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JIneroska: ungopmauus 3a norpedburTeis

Tyreksn Komou 50 mg/850 mg ¢puaimupanu radierku
Tyreksun Komou S0 mg/1 000 mg pusimupanu rad1eTkn
Tutecvi Combi 50 mg/850 mg film-coated tablets
Tutecvi Combi 50 mg/1 000 mg film-coated tablets

BHJIAATTHNITHH/MET(HOPMHUHOB XH/IPOXJIOPHL
(vildagliptin/metformin hydrochloride)

[Ipouerere BHUMATE/IHO US/IATA JIHCTOBKA, NPe/IH /1A 3a0YHETe 12 IPHEMAaTe TOBA JIEKAPCTBO,

ThH KATO TH ChAbp:Ka BaxKHa 3a Bac nndopmauns.

- 3anasere Ta3u JMCTOBKA. Moxke a1a ce HaloKH J1a i NpoYeTeTe OTHOBO.

- AKO UMaTe HAKAKBU JIONbJIHUTE/IHU BBIPOCH, nonutaidte Bawius nexkap, papmaneBT uiu
ME/IMIIMHCKA cecTpa.

- lToBa nekapctBo € npeanucaHo JuyHoO Ha Bac. He ro npeorcrbnBaite Ha apyru xopa. To mosxke
J1a UM HaBpPE/IH, HE3ABUCUMO Y€ NMPHU3HALMTE HA TAXHOTO 3a00/1siBaHe ca ¢blMTe KaTo Bawure.

- AKO MOJIyYUTE HAKAKBH HEXKEJIAHHW JIEKapCTBEHH peaklnu, yeeaomete Bawus nekap,
(hapmaueBT MM MeAULIMHCKA cecTpa. ToBa BKJIIOUBA M BCHUKH Bb3MOXKHHW HEXKE/IaHH pPEaKlIMH,
HEOMNMMUCaHH B Ta3u JIMCTOBKA. BHKTE TOuUKa 4.
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1. Kakso npeacrasisia TyrekBn KomOH u 3a KakBo ce H3noJ/i3Ba

AKTHBHUTE BeulecTBa B TyrekBu KoMOM, BUn1araunTMH U MeThopMHH, NPUHAIEKAT KbM Ipyria
JIeKapcTBa, HapeyeHH! “nepopajiHu aHTUAHA0ETHH Cpe/IcTBa .

TyrekBr KomMOHM ce u3noJi3Ba 3a jieueHUue Ha Bb3pacTHHU naumeHTH ¢ auader tun 2. To3u Tun auader
CbLLO TaKa € U3BECTEH KAaTO MHCYJIMHOHE3aBUCHUM 3axapeH auader.

TyrekBu KoMOu ce u3noszea, korato AMadeTbhT HE MOXKe j1a Obe KOHTPOJIMpPAH CaMO Ype3 JHeTa H
YIpaKHEHUS W/ WA C APYTH JIeKapCcTBa, U3I10J3BaHM 3a JieueHre Ha auadbeT (MHCYIMH WK
CyAOHUYpEHHH NPOU3BOHH).

Jlnaber THn 2 ce pazBuBa, aKO OPraHU3MbT HE MPOU3BEXK/IA JOCTATBYHO UHCYJIMH HIIK aKo
MHCYJIMHBT, KOUTO OPraHu3MbT MPOU3BEK/IA, HE JIeHcTBa Taka 100pe, KakTo Ou TpsiOBano. Moke
CbL1O TaKa Ja ce pa3BHe, ako OpraHu3MbT NPOU3BEK/IA NPEKATEHO MHOIO ITHOKAroH.

Kakrto HHCYJIMHBT, TdKa H INVTIOKAroHsT CC IMPOU3BCYK/1aT B [NaHKpcaca. MHC}’HHHET ClioMadra 34
MOHHKABAHE HA HUBOTO HaA 3aXapTa B KPpbBTa 0co0eHOo CIC/1 HaXpadHBAHC. [ 1HOKaroHsT OTKJIKOUBA
Mnpoucca Ha INpoOHU3BCHIAHC HA 3aXxap OT HCPHH ,ﬂpﬁﬁ, KOCTO BOIAH 10 NMNOBHULLIABAHC HA HUBOTO Ha
KPbBHATA 3axap.

Kak neiicrea Tyreksu Komon B T
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JIBeTe akTUBHHU BeLLECTBA BUJIAArIMIITHH U MET(OPMHH CoMarar 3a KOHTpoJ1a Ha HUBQ? o RV
KpbBHaTa 3axap. BeuecTBoTo BUAAArIMNTUH A€HCTBA Taka, Ye naHKpeachT j1a poum3
WHCYJIMH M NO-MAJIKO IUIIOKaroH. BeuecTtBoTo MeThopmuH aeHcTBa, KaTo nojnomar
U3I10J13Ba HHCYJIHHA 110 10-100bp HAYMH. Y CTAHOBEHO €, Y€ TOBA JIEKAPCTBO MOHMK
KpbBHATa 3aXap, KOETO MOJKE /1a MOMOI'HE 3a NPeA0TBpaTABaHE HA YCJIOKHEHUATA H
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2, Kakso TpsOBa 1a 3HaeTe, npean aa npuemere Tyreksu KomGn

He npuemaiite TyrexBu KombOu

- aKO CT€ aJIePrHuyHU KbM BUAAAITMIITUH, METHOPMHUH MW KbM HAKOA OT OCTAHAIUTE CHCTABKH
Ha TOBa JEKApCTBO (M30poeHH B TOUKA ). AKO MUCIIUTE, Ue CTE AIEPrUYHHA KbM HAKOS OT TAX,
rosopeTe ¢ Bawing nekap npeam aa npuemerte Tyreksu KomOu;

- aKO MMaTe HEKOHTPOJAHNPAH AHA0ET, HaNPUMEP ¢ TEXKKA XUNepriukeMus (BUCOKa KPbBHA 3axap),
raaeHe, noppbluaHe, AMapus, Obpaa 3aryba Ha Terno, NakTaTHa aunao3a (Byvxcre ,,PUck ot
NaKTaTHa auna03a™ no-a01y) Uiu keroaunaosa. Keroaunaosara e CbCTOSHHE, NPH KOETO
BELLLECTBA, HAPEUEHH ,,KETOHHH T€J1a", Ce HATPYNBAT B KPbBTA H TOBa MOXKE J1a JOBEAE A0
nuabeTHa npekoma. CuMNTOMUTE BKITHOHMBAT DOJIKH B CTOMAXA, YUECTEHO M ABIBOKO AMIIAHE,
CbHJIMBOCT UK HeOOHHUaEH NNOA0B apoMaT Ha abxa Bu;

-~ AKO HACKOpO CTe NPEXKHUBENH CbPACUEH NPUCTBI HIIH aKO UMATE ¢CbhpAeUHa HEAOCTATHUYHOCT,
WK CEPHO3HKM NpoOneMH ¢ KpbBOOOPaLLIEHHETO, HIIH 3aTPYAHEHUA B AHULLAHETO, KOETO MOXKE /i3
6bae npru3Hak Ha ChLpAaeYHH NnNpobnemu;

- aKO MMarTe CHIIHO HaMmaneHa ObbpeyHa pyHKUKS;

- aKO MMAaTe TeXKKa NH(PEKUHA K cepro3HO 00e3BoaHABaHE (3aryOunn ¢Te MHOTo BoJa OT
OpPraHu3Ma cH);

- ako By npeactou KOHTPACTHO peHTreHOBO HU3CneABaHe (CrieUudUYeH BHI PEHTIEHOBO
H3cneaBaHe, KOETO BKAOUBA HHKEKTHpaHe Ha Darpuiio). Mong BuxTe CbLiio HHpOpMALIHATA
OTHOCHO ToBa B pa3nen “llpeaynpexxaeHus v npeanasHy MEpKY ;

- aKo UMaTe npobaeMu ¢ vepHus apodb;

- aKoO MHETE NMPEKATIEHO MHOMO aNKOXO0N (HE3aBUCHMO 1ANTH BCEKH [I€H WK €CaMO OT BpEME Ha
Bpeme);

- aKO KbpMHMTE (BHXKTE CbLUO “BpeMeHHOCT U KbpMeHe™).

ITpeaynpexaeHHsa # npeana3sHH MepKH

["oBopeTte ¢ Bawing nekap wnu papmauest, npeay na npuemere Tyrekan KomoOu.

PHCK OT J1aKTaTHA AlH103a

Tytexksn KoMbu Moxke na npUurHK MHOMO pAaKa, HO MHOMO CEPHO3HA HEXENAHA peakilks, HapeUeHa
JIaKTaTHA auuaosa, ocodeHo ako 6vOpeunte By He pyHKLUMOHMpPAT npaBUIHO. PUCKBT OT pa3suTHE Ha
NaKTaTHA auMA03a CE€ YBEAUHABA U NIPU HEKOHTPOAUPAH AUA0ET, TEXKKH WHPEKLMH, TPOABIKHTEIHO
F1afyBaHE HNK NPHEM Ha AJTKOXOJ, A€XHApaTauund (BUXKTE olle HHOopMaLUa no-a0ay), Y4epHOAPOOHH
npobneMu ¥ BCAKAKBU CHCTOSAHHUA, NPH KOUTO 4acT OT TANOTO MMa HaMaNeHO CHabasBaHe ¢ KHCAOpoa
(KaTo OCTPO NPOTHHALLA TEXKa DOMECT Ha ChPUETO).

AKko HaKOe OT U3bpoeHHTe No-rope ce oTHacA 3a Bac, rosopere ¢ Bauiua nekap 3a RonNbAHUTENHH
YKa3aHu4.

Cnpete npuema Ha Tyreksn Kombu 3a kpaThk nepuoa ot Bpeme, ako umare 3a00/19BaHe, KOETO
MOXe Aa Oble CBbP3aHO C AeXHAPATANHS (3HaUUTENHA 3ary0a HA TeJEeCHH TEYHOCTH), KATO TEXKO
MoBpLLLaHe, AMApHA, TPECKa, U3NaraHe Ha TOMJIMHA WIH aKo MHUETE NO-Malko TEYHOCTH OT
HopManHoTo. ["oBopeTe ¢ Bawna nekap 3a JOMBJAHUTENHH YKa3aHHA.

Cnpete npuema Ha Tyreksn KomOu u He3abaBHO ce cBbpikeTe ¢ jieKap HAH HAH-01M3KaTa
00/1HH LA, AKO HMATe HAKOH OT CHMIITOMHTE HA JIAKTATHA alH032, TbH KATO TOBA CLCTOAHHE
MOJKe Ja J0BeJe 10 KoMa.,

CUMNTOMMUTE Ha JIaKTaTHA ALMA03a BKIKOYBAT:

- NoBpbLUIAHE,

- Oonku B ctoMaxa (KOpeMHH OOKH);

- MYCKYJTHH CNa3Mu;

- 00LLO ycellaHe 3a Hepa3NoNoXKeHUe, NMPUAPYKEHO C TEXKA YMOPa;
- 3aTPYAHEHO JWLLAHE;

- NOHKXKEHa TeJleCHa TeMnepaTypa v nyJic.




JlakraTHaTa alnQ03a € ChCTOAHHE, W3NUCKBALLO CNEeLIHa MEAHLMHCKA NMOMOIL, U TpAOBa Ja ce JieKyBa B
OOTHHULIA.

[oeopeme ¢ Bawua nexap ne3zabaero 3a OONbAHUMEIHU YKAZAHUA.

- AKO € YCTAHOBEHO, Y€ CTPaJaTe OT HACAEACTBEHO MreHETHUHO 3abons9BaHe, NOBNHUABALLO
MHUTOXOHAPHHUTE (KOMIOHEHTHTE, KOMTO NPOM3BEXKAAT EHEPrus B KNETKHUTE), KATO CHHAPOM Ha
MUTOXOHApPHANHA cHUuedanonaTus ¢ nakTaTHa aunaosa v uucyntonoactbnu ennszoau (MEJIAC

CUHAPOM) WK HacneACTBeH AMabeT U rnyxoTa no ManyuHa nuHua (Maternal inherited diabetes
and deafness, MIDD).

- AKO MMATE HAKOMW OT T€3U CUMNTOMHU cJiell 3arnoyBane Ha JieyeHue ¢ MeTdOpPMHH: NPUNaIbK,
HaMaJleHH NO3HaBaTENHHU CrIOCOOHOCTH, 3aTPYAHEHH ABMXKEHHS Ha TANOTO, CHMIITOMH,
MOKA3aTENHHU 3a YBpeXKaaHe Ha HepsuTe (Hanp. 001Ka UIU U3TPBNIBAHE), MUIPEHA K TJTYXOTA.

TyTrexBu Kombu He 3amecTBa HHcyarHa. [Topaan ta3zu npuunna Tyreksu KoMOu He Tpabea na ce
Npuiara 3a Ne4YeHUe Ha 3axapeH adabet Tun 1.

["oBopete ¢ Bawuma nexap, papMaueBT Unu MeQULUMHCKA cecTpa Npeaun Aa npuemete Tyreksrn Komou,
aKO MaTe WK CTE UMany 3abonasaHe HA NnaHkpeaca.

["'oBopete ¢ Bauwing nekap, papMaueBT MayY MeOULIMHCKA cecTpa npean aa npuemMerte Tyrekeyd Komou,
aKoO ApUemaTte NPOTHBOAUADETHO NEKAPCTBO, U3BECTHO KATO CyndoHUNYypeitHo nekapeTso. Bawusar
JIEKap MOXKE Ja NOMCKA 1a HaMalK Ao3aTa Ha CyJGOHMAYPEHRHOTO NEKAPCTBO, KOTaTo ro npyuemMare
eqHOBpeMeHHO ¢ TyTekBM Kombu, 3a f1a n3derde pucka OT HUCKA KpbBHA 3axap (XUNOMNTHKEMUA).

AKO npean cTe NPUEMATTH BUIAATTUITTHH, HO CE € HAJIOXMIIO Ja NPEeKPATUTE MpHeMa MY Mopaai
yepHoapoOHO 3abonsaBaHe, He Tpabsa Aa NpHeMare TOBA J1€KAPCTBO.

HnabeTHHTe KOXKHY IE€31H ca HECTO YCokHeHHe Ha avabeTta. [lpenopbusa ce aa cnaizsare
MPenopPbKUTE 3a MPHUIKM 3a KOXKATA M KpaKkaTa, KOUTO CTe Noaydunu ot Bawuvg nekap unv MeAUUMHCKA
cecrpa. Chllo Taka ce npenopbyusa Ja o0pbliaTe 0cofeHO BHHMaHHWE HA NMOABATA HA HOBH MEXYPH HITH
panu, pokato rnpuemarte Tyreken KoMbu. B cayua#l, ue ce nosaBaT Takuea, Tpadsa HezabaBHO aa ce
KOHCYATHpaTe ¢ Bawus nekap.

Ako By ce nanara na nperspnuTe cepro3Ha OnepauMs, TpadBa 3aAb/HKMTENHO Aa CnipeTe NpHeMa Ha
TyTtexen KomMOu no 8peme Ha W U3BECTHO BpeMe clel npoueaypara. BawumaT nekap uie peuty kora
TpsbBa Aa copeTe U kora aa Bb3iobHoBuTe feuenneTo ¢ TyTeken Kombu.

[Ile By 6bae HanpaBeHO U3cneaBaHe 3a onpeAeasHe PyHKLUMATA HA YEPHUA ApOod NMpeaun 3anoyBaHe Ha
neueHue ¢ TyrekBn Kombu, Ha TpuMeceUuHn HHTEpBAJIH Npe3 MbpBaTa roAMHa H NEPUOJANYHO Clle]
ToBa. ToBa € HEOOXOAUMO, 3a Aa MOKE NMPUIHALMTE HA NOBUILEHH YEPHOAPOOHU eH3UMH aa 6baar
OTKPHUTH Bb3MOXHO HaH-CKOpO.

ITo Bpeme Ha nedeHHeTo ¢ TyrekBd KoMOu Bawnsat nekap e nposepasa 0ubpeyHata Bu pyHkums
MOHE BEHBK MOJAULIHO MM N0-4ECTO, aKO CTe B CTapyecka 8b3pacT W/ MK ako HMaTe BNOLIABALLA Ce

ObOpeyHa PpyHkLHA.
BaliusaT jiekap peaoBHO LUE U3CIE1Ba KpbBTa M ypHHaATa Bu, 3a na onpeaens cTOMHOCTUTE Ha 3axapTa.

Jleita 1 OHOLUH
He ce npenopbusa ynorpebara Ha Tyreksn Kombu npu Aeua v 1oHOWM Ha b3pacT noa 18 roauum.

Apyrn JexapctBea B TyrekBu Komon - —-:";:}'ﬂ--.
Ako Tpadsa ga Bu Obae nocTaBeHa HHKEKLMA ¢ KOHTPAaCTHO CPeACTRO, ChAbPIKALLO J;I%B*"i L ’E’
KPBbBOOOPALLEHHETO, HAMPUMED B KOHTEKCTA HA PEHTIEH WK CKeHep, TpadBa aa CrpeTd "ﬂﬁ/ MemMa Ha _'5\'!5?-
Tyreken Kombu npeau v KbM MOMEHTA Ha MHXKEKUHUATA. Balunar nexkap we pe
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CTIPETE W Kora Aa Bb300HOBUTE JieweHHEeTO ¢ TyTreksn Kombdu. :
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Tpabsa na kaxeTte Ha Bawug aexap, ako npuemare, HaCKOPO CTE NPUEMAITH HJIM € Bb3MOXHO Ja

npuemate Apyru fekapcersa. Moxe Ja ce HanoXKu Mo-4ecTo Aa ce MU3CNeBa MIKK03aTa B KpbBTa By 1

¢yHKuUMOHUpaHeTo Ha 6b6peunTe By unu Bawuat nexap moxe aa kopurupa nosara Ha TyTekBH

Komou. U311104HTENHO BAXKHO € 1a CITOMEHETE CIIEAHOTO!

- FMIOKOKOPTHKOWAH, KOUTO OCHOBHO C€ U3MOJI3BAT 3a JEUYEHHE Ha Bb3inaleHue;

- feTa-2 aroHUCTH, KOWTO OCHOBHO C€ K3MOJI3BAT 34 JieueHUe Ha AMXaTeHu 3abonaBanus.;

. APYTH IEKAPCTBA, U3NOA3BAHU 34 ICHEHHKE Ha AnaderT;

- NIeKapCTBa, KOMTO YBENUYABAT OTAENAHETO HA YPHHA (AUYPETHLIN);

- NleKapcTBa, M3N0M3BaHH 3a NieyeHue Ha Gonka u prananedie (HCTIBC u COX-2 unxubutopu
KaTO MOYNpodeH U LLeneKokcHo);

- HAKOH JIEKapCTBa 3a JieYeHHe Ha BUCOKO KpbBHO HalaraHe (ACE nuxubutopu v anrnotensun Il
PELENTOPHN AHTArOHUCTH);

- HAKOH NleKapCTBa, AEUCTBALLHK HA LWKMTOBUAHATA XKNE34;

- HAKOH AEKApCTBA, ACHCTBALLW HA HEPBHATA CUCTEMA;

- HAKOHW NIEKAPCTBa, H3MON3BAHN 33 IEYEHHUE HA CTEHOKapAUa (Hanp. paHOJa3uH);

- HAKOW JIEKAPCTBA, U3MO/3BaHH 3a NeueHHe Ha XHDB nudekuna (Hanp. aonyTterpaeup);

- HAKOH JIEKAPCTBA, U3MOM3RAHH 32 JleHeHHE HA KOHKPETEH BH/ paK Ha LUUTOBUHATA »JUle3a
(MeaynapeH KapuH{HOM Ha LUMTOBHAHATA Xne3a) (Hanp. BaHaeTaHKHD);

- HAKOW JIEKApCTBA, M3MO3BAHH 3a IEYEHUE Ha KUCENUHU B CTOMAxa W MEenTHYHK 3BH (Hanp.
LIKMETH/IHH).

Tyrexsn Kombu ¢ ankoxon

H3bareaiite npekoMepHara ynotpeba Ha ankoxon, aokato npuemare TytexkBd KomOu, Toil kaTo ToBa
MOXKE /13 YBE/IHYM PHCKA OT NaKTaTHa auxao3a (Monas ByxTe pasaen ,llpeaynpexaeHus 4 npeanasHu
MEPKH“‘).

bpemeHHOCT H KbpMeHe

- Ako cTe OpeMeHHa, cMATaTE Ye MOXe [1a cTe OpeMeHHa Wik NnaHupate OpeMeHHOCT,
nocnaeTsaiTe ce ¢ Bawwusa nekap npeau ynorpebara Ha ToBa fnekapcTeo. Bawuuar nexap e obcbam ¢
Bac Bb3MOMHUA pUCK OT nNpuema Ha Tyteksn Kombu no Bpeme Ha 6peMEeHHOCT.

- He npuemaiite Tyrexksu Kombu, ako cte SpemerHa WK KbpMuUTe (BUXKTE ChUIO TOuKa “He
npueMaitTe TyTteksn Kombu™). [NocbBeTBaiite ce ¢ Bawuus nekap unu papmauert npeau ynorpebara
Ha KOETO U J1a € NeKapCTBo.

IHodupane u padbora ¢ MaInuHU
AKO YYBCTBATE 3aMadgHOCT 10 BpeMe Ha npuema Ha TytekBu Kombu, He utodupaire v ne pabotere ¢
HHCTPYMEHTHU KU MaLUHHH.

3. Kak na npuemare TyrexkBu KomOu

Koauuecreoro Tyrekeu Kombu, koeto xopara TpsabBa na npuemMar, € pasiiHiyHO M 3aBUCH OT TAXHOTO
CLCTOAHKE. BawtuaT nekap wie Bu kaxe TouHo kaksa no3a Tyrekeu KomGu na npuemare.

Bunary npuemaite ToBa nekapcTBO TOYHO KakTo By e kazan Bauunat nekap. AKo He CTe CUFYPHH B
Helwo, nonurakiTe Bawus nekap uiau gapmanesr.

[IpenopbvurTentara no3a € eaHa puamupana tabnerka ot 50 mg/850 mg wnu 50 mg/1 000 mg,
npueTa Asa MbTH AHEBHO.

AKo uMaTte HamaneHa Obvbpeura dyHkuud, Balmar nekap Moxke na By npeanuiue no-H1ucka ao3a.

BawunsaT nekap moxe n1a By npeanuiue no-HUCcKa a03a. rl;..}“,-l’-i,"“'*u.ﬁ_ .
ﬂ
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Kora u kaxk na npuemare TyrexkBu Komon

- Horbanere TabneTkara uana ¢ yaia soaa.

- Biemaliite eaHaTa TabneTka CyTpHH M Apyrara Beyep No BpeMe Ha WM BeAHara clnel XpaHeHe.
[TpueMaHeTo Ha TabneTkaTa BeaKara cieji XpaHeHe Le Hamand pucKa OT Jpa3HeHe Ha CToMaxa.

[TpoabmkaBaiiTe 1a cna3zBaTe BCHMKU CHBETH MO OTHOLUEHUE HA AMETATA, KOUTO € Aan Bawust nekap.
OcobeHo aKo CTe Ha 11eTa 3a KOHTPOA HAa TENEeCHOTO Terno npu axadeT, NpoabIKETe Na 1 CNa3BaTe,
aokarto npuemarte TyrekBu KomOw.

AKO cTe npHe/In noBeye oT HeoOxoaumara 203a TyrekBu KomOu

AKko cTe npuenu npekaneHo MHoro Tabnetkd Tyreken KomOu unu ako HAKOH apyr npueme Batiure
TabneTku, HezadaBHO ce cBBpkeTe ¢ Baumnsa nexap nan papmaueBt. Moxe aa ce Hyxaerte OT
MEAMLIMHCKH TPpUKKH. BaeMeTe onakoBKaTa U Ta3u TWCTOBKA ¢ Bac, ako € HeoOX0AWMO Aa noceTure
neKap WiM aa otuaete 8 OonHuULA.

AKo cTe nponycHaau na npuemere Tyreksu Kombn

AKO cTe NponycHanu aa npueMete TabneTka, NPpUEMETE A CbC CIEABALLIOTO XPAHEHE, OCBEH aKo TOrasa
He TpaOBRa Ja npueMeTe cheapailara. He siemalite ABoHHA no3a (ABe TabneTKH HABEAHBXK), 33 Aa
KOMIMeHCcHpaTe nponycHaraTta Tabnerka.

AKo cTe cnpesn npueMa Ha Tyreksn Komon

[TpoabaxkeTe na npyeMare TOBa JISKapPCTBO TOAKOBA IbAT0, KOAKOTO € npeanucado ot Bamus nexap,
3a J1a NPOABLIDKHTE 1a KOHTpOJIMpaTe HUBOTO Ha Balwara kpweHa 3axap. He cnupaiite npuema Ha
Tyreken KombH, ocBeH ako Bawnart nekap He BU kaxke. AKo UmaTe BbNPOCH OTHOCHO TOBA KOJTKO
ABJACC A4 [pUeMAaTe TOBA JIEKAPCTBO, rosopeTte ¢ Bawus nexap.

AKO UMaTe HAKAKBH AOMBAHKUTENHM BBAPOCH, CBBP3aHHU ¢ ynoTpebaTa Ha TOBa JIEKapCTBO, NONMUTANTE
Bawus nekap, hapMaueBT Wiu MERHIIMHCKA CECTpa.

4. Bb3MOKHH HEXKeTAHU peaKkUHH

KakTo BCHUKMH JICKAPCTBA, TOBA JICKAPCTBO MOXKCE Aa NPCOW3BHKA HOXKCIAHH PCAKLIMH, BBIIPEKH Y€ HC
BCCKH I'M NOJ1yuaBa.

TpabGea na enpere npuema Ha TyrekBu KombOu u 1a ce cabpxkere ¢ Bamus jgekap nesabaBHo, B
CNyuai ye NONYyYHUTE CNEAHUTE HEXKENAHH peaKLUUK:
. JlakTaTHa auBpao3a (MHOro psaka: Moxke aa 3acerHe Ao 1 Ha 10 000 aywm): Tyrekru KomOu
MOJKE 1@ AOBEAE 0 MHOTO palKa, HO MHOT'O CEPHO3HA HeXKeNnaHa peakuus, HapeueHa NakTaTHa
auMao3a (BHKTe Touka ,,[lpenynpexaeHus U npeanazHy Mepku*). AKo TORa ¢e cinyuu, Tpabea
33 b/DKMTENHO Ja cnpere npaema Ha TyrekBn KomOu u nezabaBHo aa ce cebpkeTe ¢ aekap
HAH Hal-01n3KaTa 00JHKMIA, T KATO NAKTATHATA aLKUA034a MOXE a AOBEAE A0 KOMaA.
. AurunoeneM (paaka: Moxe aa 3acerde 2o 1 Ha 1 000 aywu): CUMOTOMHUTE BKAKOUYBAT NOAYBAHE
Ha TULUETO, €3UKa WITH MbPIOTO, 3aTPYRHEHO NperablllaHe, 3aTPYAHEHO AHLLAHE, BHE3aNHA
noasa Ha OOpHB WITH KOMPHBHA TPECKA, KOUTO MOXKE 1a CUMHAMU3HPAT 33 PEaKUUs, U3BECTHA
KaTo “aHruoenem’.
. YepHonpobHo 3abonseaHe (xenaTtuT) {(Heuecta: Moke ga 3acerde A0 1 ra 100 gyuu):
CHMINTOMHTE BKJIKOUBRAT NOKB/ATABAHE HA KOXKATa M OUNTE, rajeHe, 3aryba Ha aneTuT Uiy
THbMHO OLBETABAHE HA YPHHATA, KOUTO MOXKE Aa CHTHANMU3UPaT 3a 4epHOApoOHO 3abonaBaHe
(xenaTur). U
. Bb3nanesue Ha naHkpeaca (naHkpeaTHT) (HevecTa: MOXKe Aa 3acerHe A0 1 Ha 100 "'H) i ,?
CUMNTOMUTE BKNKOYBAT CUJTHA M NOCTOsIHHA Bonka B xopeMa (B obnacTra Ha cT axﬁ),ﬂﬁgm ~. j"if’
MOXKE [1a Ce pazNpoCTpaHH KbM Mbpba, KaKTO M raacHe W NoBpbLLLAHE. d ) \
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JApyru HexeNAHH peaKiiHH

Hsakoy nauyeHTH nonyuasaTr CNEeAHUTE HEXKENaHH peakLrH, ROKATO NMPHEMAT BHAAATHNTHH U

METPOPMUHOB XKAPOXNOPHA:

. Yectu (morar na zacersat 4o 1 Ha 10 ayuun): pb3nasieHo rupio, Xpema, NOBHLLIEHA
TEMITEPATYpa, CbpOALL 0OpHB, NPEKOMEPHO NMOTEHE, OONKU B CTABUTE, 3aMasHOCT, rnasobonue,
TpenepeHe, KOETO HE MOXKE 1a C& KOHTPOSIMpa, 3anek, rajieHe, NoBpbllaHe, AHapHs, ra3ose,
KHCEJIMHU, DONKA BBB U OKONO ¢cTOMaxa (kopemHa Oonka).

. Heuectu (Morat na 3acersar no 1 na 100 aywm): ymopa, cnabocT, MeTaneH BKyc, HUCKa KpbBHA
3axap, 3aryba Ha aneTuT, NOJlyBaHE Ha PbUETE, [NIe3eHUTE UITH X0AUNaTa (OTOK), BTPUCAHE,
RB3MaJeHUE Ha NaHKpeaca, DONKH B MYCKYJIHTE.

. MHoro peaxu (Morat aa 3acerdat ao |1 Ha 10 000 ayuin): npusHaum 3a BUCOKO HUBO Ha
MJIEYHATa KUCE/IMHA B KPbBTA (M3BECTHO KATO JaKTaTHA alli103a) KaTo ChbHIMBOCT WM
3aMasHOCT, TEXKO M3PA3EHO rajeHe i NospblilaHe, kKopeMHa 6oika, HepaBHOMeEpeH NYNC WK
AbJIOOKO, YUECTEHO AHLIAHE; 3a4epBABAHE HA KOXKATA, ChpOex; NOHHIKEHO HMBO Ha
uTaMud B12 (bneanoct, yMopa, NCUXHUHN CUMNITOMH KaTo O0BPKAHOCT WKW HADYLLIEHUA HA
[MamMeTTa).

OTKaKkTO NPOAYKTHT € Ha na3apa, ce Cbo0L1aBaT CbLUO TaKa CAEAHHTE HEXKENAHH PEaKLIHK:

. C Hen3BecTHa 4ecToTa (OT HATMUHUTE JaHHHW He MOXe Na Obae HanpaBeHa OLUEHKA):
nokanusupaHo benene Ha koxkaTa win odpasyBaHe Ha MeXypH, Bb3MNaleHHE HA KPBBOHOCEH Cb/l
(BacKyJIUT), KOETO MOXeE Aa JOBEAE 10 NOABA HA KOXKEH OOPHB UJIKM TOUKOBHIHH, NIIOCKH,
YEPBEHH, KPBIIIHU METHA MO MOBbPXHOCTTA HA KOXKATa WU 00pa3yBaHe Ha CHHHHM.

CrolaBaHe pa HeXKeJIaHN peaKUHH

AKO T0/IyYHTE HAKAKBH HEXKENAHHU JIEKAPCTBEHH peakUHH, yBeaomete Bauiuns nekap, papmauerT nam
MEQHULUHCKA cecTpa. ToBa BKIOUMBA BCHUKH Bb3IMOXHH HEOMUCAHH B Ta3H JTHCTOBKA HEXETAHN
peaxkuiid. MoXeTe CbLIO Aa CHOOLIMTE HEXENAHM PEaKLHK AUPEKTHO Ype3: M3anmbnHuTeNnHa areHuUKs
no nexapcereara, yn. Jamau ['pyes” Ne 8, 1303 Codwus, ten.: +359 2 8903417, yebcanT: www.hda.by
KaTto cvobuiaBare HexxenaHu peakUMK, MOXeTe /1a 1a/leTe CBOS NMPUHOC 3a NOJYy4YaBaHe Ha NoBeye
HHpOpMaLrA OTHOCHO §e30NacHOCTTa Ha TOBA NEKAPCTBO.

3. Kak na coxpanapare TyrekBn KomOu

- Ja ce cbxpaHsBa Ha MACTO, HEAOCTHITHO 32 Jeila.

- He uanon3eaiite To8a NekapcTBo cnen cpoka Ha roaHocT “EXP/T"onek no:”, otbenszaH sbpxy
GnaucTepa ¥ KapToHeHaTa onakoBka. CpoKbT Ha FOJAHOCT OTroBaps Ha MOC/IeAHUA JE€H OT
MOCOUEHHA MecelLl,

- To3u nexkapcTBEH NMPOAYKT HE U3HCKBA CMICUMANHH TEMIMEpaTyPHH YCAOBHA HAa ChXpaHEeHHE.
Jla ce chxpaHsaBa B OpUruHaiHaTa OrakoBKa, 3a f1a ce npeanasy oT Baara.

- He u3xsbpnsiTe nekapcTeraTta B KaHAMUW3ALUMATA WIK B KOHTEHHEPA 32 AOMAUIHK OTMAAbLUH.
[TonuraiiTe Bawva dapmaueBT Kak ga H3XBbPATE IEKApCTBATa, KOWTO BEYE HE M3MON3BATE.
Te3n MepkH L1e CTOMOrHAT 3a Ona3BaHE Ha OKOJIHATa cpeaa.

6. ChabpkaHKe HA ONAKOBKATA H A0NBbJIHHTENHA HHpopManua

Kakpo ¢chabpxa Tyreksn Komon

- AKTHBHUTE BELUECTBA €a BUIAATIIMNITHH H MET(OPMHUHOB XHAPOXNOPUL.

- Besaka ¢gunmupana Tabnerka TyTtekeu Komou 50 mg/850 mg cvabpxa S0 mg BuaaarnunTHH
850 mg meTdopMHHOB XxuapoxJiopya (€KBMBANEHTHHU Ha 660 mg meTdhopMuH). o

- Bceaka ¢punmupana Tabnerka Tyreksn Kombu 50 mg/1 000 mg cvabpxa 50 mg eung mﬁﬂmm%
1 000 mg MeThOpPMUHOB XHAPOXIOpHA (ekBUBaNeHTHN Ha 780 mg metdopmun). /7~

- Jpyrv cbCTaBKH: MUKPOKpHCTAIHA LIETYN03a, konoBuaoH K 25-31, kpocnosuaof
XUAPOKCHUTIPOMKILENYN03a, XMNTPOMENO3a, MarHe3nes CTeapaTt, THTaHOB JHOKC {1 et T
xeneseH okcua (E 172), makporon/[1EI" 8000 v Tank. \1 R A |
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Kagk n3rnexna Tyrexsu KomOu H KakBO Cbabpia ONaKOBKATA
Tytexeu Kom6u 50 mg/850 mg punmupanu TabneTku ca XbATH, ENUNCOBUIHH, CbC CKOCEHH pHOOBeE,
rnaaky OT ABETE CTPaHU # NpUONH3UTENHN pazmepu 20,7 x 8,8 mm.

Tyrekeu Komby 50 mg/1 000 mg dunMupanu TabneTkHu ca ThMHOXKBITH, €IHNCOBH/HH, CbC CKOCEHH
pBOOBE, rNafAKK OT ABETE CTPAHU W NpUbAU3UTENHH pasMepn 21,3 x 10,1 mm.

Tyrexsn KomOu ce npeasiara B onakosky, ceabpkaiuu 10, 30, 56, 60, 120, 180 unu 360 dunmupanu
TabneTKH.

He BcHuku BHAOBE ONAKOBKK MoraT ga ObJaT nycHATH Ha nasapa.
IlpuTexaTten Ha paipelleHHETO 32 ynoTpedba B NpoH3BOAHTEI

[lpuTexaTen HA pa3peLIeHUETO 3a ynorpeda
Viatris Limited

Damastown Industnal Park,

Mulhuddart, Dublin 135,

DUBLIN,
Hpnanaus

[lpou3BoaUTEN
Bluepharma Industria Farmaceutica, S.A.

Sao Martinho do Bispo

3045-016 Coimbra
[Topryranus

Toea nexapcTBO e pa3pellieHo 3a YnoTpeda B AbpKaBHTe — WieHKM HA EBponelickoro
HKOHOMHYECKO NPOCTPAHCTBO NOA CJIeJHHTE HMEHA:

HNaHus Tutecvi Combi
buarapus Tyreken Kombu 50 mg/850 mg dunmupanu rabnetku; Tyreksu Kombu
50 mg/1 000 mg dunmupanu Tabnerkm
XbpBaTHs Tutecvi Combi 50 mg/850 mg filmom obloZene tablete; Tutecvi Combi
50 mg/1 000 mg filmom obloZene tablete
Kunsp Tutecvi Combi 50 mg/850 mg emxoAvpuueva e Aemrtd vREVIO dokia; Tutecvi

Combi 50 mg/1 000 mg semkoAvppéva LE AETTO LUEVIO dioKia
Yewka penybnuka  Tutecvi Combi

["bpuns Tutecvi Combi 50 mg/850 mg emkolvppéva pe Aemto vpevio owkia; Tutecvi
Combi 50 mg/1 000 mg emkoivppéva pe AenTto vuEvio diokia

Utanus Tutecvi Combi

Cnoeakuna Tutecvi Combi 50 mg/850 mg; Tutecvi Combi 50 mg/1 000 mg

Jdarta Ha nocjeHO npepasriaexaane Ha JHCTOBKATA
07/2026




