I A3MBITHITESTHA AFFH‘MH no HEKAPCTBATA |
E*TJL_J;-:;HF' f:pumy—mm; ) 2

JIncroBka: nHpopManus 3a noTpedHTE IS
o Khml::’ea A "/0 /72013'7/3d ..........
JAJITEKC S0 mg/850 mg punamyupann radjeTKn . ]
DALTEX 50 mg/850 mg film-coated tablets- £ 73 / - 2, 2024 |
JAJITEKC 50 mg/1000 mg q)lmnmpaﬂn ERAGTEARA e+ sommssessscssusmsssmsssseo h
DALTEX 50 mg/1000 mg filmi-coated tablets ... [oisssinivesasosiasisa essnier

BUJIAANTUNTHH/METHOPMUH XUAPOXJIOPHULL
vildagliptin/metformin hydrochloride

IIpoyeTreTe BHHMATE/IHO UAJATA JIHCTOBKA, NpeaAH JAa 3amo4yHeTe [a MNpHeMaTe TOBA

JIEKapCTBO, ThH KaTO TA ChAbPKa BaXkHa 3a Bac undopmanus.

- 3anaseTre Ta3u JUCTOBKA. MOXKe /1a ce HaJIOXKH J1a 1 Mpo4YeTeTe OTHOBO.

- AKO MMaTe HAKAaKBHM JOMBJIHHMTEJIHM BBIPOCH, NnonuraTe Bawmms nexkap, ¢apmaueBT HIH
MEJMULIMHCKA CecTpa.

- Tosa nekapcTBO € npeanucaHo JU4HO Ha Bac. He ro npeorcrenBaire Ha Apyru xopa. To
MOKE J1a UM HaBpEH, HE3aBUCHUMO Y€ MPU3HALMTE HA TAXHOTO 3a00JIiBaHE Ca CBLUMUTE KAaTO
Baiwure.

- AKO NnoJIy4YuTe HAKaKBH HEXeJIaHU peakLMu, yBeaoMere Bawuus nekap unu papmauest. Tosa
BKJIFOUBA U BCHYKH Bb3MOXXHH HEXEJIaHU peaKLlMM, HEONMCAaHU B Ta3U JIMCTOBKA. BHxkTe TO4YKa
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KakBo cbaABpKa Ta3H JIHCTOBKA

Kakeo npeacrasnsasa JJAJITEKC u 3a kakBo ce u3nomnssa
KakBo TpsabBa na 3Haere npeau aa npuemere JAJITEKC
Kak na npuemare JIAJITEKC

Bb3MOXXHHU HEXENaHU peaKkLuy

Kak na cvxpanssare JJAJITEKC

CLI[LP}KHHHE Ha OINAKOBKATa H AOITBJIHUTCIIHA HH(I)DPM&U.HS!

oy g bbb =

1. Kakso npeacrasassa JAJITEKC u 3a kakBo ce H3no.138a

AxtuBHute Bewecrsa B JIAJITEKC, sungarnunTdH M MeTOPMHH, NpPHHALIEKAT KbM rpyna
JIeKapCTBa, HAPEUYEHH ,,lIepOpaiHi aHTUAUAOETHH cpeacTBa™.

JHAJITEKC ce u3non3sa 3a je4yeHUe Ha Bb3paCTHU NMauUeHTH ¢ auadetr Tun 2. To3u THn auaber chluo
TaKa € U3BECTEH KaTO MHCYJIMHOHe3aBUCUM 3axapeH auabert. JJAJITEKC ce uznonsea, koraro nuaberst
He MOXKe Jla Oble KOHTPOJIMpaH caMo 4pe3 AveTa U (U3M4YecKa aKTHBHOCT W/WIM C APYrH JIEKapCcTBa,
M3M0JI3BaHH 3a JiedyeHHe Ha AuabeT (MHCYJIMH WM cyJIPOHMITYpes).

Jlnaber Tin 2 ce pa3BMBa, aKO OPraHU3MBT HE MPOM3BENkK/AAa AOCTATHbYHO HHCYJIMH WJIH aKO UHCYJIMHDT,
KOWTO OpraHM3MbT MPOU3BEXKa, He AeicTBa Taka A00pe, kakTo 6u TpsabBano. Moxe cblO Taka aa ce
pa3BHe, aKO OPraHU3MbT MPOU3BEK/A NPEKATIEHO MHOIO IJTFOKArOH.

KakTo MHCYJIMHBLT, Taka W IJIKOKaroHbT Ce€ NpoM3BexaaT B mnaHkpeaca. MHCynuMHBT cnomara 3a
MOHW)XaBaHe Ha HUBOTO Ha 3axapTa B KpbBTa 0COO€HO ciiell XpaHeHe. [ JTIoKaroHbT OTKJI04YBA Ipoleca
Ha MPOM3BEXIaHE Ha 3aXap OT YepHHUA Npo0, KOETO BOJH 10 NOBHILIABAHE HA HUBOTO HAa KpbBHATAa 3axap.

Kak aeiictBa JJAJITEKC
JIBeTe aKTHBHM BellleCTBA BUJIArJIMNTHH U METOPMHH CrIOMAraT 3a KOHTPOJIa Ha /
3axap. BeuecTBoTo BHIAArIMIITHH A€HCTBA Taka, Y€ NMaHKpeachT Aa NMPOU3BEXKAY
MoO-Majko IoKarod. BeuecTtBoro mMerdhopMHH aeicTBa Kato mnoaroMara opi

MHCYJIMHA MO Mo-100bp HAa4YMH. YCTAHOBEHO €, Y€ TOBa JIEKapCTBO MOHWXKaBa
3axap, KOeTO MOXKe Ja MOMOI'HE 3a NPEeAOTBpaTABAHE HA YCIIOXKHEHUATA Ha AUade

2. KakBo Tps6Ba na 3naere npeau aa npuemere JAJITEKC




He npuemaiite JAJITEKC
- aKo CTe aJleprHYHH KbM BWIJArJIMNTHH, METQOPMHH HWJIH KbM HAKOSA OT OCTAHAJIMTE ChCTAaBKH Ha

TOBa JIeKapcTBO (M30poeHU B TO4YkKa 6). AKO MHUCIIHMTE, Y€ CTE€ aJIEprU4HH KbM HAKOSA OT TiX,
roBopere ¢ Bawus nexap npeau na npuemere JJAJITEKC.

- aKO MMaTe HEKOHTPOJIMpaH AWabeT, HanpuMep ¢ TeXKa XHIMepriuKkeMus (BUCOKa KpbBHa 3axap),
rajeHe, NOBpblaHe, AHapus, Obp3a 3aryba Ha TerJo, JakTaTHa aluuya03a (BUXKTe no-a0ay ,,PUck ot
JJaKTaTHa auyao3a’™) wid keroauvaos3a. Keroauugosara € CbCTOSHME, MPU KOETO BELIECTBAaTa,
HapeuYeHH ,,KETOHHHM TeNa™ ce HaTpynBaT B KPbBTAa M TOBAa MOXKE J1a I0BEAE N0 AUaOETHA NMpeKoMa.
CuUMNTOMHTE BKJIKOYBAT OOJKH B CTOMaxa, Y4eCT€HO M IbJIOOKO AWlIaHE, CBHJIMBOCT WIIH
HeoOHUaeH IJI0JI0B apoMar Ha abXxa Bu.

- aKO HacKoOpO CTE€ MNPEeXHUBEJIHU CHbPACYEH yaap WIM ako UMaTe CbpAc€YHAa HENOCTATbYHOCT, WIH
CEpPHO3HH NPOoOEeMH C KPbBOOOPBILIEHHETO, WIM 3aTPYAHEHHUS B AMUIIAHETO, KOETO MOXeE na Obae
MPU3HAK Ha CbPACYHH NMPOOJIEMH.

- aKo UMaTe CUJIHO HaMasieHa ObOpeYHa QyHKIUA.

- aKo HMMaTe TeXKa MHQEKLUHS WIH CEepHO3HO 00€3BOAHsABaHE (3aryOMiIM cTeé MHOro BOAa OT
OpraHu3Ma CH).

- ako By npeicTOM KOHTpPacTHO PEHTIeHOBO H3cieABaHe (cneuudruueH BU pEHTIeHOBO U3CJIeIBaHe,
KOETO BKJIIOYBA MH)XKEKTHpaHe Ha Oarpuino). Mons BHXKTe CblO0 HHDOpMALUMUATA OTHOCHO TOBa B

pazaen .. JIpeaynpexaeHus U npeana3Hy MEpKU*.
- aKo umare npobyieMH ¢ YepHHUs apod.
- aKo NMHUeTe NMPeKaIeHO MHOroO aJIkoXoJ1 (HE3aBUCHUMO J1aJIM BCEKH JIEH WJIK OT BPEME Ha BpeMe).
- aKo KbpMHTE (BHXKTE CbLIO ,,bBpEMEHHOCT U KbPMEHE®).

IIpeaynpexaeHus 4 npeaAnas’HH MepKH

PHCK OT JJAKTATHA alM1034

JNAJITEKC Moxe na npuydHM MHOIrO psiika, HO MHOrO CEpHO3HA HEXeJjlaHa peaklus, HapeuyeHa
JaKTaTHa auuao3a, ocobeHo ako Obopere Bu He GyHKUMOHUPAT NpaBWIHO. PUCKBT OT pa3BUTHE Ha
JlaKTaTHa alMa03a ce€ YBEeJIW4YaBa U NMPHU HEKOHTPOJIMPAH AUA0ET, TeXKKH HHDEKLHMH, MPOAB/DKHUTEITHO
rnajayBaHe WIH MPUEM Ha aJIKOXOJ1, AeXuapaTalus (BHXKTe olle HHpopMaLus no-a0iy), Y4epHOAPOOHH
npobJieMH ¥ BCAKAKBH CbCTOSHHA, MPH KOUTO YacT OT TAJIOTO UMa HaMasleHO CHabAsiBaHE ¢ KUCII0pO.
(KaTo OCTpO MpoTHYALA TeXKKa 00JIECT Ha CHPLIETO).

AKO Hsikoe OT M30poeHHuTe no-rope ce oTHacs 3a Bac, roBopere ¢ Bauus nekap 3a JONMBJIHHUTENHH
yKa3aHHUA.

Cnpete npuema Ha JIAJITEKC 3a kpaThk nepuoj or Bpeme, aKo HmMare 3a00/11BaHe, KOETO MOXKe
na ObJae CBBP3aHO ¢ JAeXHApaTalusa (3HauuTeslHa 3aryba Ha TeNeCHU TEYHOCTH) KaTO TEXKKO

MOBpbIIAHE, AWApHUA, TpPeCKa, H3jlaraHe Ha TOIUIMHA WM aKO MNHeTe MNO-MajlKO TEYHOCTH OT
HopManHOTO. ['oBopere ¢ Baluus sekap 3a JOMBIHUTEIHHA YKa3aHUA.

Cnpere npuema Ha JJAJITEKC u He3a0aBHO ce cBbpiKeTe ¢ JieKap HJIH Hal-01H3KaTAa 00JIHHIA,
AKO HMaTe HAKOH OT CHMIITOMHTE HA JIAKTATHA alH/103a, Thid KATO TOBa ChCTOAHHUE MOXKE 12 IOBEIE

10 KOMa.

CHMNTOMMTE Ha JIJaKTaTHA alM/103a BKJIIOYBAT:
- MOBpbIIIAHE

- 601KkHM B cTOMaxa (KOpeMHH OO0JIKH)

- MYCKYJIHH CMa3MHu
- 00110 ycellaHe 3a Hepa3MnoJ0KeHHe, MPUAPYKEHO C TEXKa yMopa

- 3aTPYAHEHO AUllaHe
- IOHWXKEHA TeJIeCHa TeMIepaTypa U myJic.

JlakTaTHaTa aLMa03a € ChbCTOSHHUE, U3UCKBALLIO CIEelIHAa MEULIMHCKA TIOMOILL, U TS
OOJIHHLIA.

JNAJITEKC ne 3amecTBa uHcynuHa. [lopaau Tasu npuuuHa JIAJITEKC He TpsOBa
JieYeHHUe Ha 3axapeH auaber tvn 1.



["oBoperte ¢ Bawusa nekap, papmaueBT WM meauuuHcka cectpa npeau aa npuemere JIAJITEKC, ako
MMaTe WIK CTe MMaIM 3a00/19BaHe Ha NMaHKpeaca.

["oBopere ¢ Bawusa nekap, apmaueBT wiM MeauuuMHcka cectpa npeau aa npuemere JIAJITEKC, ako
npuemare NMpoTHBOAHAOETHO JIEKapCTBO, U3BECTHO KAaTO CyJIPOHWIYPEHHO JiekapcTBO. Bawuusar nekap
MOXKE Jla TOMCKAa Ja HaMajlM J03aTa Ha CYJQOHWIYPEHHOTO JIEKapCTBO, KOrato s npuHemMare
enqHoBpemMeHHO ¢ JIAJITEKC, 3a na ce uzberde pucka or HUCKa KpbBHa 3axap (XUNOrjIuKeMHs).

AKO B MHUHAJIOTO CT€ NMPHEMAJIH BHJIJATJIMIITUH, HO C€ € HAJIOXKUJIO J1a MpeKpaTUTe NMpueMa My rnopaau
yepHOAPOOHO 3ab01sBaHe, He TPsAOBa Aa NMpHeMaTe TOBa JIEKAPCTBO.

JlnabeTHUTE KOXHM JIE3UH ca 4YeCTO YCIO)XHeHHWe Ha auadbera. IlpenopbuBa ce na crnasBare
NpernopbKUTE 3a IPWXKM 3a KOXKATa M KpakKaTa, KOMTO CTe Moay4und ot Bawwusg nexkap wiu
MeaMLMHCKa cectpa. Chllo Taka ce npenopbyBa aa obprbluare 0co0€eHO BHUMaHME Ha MosBaTa Ha
HOBH Mexypu Wi paHu jaokato npuemare JIAJITEKC. B cny4ait ye ce nosBaT TakuBa, TpsOBa
He3abaBHO J1a ce KOHCynTUpare ¢ Bawuus nekap.

Ako Bu ce Hanara ga nperbpnuTe cepHo3Ha onepauus, TpadBa 3a1b/DKHTETHO Aa CIIpeTe NpyeMa Ha
JNAJITEKC no BpeMe Ha ¥ H3BECTHO BpeMe cliell npoueaypara. BawmsaT nekap we peluu kora TpsadOsa
na cnpere U kora na Bb3odbHoBuTe neueHuero ¢ JJAJITEKC.

[1le Bu 6b1€e HanpaBeHO H3clieBaHe 3a onpenesHe GyHKUMATAa Ha YepHUS Apod npeau 3anoyBaHe
Ha neueHue ¢ JJAJITEKC Ha TpuMeceyHH HHTEPBAJIM NPe3 MbpBaTa roAMHa U NEPUOAUYHO CJIEN TOBA.
Tora e HeoOX0AMMO, 3a 1a MOXKE NMPU3HALIMTE Ha MOBHLIEHH YEPHOAPOOHHM €H3UMHM Aa ObAaT OTKPHUTH
Bb3MOXKHO Hal-CKOPO.

[To Bpeme Ha neuenune ¢ JJAJITEKC Bawmmsr nekap uie nposepsBa 6b0peuHata Bu dyHkuus none
BEJHDBXK TOJMIIHO WM TMO-4€CTO, aKO CT€ B CTap4yecka Bb3pacT W/WIM ako uMmare BiolleHa 0b0peyHa

dbyHKUHUA.

Bawmusar JICKAp p€aAoBHO LIC U3CJIEABA KPBbBTA H YPHHATA BH, 3a J1a onpeacii CTOMHOCTHUTE Ha 3axapra.

Jlena H IOHOIIHA
He ce npenopbuBa ynorpedara Ha JJAJITEKC npu aeua u 1oHo1H Ha Bb3pacT noa 18 roaunm.

HApyrn aekapcersa u JAJITEKC

Ako TpsabBa na Bu Obae mnocraBeHa HMHXKEKLUsA C KOHTPACTHO CPEACTBO, CbABpXKALl0 HOA, B
KpbBOOOPBLIEHUETO, HalpUMEP B KOHTEKCTA Ha PEHTTE€H WJIM CKEHep, TpsAOBa Ja CripeTe nmpHema Ha
JAJITEKC npeau unu no BpeMe Ha HHXXeKUMATa. BaluuaT nekap e pewuu kora TpsOBa 1a cnpere U Kora
na Bp30o06HOoBUTE NeuyeHuero ¢ JIAJITEKC.

HMudopmupaiite Bawims nekap, ako npuemare, HACKOpPO CTe NMPHEMAJIH WIH € Bb3MOXKHO Jla NMpHEMETE

Opyrd nekapcrBa. Moxke ga ce HaJlOKH MO-4€CTO Ja C€ Hu3clieBa IIIOKO3aTa B KpPbBTa H

¢byHKLMOHMpaHeTO Ha ObOpeuute wnu Bawmst nekap moxke na kopurupa nosara Ha JIAJITEKC.

M3K110YHMTENTHO BAXKHO € 1a CMIOMEHETE CIIEAHOTO:

- rIOKOKOPTHKOUIM, KOUTO OCHOBHO C€ M3MOJI3BAT 3a JICYEHHUE HA Bb3MNaJICHUE

- OeTa-2 arOHUCTH, KOUTO OCHOBHO C€ M3MOJI3BAT 3a JICYEHHUE Ha AUXATEIHH 3a00/19BaHus

- APYTH JIEKapCTBa, U3IMOJI3BAaHH 3a JICYEHHUE Ha auader

- JIEKapCTBa, KOUTO YBEJIWYABaT OTAC/ISHETO Ha YPUHA (AUYPETHLIH)

- NIeKapcTBa, U3MOJI3BaHU 3a JieueHre Ha 6osika u Bb3nanenre (HCIIBC u COX
nOynpogeH 1 LeaeKoKcHo)

- HAKOM JIEKapCTBa 3a JieYeHUe Ha BUCOKO KpbBHA HasraHe (ACE uHxuOu
peuenTOpHU aHTarOHUCTH)

- HSKOM JIEKapCTBa, AEHUCTBALLM HA TUPEOUHATA *Jie3a WIH

- HAKOH JIEKapCTBa, ACMCTBALM HA HEPBHATA CUCTEMA

- HSAKOM JIEKapCTBa, U3MOJI3BAHM 34 JICYEHHUE Ha CTEHOKapaAus (Hamp. paﬂanasuﬂ) NN

- HAKOM JIEKapCTBa, M3M0/I3BaHH 3a JieueHne Ha XM B-undekuus (Han. nomyrerpaBup)
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- HAKOM JIEKApCTBa, M3MOJI3BAHH 3a JICYEHHME HAa KOHKPETEH BHJ paK Ha LATOBUAHATA XJe3a
(MeaynapeH KapLMHOM Ha LIIMTOBW/IHATA »Jie3a) (Hanp. BaHAeTaHUO)

- HSKOHM JIEKapCTBa, U3MOJIBAHK 3a JIEYEHHWE HAa KUCEJIMHM B CTOMaxa WJM MENTHYHU A3BU (HArp.
LIMMETHIHH).

JAJITEKC ¢ ankoxoJ.
U36arsaiite npekoMepHaTta ynorpeba Ha ankoxon aokaro npuemare JJAJITEKC, Tei kaTo TOBa MOXE

J1a yBEJIMYH PUCKA OT JIaKTaTHA alu103a (MoJis BUXKTE pa3aen ,, [ lpeaynpexaeHus U npeana3sHy MEpKu*).

bpeMeHHOCT H KpbMeEHe

- Ako cre OpemMeHHa, cMmATaTe, Y€ MOXe Jaa cTre OpeMeHHa, WIM IUlaHUpaTe OpeMEHHOCT,
nochbBeTBaiiTe ce ¢ Bauusa nekap npeau ynorpebara Ha ToBa JieKapcTBO. BawuaT nekap e
o6chau ¢ Bac Br3moxxHHsA puck ot npuema Ha JIAJITEKC no Bpeme Ha OpeMEHHOCT.

- He npuematite JIAJITEKC, ako cte OpemMeHHa Wiy KbpMUTE (BHXKTE ChLLO TOYKa ,,He npuemaiire
JAJITEKC®). IlocbBeTBaiiTe ce ¢ Bamus nekap wiu dapmaueBT npeau ynorpebdara Ha KOETO U
a € JIEKapCTRBO.

[Hodupane n pabora ¢c MAIIHHHA
Ako 4dyBcTBare 3aMasHoCcT no BpeMe Ha npuema Ha JIAJITEKC, He wmodmupaiite u He paborere ¢

MHCTPYMEHTH U MALLMHH.

3. Kak na npuemate JAJITEKC

KonuuectBoro JIAJITEKC, koero xopara TpsaOBa ga nmpHeMaTr € pa3zjii4HO M 3aBUCH OT TAXHOTO
chberosiHWe. Bamusar nekap e Bu kaxe TouHo kaksa go3a JJAJITEKC na npuemere.

BuHaru npuemaiiTe TOBa 1€eKapCcTBO TOYHO KakTO Bu € ka3zan BawusTt nekap. AKO He CT€ CUI'YPHHM B
Helllo, nonuTaiTe Bauus nekap uau ¢papmalesrT.

[IpenopbunTenHara no3a e eqHa punamupana tabnerka or 50 mg/850 mg wiu 50 mg/1000 mg, npuera
ABa MbTH JHEBHO.

Axo uMaTe HamajieHa ObOpeyHa ¢yHkLUA, Bawuuar nekap moxe aa Bu npeanuiue no-HUCKa ao3a.
Cpl110 TaKa, ako NnpueMare aHTHAHAa0EeTHO JIeKapcTBO, Hape4YeHo cyadoHuaypes, BamusaTt nekap Moxe
na Bu npeanuiue no-HUcKa J03a.

Bawmsar nekap Moxke na Bu npeanuiie ToBa J€KapcTBO CaMOCTOATENIHO WJIM C OMpEAESieHH ApPYrH
JieKapcTBa, KOMTO MOHWXKABAT HUBOTO Ha KpbBHATa 3axap.

Kora u kak aa npuemare JAJITEKC

- [TorenHere Tabnerkara usjia ¢ yaila Bojaa

- BiemaiiTe enHara Tabnerka CyTpUH, a Apyrara Bedep o BpeMe Ha WM BeaHara Cjel XpaHeHe.
[IpueMaHeTo Ha TabsieTkaTa BeAHAra cJjie[l XpaHeHe L€ HaMaJli PUCKa OT Jpa3HeHe Ha CTOMaxa.

[IpoabipkaBaiiTe na crna3paTe BCMYKH ChbBETH N0 OTHOLLIEHWE HA IMETaTa, KOATO € Ha3HayeHa ot Baiuus
nekap. OcobOeHO ako CTe Ha JAWeTa 3a KOHTPOJ Ha TEJIECHOTO Terjio nmpu avaber, npoab/bKeTe aa A
cna3pare aokaro npuemare JJAJITEKC.

AKoO cTe npueJiH noseye ot HeoOxoaumaTta no3a JAJITEKC
Axko cre npuenu npekaneHo MHoro tabnerku JAJITEKC unu ako HAKOH apyr npue
TabJIeTKH, He3a0aBHO ce cBbpxKeTe ¢ Bamusa Jexkap nian papmaunesT. Moxe 1
OT MEOULMHCKM IpvKkHU. B3emere onakoBkara W Ta3u JIMCTOBKA ¢ Bac, ako e
MOCETHUTE JIeKap WM OTHAETE B OOTHULIA.

Ako cTe nponycHajH Aa npuemere JAJITEKC
AKO CcTe MpOoNyCHaJId Aa npuemere TablieTka, NMPHEMETE s CbhC CJIEABALLOTO
ToraBa He TpsaOBa 1a npueMere cieasainara. He B3emaiite nBoiHa no3a (ase tabn
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3a 1a KOMIIEHCHpATe MpoMmyCcHaTaTa TabnerTka.

Ako cre cnpen npuema Ha JAJITEKC

[TpoaspKeTe Ja NpHeMare TOBa JICKapCTBO TOJIKOBA IBJITO, KOJIKOTO € MpEeANnUcaHo oT Baluus Jiekap,
3a Ja MPOAB/DKHTE Ja KOHTpOJMpaTe HHBOTO Ha Bamara kpbBHa 3axap. He cripaite npuema Ha
TTAJITEKC, ocBeH ako BalMAT jiekap HE Bu kaxke. AKO MMaTe BBIIPOCH OTHOCHO TOBA, KOJIKO ABJIIO
Jla mMpYeMare ToBa JIKapcTBO, FOBOPETE C Baiuus nekap.

AKO MMaTeé HSKAKBH JOMBJIHMUTENHH BBIIPOCH, CBBP3aHH ¢ ynorpebara Ha TOBa JIEKapCTBO,
nonuTaiire Bawus nekap, GapMaLeBT UM MEAULMHCKA CECTPA.

4. Bb3MOKHH HEKEJAHH PEAKIHH

KakTo BCMYKHM JIEKapcTBa, TOBA JIEKAPCTBO MOXKE Na TMPEAN3BUKA He)XeJJaHH peaKLH, BBIIPEKH 1Y€ HE
BCEKH ' MOJTy4aBa.

TpaGsa na cnpere NpHEMA Ha JNAJTEKC u na ce cBbpiKeTe € Bamns Jexap He3a0aBHO, B CITy4a
ye MOyYHTE CJIEHUTE HEXNEIaHH PeaKilnH.

. JlaxtaTHa anmmo3a (MHOro psaikKa: MOXe [Ja 3acerHe n0 1 wa 10 000 pywm):
BHIAArTMNTHH/MeTGOPMHH MOXeE Jia 1I0BEAe 10 MHOrO pAnKa, HO MHOrO CE€pHO3Ha HEXeJIaHa
peakiusi, HapeueHa JIaKTaTHa alH/03a (BikTe TOouka ,JlpenynpexneHus W TpeArasHi
Mepku“). AKO TOBa C€ CIy'H, Tpa6Ba 3aAbJDKHTENHO A2 CNpeTe NPHEMA HA NAJITEKC n
He3a0aBHO Aa ce€ CBbp)KeTe ¢ JieKap HJIH naii-6M3kara 00JHHIA, ThH KaTO JIaKTaTHaTa
anMI03a MOXKE Ja 0Beae 10 KoMa.

. AmnrxoeneM (psaaKko: MOXe Ja 3acerHe 1o 1 Ha 1 000 gymu): CHMNTOMHTE BKJIHOYBAT MOAYBAHC
Ha JIALETO, €3MKAa MJIHM TbpJIOTO, 3aTPYyAHEHO MpPErIBIIAHS, 3aTPyAAHEHO NMLIaHe, BHE3alHa
MosiBa Ha OOPUB WM KOTNPUBHA TPECKA, KOUTO MOXKC /4 CHUTHAJIM3UPAT 3a peakiys, W3BECTHA
KaTo ,,aHFTHOEHEM " ;

- YepHonpoOGHO 3a0onsBaHe (xenatut) (psAaxo): CHMITOMHTE BKIIOYBAT NOXKBJITABAHE Ha
©OaTa H OUHTE, rajeHe, 3aryba Ha aneTuT Wik TbMHO OLIBCTABAHE Ha ypHHaTa, KOMTO MOXE /1a
CHrHAJM3MpAT 3a YepHOAPOOHO 3a00NABaHe (XenaTur),

. BupanaieHHe Ha maHkpeaca (MaHKpeaTwT) (C HEHM3BECTHA yecrora): CUMNTOMHMTE BKJIIOYBAT
CHIHA M TpOABL/DKMTENHA Oojka B KOpema (8 obnacTra Ha CTOMaxa), KOATO MOXe€ Ja Ce
pa3npoCTpaHH KbM rbp0a, rajicHe U NOBPBIIAHC.

JIpyru HeXKeJIAaHH peaKIHH
Hskou MALMEHTH ca TMOJyyaBalli CJIEIHUTE HEXEJIaHH PeaKiHH J0KaTo npyeMaT BWIJATJUNTHH U
MeT(HOPMHH XHIPOXJIOPHA!

- Yectm (Morar aa 3acerHar nose4e Ot | na 10 oywM): BB3MAJIEHO I'bp/io, XpeMa, MOBHIICHA
TemrepaTypa, CcbpOsil OOpHB, MPEKOMEPHO MOTEHE, OOJIKW B CTaBMTE, 3aMasHOCT,
rnaBoGOHe, TperepeHe, KOeTo He MOXe Ja Ce KOHTPOJUpaA, 3ariCk, rajeHe, MOBpbIIAHE,
nuapusi, METEOpH3bM, KHCETUHH, 6oKa BbB ¥ OKOJIO cTOMaxa (kopemHa 6oJ1ka).

. Heuyectn (MoraT aa 3acerHat g0 1 Ha 100 mymu): ymopa, cinabocT, METaJIeH BKYC, HHCKa
KpbBHA 3axap, 3aryba Ha ameTHT, MOAyBaHE Ha phlieTe, IVIE3eHHTE WIH XOAuiaTa (oTOK),
BTpHCaHe, Bb3NajeHue Ha NnaHKkpeaca, OOJIKH B MYCKYJIMTE.

- Mmsoro peaku (moraTr na 3acerHar 1o 1 ga 10 000 aymw): mpH3HALM 32 BHCOKO HHMBO Ha
MJIeYHATa KHCEeJMHa B KpbBTa (M3BECTHO KaTO JIAKTATHA alM03a) KaTo CHHJIMBOCT WIIH
3aMasHOCT, TEXKO M3pa3eHO rajieHe WM MOBPBLIAHE, KOPEMHA 0oJika, HEpaBHOMEPEH MYJIC
WIH IBJIGOKO, yuecTeHO AMIlaHe; 3auepBiBaHE Ha KOXKaTd, cppbex; MOHMXKEHO HHUBO Ha
putamuH B12 (61eAHOCT, yMOpa, MICUXHYHH CMMNITOMH Kato 00BbpKaHOC Ha
MaMmeTTa).

OTKaKTO MPOAYKTHT € Ha nasapa, ce chOOILLABAT ChHILO TaKa CICIHUTE HEX 1
. C Hew3BecTHa uecToTa (OT HAIMYHWTE [aHHM HE MOXC Ja paBows; “ONEAKA):
JToKaM3MpaHo GelieHe Ha KoXkaTa Wi 00pasyBaHe Ha MEXypH, BBl BO]
(BacKyJIMT), KOETO MOXe Ja J0Befie N0 rosiBa Ha KO>keH OOpHUB HN)
yepBEHH, KPBIJIH NETHA MO/ MOBbPXHOCTTA Ha KOXKATd w1 obpasyBaHe
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CphobmaBaHe HA HeXKeJIAHH PeaAKIHH

AKO MOJIy4YUTE HAKAKBU HEXKEJIaHW peakuMH, yBeaoMere Baiuusa nekap, GpapMaueBT WIH MEIHULIMHCKA
cectpa. ToBa BKJIIOYBA BCHYKM Bb3MOXXHH HEOMHUCAHH B Ta3HW JIMCTOBKA HEXKeNaHW peakluuu. Moxere
ChILO J1a ChOOIIUTE HEXKENAaHW peaKlIMK JIMPEKTHO Ype3 HallHOHAJTHATa CHCTEMa 3a ChOOIIaBaHe:
MU3nbiaHUTEIHA areHLM no JieKapcTBaTa

yi. ,.,JJamsaH ['pyeB* Ne8

1303 Codus

Ten.: +359 28903417

yebcaiT: www.bda.bg

Karo cpobuiaBare HexenaHW peaklMM, MOXKETe Ja JaJeTe CBOsA MPUHOC 3a MoJlyyaBaHe Ha MoBeve
MH(POpMaLMa OTHOCHO O€30MacHOCTTa Ha TOBA JIEKAPCTBO.

S. Kak na coxpansBarte JAJITEKC

- Jla ce cbXpaHsABa Ha MACTO, HEIOCTBITHO 3a JIeLia.

- He wusnon3sakite TOBa JIEKAPCTBO CJieA CpOKa Ha roAHOCT, orOensA3aH BbpXY Onucrepa H
KapToHeHara onakoBka cien “EXP/ I'ogeH no:*. CpokbT Ha rOAHOCT OTroBapsl Ha MocCjeaHUS AeH
OT NMOCOYEHHUS Mecell,

- To3u nekapcTBeH NMPOAYKT HE M3UCKBA CNELMATTHA TEMNEPATYPHH YCIIOBHS Ha CbhbXpaHeHHe. [la ce
CbXpaHsABa B OpMrdHa/IHaTa OMaKoOBKa, 3a [a Ce Mpejnas3u oT Bjara.

6. CobabpxaHHe HA ONAKOBKATA H JONbJIHHTEJHA HHpOpMAHS

Kakso cbabpka JAJITEKC

- AKTHUBHHUTE BelLeCTBa ca: BUunaarnunTuH (vildagliptin) 1 MethopMHUH XHUAPOXJIOPH]L
(metformin hydrochloride).

- Beska punmupana tabnerka JAJITEKC 50 mg/850 mg cvabpxka 50 mg BunaarnunTvH 4 850
mg MeTHOPMHUH XHAPOXJIOpU (EKBUBAJIEHTHO Ha 660 mg MeTdOpMHH).

- Besaka dunmupana tabnerka JAJITEKC 50 mg/1000 mg cuabspxka S0 mg eunaarnuntud v 1000
mg MeTGOPMHH XHAPOXJIOpH] (€eKBHBaJIEHTHO Ha 780 mg MeTdhopMHH).

- Jpyrure cbCTaBKHM ca: MUKPOKPHCTAJIHA LIeJTyJ103a, KOMOBHAOH, KPOCTIOBH/IOH,
XHUAPOKCUNponuUiLeysosa, xunpomenosa(E 464), marHesues creapart, TaTaHOB AHOKCHUA (E

171), »wbaT xkene3zeH okcua (E 172), makporon/ PEG (E 1521) u tank (E 553b).

Kak n3rnexaa JAJITEKC n kakBo ¢ChAbLPkKA ONAKOBKATA

HAJITEKC 50 mg/850 mg ¢punmupaHy TabsieTKH ca XKbJITH, EJIMNCOBUAHU (UIMHUPAHU TaOJIETKH ChbC
CKOCEHH pbOOBE, rMajJKku OT ABETE CTPaHM C npuOanu3uTenHu pasmepu 20,7 X 8,8 mm.

HAJITEKC 50 mg/1000 mg d¢unmupaHum TabneTku ca TbMHOXBJTH, E€JIWICOBHIAHHM (HUIMHpPaHH
TabNeTKH CbC CKOCEHH pBOOBE, IaJAKH OT ABETE CTPaHHU ¢ NpUOAM3KTENHH pazmepu 21,3 X 10,1 mm.

JAJITEKC e HanuuyeH B onakoBkH, cbabpxkaiim 10, 30, 60, 120, 180 unu 360 punmupanu Tabnetku.
He BcuukM BUAOBE ONAaKOBKHU MOrart aa 0baar nycHaTu B npoaaxoa.

[IpuTexkaTe)1 HA pa3pelIeHHETO 32 ynoTpeda
Medochemie Ltd., 1-10 Constantinoupoleos street, 3011 Limassol, Kunsp

I1pon3BoauTe.I
Medochemie Ltd., Factory AZ,
2 Michael Erakleous street, Agios Athanassios Industrial Area, Agios Athanassios, 4

‘To3u nekapcTBeH NPOAYKT € pa3pelleH 3a ynorpeda B Abp)KaBy YIEHKH Ha E

Hanusa: DALTEX 50 mg/850 mg & 50 mg/1000 mg filmovertrukne tabletter

bbvarapusa: JAJITEKC 50 mg/850 mg & 50 mg/1000 mg ¢punmupanu Tabner

Kumbp: DALTEX 50 mg/850 mg & 50 mg/1000 mg emxaAvpupéva pe Aemto vNE

Yexusa: DALTEX 50 mg/850 mg & 50 mg/1000 mg potahovane tablety
6



Ectonusa: DALTEX

[Mspums: DALMEVIN PLUS 50 mg/850 mg & 50 mg/1000 mg emkaivppéva pe Aemtd vpuévio doxia
XbpBatusa: DALTEX 50 mg/850 mg & 50 mg/1000 mg filmom obloZene tablete

JlatBus: DALTEX 50 mg/850 mg & 50 mg/1000 mg apvalkotas tabletes

Manta: DALTEX 50 mg/850 mg & 50 mg/1000 mg film-coated tablets

PymbHua: DALTEX 50 mg/850 mg & 50 mg/1000 mg comprimate filmate

Cnosakua: DALTEX 50 mg/850 mg & 50 mg/1000 mg filmom obalene tablety

JlaTa Ha mocJIeAHO npepasriexiaHe HAa JHCTOBKATA: sHyapu 2023




