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Buacnoke S0 mg/850 mg tbnmmpaﬂn TA6aeTKH. 3 _ -.@
Buacnokc 50 mg/1000 mg puamupann TabieTks 59 \7 U 3 | ﬂﬁ 52025

Vilspox 50 mg/850 mg film-coated tablets
Vilspox 50 mg/1000 mg film-coated tablets

BWJIJIArTUNTHH/METHOPMHUHOB XHAPOXJIOPH]L
vildagliptin/metformin hydrochloride

IIpouyeTreTe BHHMATE/IHO [S/1aTa JIHCTOBKA, NPE/IH 1a 3aN0YHeTe 1a H3M0/13BaTe TOBA
J1eKapCTBO, Thil KATO TH ChAbP:Ka BakHa 3a Bac uHdopmanus.

e 3amasere Ta3u JMCTOBKA. MOXe J1a C€ HAJIOXKH J1a s NpOYeTETE OTHOBO.

e AKO MMaTe JOMbJIHUTEIHH BBIIPOCH, NMonuTaiiTe Baluus iekap, papMaLeBT WIK MEIHLIMHCKA
cecTpa.

e ToBa nekapcTBo € npeankcaHo JuuHo Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Moxe n1a
MM HaBpeE/M, HE3aBUCHMO Y€ MPU3HALMTE Ha TAXHOTO 3a00/IABaHe ca ChLMTE KaTo Baluure.

e AKO NOJIyYUTE HAKAKBM HEXKEJIaHH JIEKAPCTBEHH PeakluH, yBeaomeTe Bawus siekap, papmaiesT
WM MEJULIMHCKA cecTpa. ToBa BKJIKOYBA M BCUUKH BB3MOXKHH HEXEJIaHH peaKlMH, HEONTMCAHH B
Ta3M JIMCTOBKA. Bwkre Touka 4.

KakBo ¢bAbpKa Ta3H JIHCTOBKA

1. KakBo npeacrapnsiBa BUacnoke U 3a KakBO €€ M3M0J13Ba

2. KakBo TpsabBa ja 3HaeTe, npeau aa npueMere Buicnokc

3. Kak 1a npuemare Buiicnokce

4. Bb3MOXHH HEXEJIaHH peaKLIHH

5. Kak na cexpansaBaTe BUicnokc

6. CpappkaHve Ha OMAaKOBKATa U JOMbJIHMTE/IHA HH(POpPMALIKS

1. Kakso npeacrassBa Buiicnoke u 3a KakBo ce H3M0J/13Ba

AKTUBHMTE BelllecTBa BbB BHJICIIOKC, BUJ1AAIIMOITHH U METQOPMHH, ca OT rpyrara JIeKapCTBa,
Hape4eHH “‘riepopaiHi aHTUAHMAOeTHH CpelICcTBa’ .

Bujicnoke ce U3MnoJi3Ba 3a JIeUeHHe NP Bb3PaCTHU MALMEHTH CbC 3axapeH auader tun 2. To3u Tun
nuabeT ce Hapuya Chl0 HEHHCYJIMHO3aBUCUM 3aXapeH JMadeT. BHIICTIOKC ce U3IoJi3Ba, KOraro
aMabeThT HEe MOXe Aa Oble KOHTPOJIMPaH caMo 4pe3 AUeTa U YNPaKHEHUs H/WITH C IPYTH JIEKapCTBa,
M3MOJI3BAHM 3a JieYeHHe Ha ArabeT (WHCYJIUH WM CY1DOHUITYpes).

3abossBaHeTo 3axapeH nuabert Tun 2 ce pa3BUBa, KOrato OpraHu3MbT HE NMPOM3BEXAA J0CTATbYHO
KOJIMYECTBO UHCYJIMH WJIH aKO MHCYJIUHBT, KOUTO OPraHu3MbT MPOU3BEX/IA, HE IEUCTBA KAKTO €
He0OX0AUMO. 3a60/IIBaHETO MOJKE J1a C€ pa3BHUE M KOraTo OpraHMu3MbT NMPOHU3BEXK/IA NMPEKAJIEHO MHOIO
KOJIMYECTBO IJIKOKAroH.

KakTo MHCYJIMHBT, TaKa M IIFOKaroHbT Ce MPOM3Bexk/1a B naHkpeaca. MHCYyIMHBT cniomara 3a
MOHM)KaBaHE Ha HUBOTO Ha 3aXapTa B KpbBTa, 0COOEHO ciell XpaHeHe. [ JIloKaroHsT akTHBHpa rnpolieca
Ha NPOM3BO/ICTBO HA 3aXap B YepHHUA ApoO, KOETO BOJH /10 MOBHILIABaHE HUBOTO HA KPbB




Kak aericrBa Buiicnokce

JIBeTe aKTUBHH BeLLECTBA BHIAAMTUIITHH U MET(MOPMHUH CrioMarar 3a KOHTpOJla Ha HUBOTO Ha
KpbBHaTa 3axap. BeuecTBoTO BUIIArJIMIITHH I€HMCTBA TaKa, Y€ NaHKpeachT Aa NPOU3BeXKaa NnoBeye
MHCYJIMH M M0-MaJIKO IJIIOKaroH. BeuecTBoTo MeTOpMHH I€MCTBA KaTO MOANIOMara opraHusmMa aa
M3I10J13Ba MO-100pe MHCYJIMHA. Y CTAHOBEHO €, Y€ TOBA JIEKapCTBO NOHM)KaBa HUBOTO Ha KPbBHATa
3axap, KOETO MOXe Jia TOMOTHe 3a MpeI0TBpaTsIBaHe Ha YCJIOXKHEHHUATA BCIIEICTBUE Ha JuaberTa.

2. KakBo Tps6Ba na 3HaeTe, npeau Aa npuemere Buicnoke

He npuemaiiTe Baiicnoke

® aKO CTe aJIepruM4HM KbM BWIJATTUIITHH, METQOPMHUH WJIH KbBM HAKOS OT OCTAHAJIMTE CHhCTABKH
Ha TOBa JIeKapCcTBO (M30pOEHH B TOYKA 6). AKO MUCJIMTE, Y€ MOXE J1a CTE aJIeprHYHH KbM HAKOS
OT TAX, roBopete ¢ Bawus nexap npeau aa npueMmere Buscrokc.

® aKO MMaTe HEKOHTPOJIMPAH 3aXapeH AHadeT, HanpuMep € TEXKKa XUNEPIrIIMKEMHUs (BUCOKa
KpbBHA 3axap), raJieHe, NoBpblllaHe, AMapus, Obp3a 3aryda Ha TerJio, JakTaTHa auuao3a (Bx.
“Puck oT 1akTaTHa aumMao3a’ no-a0/y) WiM Keroauuao3a. Keroauuaosara € CbCTOSSHHE, NTPH
KOETO BellleCTBa, HApeUYeHH ‘KETOHHHM TeJla”’, C€ HAaTPyIBaT B KPbBTa U TOBA MOXeE 1a JI0BEAE 10
nuaberHa npekoma. CMMIITOMMTE BKJIKOUBAT OOJIKM B CTOMaxa, y4€CTEHO M AbJIOOKO JHIIaHE,
CBHJIMBOCT WJIM HeoOHYaeH IU1I0A0B apoMar Ha abxa Bu.

8 aKo CTe MpeXXHUBEJIH ChpACUEH Y/1ap WIH aKO UMaTe Chplie4YHa HEIOCTAaTbYHOCT HWJIK CEPHO3HH
MpobJieMH ¢ KPbBOOOpALIEeHUETO WY 3aTPYJHEHUS C AMIIAHETO, KOETO MOXKe /1a ObJie MpHU3HAK
Ha CbpJEYHH NMPOOJIEMH.

& aKO UMaTe CHJIHO NMOHWKeHa ObOpeyHa PyHKL M.

® aKo MMaTe TexKKa HHDEKLUA WK CEPHO3HO 00e3BOAHABaHE (3aryOuinu cte MHOro BoJa ot
OopraHusma).

® ako Bu npeacTon KOHTPAaCTHO PEHTI€HOBO M3cJie/iBaHe (CreuM(pHUYEH BU pEHTT€HOBO

H3cJieiBaHe, KOETO BKJIKOYBA HH)KEKTHPAHE Ha KOHTPACTHO BELIECTBO). MoJis, BUXKTE ChIIO
uHpopmaLMaTa 3a ToBa B Touka “/[pyru nekapcrsa u Buncnokc™.

& aKo uMmare npo0beMHu ¢ YepHUs Apoo.
. aKO KOHCYMHpaTe MPEKajJ€HO MHOIO ajIKOX0J1 (BCEKH JIEH WJIH NEPHOUYHO).
& aKO KbpMHTE (BXK. CbLIO “bpeMEHHOCT U KbpMEHE™).

IIpeaynpexaeHHsi H NpeANa3HH MEPKH

PHCK OT JIAKTATHA alH/1032
Buiicrnokc Moxe aa npu4MHA MHOIO ps/Zika, HO MHOIO CEpUO3HA HE)KeJlaHa peakLus, HapeyeHa

JlaKTaTHa aLuao3a, 0cobeHo ako ObOpeuHaTa Bu ¢pyHKUMA HE € HOpMasiHa. PUCKEBT OT pa3BUTHE Ha
JIaKTaTHa aliK03a ce MOBMIIIABA U MPH HEKOHTPOJIMPaH AHA0ET, TEXKKUA UHPEKUMU, MPOABIKUTEITHO
rJ1aJlyBaHe WM KOHCYMallMs Ha ajIkoXOJ1, AeXHaparais (Bx. olle HHopMaLMs No-a0iy),
yepHOAPOOHH NpoOJIEMH M BCAKAKBH ChCTOSAHUA, PHU KOMTO YacT OT TAJIOTO HMA HaMaJIeHO
cHabasBaHe ¢ KUcaopoa (KaTo OCTpO MpOTHYALLA TeXKKa 00JIECT Ha CBPLETO).

AKO HAKO€e OT U30pOoeHHUTE 1o-rope ce oTHacs 3a Bac, koHcynTupaiTe ce ¢ Bauus nekap 3a
NOMBbJIHUTEIHH YKa3aHHUA.

["oBopere ¢ Bamus nekap He3abaBHO 3a JOMBJIHUTEIHU YKa3aHUSA:
* aKO € YCTAHOBEHO, Y€ CTpajaTe OT HACJIeACTBEHO NreHeTUYHO 3a00J1siBaHe, MOBJIHABALLO
MHTOXOHJPHUHUTE (KOMIIOHEHTUTE, KOUTO MPOU3BEXK1AT €HEPrus B KIIETKUTE), KATO CHHAPOM




CHHZIPOM) WM HacJIeICTBeH AMabeT U ryXoTa 1o MaiunHa aunHus (Maternal inherited diabetes and

deafness, MIDD).

e KO MMAaTe HAKOM OT Te3W CUMIITOMH CJIEJ] 3aII04YBaHe Ha JIeYeHHE C METPOPMHH: NPUTIAIBK,
HaMaJIEHH MO3HABATE/IHA CIIOCOOHOCTH, 3aTPYAHEHH ABHXKEHHUS HA TAJIOTO, CHMIITOMH, NOKa3aTE/THHU
3a yBpeXIaHe Ha HepBuTe (Harnp. O0/IKa UM U3TPBIIBAHE), MUIPEHA U ITYXOTa.

Cnpere npreMa Ha Briicnokc 3a KpaTko, aKko umarte 3a00JisiBaHe, KOETO Mozke 1a 0bJe CBLP3aHO
¢ AexXHapaTanus (3HauyMTeNHa 3aryda Ha TeJIECHH TEYHOCTH), KaTO CEpHO3HO MOBPBIIAHE, IHapus,
Tpecka, U3/laraHe Ha TOTUTHHA WM aKO NPHEMaTe Mo-MajlKo TEYHOCTH OT HOPMATHOTO. | oBOpeTe ¢
Bamus nekap 3a JOITBJIHUTEIHH YKa3aHHUS.

Cnpete npuema Ha Buiicnokce u He3a6aBHO ce CBbpikeTe € JieKap HJIH Hal-0/1n3KaTa 00/ 1HHIA,
aK0 HMATe HAKOH OT CHMITOMHTE HA JIAKTATHA allH/103a, ThH KaTO TOBA CbCTOAHHUE MOXE 11a
JIOBEJIE /10 KOMa.

CUMNTOMHUTE HA JJAKTATHA aLMa03a BKJIKOYBAT:

® TOBpbBIIAHE

e (o0JiIkM B cTOMaxa (KOpeMHH OOJIKH)

® MYCKYJIHM Cla3MH

e 00110 HEpa3MOJIOXKEHHE, TPUIAPYKEHO C TEXKKA yMOpa
® 3aTPYAHEHO AMILIAHE

® [IOHW)XXKEHA TEJIeCHA TeMIIepaTypa H IyJC

JlakTaTHA alMI03a € ChCTOSHWE, HAlaraiio crielHa MeJIMLIMHCKA MOMOLLL, U TpAOBa /1a ce JIEKyBa B
OOJIHHULIA.

Buncrnokc He 3amecTBa MHCY/MHA. [Topaau ToBa Buncnoke He TpssOBa /1a ce npujara 3a jiedeH1e Ha
3axapeH auader tun 1.

["'oBopere ¢ Baiuus siekap, hapMaleBT WM MEULIMHCKA CECTpa Mpeau Aa rnpuemere Buiicnoke, ako
MMAaTe WM CTe MMaJi 3a00/1siBaHe Ha MaHKpeaca.

["oBoperte ¢ Baius niekap, hapMaueBT WM MEAMLIMHCKA CECTpa Mpeu a B3emere BUIICIOKC, ako
npuemare H cyjidaHuiypeeH aHTUIMa0eTeH JIeKapCTBEH NMPOAYKT. BalusaT iekap MOXe J1a pellu /1a
HaMaJIM J103aTa Ha cya(dOHHIYpeHHHs MPOIYKT, KOraTo ro npuemMare €IHOBpeMEHHO ¢ Buiicnokce, 3a
na ce u3berHe puck OT HUCKa KpbBHa 3axap (XMIOrJIMKEMHH ).

He Tpsa6Ba na npuemare TOBa JI€KapCTBO, aKO CTE MPUEMAITH BHJIAATTHIITHH, HO CE€ € HAJIOXKMJIO a
peKpaTUTe NMprUemMa My rnopaau 4epHoApoOHO 3aboisBaHe.

JlnaGeTHUTE KOXKHH paHH Ca Y4ecTO YC/IOKHEHHE BC/IeACTBUE Ha 1MadeTa. [IpenopbuBa ce na cieaBare
NpenopbKUTE 3a rPHXKa 3a KOXKaTa M KpakaTa, aJIcHH OT Ballius jiekap WK MEIMIIMHCKa CecTpa.
CpL1O TakKa ce npenopbuBa Jia oopbuare 0co0€HO BHUMAHHUE MPH NOsSBA HA HOBH MEXYPH HJIH paHH
npe3 rnepyoja Ha npueM Ha Buncnoke. B TakbB ciryyait TpabBa He3abaBHO 1a ce KOHCYJITUpaTe ¢
Bauus nekap.

Axo Bu ce Hasara /1a npeTbhbpnuTe CEPUO3HA Onepauus, TpsaOBa 3aAb/DKUTEIHO J1a CrpeTe NMpuema Ha
Buicnoke no BpeMe Ha npoLeaypaTa U U3BECTHO BpeMe clie/l Hes. Baluuar nekap e
Tps6Ba aa crpeTe U Kora TpAdBa na Bb300HOBHTE JIeYeHHETO ¢ Buicnokc.




DyHKLMATA HA YepHHs Bu qpob e Obe u3cie1BaHa NpeM 3anoysaHe Ha jiedeHue ¢ Buicnokc, Ha
BCEKHM TPH Mecella Mpe3 MbpBaTa roJJMHa U NepUuoanyHoO cjie/ ToBa. ToBa € He0oOX0aMMO, 3a 1a MOXKe
NPU3HALMTE HA MOBHMIIEHH YePHOAPOOHH €H3MMH /1a ObJaT OTKPHTH BH3MOXKHO HaH-CKOPO.

Ilo BpeMme Ha JeveHueTo ¢ Buncnoke Bamusar nekap wme nposepsasa 6b0peyHara Bu ¢pyHKLms noHe
BeIHbK MOIMIIHO MJTH MO-YECTO, aKO CTE B CTapyecKa Bb3pacT W/WIM aKo UMaTe HapylleHa ObOpeyHa

GyHKLHA.

BaumaT Jiekap peIoBHO 1€ M3c/ie/IBa KpbBTa M ypHHaTa By, 3a na onpezens CTOHHOCTUTE Ha 3axapra.

Jlena B IOHOLUH
He ce npenopwsuBa ynorpebara Ha Buiicmoke npH aeua v 10HOIIK Ha Bb3pacT noj 18 roanHH.

Jpyrn JekapcTBa H Buiicnokce

Ako Tps6Ba na Bu 61 MHXKEKTHPAHO KOHTPACTHO BELECTBO, ChABPXKALLO HOJ, B
KpbBOOOpALIEHUETO, HAPUMED 3a U3BBbPILIBAHE HA PEHTTEHOBO M3CJIEIBaHE WIIM CKEHep, TPAOBa 1a
cnipeTe npyueMa Ha BHJICTIOKC Mpein WK 10 BpeMe Ha MHXKEKLMATA. BalluaT iekap e pely Kora
TpsOBa J1a crpeTe ¥ Kora Ja Bb30OHOBUTE JIEYEHHETO ¢ BUIICTIOKC.

HUudopmupaiite Baius sekap, ako mpueMarTe, HaCKOpO CT€ NpHEMaJIi WM € Bb3MOXKHO /1a IpHEMATE
Apyry JekapcTBa. Moxe J1a ce HaJloXKH MO-4eCTO Aa Ce U3CJIe/IBa KpbBHATA 3aXap M
byHKUHMOHMpaHeTO Ha ObOpeLnTe WM Bamar nekap MoXe J1a KOpUryupa 1o3ara BHicnokc.
H3KJIIOUUTETHO BAXKHO € Ja CIIOMEHETE CJICIHOTO:

e FJIIOKOKOPTUHKOHAH, KOUTO OCHOBHO C€ H3I10J13BAT 34 JICHCHHC Hd BB3I1aJICHHUC,

@ 6era-2 arOHUCTH, KOUTO OCHOBHO C€ H3IMOJI3BAT 3a JICYUeHHE Ha AUXaTeTHU 3a00/11BaHus;

2 JPYTH JIeKapCcTBa, H3MOJI3BaHK 3a JIEUEHHE Ha 1MaleT,

e JieKapcTBa, KOMTO YBe/IMYaBaT OTAE/IAHETO Ha YpHHA (AUYPETHLIH);

# NleKapcTBa, U3M0/3BaHu 3a Jeuenue Ha 6osika u Bp3nanenre (HCIIBC u COX-2 unxuburopw,
KaTo HOynpodeH U LeeKOKCHO);

® HAKOM JIEKapCTBa 34 JiedeHHe Ha BUCOKO KpbBHO HansraHe (ACE unxuburopu v aHruoTeH3uH |l
pELENTOPHU aHTAarOHUCTH);

@ HAKOH JIEKapCTBa, J€HCTBAlllM Ha LIIMTOBHHATA JKJ1e3a, UITH;

@ HAKOM JIEKapCTBa, A€UCTBAlIlH HA HEPBHATA CUCTEMA.

® HAKOM JIEKApCTBa, U3IMOJI3BAHH 3a JICUEHHUE Ha CTEHOKapAus (Harp., paHOJa3uH),

@ HAKOM JIEKapCTBa, M3M0JI3BaHH 3a jJedeHre Ha XU B-undekums (Hamnp., 101yTerpaBup);

® HAKOM JIEKApCTBa, U3MOJI3BaHM 3a JICUEHHE Ha KOHKPETEH BU/ PaK Ha LIMTOBHUHATA XKJie3a
(Mely/lapeH KapLiMHOM Ha LIMTOBHM/IHATA »Jie3a) (Hamnp., BaHIeTaHHO);

® HAKOM JIEKapCTBa, U3I0JI3BaHH 32 JIeYeHHe Ha KMCEIMHM B CTOMAaxa W MENTHYHM A3BH (Harp.
LIMMETH/IUH ).

Bujicnoke ¢ ajkoxoJi

HU36sareaiite npekoMepHaTa ynorpeda Ha aJIKOXOJ1 npe3 MepHo/a Ha rpueM Ha BUIICTIOKC, ThH KaTo
TOBa MOJKE J1a MOBHIIM PHUCKa OT JJaKTaTHA auuao3a (Bx. Touka “lIlpeaynpexneHus U npeanasHud
MEPKH).

BpeMeHHOCT H KbpMeEHe




e  Ako cre GpeMeHHa, cMsATaTe, 4e MOXe /1a cTe OpeMeHHa WJIM aKo I1aHMparte Ja umarte Oede,
nochbBeTBalTe ce ¢ Baius iekap npeay na npueMeTe TOBa JieKapcTBo. Bamuar nekap ie
06cbau ¢ Bac Bb3MOXKHHMS PHCK OT NpyUeMa Ha Buiicroke rno sBpeMe Ha OpeMEHHOCT.

& He u3non3paiite Buicnoke, ako cre O6peMeHHa Wik KbpMuTe (BXK. cbilo “He npuemarnire
Buncnokc™).

[TocwBeTBaliTE ce ¢ Bamms iekap wim apMaLeBT npeau ynorpedara Ha KOETO U J1a € JIEKapCTBO.

Illopupane u padbora ¢ MAILHHH
AKO 4yBCTBATe 3aMasgHOCT M0 BpeMe Ha npuema Ha Buicnoke, He mwodupaiite 1 He paboreTe ¢
MHCTPYMEHTHU U MALLIHHH.

3. Kak 1a npuemarte Buiicnokc

KonuuectBoTo BHiicnoke, koeTo TpsOBa Aa ce npyema € pa3iIM4yHO U 3aBHCH OT ChCTOSHUETO Ha BCEKH
nauueHT. Bammsar nekap e Bu kaxke TOYHO KakBa 103a Buiicrioke TpsOBa J1a npuemMere.

Bunaru npuemaiite TOBa JIeKapcTBO TOYHO KakTo By e ka3ayn BauiuaT jiekap. AKO He CTe CUI'YpPHH B
Hello, nonuraite Bamus nexkap win apMaLeBT.

[IpenopbuMTeHaTa J103a e eaHa punmupana tabsierka ot 50 mg/850 mg unu 50 mg/1000 mg, npuera
JBa MbTHU JAHEBHO.

AKO MMare noHwkeHa 60peuHa ¢pyHkuus, Bawuar nekap Moxxe 1a By npeanuine no-HyMcka 103a.
ChL10 Taka, aKo rnpuemMare cyiaHuiypeiiHo aHTuaMabeTHo iekapcTBo, Baluusar ekap moxe na Bu
npeanyiue rno-HUCKa A03a.

BawusaT Jiekap MoxKe 1a Bu npeanuiie ToBa 1I€KapcTBO CAMOCTOATEIHO MJTH C OTIPEJIE/ICHH JIpYTH
JIeKapcTBa, KOUTO MOHWKAaBaT HUBOTO Ha KPbBHATA 3aXap.

Kora n kak n1a npaemare Bujicnoke
® [TornsluaiiTe TabneTkara Lsia, ¢ Yyalia BOJa,

s [Ipuemaiite no eqHa TabjeTKa CyTPUH W Beyep, MO BpeMe WM BeJHara cjiell XpaHeHe. [IpuemMbT
Ha TabneTkara BeJHara clie/l XpaHeHe 1€ HaMaJld pUCKa OT Jpa3HEHE Ha CToOMaxa.

[TponbipKaBaiTe 1a Cria3BaTe BCHYKHK CbBETH MO OTHOLIEHHE HA IHETaTa, KOATO € Ha3HA4Y€Ha OT
Baius siekap. OcoOeHo ako cTe Ha JMeTa 3a KOHTPOJI Ha TEJIECHOTO TErJIO MpHU AHa0eT, MpoaAbKeTe
J1a 1 cna3Bare, 10KaTo npueMare Buicnokc.

AKO cTe npHeJIH noBevye oT HeoOxoaumMaTa A03a BHiacnoke

AKO CTe TIPHENH NpeKaieHO MHOTO TabneTku Buiicnokce, Wi ako HAKOH Apyr npueMe Baiuure
TabneTkH, He3abaBHO ce cBbpKeTe ¢ Bamus nexap nian papmaneBr. Moxe 1a ce Hyaaere Ot
MeIMIIMHCKA nomoll. B3eMere onakoBkara v Ta3u JMCTOBKA ¢ Bac, ako € HeoOxoauMo /1a rnoceTure
JIeKap WM J1a oTuaeTe B OOJIHHMLIA.

AKO cTe mponycHaJIH Aa npuemere Buicnoke
AKO cTe NpoIyCHAJIM J1a pueMeTe TableTKa, MpUeMETe S ChC CIEABAIIOTO XPAHEHE, OCBEH aKo
Torasa He TpsAOBa aa npueMeTe cieaBawara rabnerka. He B3emaiire 1BoiHa 103a (ABe Ta
HaBEJIHBXK), 3a J1a KOMIIEHCHpaTe MpoMycHaraTa TadJieTka.




AKoO cTe cnipein npueMa Ha Buiicnokce

[IpoawipKeTe /1a MpyUeMaTe TOBa JIeKapcTBO TOJIKOBA IBJIN0, KOJKOTO € MpeAnucaHo ot Baius sekap,
3a J1a MPOBJDKUTE J1a KOHTPOJIMpaTe HUBOTO Ha Baluara kpbBHa 3axap. He cnupaiite npuema Ha
Buncnoke, ocBeH ako Bawusar nekap He Bu kaxe. AKo UMaTe BBIIPOCH OTHOCHO KOJIKO BpeMe TpsiOBa
Jla mpyemMaTe TOBa JIEKapcTBO, roBopeTre ¢ Bamus iekap.

AKO MMaTe HAKaKBH AOITbJIHMTE/IHA BBIIPOCH, CBbP3aHHU ¢ ynorpedara Ha TOBA JIEKApCTBO, MOMMUTANTE
Bamus nekap, apMauLeBT WK MEIHLIMHCKA CeCTpa.

4. Bb3MOXKHH HeXXeJIAHH peaKlHH

KakTo BCHUKM JIeKapCTBa, TOBA JIEKAPCTBO MOXE J1a MPEAU3BHKA HEXEJIAHU PeaKLIMH, BHIIPEKH Y€ He
BCEKM I'M MOJTy4aBa.

TpsadOBa na cnpere npuema Ha Buiicnokc H a ce cBbpxere ¢ Bamns nekap He3abdaBHO, B ClTy4yan
ye IMOJIYYUTE CJICAHUTE HEXKEIaHH peaKLIHH:

® JlakTaTHa anua03a (MHOro pSaaKo: MoxKe J1a 3acerde a0 1 norpedburen Ha 10 000):
Buiicrnokc MoXke Ja MpUYMHUA MHOIO psifika, HO MHOI'O CEpHO3Ha HEXEJlaHa peakius, HapeyeHa
nakraTHa aumao3a (Bx. Touka “IlpeaynpexaeHus u npeana3Hd MEpPKH ). AKO TOBa C€ CIIyYH,
TpsaOBa Aa cnpeTe npueMa Ha Buiicnokc 1 He3a0aBHO 1a ce KOHCYJITHpATe C JIeKap HJIH 1A
OTH/ETe B Hal-0,1m3KkaTa 00JIHMIA, Thi KAaTO JIJaKTaTHATa alKMa03a MOXKe J1a 10BeJe A0 KOMa.

% AHTIMOHEBPOTHYEH OTOK (psanko: Moxke Aa 3acerHe 1o 1 Ha 1 000 xymu): cuMnromMure
BKJIIOUYBAT IMOYBaHEe Ha JIMLIETO, €3MKa WM I'bpPJIOTO, 3aTPY/AHEHO MperbllaHe, 3aTpyAHEHO
AVILlIaHe, BHE3allHa MosiBa Ha OOPUB WJIM KONPHUBHA TPECKa, KOMTO MOJXKE Ja ca MPHU3HaK 3a
peakius, HapeyeHa “aHrHOHEBPOTHYEH OTOK .

o YepHoapoOHo 3abonsBaHe (xenaTur) (HeuecTo: Moxe 1a 3acerde 1o 1 Ha 100 gyin):
CUMITTOMHUTE BKJIFOYBAT MOXKBJITABAHE HA KOXKATa U OYUTE, rajieHe, 3aryda Ha aneTuT WM
TbMHO OLIBETSIBAHE HA YPHHATA, KOWUTO MOXKE Jla ca MPHU3HAK 3a YepHOAPOOHO 3abosnsBaHe
(XxenarTur).

e Br3nanenue Ha naHkpeaca (naHkpeaTur) (HeuecTo: Moxe aa 3acerde a0 1 Ha 100 gymm):
CUMMIITOMMTE BKJIKOYBAT CHJIHA U MPOJabJDKUTENIHA 00J1Ka B Kopema (B obnacTra Ha ctoMaxa),
KOSTO MOKE Jla C€ pa3npoCTpaHu KbM I'bp0a, KaKTO U raJicHe u MOBPBLIAHE.

JApyru Hexe/laHH peaKIiHH

Hskou maiMeHTH nojiyyaBaT CJAEJHUTE HEXEJIaHU PEeaKLIMH, J0KaTo rnpuemMaTt Buicnokc:

e Yectu (Morar aa 3acersar o 1 Ha 10 aqyuiM): Bb3najieHo Ir'bpjio, XpeMa, NoBHUlleHa
TeMIriepartypa, CbpOsi 0OpUB, MPEKOMEPHO NOTEHE, OOJIKK B CTaBUTE, 3aMastHOCT, IJ1aBO0OJIHE,
TpenepeHe, KOETO He MOXKe J1a Ce KOHTPOJIMpa, 3aMek, rajeHe, NnoBpbllaHe, A4apus, ra3ose,
KHUCEJIMHHU, 00JIKa BBB M OKOJIO cTOMaxa (kopeMHa 6onka).

@ Heuectu (Morar aa 3acersar a0 1 Ha 100 qywu): ymopa, ¢1aboct, METajlIeH BKYC, HUCKa KPbBHA
3axap, 3ary0a Ha aneTuT, MoayBaHe Ha PbLETE, INIE3€HUTE U Xoauiara (OTOK), BTPUCAHE,
Bb3IMaJieHUe Ha naHkpeaca, 00JIKM B MYCKYJIUTE.

@ Mmoro peaku (Morat aa 3acersar 10 1 Ha 10 000 gymm): npu3Halm 3a BUCOKO HHBO Ha
MJIEYHATa KHMCEJIMHA B KpbBTa (M3BECTHO KATO JIAaKTaTHA alM103a) KaTO ChHIUBOCT WUJIH
3aMasHOCT, T€KKO M3pa3eHo rajieHe WK NoBpbllaHe, KopeMHa 00/1ka, HEpaBHOMEPEH IyJIC WM
NBI0O0KO, YU4EeCTEHO JHUlllaHe; 3a4UepBABaHE Ha KO)KaTa, CbpOex; MOHWKEHO HUBO Ha BH
B12 (6neaHocT, ymopa, NCUXHUYHU CUMITTOMH KaTO OOBPKAHOCT WJIH HapylleH




OTKaKTO NPOAYKTHT € Ha Ma3apa, ce ChboOLIaBaT ChLIO0 TaKa CICAHUTE HEXE/IaHH PEaKLIHH:

® C Heu3BecTHA YecToTa (OT HAJIMYHUTE JaHHW HE MOXKE J1a Ob/1€ HalpaBeHa OLEHKa):
JIOKasIM3upaHo OesieHe Ha KoxaTa Wiv 00pa3yBaHe HAa MEXYPH, Bb3IaJIeHHE Ha KPbBOHOCEH Cb/l
(BaCKYJIMT), KOETO MOXe Jia JOBe/Ie /10 MosABa Ha KOXKEH OOPHB HIIM TOYKOBH/HH, TNJIOCKH,
4epBEHM, KPBIJIM METHA M0/ MOBBbPXHOCTTA Ha KOXKaTa MM 00pa3yBaHe Ha CHHHHM.

Cho0maBaHe Ha HeXKeJIAHH peaKlHH

AKO MOJMY4YMTE HIKAKBH HEXKEJIaHH JIEKAPCTBEHHU peakliMy, yBenoMere Bauuus nekap uim papmauesT.
ToBa BKJIFOUBa BCHUYKH Bb3MOXKHHM HEOMMCAHH B Ta3H JIMCTOBKA HEXEJIaHW peaklUMH. MoxkeTe ChIlo na
CHOOIIMTE HEXKETAHHW PEaKIIMK IMPEKTHO Ype3 HallMOHATHA CUCTEMA 3a ChOOI1IaBaHe KbM
U3nbIHUTEIHATA areHLMA 10 JekapcTBara, yi. ,.Jlamsaa ['pyes® Ne 8, 1303 Codwus, Ten.:
+35928903417, yebcaitr: www.bda.bg. Kato crobiuasare HexellaHH peakiiMi, MOXKeTe /1a Jajaere
CBOSA PHHOC 34 MOJIyYaBaHe Ha nopeye HHGOopMalHs OTHOCHO O€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na cbxpansiBate Buicnoke

Jla ce cbXxpaHsBa Ha MACTO, HEIOCTBHITHO 32 JICLa.

He n3nosn3BaiiTe TOBa JIEKapCTBO CJIE/l CPOKa Ha FOAHOCT, 0TOe/IA3aH BbpXY O/iMCTEpa H KapTOHEHaTa
kytus cnea “l'omen no:”. CpoKbT Ha FOAHOCT OTroBaps Ha MOC/AeAHUA A€H OT NOCOYEHHUsA MECeLl.

Jla ce cvxpansaBa noa 30°C.

I[EI C€ CbXpaHsBa B OpUI'HHAJIHaTa OMAKOBKaA, 3a ia CC MNpCAalld3n OT BJiara.

He u3xBbpisiiiTe JleKapcTBaTa B KaHAJIM3alMATa UM B KOHTEHHEpa 3a IOMalHK OTNaAbLIM.
[Toruraiire Bamms dapMaleBT Kak Ja M3XBBPJIATE JIEKapCTBaTa, KOUTO BeUe He u3nosssare. Te3u
MEPKH 11i€ CIIOMOTrHaT 3a Ora3BaHe Ha OKOJIHaTa cpeja.

6. ChabpxXaHHe HA ONAKOBKATA H IONbJHHTE/IHA HHPOpMALHS

KakBo cbabpxka Buicnoke

- AKTHMBHHUTE BelleCTBa Ca BHJIAArJUINTHH U METQPOPMHUHOB XUIPOXJIOPHL.
Bujicnoke 50 mg/850 mg puamupanu Tad/IeTKH
Bceska dunmupana tabnerka ceabpxka S0 mg BunaarunTiH U 850 mg MeT(popMUHOB
Xuapoxsopua (cboTBeTcTBall Ha 660 mg METHOPMHUH).

Buacnokce 50 mg/1000 mg puamupann TadieTKn
Bcska punmupana tabnetka cpabpka 50 mg sungarnMnTid 4 1000 mg merdopmuHoB

xuapoxsiopua (crorBercTBaly Ha 780 mg MeT@OpMHH).

- JIpyrure CbCTaBKM: XMAPOKCHIIPOMMIILIETY/103a, MarHe3ueB cTeapar, Xunpomesosa 2910 3cP,
tutanoB auokcu (E 171), sxbat xenezen okeua (E 172), makporon 4000 u tank.

Kak u3riexnaa Buicnoke 1 KakBo ¢bAbpKa OMaKoBKaTa

Buacnoke 50 mg/850 mg puiimupann Tad/1eTKH




XbnTa, enuncoBuiHa GpuamMupaHa TabsieTka cbC CKOCEHH pbOOBe, ¢ rpaBupaH Haanuc “NVR” ot
efqHara ctpaHa 1 “SEH” ot apyrara ctpaHa.

JIbmxuHa: npubausurenHo 20,1 mm

[HIupunHa: npubausurenHo 8,0 mm

Buacnokce 50 mg/1000 mg puamupann TadeTKH
TBMHO XbJITa, EJTMIICOBHAHA (PUIMHpaHa TabJieTKa CbC CKOCEHH pbOOBE, ¢ rpaBupaH Haanmuc “NVR™

ot eaHara crpaHa M “FLO” or apyrara cTpaHa.

JIpokuHa: npubausurenHo 21,1 mm
[HIupuHa: npubausuresiHo 8,4 mm

Buncrnoke e onakoBaH B 6sicrepu ot amyMuHuit/anymunauid (PA/Alu/PVC//Alu) unu B 6iuctepu ot
nonuxsioporpudayopoerusied (PCTFE)/PVC//Alu, unu B 6tucTepu ot
[Tonmusuauaxsiopua/Ionnernnen/[onuBununuaen xnopun/Anymunuii (PVC/PE/PVDC//Alu)

[Ipensiara ce B onakoBkH, chabpakaiiu 30 uian 60 ¢puiMupaHu TabeTKH.
He BCHUYKH BH0OBE ONAKOBKH M TaONETKH Morar aa ObaaT ImycHaTH B npoaaxoa.

IIpuTexkaTesn Ha pa3pelieHHETO 32 ynorpeda:

Sandoz d.d.
Verovskova 57, 1000 Ljubljana
CnoBeHus

IIpon3BoauTe/IN:

[.ek Pharmaceuticals d.d.
Verovskova ulica 57, 1526 Ljubljana,
CnopeHus

Novartis Pharma GmbH
Roonstrasse 25, 90429 Niirnberg,

[ epmaHuns

Salutas Pharma GmbH
Otto-von-Guericke-Allee 1,

39179 Sachsen-Anhalt, Barleben,
[‘epmaHus

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

Novartis Pharmaceutical Manufacturing LLC
Verovskova ulica 57,

1000 Ljubljana
CnoBeHu

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




08013 Barcelona,
HMcnanus

To3u JieKkapcTBeH NPOAYKT e o100pen B crpanuTe-wieHKkH Ha EUII n O6eqnnenoro Kpajicrso
(CeBepna Upnanaus) cbC CIeAHATEe HAHMEHOBAHHA:

ABcTpHs Vilspox 50 mg/850 mg — Filmtabletten
Vilspox 50 mg/1000 mg — Filmtabletten

bbarapus VILSPOX 50 mg/850 mg film-coated tablets
BUJICITOKC 50 mg/850 mg ¢unmupanu tabieTKu
VILSPOX 50 mg/1000 mg film-coated tablets
BUJICITOKC 50 mg/1000 mg ¢punmupanu TabIeTKH

Ectonus Vilspox
Mcnanus Vilspox 50 mg/850 mg comprimidos recubiertos con pelicula EFG
Vilspox 50 mg/1000 mg comprimidos recubiertos con pelicula EFG
XbpBaTHUs 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
JIuTBa Vilspox 50 mg/850 mg plévele dengtos tabletes
Vilspox 50 mg/1000 mg plévele dengtos tabletés
JlaTBuUA Vilspox 50 mg/850 mg apvalkotas tabletes
Vilspox 50 mg/1000 mg apvalkotas tabletes
[Tonwa VILSPOX

CnoBeHus VILSPOX 50 mg/850 mg filmsko oblozene tablete
VILSPOX 50 mg/1000 mg filmsko obloZene tablete

JlaTa HA MOCJIeAHO Npepasr/iexkIaHe HA JIHCTOBKATA
MM/TTTT




