, HEOITHCAHH B
Ta3H JIMCTOBKA. Bibire TOuka 4.

KakBo chaAbpka TA3H JIHCTOBKA

1. KakBo npeacraBnsa BIicnokc H 3a KaKBO ce H3MOI3Ba

2. KakBo TpabBa na 3naere, npeau aa npueMere Buicnokc

3. Kak na npuemare Buncnoke

4. Bh3MOXHH He>KEeIIaHH peaKLIMH

5. Kak na cwxpadsBare Buncnoxe

6. CeaupxaHHue Ha ONIAKOBKATa U JOBJIHHTEIHA HHPOpMALUS

1. Kaxpo npeacra/isipa Bruicnokc u 3a XKaKBO c€ H3M0J13BA

AKTUBHHUTE BelleCTBA BbB BUncnokc, BWIAArMHIITHH U METGOPMHH, Ca OT I'pynara JeKapcTea,
HapeyYeHH “‘nepopanHu aHtuaHabeTHn cpeacTaa”.

Buncnokc ce H3ron3sa 3a JIC4eHHE NPH B3PacTHH MALMEHTH ChC 3axapeH auaber tvn 2. To3u THI
anabeT ce HapHya ChILO HEMHCYJIMHO3ABUCHM 3aXapeH nuater. Buncnoke ce u3nonspa, koraro
AuabeTsT He MOXKe N1a 6b1e KOHTPOJIHPAH CaMo upe3 AMETa H YIIPaOXHEHHA W/WIH ¢ APYTH JeKapcTBa,
H3MOJ3BAHH 3a JieyeHHe Ha Auabet (MHCYIHH WnK cyndoHmTypes).

3abonspaHeTo 3axapeH Auaber THI 2 ce pa3BHBA, KOTATO OPraHU3MET HE NMPOU3BEXKIA JOCTATEYHO
KONTHYECTBO MHCYJIMH HIIH aKO HHCYJIMHBT, KOWTO OPraHU3MBT NMPOM3BEXKIA, HE NeiCTBA KAKTO €
HeoOXoauMO. 3a00/11BAHETO MOXKE [a Ce pa3BUe U KOTATO OPraHM3MBT MPOU3BEXKAA NIPEKATIEHO MHOIO
KOMHYECTBO IJIKOKAroH.

Kakro HHCYJIMHBT, TaKa H IMIIOKaroHbT ¢¢ NMPOH3BeXaa B nankpeaca. MHCyIMHEBT criomara 3a
MOHHWKABAHC Ha HHBOTO Ha 3aXapTa B KPBBT4, 0COOEHO ciiea xpaHeHe. [ iokaroHbT akTHBHpa npolieca
Ha MPOU3BOACTBO HA 3aXap B YU€PHHA Apod, KOETO BOAM 1O NOBUILIABAHE HUBOTO Ha KPhBHATA 3aXap.




Kak geiicrsa Banacnoke

JIB€TE€ aKTHBHH BEINECCTBA BUWINATTHIITHH U METQOPMHH CIIOMAraT 32 KOHTPO0/1a Ha HHBOTO Ha
KpBbBHaTa 3axap. BelllecrsoTo BUNAATTMITHH ACHCTBA TaKa, Y€ NMAHKPEACHT A3 IIPOH3BEKIA MOBEYE
MHCYJIHH H NO-MAIKO ITIOKaroH. BewecTsoro MeTpopMHUH AeHCTBA KAaTO MOANIOMAra OpraHu3ma aa
M3I10/13Ba N0-100pe HHCYJIMHA. Y CTAHOBEHO €, Y€ TOBA JIeKApPCTBO MOHIKABRA HHBOTO HA KPEBHATA
3axap, KO€TO MOXeE Aa MOMOTHE 3a NMPEJIOTBPATABAHE HA YCIOXKHEHHATA BCIEACTBHE HA AHabera.

2. Kakeo TpabBa aa 3maeTe, npeaH Aa npaemMere Baacnoke

He npremaiiTe Bajicnoke

. aKO CTE aJICpruyHH4 KbM BHIAAITIHIITHH, METHOPMHUH UAH KbM HAKOS OT OCTAHAIMTE ChCTABKH
Ha TOBa JieKapcTBO (M30pPOEHH B TOHKA 6). AKO MHCJIMTE, M€ MOXKE [a CTE€ AJICPrUiHH KbM HAKOA
OT TAX, roBopere ¢ Bamms nekap npeay aa npueMere Buicnokc.

. 8KO HMaTe HEKOHTPOJHUpaH 3axapeH A4adeT, HanpHMeEP C TeXKa XUneprinuxkeMus (BHCOKa
KpBBHa 3axap), rajieHe, nNoBpbllaHe, AHapud, Obpaa 3aryba Ha Terno, JaKkTaTHa auuao3a (BX.
“Puck oT J1aKTaTHA alMa03a” No-A0dY) WK KeToanuaosa. Keroaumaosara € CbCToAHHE, NPH
KOETO BellleCTBa, HapeueHH “KETOHHHU TeNa”, C€ HaTPYNBAT B KPBhBTA M TOBA MOXKE Ja JIOBEIE N0
anabersa npexoMa. CUMIITOMUTE BKIIOYBAT OOJIKH B CTOMAXA, YYECTEHO H ABIOOKO QUIIAHE,
CHHIIMBOCT MIIH HEOOMYACH TUIOAOB apoMaT Ha abXxa Bwu.

o aKO CTe MPEKHBEJIH ChpJeUeH yaAap WM ako UMATe ChpleyHa HeJOCTATBYHOCT WiIH CEPHO3HH
npobieMH ¢ KpbBOOOPAILEHHETO WM 3aTPYAHEHHA ¢ AHLIAHETO, KOETO MOXeE /1a Ob/1e MPU3HAK
Ha CbpACYHH NpodIeMH.

o aKO MMaTe CHJIHO MoHMkeHa 6u0peuna dyHxums.

° aKO UMATE TEKKA HHPEKUHA WIH CepHO3HO 00e3BoHABaHE (3aryOHIH ¢cTe MHOTO BOAA OT
OpraHu3Ma).

° ako Bu npeacTou KOHTpaCTHO PEHTreHOBO M3cneABaHe (crieliHpHYEH BH PEHTI€HOBO

H3CJIE€[[BaHe, KOETO BKIKOUYBA MHXXEKTUPAHE HA KOHTPACTHO BEWIECTBO). Mois, BHOKTE CBILO
HHpOpMaLUATa 32 TOBA B ToUKa “J[pyru aekapcTea ¥ Buncnokc”.

aKo MMare npobnemMu ¢ uepHus ApoD.
aK0 KOHCYMHUpAaTE NMPEKAICHO MHOTO aJKOXOJ (BCEKH A€H WM NEPHOAHYHO).
. aKo KppMuTe (BXK. ¢hLUO “bpeMeHHOCT U KbpMeHe™).

Ipeaynpexiennas H OpeAnasHH MepPKA

PHCK OT IAKTATHA ANAA032
Buwicniokc Moxe 1a MPUYHHY MHOTO PA/IKa, HO MHOTO CEPHO3HA HeXKellaHa peakiivs, HapeueHa

NaKTaTHa auMao3a, ocobeHo ako 6pOpeunaTa Bu pyHxumsa He € HopManHa., PHCKSBT OT pa3sBHTHE Ha
JJAKTaTHA alli/103a C€ MOBMILIABa H NMPH HEKOHTPOIKpaH aHabeT, TeXKKH MH(pEKIBH, NPOTHIKHTEIHO
riagyRaHe WIKH KOHCYMaUHA Ha aJIKoXon, AeXHApaTaimsa (BxK. oie HHGOpMaLH No-A0JTy ),
4epHOAPOOHH MMpoOsieMH U BCAKAKBH CHCTOSHUA, TTPH KOWTO YacT OT TAJIOTO HMA HAMAJIEHO
cHaOasBaHe ¢ kucnopo (KaTo OCTpO MPOTHYALIA TEXKKA OOJIECT Ha CHPLIETO).

AKO HAKOE OT H3OpOEHHTE MO-rope ¢€ OTHacA 3a Bac, KoHcy srrupaiire ce ¢ Bamnua nekap 3a
OOITBJIHHTENTHY YKa3aHHs.

Cnpere npreMa 5a Baicnokc 3a KpaTko, ake EMaTe 3a0oiaBaHe, KOeTO MoXe Aa Onae CBbLP3AHO
¢ JexBApAaTANHA (3HaYMTENHA 3aryba Ha TeIECHH TeYHOCTH), KATO CEPHO3HO TIOBPBILIAHE, ASEPIDn




TpecKa, H3JlaraHe Ha TOTUTHHA WIH aKO MPUEMAaTe [10-MaJIKo TEHHOCTH OT HOpMaIHoTo. ['oBopeTe ¢
Bamusg nekap 3a NOMBJTHHUTETHH YKa3aHUA.

Cnpere npaema Ha Bajacnoke u He3abaBHO ce CBBP#xETE ¢ JieKap HIH HAK-0an3KaTa GoHANA,
AK0 HMATE HAKOH OT CHMIITOMHTE HA JIAKTATHA allAA034, Thil KATO TOBA CHLCTOAHHE MOXKE 113
IOBede 0 KoMa,

CHMOTOMMTE HA JIAKTATHA al(M1032 BIUTIOYBAT:

¢ [OBpPBILAHE
e Oonku B ctomaxa (KopeMHH OONKH)

® MYCKYJIHH Cl1a3MH

¢ 00110 HEPA3NOJIOKEHHE, IPUIPYKEHO € TEKKA YMOpa
¢ 3aTPYIHEHO AHIIAHE

* [IOHWKEHA TEJECHA TEMIIEPATYPA U IYJIC

JlakTaTHa auK03a € ChCTOAHHE, HAJIaralo CrneLHa MeIHLIMHCKa MOMOILL, M TpAOBa Aa ce JieKysa B
OonuuLA.

Busncnoke He 3amecTsa HHCyNMHA. Ilopann ToBa Buncnokce He TpsaGBa 4a ce nmpuiara 3a ie4eHHE Ha
3axapeH auader Tun 1.

['oBoperte ¢ Baiuus nexap, papMaileBT Win MEIMLMHCKA CeCTpa Mpeau aa npueMere Buicnoke, ako
MMaTe WIM CT¢ UManM 3abonaBaHe Ha maHKpeaca.

['oBopete ¢ Bamng nexap, ¢papMaueBT Win MeIMIIMHCKA CECTpa Npe/H a B3eMere Buicrnoke, ako
MpHeMaTte H CyndaHWTypeeH aHTHAHabeTeH TeKapeTBEeH NMPOAYKT. BamusaT nexap Moxe fa pems Aa
HaMaJH f03aTa Ha cy1dOoHWTYpeiiHUs POAYKT, KOraTo ro NpHEMare eqHOBPpEMEHHO ¢ Buncnoke, 3a
Ia ce u3berHe pycK OT HHCKa KPbBHA 3axap (XHIOITIHKeMHS ).

He tpabsa na npuemare ToBa JIEKapCcTBO, aKO CTE MIPHEMATH BIIAAIIHITHH, HO CE € HAJIOKWIO 12
NpeKpaTHTe [IpMeMa My nopaau uepHoapobHo 3abonsasane.,

JHabeTHUTE KOXKHH PaHH ca 4eCTO YCIIOXKHEHHE BeeacTBUe Ha auabera. [penopwusa ce ga cnensare
[IpeNnopbKHTE 3a IPHXKA 3a KOXKATa H Kpakara, JaAcHH oT Baumug iekap win MEOHLMHCKA CecTpa.
Chi110 Taka ce mpenopbBa fa odpbiare ocobeHo BHUMaHHE IPH MOSBa HA HOBH MEXYPH WITH PaHH
fIpe3 neprHoja Ha npHeM Ha Buiacnioke. B Takes ciyuail TpabBa HezabaBHO Aa Ce KOHCYITHpATE C
Bawuuns nekap.

AKo B ce Hanara j1a npeThpnyTe CEpHO3HA Onepalus, Tpa0Ba 3a/IL/IDKHTENTHO Aa CTIPeTe MPUeMa Ha
Buicrioke 1o BpeMe Ha MpoLeAypaTa H H3BECTHO BpeMe ciiel Hes. BauiuaT nexap e pelny kora
TpabBa aa cipere M Kora TpAbBa 1a B30OHOBUTE JNeueHHeTo ¢ Buicnoke.

@yHkuMaTa Ha yepHud Bu apol e Obae n3cneapaHa npeaH 3aMo4yBaHe Ha JedeHHe ¢ Buncnoke, Ha
BCEKH TPH Mecella Npe3 MbpBaTa roJiHHa ¥ NepHOAUYHO ¢S TOBA. TOBa € HeoOXoaAuMO, 3a 1a MOXKE
MPU3HALMTE Ha MOBHIICHH YePHOAPOOHH €H3UMH Aa ObaT OTKPUTH Bh3MOXKHO Hali-CKOPO.

[To Bpeme Ha neueHueTo ¢ Buncnoke BawnsT nexap e npoeepasa 6s6peunata By dyHxima moue
BEHEXK FOAULIHO WIH NI0-4YECTO, aKO CTE B CTApUYECKa BB3PacT U/WIH aKO MMAaTe HAPYLICH

QYHKIHA.




BamusT nekap peIOBHO 1ie W3CIeABa KpbBTa M ypuHaTa By, 3a 1a onpenens cTOHHOCTHTE Ha 3axapTa.

lena A 10HOII KA
He ce npenoppysa ynotpedbara Ha Buicnoke npu aena ¢ IOHOLIK Ha Bb3pacT noj 18 roaunn.

JApyra aekapcrea H Baiacnoke

Axko Tpa0Ba na Bu 6ba¢ MHOKEKTMPAHO KOHTPACTHO BELIECTBO, ChAbPIKALIO oA, B
KPBbBOOOPallICHHETO, HATIPUMED 38 U3BBPIIBAHE HA PEHTT€HOBO HM3CAE/BaHEe HIH CKEHEp, TpsOBa aa
crpeTe mMpHeMa Ha BHncnokc npeay Wi no BpeMe Ha MHIKCKUHATA. Baluusr nekap uie pelmu Kora
TpAOBa Aa CIIpeTe H Kora Ja BB300HOBHUTE NleyeHHeTo ¢ Buncnokc.

HNudopMupaifre Baius nekap, ako npueMaTe, HACKOPO CT€ NPHEMAJIH WIH € Bb3MOXXHO J1a IpHeMaTe
APYry NeKapcTea. MoXe 1a € HaJloXKHK MOo-4E€CTO J1a Ce U3CcIeIBa KPLBHATA 3aXap U
¢pyHKUHOHHpaHeTO Ha OBOpeLTe WK Balusar nekap MOXke 1a KOpHrHpa Ao3aTa BHICIIOKC.
H3KTI0YUTETHO BXKHO € Ja CTIOMEHETE CIIEQHOTO:

. FTIOKOKOPTHKOHAU, KOUTO OCHOBHO C€ M3MOI3BAT 34 ICUCHHE HA BBH3AJICHHE,

feTa-2 aroHUCTH, KOUTO OCHOBHO CE€ H3MON3BAaT 3a JieYeHHe Ha AHXATE/THH 3a00/19BaHu;
IpYTH NeKapcTBa, H3MON3BaHH 3a JleueHue Ha quaber;

JIEKapCcTBa, KOUTO YBENMYABAT OTACISHETO HA YpHUHA (AUYPETULIH);

AEKapCTBa, H3N0JI3BaHH 34 JieueHUe Ha Oonka ¥ pp3naneHue (HCTIBC u COX-2 uaxuburopu,
Karo ubynpodeH u Leaekoxcud);

HSKOH JIEKAPCTBA 34 JICYCHUE HA BUCOKO KpbBHO HanAraHe (ACE uHxubHTOpH M aHrHoTeH3HH Il
peLenTTOPHH aHTArOHUCTH);

HAKOH JICKAPCTBA, ACHCTBALLM Ha IUTORBH/IHATA *J1€3a, WU,

HAKOH JIeKapCcTBa, AeHCTRAIIH HA HEPBHATA CHCTEMA.

HAKOHU JIEKAPCTBA, U3MON3BAHU 32 JICUEHHE HA CTEHOKapAUA (HaIp., paHOJIa3UH ),

HAKOH JIeKapCTBa, U3M0/N3BaHU 32 NedeHue Ha XMB-undexung (Hanp., AoIyTErpaBHp);
HAKOM JICKAPCTBA, H3MOJI3BAHH 3a JIeueHHEe Ha KOHKPETeH BH/l paK Ha IIATOBHIHATA HJe3a
(MeIynapeH KapLIMHOM Ha IIMTOBHAHATA XJie3a) (Hamp., BaHACTaHHD);

o HAKOH JICKAPCTBa, H3MOJI3BaHH 3a JieYeHHE Ha KHCEMMHM B CTOMAaXAa M NMEITTUYHH A3BH (Hamp.
HUMETHAUH).

Bajcnokc ¢ aaKoxo.a

H36areaifTe mpekoMepHara ynorpeda Ha aIkoXoJ Npe3 nepyuoga Ha rnpHeM Ha Buiicnokc, Thif kaTo
TOBA MOX€E Jla MOBHILIH PHCKA OT JAKTATHA alMa03a (BxK. Touka “IIpenynpexaeHus v npeana3Hu
MEPKH ).

BpeMenHOCT H KbpMeERe

e  Axo cTe OpemMeHHa, cMATaTE, Y€ MOXKe Ja cTe OpeMeHHa WM aKo IUIaHMpaTe Ja HMate Gebe,
NOCHBETBANTE ce ¢ Baiuus exkap npeau aa NnpHeMeTe TOBA ekapcTBO.. BawuAar ekap uie
obchaH ¢ Bac Bb3MOXHHUA PUCK OT MpHEeMa Ha Buncnoke no Bpeme Ha OpeMeHHOCT.

o He u3nonseaifre Buncnoke, ako cre OpeMeHHa Wd KbpMHTe (BXK. Cbilo “He npuemaiire
Buncnokc™).

[TocuBeTRaitTe ce ¢ Bawms nexap wiv gapMmauesT npeay ynorpedbara Ha KOETO H 2 € JIEKapCTBO.

Illoupane H pabora ¢ MAIAHYA




AKO HyBCTBaTe 3aMafgHOCT 110 BpEMeE Ha MpHeMa Ha Bunicnokce, He mwodupaiite u He paBorere ¢
HHCTPYMEHTH H MAUIHHH.

3. Kax na npaemaTte Baacnoke

KoanyecTBOTO BHiicnioke, koero TpaGBa Aa ce mpHeMa € pa3IHyYHO H 3aBMCH OT ChCTOSHMETO HA BCEKH
nauueHT. Baumar nekap me Bu kaxe ToyHo kakBa qo03a Buncnokc Tpa6sa na npuemere.

Bunaru npuemaite TOBa NleKapcTBO TOYHO KakTo BH e ka3an Bammar nexap. Ako He CTe CHIypHH B
Hello, nonuraiTe Bawus nekap win dapmariesr.

[IpenopbunTentara no3a e eqna Gpuamupana Tabnerka or 50 mg/850 mg wiu 50 mg/1000 mg, npuera
ABa ITbTH JHEBHO.

Ako umate noHwkeHa 6u6peyna dyHkuus, Bamuar nexap Moxe 1a Bu npeammire no-Hucka nosa.
Chblno Taka, ako nNpueMare cyadpaHHTypeHHO aHTUAHAOETHO JieKapeTRO, Bamuar nekap Moxe 1a By
[peanuiile no-HMUcKa 103a.

BamusT siekap Moxe aa By npeanuuie ToBa 1€KapcTBO CAMOCTOSTENHO WM ¢ ONpeaeNeHH APYTH
JIeKapCcTBa, KOMTO MOHMDKABAT HHBOTO Ha KpBBHATA 3axap.

Kora 5 Kak 1a npaemarte Buacnoxe
. [Torneuiaiire Tabnerkara Lgna, ¢ Yallua Boaa,

. Ilpuemaiite no eaHa Tabnerka CyTpHH M Bedep, N0 BpeMe WM BeAHAra ciell XpaHeHe. [IpueMbT
Ha TabneTkara BeJHara cje[] XpaHeHe lle HaMany pUcKa OT APa3HEeHe Ha CTOMAXa.

Ilpoaw/okaBaiiTe Na cna3BaTe BCUYKH ChBETH IO OTHOLISHHE Ha JMETATa, KOATO € Ha3HAYEHA OT
Bauus nexap. OcobeHo ako cTe Ha JueTa 32 KOHTPON Ha TEJIECHOTO TEMIO MPH AHabET, MPOTBIDKETE
Iia 1 cra3Bare, JOKaTo npuemare Buncnokec.

AKO cTe mpHEJIH oBeYe OT HeoOXxoaumMaTa o3a Baacnoke

AKO CTe NpUenH MpeKaneHo MHoro Tabnetkn Buncnoke, wiu ako Haxoii apyr npueme Bamure
TaOJIeTKH, He3abaBHO ce cBLPKeTe ¢ Bamus sexap nan dpapmanest. Moke na ce Hy»KIaeTe OT
MEIHLUMHCKA MOMOIL. B3ieMeTe onakoBkara u Ta3d NTHCTOBKA ¢ Bac, ako € Heo6XoaMMO Aa NoceTHTe
NeKap WK aa oTuaeTe B OOJIHHLIA.

AKO cTe NpoNyCcHAJA A2 npueMeTe Baacnoxe

AKO CT¢ MPOMyCHaNH 1a npueMete TabnieTKa, npueMeTe 1 CbC CIISABALLIOTO XPAHEHE, OCBEH aKo
Toraea He TpsOBa Ja MpuUeMeTe creaBawara tabnerka. He p3eMaiire npoiiHa n03a (ae Tabnerku
HaBeJHbXK), 33 1a KOMIIEHCHpaTe NPOMyCcHAaTaTa Tabnerka.

AKo cTe cnpenn npueMa Ha Briacnooxc

[lpoxbmxeTe na npuemMate TOBa IEKAPCTBO TOJIKOBA ABJITO, KOJIKOTO € NPEAMCaHo OT Bamus nekap,
3a 1a NpOABL/DKHTE Aa KOHTPOIUpaTe HUBOTO Ha Bamara kpeBha 3axap. He crmpaitre npuema Ha
Buncnoke, ocseH ako Bawuuar nexap He Bu kaxke. AKO HMaTe BBIPOCH OTHOCHO KOJKO BpeMe TpaGaa
Aa NpHeMare TOBAa JIEKapCcTBO, ropopete ¢ Bammus nekap.

AKO MMaT¢ HAKaKBH [OITBIHUTENHA BBIIPOCH, CBBP3aHH ¢ yNOTpe6ara Ha TOBa JIEKAPCTBO, IT
Baurna nekap, hapMaleBT HIH MEAHLIMHCKA CECTpa.




4. Br3MOXKHE HeXKe/IAHH PeaKIHHA

KakTo BCHYKH JieKapCTBa, TOBA JIEKAPCTBO MOXKE [1a MPpeAU3BUKA HEXENaHH PEAKI(HH, BBIIPEKH Ue He
BCCKH ' MOJTy4aBa.

Tpabsa na cnpere npaema Ha Baacnokc 1 ga ce cBbppkeTe ¢ Bamus nexap Beaabasuo, B cryyai
ye MOTYYHTE CACAHUTE HEKE/TAHK pEaKIIUU:

. JlakTaTHa arna03a (MHOTO PAaKo: MOXe Ja 3acerHe xo 1 norpeburen Ha 10 000):
Brncnoke Moxe la NpUYHHKM MHOTO pAKa, HO MHOTO CEPHO3HA HeXeNaHa peaklMs, HapeyeHa
JlaKTaTHa auMao3a (Bxk. rouka “IIpeaynpexaenns ¥ npeanassy Mepka”). AKO TOBa Ce CITyYH,
TpaOBa Aa cnpete npaema Ha Baicnoke 1 He3abaBHO 1A ce KORCYJTHpATE ¢ JdeKap HJIH A2
OTHAETE B HAH-0IR3IKATA GONHHENA, THH KAaTO JIAKTATHATA ALIMI038 MOXKE 1a JOBeIe A0 KOMa.

. AHTHOHEBPOTHYEH OTOK {pAAKO: MOXe Aa 3acerHe 10 | Ha 1 000 gywm): cuMnToMuTe
BKJIIOYBAT MOAYBAHE Ha JIHLETO, €3MKa HWIH I'bPNIOTO, 3aTPYAHEHO NMPErTbIAHE, 3aTPYAHEHO
JAMIIaHEe, BHE3aNHa MoABa Ha OOPHB MITH KONPHBHA TPECKa, KOMTO MOXKE 1a Ca NMpH3HAaK 3a
peakiHs, HapeyeHa “aHrHOHEBPOTHUYEH OTOK .

o HeproapoOHo 3abonaBaHe (xenaTuT) (HedecTo: MOKe Aa 3acerHe Ao 1 Ha 100 xymm):
CHMITTOMHTE BKJTIOYBAT MOXKHITABAHE HA KOXKATA M OUMTE, raficHe, 3aryba Ha aneTUT Wiu
ThbMHO OLIBETABAHE HA YPUHATA, KOMTO MOXE JIa ca NPH3HAK 33 YepHOApOoOHO 3abonsasane
(xenaTur).

. Br3ananeHue Ha nankpeaca (aHkpeatT) (HeuecTo: MoXe aa 3acerde 1o 1 Ha 100 aymm);
CHMITTOMHTE BKIKOUBAT CHIHA H NPOALILKHTENHA B0sKka B KopeMa (B 0b1acTra Ha cToMaxa),
KOATO MOXeE J1a C€ pa3npoCTpaHH KbM repda, KakTo U raieHe ¥ NoBpbIllaHe.

JAPYra HexeJIaHH peaknal
Hsakou MauuMeHTH NoydaBar CAeAHUTE HEXeNaHU peaKlHH, T0KaTo npuemart Buicnoke:

. Yectu (Morat aa 3acerHat go 1 Ha 10 gymu): Bb3naneHo repio, XpeMa, oBHILIEeHa
TEMIIEPATYpa, ChpOsail oOpHB, MPeKOMEPHO NMOTeHe, GONKY B CTaBHTE, 3aMasHOCT, raBobonue,
TPENEpPeHe, KOETO HE MOXE 1a C€ KOHTPOJIKPA, 3aTleK, rajcHe, MOBpbIllaHe, AMAPHA, ra3oBe,
KHCEJIMHH, OOJIKA BLB M OKOJIO cTOMaxa (KopeMHa Gonka).

. Heuecrn (morar na 3acerdar a0 1 Ha 100 xywm): ymopa, cnaGocT, MeTaneH BKYC, HICKA KpbBHA
3axap, 3aryba Ha areTHT, MOJyBaHE Ha pbLieTe, MMEe3eHHTE H X0AWNaTa (OTOK), BTPHCAHE,
Bh3NalieHHe Ha naHKpeaca, O0NKH B MyCKYJIMTE.

- MHoro peaku (Morar aa 3acersar A0 1 Ha 10 000 ayum): npH3HalUM 3a BUCOKO HUBO Ha
MJIEYHATa KHCE/TMHA B KPBBTA (M3BECTHO KATO JIAKTATHA allH103a) KATO CHHJIMBOCT WIM
3aMasHOCT, TE€XKKO H3Pa3eHO rajeHe Wi NoBpblUaHe, kopemHa 60/1Ka, HEPaBHOMEPEH ITYJIC WIH
ABIOOKO, YYECTEHO AMIIAHE; 3a4epBABAHE HA KOXKATA, ChpOex; MOHIKEHO HUBO HA BHTAMHH
B12 (GneaxocT, ymopa, ICHXHYHH CHMITOMH KaTO 0OBPKAHOCT WIH HapYyIICHHA Ha NaMeTTa).

OTKaKTO MpPOAYKTHT € Ha Na3apa, c€ CboOIABaT CHILO TaKa CJIEJHHTE HEXEIaHH PEAKLMH:

¢ C Heu3BecTHA YeCTOTa (OT HAJIHYHHMTE JaHHK HE MOXKe a Ob/ie HanpaBeHa OLEHKA):
nokanu3vpaHo OeneHe Ha Ko)KaTa Wi o0pasyBaHe Ha MeXypH, Bb3NalleHHEe Ha KPbBOHOCEH ChJ
(BacKyJIMT), KOETO MOXKE [1a JOBEAE A0 N0ABA Ha KOXEH OOPHB WM TOYKOBHHH, MIOCKH,
YepBEHH, KPBIJIH METHA NO/| TTOBLPXHOCTTA Ha KOXKATa HIIH o0pa3yBaHe HAa CHHHUHM.

Cro0maBane HA HeXKeJIANHA peaKnHH
AKO MOJTy4HTE HAKAKBH HEXEJIAHH JIEKAPCTBEHH peakliMH, yBenoMere Bauius nekap win dap
Toma BKTIOYBA BCHYKHK BB3MOXKHH HEOITUCAHH B Ta3H JHCTOBKA HEXENAHH peakuud. Mo




CHOOIINTE HEeXEJTAHU peakLMK AHPEKTHO Ype3 HALIHOHANHA CHCTEMA 33 CHODIIABAHE KbM
H3nmbnsuTeHaTa areHUMA No lexkapcrsara, yi. . Jlamad Ipyes“ Ne 8, 1303 Codmus, Ten.:
+35928903417, yebceaiit: www.bda.bg. Kato chobiaBare HexeIaHH peakiMH, MOXETe 1a JaeTe
CBOA TIPMHOC 3a NOJIy4YaBaHe Ha MOoBeve HHPOPMaLMa OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak aa cexpansapare Buiacnoke

Ja ce cexpaHsaBa Ha MACTO, HEAOCTBITHO 3a AelLla.

He w3nonzBaiite TOBA JIeKapCTBO C/€A CPOKa Ha FOJHOCT, OTOens3aH BLPXY 6aHMCTEpa H KapTOHEHATA
KyTHa cien “T"omeH n0:”. CpoKbT Ha rOOHOCT OTTOBaps Ha NMOCIEAHUS AEH OT MOCOYEHHA Mecell.

Ha ce cvxpaHasa non 30°C.

I[a CC ChXpaHiBa B OpHIrHHA/IHATa ONAKOBKA, 33 [a CC NMpeanasy OT Biara.

He u3xewpisiiTe lekapcTBaTa B KaHATH3AUKATA HIH B KOHTEHHEPA 32 JOMALIHU OTNANBLIM.
[Tonuraiire Bamua papMaleBT Kak Ja H3XBBPAATE JIEKAPCTBATA, KOHTO BeYe HE H3MOA3BaTe. Te3u
MEPKH 1II¢ CTIOMOTHAT 3a OIa3BaHe Ha OKOJIHATA Cpefa.

6. Craspkanne HA ONAKOBKATA H AOIbJIHHTEIHA BHPOpManHA
Kaxso ceabppxa Baacnoke

- AKTHBHHTE BELIECTBA Ca BIIIAAIMITHH H METQOPMHHOB XHAPOXIIOPHA.
Buiacnokce 50 mg/850 mg puamuapanns tabierkn
Bcska gprnMupana tabnetka chabpka 50 mg Bwiaarnuntud 4 850 mg MerdopMHHOB
XHAPOXJIOPHA {ChOTBETCTBAll Ha 660 mg MeTdopMuH).

Buacmoxce 50 mg/1000 mg pnamapasn TabneTkn
Bceska ¢unmupana Tabnerka coappika 50 mg swigarnuntud u 1000 mg merdopMuHOB
XHApOXJIOpHA (croTBeTcTBall Ha 780 mg MeTdopmuH).

- Jpyrure cheTaBKH: XHAPOKCHITPOITWILIETY/103a, MarHE3HEB CTeapaT, Xurnpomenosa 2910 3cP,
THTaHOB JHOKCHA (E 171), xwurt xkenesen okcup (E 172), makporon 4000 u Tank.

Kax m3riexna BRiacnoke 1 KakBO ¢bIhpKa ONAKOBKATA

Bracooxc 50 mg/850 mg puamapann rabaerku

Xpirra, envncosusina puMupana TabneTka Cbe CKOCEHH prbose, ¢ rpaBupaH Hagmuc “NVR” ot
efqHara cTpaHa H “SEH” ot apyrara crpaHa.

JAbjokuHa: npubnusurenso 20,1 mm

[1Inpuna: mpubnmzurenyo 8,0 mm

Buacnoxce 50 mg/1000 mg pnamupann tadnerku
TeMHO xBiTTa, enMricoBuHa GHIMHpaHa TableTKa ChC CKOCEHH puboBe, ¢ rpaBUpaH HaaNy
OoT ¢aHaTta cTpaHa H “FLO” ot apyrara crpana.




JAwmkuHa: npubnusurenso 21,1 mm
IInpyna: npubnuzurento 8,4 mm

Buncnokc ¢ onakopa B 6muctepu ot amyMunmit/amymusuii (PA/Alw/PVC/Alu) win B OsucTepu ot
nonuxnoporpuduryopoetuner (PCTFEYPVC//Alu, unu B 61mcTepH oT
[onnsuunmxnopuy/Tlonnernnen/Tlonusunmnunes xnopun/Anymuunii (PVC/PE/PVDC//Alu)

[ipeanara ce B onakoBkH, chabpxaiuy 30 wiu 60 dbunMupaHu TabneTku.
He Bcuukn BHaoBe onakosku u TabneTky Morar aa 6baT MycHAaTH B nponax6a.

IIpaTexxaTes HA paspemenneTo 3a ynorpeba:
Sandoz d.d.

Verovskova 57, 1000 Ljubljana
CnoseHus

IIpon3soauTENH:

Lek Pharmaceuticals d.d.
Verov3kova ulica 57, 1526 Ljubljana,
CnoeeHus

Novartis Pharma GmbH
Roonstrasse 25, 90429 Niirberg,
I'epmannn

Salutas Pharma GmbH
Otto-von-Guericke-Allee 1,
39179 Sachsen-Anhalt, Barleben,
['epMaHus

Lek d.d.
Trimlini 2D, 9220 Lendava,
CnoBeHus

Novartis Pharmaceutical Manufacturing LLC
Verov3kova ulica 57,

1000 Ljubljana
CnoeeHusn

Novartis Farmacéutica, S.A.
Gran Via de les Corts Catalanes, 764,

08013 Barcelona,
HAcnanus

To3n fiekapeTBen NPOAYKT e oxo6pen B crpanare-wienkn 5a EUII u O6equnenoTo KpanacTBo
(CeBepna Hpaanaus) che ciieIAHTE HAAMEHOBAH U

ABCTpHA Vilspox 50 mg/850 mg - Filmtabletten
Vilspox 50 mg/1000 mg — Filmtabletten
brarapus VILSPOX 50 mg/850 mg film-coated tablets




BHJICTIOKC 50 mg/850 mg ¢punmupanu tabnetku
VILSPOX 50 mg/1000 mg film-coated tablets
BHJICTIOKC 50 mg/1000 mg ¢punmupany Tabnerkn
Ectonus Vilspox
Hcnauus Vilspox 50 mg/850 mg comprimidos recubiertos con pelicula EFG
Vilspox 50 mg/1000 mg comprimidos recubiertos con pelicula EFG
XbpBaTng Vilspox 50 mg/850 mg filmom obloZene tablete
Vilspox 50 mg/1000 mg filmom obloZene tablete

YHrapus Vilspox 50 mg/850 mg filmtabletta
Vilspox 50 mg/1000 mg filmtabletta
JIuTea Vilspox 50 mg/850 mg plévele dengtos tabletés
Vilspox 50 mg/1000 mg plévele dengtos tabletés
JlaTBHs Vilspox 50 mg/850 mg apvalkotas tabletes
Vilspox 50 mg/1000 mg apvalkotas tabletes
[Tomna VILSPOX

CnoBenus VILSPOX 50 mg/850 mg filmsko obloZene tablete
VILSPOX 50 mg/1000 mg filmsko obloZene tablete

JAaTa HA NOCIEAHO NPEPAIISKAAHE HR JHCTOBKATA
MM/ITIT




