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JIncroBka: uHGopmManudA 3a NOTPeOUTETR

TyrexkBu Komou 50 mg/850 mg ¢puamupann rtadierkn — 6":\72/3 7 2 0 -0 2025.

TyrexBu Komou 50 mg/1 000 mg ¢puniamupann rabaerkn
Tutecvi Combi 50 mg/850 mg film-coated tablets
Tutecvi Combi 50 mg/1 000 mg film-coated tablets

BUJIIAT TN THH/METHOPMHUHOB XHIAPOXJIOPHIL
(vildagliptin/metformin hydrochloride)

[IpoueTreTe BHUMATE/IHO UA/IATA JIHCTOBKA, NPE/H /1A 3aN04YHETE 12 IpHeMaTe TOBAa JIEKAPCTBO,

ThH KATO T8 ChABbPAKA BaxkHa 3a Bac unpopmanus.

- 3anasere Ta3u JUCTOBKA. MOKe /1a C€ HAJIOXKHM /1a S [MPOYETETE OTHOBO.

- AKO UMaTe HAKaKBHM JIOITbJIHUTEIHU BLIPOCH, nonuTanTe Balus nekap, ¢papmaleBT Uiu
ME/IMLIMHCKA cecTpa.

- Tosa nekapcTBo € npeanucano aM4yHo Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To moxe
Jla UM HaBpE/H, He3aBUCUMO Y€ MPU3HALIMTE HAa TAXHOTO 3a00s1sBaHe ca chlMTe KaTo Bawure.

- AKO 10JIYYUTE HAKAKBHU HEXKEJIaHU JIEKAPCTBEHHU peaklny, yseaomere Baiuus iekap,
¢apmaLeBT WJIM MeIMLIMHCKA cecTpa. ToBa BKJIHOYBA U BCHYKH Bb3MOXKHH HEXKEJIAHW PEaKLIMH,
HEOIMCaHU B Ta3u JIMCTOBKA. Bukte Touka 4.

KakBo ¢bABbpKa Ta3H JIMCTOBKA:

KakBo npeacrasinasa Tyrekeu KomOuM u 3a KakBO ce U3110J13Ba
KakBo TpsaOBa aa 3Haete, npeau aa npuemere Tyreksu KoMOu
Kak na npuemare TyrekBu KomOM

Bb3MOXKHH HEXKEJIaHU peaKLUH

Kak na cbxpansBare Tyreksu KomOH

ChabprKaHHE HA ONMAKOBKATA M JIOMbIHUATEIHA UHPOpMaLKS

AR i L e

1. Kakso npeacras/isBa Tyreksu KomMOu o 3a KakBO ce H3M0.13BA

AxktuBHuTE BeulecTBa B TyrekBu KoMOM, BUIIArIUIITHH U METHOPMHUH, ITPUHALIEKAT KbM Ipyna
JIeKapCcTBa, HApe4YeHH “TIepopasiHA aHTH/IMA0ETHU CpejIcTBa .

Tyreksu KomOu ce u3nos3ea 3a JieueHHe Ha Bb3PaCTHU NauMeHTH ¢ Juader tin 2. To3u tvn quader
ChIIIO TAKa € U3BECTEH KAaTO MHCY/IMHOHE3aBUCHUM 3axapeH Jinaoer.

Tyreksn KomOu ce u3nossea, korato AMadbeTbT HE MOKE J1a Ob/ie KOHTPOJIMpPaH caMo 4Ypes3 MeTa U
YIPaXKHEHHUS W/HWIIK C APYTH JIKapCTBa, U3M0J13BAHHU 3a JIeYEHHE HA MadeT (MHCY/IMH Wi

CYAPOHUITYPEHHH ITPOU3BOIHH).

Jlnabet Tvn 2 ce pa3BUBa, aKO OPraHU3MbT HE MPOU3BEXK/1a J10CTATBYHO HHCYJIMH WK aKO
WHCYJIMHBT, KOUTO OPraHu3MbT MPOU3BEXK/A, HE JIEUCTBA Taka 100pe, kKakTo OU TpsOBasio. Moxe
ChILILIO TaKa jla C€ pa3BHUe, aKO OPraHu3MbT MTPOU3BEXK/1a MPEKAIEHO MHOI'O INIKOKArOH.

KakTo MHCY/IMHBT, TaKa W IJIIOKAroHbT C€ NMPOU3Bex1aT B raHkpeaca. MHCYIMHBT criomara 3a
MOHMKaBaHEe Ha HUBOTO Ha 3axapra B KpbBTa OCOOEHO C/ie/l HaXpaHBaHe. | JIIOKaroHbT OTK/IKOYBA
[poLeca Ha NPOU3BEXK/1aHE Ha 3aXap OT YepHUs po0, KOETO BO/AHM /10 MMOBUILIABAHE HA HUBOTO Ha
KpbBHATa 3axap.

Kak neiicrea TyrekBu KomOn

JIBeTe akTUBHM BELLIECTBA BWJI/IArTMNTHH U MET(GOPMHUH CIIOMArar 3a KOHTpO/1a Ha HUB
KpbBHaTa 3axap. BeuecTBoTo BUIAMIMIITUH AEUCTBA TAKa, Y€ MMAHKPEacshT Ja Mpou3
WHCYJIMH M 110-MaJIKO IIoKarod. BeuecTtBoro meropmMuH AeHCTBA, KaTO MoArnomar WIWEAa
W3I10J13Ba HHCYJIMHA 110 110-100bp HAYMH. Y CTAHOBEHO €, Y€ TOBA JIEKAPCTBO MOHWKHBE nnmé‘“’ﬁﬁf’

KpbBHATA 3axap, KOETO MOXKE /1a NOMOIHE 3a MPel0TBpaTIBAHE HA YC/IIOKHEHUATA H ;ﬁaéﬁe*ﬂa; - /_,
S




2. Kaxso Tpubpa aa 3naete, npean a1a npuemere Tyrexksn Kombu

He npuemaiite Tyreksn KombOn

- aKO CTE€ ANE€PrHYHK KbM BWIJArIHNTHH, METQOPMHH KK KbM HAKOA OT OCTAHAJIMTE CbCTABKH
HA TOBA JieKapcTBO (M30PoeHH B TOUKa 6). AKO MUCTIUTE, Y€ CTE Aleprud4Hi KbM HAKOA OT THX,
rosopeTte ¢ Bauna nekap npeau aa npuemere Tyreked KombOu;

- aKO UMATE HEKOHTPOIHPAH AHA0ET, HAPUMED C TEKKA XUIIEPrAUKeMHs (BUCOKa KpbBHA 3axap),
rajeHe, noBpbilUaHe, 1Mapus, Onp3a 3aryba Ha Terno, nakTaTHa auuaosa (Buwxre ,,PHck ot
NaKTaTHa auuao3a’ no-aony) WM ketoaumMaesa. Kertoaunaosara € CbCTOSHHE, PH KOETO
BELIECTBA, HAPEYEHH ,,KETOHHH TeJla”, ce HaTPYTBaT B KPbBTA H TOBA MOXE [a AOBEIE 10
avaberHa npekoma. CHMIITOMHUTE BKJIIOYBAT OOMKM B CTOMaXA, YY4ECTEHO U AbJI00KO AMLLAHE,
ChHJIHBOCT WX HeobOHuaeH miofos apomar Ha abxa Bu;

- aKO HaCKOPO CTe NMPEKUBEIH ChpACUEH MNPUCTLI MK aKO HMaTe ChpAcYHa HEAOCTATHYHOCT,
WK CEpHO3HU MpobieMy ¢ KpbBOOOPALEHHETO, UM 3aTPYAHECHUA B AULIAHETO, KOETO MOXE 1A
Obe NpU3HaK Ha CbpPACHHH NpodaeMy;

- aKO MMaTe CHJTHO HamaseHa 6bpbpeyuHa QyHKLUHA;

- aKO UMAaTe TEXKa HHPEKLHA WK CEPHO3HO 00E3BOAHABAHE (3aryOniay ¢Te MHOro Boja oT
OpraHu3Ma cu);

- ako Bu npeaAcTOM KOHTPACTHO PEHTreHOBO H3CaeABaHe (CNEUMPHUUEH BH] PEHTTEHOBO
“3c/ie1BaHe, KOETO BKTIOYBA HIDKEKTHPAHE Ha Darpuio). Mons BrkTe chuo “HPOpMaLHUATa
OTHOCHO TOBa B pa3saen “IlpeaynpexacHHA Y MpeaAna3sHi MEPKH

- aKo umare npodiieMHu ¢ HepHUs Apobd;

- aKO MUeTe NPEeKaNeHO MHOrO ankoxos (He3aBHCHUMO Ja/TK BCEKH JIEH MK CaMO OT BpEME Ha
BPEME);

- aAKO KbPMHTE (BHXKTE CbLUO “bpeMEeHHOCT H KbpPMEHE™).

IIpeaynpexjaeHHa H NPEANAIHH MEPKH

["oBopete ¢ Bawina nekap wiu papmalesT, npeau aa npuemere Tyrexksn KomOwu.

PHCK OT 1aKTATHA ANHI03a
Tyreken KoMOu MOXe A2 NPUMUHK MHOIO psaJKa, HO MHOTO CEPMO3HA HEXKEaHa peaKkiuvs, HapeueHa

NAKTATHA aumao3a, ocodeHo ako 6voOpeluTe Bu He GYHKUHOHHUPAT NnpaBUiHO. PUCKBLT OT pa3suTue Ha
NAKTATHA AlK103a CE YBEUUYABA U MPH HEKOHTPOJIMpaH anadeT, TE:KKHU MHDEKUHUH, NPOIBIKUTENHO
rnajyBaHe WIH MTPHEM HA ATKOXO0M, AexuapaTauus (BHXKTE Ollle MHDOPMaLIUd [0-101Y), YHEPHOAPOOHU
npoOIEMH H BCAKAKBH ChCTOSHUA, MPH KOKTO 4acT OT TAJOTO MMa HaMaleHO cHabasBaHe ¢ KMCI0poa
(KaTo OCTpO MpoTHHALIA TeKka DOJECT Ha CHPLETO).

AKO HAKOE OT U30pOeHHTE NO-rope ce oTHacH 3a Bac, rosopere ¢ Bawus nekap 3a AOMBIIHUTEAHM
YKa3aHHA.

Cnpete npuema Ha Tyreksn Kom6u 3a kparbk nepuoa ot BpeMe, axo HMaTe 3a00/19Bane, KOETO
MOKe Ja Obe ¢BLP3aHO ¢ JeXHAPATAIMA (3HAYUTENHA 3aryda Ha TeIeCHU TEYHOCTH), KaTO TEXKKO
[MOBPLLIAHE, AHAPHA, TPECKA, H3IAraHe HA TOILUIMHA MM aKO NMHETE MO-MAJIKO TEYHOCTH OT
HOpManHOTO. ['oBopeTe ¢ Bawuws nekap 3a JOMBJIHHTENHH YKa3aHMA.

Cnpete npuema Ha Tyrexken KomOn 1 HezabaBHO ce cBBbpPIKETE € JleKap HIH HRH-0/IH3KaATA
00JIHHIA, AK0 HMATE HAKOH OT CHMIITOMHTE HA JIAKTATHA ANHA034a, Thb#A KATO TOBA CbCTOAHHUE
MOJKE /la JOBede 10 KoMa.

CHUMNOTOMMUTE Ha JJaKTaTHA Al 1033 BKJIKOYBAT:

- MOBPLLUIAHE;

- OokK B cToMaxa (kopeMHH O0JIKH);

- MYCKYJIHH CNa3MH;

- 00LLO yCellaHe 32 HEPa3NOJIOXEHHUE, MPHAPYKEHO C TEXKKA YMODa;
- 3aTPYAHEHO [AHLIAHE;

- [MOHHXKEHA TeIeCHa TEMIEpaTypa KU Ny/c.




JlakTaTHaTa auMae3a € ChCTOSHUE, M3MCKBAILO CNelllHa MEMLIMHCKa NoMoL, ¥ TpadBa Aa ce 1IeKyBa B
OONHKLA.

l'osopeme ¢ Bawus rexap ne3abagno 3a OONvaHuUMeENHU YKAIAHUA!
- aKO € YCTAHOBEHO, Y€ CTPaJaTe OT HACNEACTBEHO NEHETHYHO 3a00/19BaHE, NOBJIHABALLIO
MHUTOXOHIPHHTE (KOMMOHEHTUTE, KOMTO MPOMIBEKAAT SHEPrUA B KIETKHUTE), KATO CUHAPOM Ha

MHUTOXOHApHATHA eHledanonaTus ¢ JaKrarHa auuao3a U uHcyatononodbum enuszoan (MEJIAC
CUHIPOM) WIH HacJEACTBEH JHabeT u rnyxora no maiuuvHa nHHUA (Maternal inherited diabetes
and deafness, MIDD).

- aKO UMATe HAKOM OT T€3H CUMITTOMH CJie]] 3arMoUBaHe Ha JIeUeHHe ¢ METQOPMHUH: MPHUIAIbK,
HAMAJIEHM NO3HABATEHH CNOCOOHOCTH, 3aTPYAHEHH ABHAKEHHS HA TAIOTO, CHMIATOMMH,
NOKa3aTenHH 3a YBpEAKIaHe Ha HepBUTe (Hanp. 601Ka WK H3TPBIBAHE), MUIPEHA U IYXOTa.

Tyteksu KomOu He 3amecTBa wHcynuHa. [lopaau ta3u npuunHa Tytexsun KoMbu He TpsabBa na ce
MPUNAara 3a NeueHHe Ha 3axapeH auabert Tun 1.

"osopete ¢ Bawus nekap, ¢papMaueBT WM MEAUUMHCKa cecTpa nipeam aa npuemere Tyteksn Kombu,
aKO UMaTe WK cTe MManu 3abonaBaHe Ha MaHKpeaca.

loBopete ¢ Bawunsg nekap, papMauesT Wi MEAHIIMHCKA CECTpa npeau aa npuemerte TyTeksn Kombu,
aKo npvemMaTe NPOTUBOAMA0ETHO NEKAPCTBO, M3BECTHO KATO CY/IPOHHNYPEHHO JIeKapCTBo. Bamusar
lleKap MOXe J1a NOMCKA [1a HAMAJTM 103aTa Ha Cy/N(OHNIYPEHHOTO JIEKapCTBO, KOTaTO Mo NpHeMare
eaHoBpemeHHO ¢ TyrekBu KoMOH, 3a na w3berHe pucka oT HYCKA KPbBHA 3axap {XHITOTTUKEMHA).

AKO npeay cte npueMajiv BUIJATIHITHH, HO CE € HAJTOXKHIIO [1a [IPEKPATUTE NMPHEMA MY NOPaIH
yepHoaApobHo 3ab01aBaHe, HEe TpAOBa 1a NpHemarTe TOBa JIEKapCTBO.

JMaGeTHHTe KOXKHH NIE3UH ¢a YECTO YCoXKHeHue Ha nuabera. [lpenopbuBa ce 1a cniazpare
FIPENOPHLKUTE 3a MPHIKK 34 KOXKATa W KpakaTa, KOUTO CTE MONYYHIM OT Balus nexkap Hiu MEIULHHCKA
cecTpa. Chillo Taka ce npenopbysa Aa obpbluate 0cOOEHO BHMMAHHME HA (T0ABATa HA HOBH MEXYPH HIIH
paHH, nokato npuemare Tyreken KomOu. B cnyuai, ye ce nossat Takusa, TpaOBa HezabasHO 1a ce
KOHCyATHpaTe ¢ Balius jekap.

Ako Bu ce Hanara na npernpriTe CEprHO3HA onepaums, TpadBa 3aAbIKUTENHO [Ja CIIPETE NPHEMA Ha
Tyreksn KomOH Mo BpeMe HA U U3BECTHO BpPEME CNEM NMpoucaypara. Bawuar nekap we peus Kora
TpabBa aa cripeTe W Kora Aa Bx300HoBHTE JieueHHeTo ¢ TyTekBH KomOu.

Llle Bu 6bae HanpaseHo u3ciieaBaHe 3a onpeaendaHe QYHKUMATA HAa YEPHUA APo0 Npeay 3anouBaHe Ha
neuenune ¢ Tyreksn Kombuy, Ha TpUMECEUHH UHTEPBAIIM Pe3 MbpBaTa roAUHa U NEPHOAHUHO Cleq
TOBa. TOBa € He0oOX0AUMO, 33 1a MOKE NMPU3HALUTE HA NOBULUEHH YEPHOAPOOHH €H3UMHU Aa Obaar
OTKPHTH Bb3MOXXHO HaH-CKOpO.

[lo speMe Ha neueHueto ¢ Tyrekey KomOu BawusT nexap we nposepsasa 6x0peunara Bu ¢pynkuns
MOHE BEAHBLK FORULIHO WK MO-YECTO, aKO CTE B CTAPUECKA Bb3PACT H/KMIIA akO UMATE BNOLLIABALLA CE
ObOpeuHa PyHKLMA.

BaluuaTt nekap peIOBHO lile H3CNEABa KpbBTa ¥ ypuHaTa By, 3a 1a onpeaens CTOMHOCTUTE Ha 3axapra.

Jleua n loROIIH
He ce npenopbusa ynotpebara Ha Tyrexksn Kombu npu Aeua u 10HOWIM HA Bb3pacT noa 18 roguHm.

Apyrn nexapersa # TyrexBu KomOn
Axko Tpabea na Bu 6bae nmoctaBeHa HHKEKUMA C KOHTPACTHO CPEACTBO, ChAbPHKALILO
KpbBOOOpalleHUETO, HAMPHUMEP B KOHTEKCTA HA PEHTIEH WM CKeHep, TpadBa na ¢
Tytexkeun KomOu npeau Win KbM MOMEHTA HA MHDKEeKUMATA. Bawuar nekap we pe
cnipeTe U Kora aa Bb300HOBUTE NnedeHueTo ¢ Tyreksn KoMOu.




Tpabea na kaxere Ha Baluusg nexap, ako npuemare, HACKOpO CTE NPUEMANIM WK € Bb3MOXKHO 14

npueMare Apyrd JekapcTsa. Moxke fia ce HaloXKH NO-4e€CcTO Aa Ce U3CIeABa M0K03aTa B KpbBTa By U

¢dyHKUMOHMpaHeTO Ha OBOpeunTe Bu win BawiusTt nekap Moxke 1a kopurupa o3ara Ha TyTeksu

Kombn. M3kmoUMTENHO BAKHO € Ja CIMIOMEHETE CIIEAHOTO:

- FNIIOKOKOPTHKOWAMW, KOUTO OCHOBHO CE€ M3MOJI3BAT 3a JIEYEHHE Ha BL3NAJICHUE,

- 6eTa-2 arOHUCTH, KOUTO OCHOBHO C€ M3MO/3BAT 3a JIeYEHHUE Ha JUXaTeTHHU 3adonaBaHus;

- APYTH JIEKapCTBa, U3MOJI3BAHU 32 JICUEHHE HA AHADET;

- NIeKapcTBa, KOUTO YBETHUYABAT OTAEJISHETO Ha ypHHa (IUyPETHLIN);

- nekapcTea, M3No3BaHy 3a nedeHue Ha Oonka u eb3nanenue (HCIIBC n COX-2 nnxuburopu
kato ubynpoden n LEIEKOKCHO);

- HAKOM JIEKAPCTBA 32 JieyeHHe Ha BUCOKO KpbBHO HalAraHe (ACE nHXubuTopu n aurnoTeH3uH 1l
pPELENITOPHHA aHTArOHHUCTH);

- HAKOH JICKapCTBa, ICHCTBALM HA LUTOBUAHATA XJI€3a;

. HAKOR JIEKapCTBa, AEUCTBALLM HA HEPBHATA CHCTEMA;

- HIKOH JIEKAPCTBA, U3MOJI3BAHM 33 JICHEHUE HA CTEHOKApAUA (HArp. paHOAa3HH);

- HAKOM JIEKAPCTBA, H3MOJ3BaHu 3a eveHue Ha XUB undekuus (Hanp. fonyrerpasup);

- HAKOH JIEKAPCTBA, M3MOI3BAHM 33 ICUEHUE HA KOHKPETEH BH/ paK Ha LIIMTOBUAHATA XKie3a
(MeaynapeH KapUHHOM Ha UIMTOBMAHATA xuUte3a) (Hanp. BaHAETaAHUD);

- HAKOW JIEKapCTBa, H3N0/I3BAHH 3a JIEHCHUE HA KMCEJIMHW B CTOMAaxa WU NENTHYHH A3BH (Harp.
LIUMETHIHH).

TyTexsn KombOu ¢ 2.1K0x0.1

H3Gareaitre npekomepHara ynorpeba Ha ankoxon, AokaTo npuemare Tyreksu Kombu, ThH kaTo TOBA
MOJXKE Ja YBEJIHYM PUCKA OT JIaKTaTHa atuao3a (Mofg BuKTe pasaen ,llpeaynpexneHns u npeanasHy
MEPKH™).

bpeMeHHOCT H KbpMeEHe

- AKo cTe OpeMeHHa, CMATATE Ye MOXeE Jia CTe BpeMeHHa WK TL1aHHpaTe OpeMEHHOCT,
nochbBeTBaiTe ce ¢ Baluus nekap npeau ynorpedaTta Ha TOBa JlekapcTso. Bauinar nekap we odbcbau ¢
Bac Bb3MOKHHS pucK OT rnpydeMa Ha Tyrexker KoM6u no Bpeme Ha OpeMeHHOCT.

- He npuemaiite Tyrexkeu Kombu, ako cTe HpemeHHa WM KbpMHTE (BHXKTE CbLLO TO4KA “He
npuemaiite Tyrexksu KomOu™). INocweeTBaiiTe ce ¢ Bawna nekap wnu dapmauest npeam ynorpedara
Ha KOETO U J1a € NEKApPCTBO.

Lilopupane u pabora c MAMIHHH

AKO 4yBCTBATE 3aMasHOCT Mo Bpeme Ha npueMa Ha TyrekBu Kombu, He modupaiite U He pabotere ¢
MHCTPYMEHTH U MallIUHH.

3. Kak aa npaemare TyrexBu KomOn

Konanuectsoto Tyreksu Kombu, koeTo xoparta Tpabea Aa NpUeMarT, € pa3jiduHO U 3aBUCH OT TAXHOTO
cherosHue. Bamusr sekap we Bu kaxke TouHo kakBa n03a Tyreksu KomOU 1a npuemare.

BuHaru npuemaiite ToBa nexkapcTBO TOUHO KakTo Bu e xazan BawurdaT nekap. Ako He CTe CHT'YPHH B
Hewo, nonuTaiite Bawus nekap wiu papMauesT.

[TpernopbunTenHaTa 4o3a € eaHa punmupana tabnerka ot 50 mg/850 mg vnm 50 mg/1 000 mg,
npveTa Asa NbTH IHEBHO.

Ao uMare HamaneHa Ob0peuna pyHkuMg, BawunaT nekap Moxe aa By npeanuuie no-HUCKa 103a.
Bawunst nexkap Moxe ga Bu npeanunue rno-HUckKa 103a.

BaummsT nekap moxe 1a Bu npeanviie ToBa JieKapcTBO CAMOCTOATEIIHO KK € OI
JleKapcTBa, KOMTO MOHWAKABAT HUBOTO HA KPbBHATA 3axap.




Kora u xak n1a npuemate Tyrexksu Kombu

- [TorbnaHeTe TabaerkaTa Lsjia ¢ qatlla Boaa.

. BiemaiiTe eanaTa TabieTka CyTpuH W Apyrara Beuep Mo BpeMe Ha WK BEAHAra cliejl XpaHeHe.
[Ipuemanero Ha TabneTkara BeHara cjejl XpaHeHe 1€ HaMalli pHCKa OT Apa3HEHE Ha CTOMaxa.

[TpoasikaBaiiTe Aa cnazBaTe BCHYKH CHBETH MO OTHOLIEHHE Ha AMETATa, KOHTO € Aan BawwMar nekap.
OcobeHo ako cTe Ha AHeTa 3a KOHTPOJ Ha TEIECHOTO TErNO npu aMaber, npoab/pKeTe Ja A craspare,
pokaro npuemare Tyrexksu KomOu.

AKo cTe npHe/in noseue oT neobxoqumara no3a Tyrexksn KombOx

AKO cTe npuenu npekaneHo MHoro Tabnerkn Tyreksn KoMOH WM ako HAKOH Apyr npueme Baiuure
TabneTk, He3abaBHO ce cBLpkeTe ¢ Bamua nexkap wau papmauent. Moxe 1a ce Hy>KaaeTe OT
MEAMLMHCKH rprky. BaemeTe onakoBkarta v Ta3y AUCTOBKa ¢ Bac, ako € HeoOX0aMMO Aa MoCEeTHTE

NeKap Unu aa otuaere B DOMHKULA.

AKo cTe nponycHaaH Aa npuemere TyrexkBu KomoOn

AKoO cTe nponycHanu aa npveMerte TabieTka, npueMeTe 1 ChC CNEABaALOTO XpaHEeHe, OCBEH aKO TOrasa
He TpsAOBa aa npyemeTe cieapaiara. He BzemMaiite asoliHa no3a (ase tabnaeTky HaBeaHBXK), 3a 14
KOMIEHCHpaTe NponycHarara Tabnerka.

Axo cTe cnpean npuema Ha Tyrexksu Kombn

[TpoabixkeTe 1a NpHeMaTe TOBa JEKAPCTBO TONAKOBA ABJAT0, KOJKOTO € NpeanucaHo ot Baiuus nekap,
33 4a NMPOaALKKUTE 12 KOHTponupare HUBOTO Ha Baiuara kpuBHa 3axap. He cnvpaitte npuemMa Ha
Tyreksn Kombu, ocseH ako Bauinar nexkap He Bu kaxke. Ako UMaTe BBINPOCH OTHOCHO TOBA KOIKO

ABJIro Aa NpucMaTE ToBa J1CKApCTBO, FOBODPCTC C Bawius JICKap.

AKO uMaTe HAKAKBH JIONBbIIHATEIHH BBIIPOCH, CBbP3aHH ¢ ynoTpebaTta Ha TOBa IEKapCTBO, MOMUTANTE
Baiuus nekap, ¢hapMaueBT WIH MEIMIIMHCKA CECTPA.

4. Bb3MoXKHH HEXKEJTAHH peaKIHH

KakTo BCHYKH JCKAPCTBA, TOBA JICKAPCTBO MOXKC 1d NPCAN3BHKA HCTAKCIAHA PCAKLIMHK, BBIIPCKH HC HC
BCCKH I'M NMoJiyHaea.

TpsabBa aa cmpere npruema Ha TyrexBn KombGn n na ce cebpkeTe ¢ Bamus nekap HezabaBHo, B

CAYy4a# Y€ MONYUYUTE CAEJHUTE HEXKENAHHA PEAKLIMH:

. JlakTaTHA annao3za (MHOro psaaka: Mmoxke aa 3acerte A0 1 Ha 10 000 aywu): Tyrexsu Kombu
MOX€ Ja JOBEAE 10 MHOTO pAAKa, HO MHOTO CEPUO3HA HEXETaHa peakumMsa, HapeueHa JakTaTHa
aungo3a {Bvoxre Touka , JlpenynpexneHna u npeanasHy Mepku). AKO ToBa ¢e Cayuu, TpabBa
33 AbJUKHTENHO 12 enpeTe npuemMa HA TyrekBH KomOu H He3abaBHO aa ce CBBLpKeETE € Jj1eKap
HJaIM HaH-OH3KAaTA DOAHHNA, THH KAaTO NaxTaTHATA auMA03a MOXe Ja JOBEAC 0 KOMa.

. Anrnoenem (psaaka: Moxe ga 3acerHe 10 1 Ha 1 000 aywu): CuMOTOMHTE BKIIOYBAT MOAYBAHE
Ha JIMLETO, €3WKa WIK IbP/0TO, 3aTPYAHEHO NpEriTblUaHe, 3aTPpyJHEHO JULLIAHE, BHE3allHA
nosisa Ha OOPHB WK KONMPWBHA TPECKA, KOUTO MOXE a CUMTHANU3UPAT 32 PpeaKLKus, H3BECTHA
KAaTO “‘@aHrHoeAeM .

. Yepuoapobro 3abongapaHe (xenaTur) (HeuecTa: Moxe Aa 3acerne ao 1 Ha 100 gyun):
CUMNTOMMTE BKJIKOUYBAT MO BATABAHE HA KOXATA U OYUTE, rajcHe, 3aryba Ha arneTuT WM
THbMHO OLIBETABAHE HA YPHHATA, KOMTO MOXE 1a CUTHAIU3HUpAT 3a 4epHOoApoOHO 3abonaBane
(xenartur).

. Bb3nanenue Ha naHkpeaca (naHkpeaTtuT) (HevuecTa: MoxKe Aa 3acerne Ao 1 Ha 100 ayium):
CuMNTOMHTE BKIIOUBAT CWIHA U MOCTOAHHA D0/Kka B kopema (B obsiacTra Ha CT
MOXE Ja CE pa3rpoCcTpaHH KbM r'bpda, KaKTO U raleHe U NMOBPHILAHE.




JApYru HexejlaHfd peaKnHH

HakoH nauueHTH NONYYaBAT CIICAHUTE HEXETIAHU PEaKUMH, JOKATO NPHUEMaT BUAJAMNHIITHH H

METQOPMHUHOB XUAPOXIIOPU;

. Yectu (MoraT aa 3acerHat a0 | Ha 10 ayiuu); sn3naneHo ropio, Xxpema, NoBHLIeHa
TeMMepaTypa, CLposu o6puB, NPeKOMEPHO MOTeHE, HONKKU B CTABUTE, 3aMAgHOCT, r1aBodosue,
TpPENEpPEHe, KOSTO HE MOXE Ja C€ KOHTPOJIMpA, 3aMekK, rajede, nospbliuate, 1uapus, rasose,
KHUCENWHH, OoNKa BbB U OKONO cToMaxa (kopeMHa Oouika).

. Heuectu (Morar aa 3aceruar Ao t Ha 100 gywn): ymopa, cnaboct, MeTaneH BKyC, HUCKa KpbBHA
3axap, 3aryba Ha aneTuT, NOAYBAaHE Ha PBLETE, MIE3EHUTE WIH XOAWIATa (OTOK), BTPHCAHE,
Bh3MANEHHE Ha MaHkpeaca, OOJIKH B MYCKYJIHTE.

. Muoro peaxu (Morart aa 3acersart 1o 1 na 10 000 gywrd): npusHauu 3a BUCOKO HHBO Ha
MJICYHATA KMCEJIMHA B KPbBTA (M3BECTHO KATO JIAKTATHA ALUMA03a) KATO CbH/IMBOCT W
3aMasHOCT, TEXKO H3Pa3eHO raJcHe WM NOBpbilaHe, KopeMHa Oonka, HepaBHOMEPEH MyJC WU
ABbAOOKO, YUECTEHO AHMLIAHE; 3a4EPBABAHE HA KOXKATA, ChPOEIK; MOHMKEHO HUBO Ha
suTamuH B12 (OnegHocT, yMopa, NCUXMUHHK CUMMNTOMH KaTO OOLPKAHOCT MW HapyUICHUE Ha
namerTa).

OTKaxTO NPOAYKTBT € Ha Na3apa, ¢e cboOLABaT CHUIC TAKA CIAEAHHTE HEXENAHN PEaKLIHH:

. C Heu3BecTHa YecToTa (OT HANMMYHUTE AAHHHU He MOXE Ja Objie HanpaBeHa OLIEHKA):
noKanHivpaHo beneHe Ha Koxkata WiK 00pasyBaHe Ha MEXYPH, Bb3NAJTIEHUE HA KPhBOHOCEH CbA
(BaCKyJIMT), KOETO MOXE a JIOBRE/E 10 NOABA HAa KOXKEH ODPHB WM TOUKOBHUIHH, IJIOCKH,
YEPBEHH, KPbIJIM NETHA MO/ MOBbPXHOCTTA HA KOXKATA WIIM 00pasyBaHe HA CHHWHM.

Coro0miaBaHe HA HEXKEJIAHH PEAKIIHA

AKO NONy4HTe HAKAKBH HEXE/IAHH JIEKAPCTBEHH PEaKUUH, yeeaoMere Bauiua nekap, GapMalesT N
MEIMLIMHCKA cecTpa. ToBa BKIIIOUBA BCHYKH BB3IMOXHH HEOMUCAHU B Ta3M JIMCTOBKA HEXENAHM
peakUMd. MoxeTe Cbllo 2 chbOOLIMTE HEeXEeNaHW peakLMy AUPEKTHO Yped: U3nbiaHutrenna areHuus
1o JieKapcTBaTa, yia. ,,Jlamad ['pyes” Ne 8, 1303 Codus, ten.: +359 2 8903417, yebcanT: www.bda.bg
Kato cwo0laBarte HexenaHn peakiMy, MOXKeTe 72 JlageTe CBOA MPUHOC 3a MOJy4aBaHe Ha MOBEYE
HHdopMaluus 0THOCHO 6€30MacHOCTTa HA TOBA JIEKApCTRO.

5. Kak na coxpaunssare Tyrexksu Kombu

- Jla ce cbxpaHsBa Ha MACTO, HEJOCTBITHO 3a Jela.

- He n3non3saiite ToBa nekapctso ciea cpoka Ha rogHoct “EXP/T'onen no:”, orbenssan sbpxy
baucTepa U KapToHeHATa onakoska. CpoKbT HAa FOAHOCT OTIrOBApA Ha NOCIICAHMA JI€H OT
MOCOYEHHUA MeCeLl

- To3u nekapcTBEH MPOAYKT HE H3UCKBA CNCLMATHA TEMIIEPATYPHH YCIOBHSA HA CbXPAHEHHE.
Jla ce cbxpaHaBa B OpHIMHA/IHATA ONAKOBKA, 32 1a CE MpEANazy OT BJara.

- He n3xpopiaadTe JEKapCcTBaTa B KaHA/IU3allMaTa WK B KOHTEHHEpa 34 JOMALLHH OTNMAaAbLIH.
INonutakte Bauma ¢apmanesT Kak 1a H3XBBP/ATE J€KapcTBaTa, KOMTO BEUE HE U3MON3BATE.
Te3n MepKH LIe CMOMOTHAT 3a ONa3BaHE Ha OKOJIHATA cpeaa.

6. C'L,[mpmauﬂe Ha OMNAKOBKATA H NOINNLJIHHTE/IHA HH(l)GpMHlIHH

Kakpo cbabpka Tyrexksn KomOn

- AKTUBHHMTE BELLECTBA Ca BUJIArTUIITHH H MET(HPOPMHUHOB XHAPOXIOPHUAL.

-  Bcaka punmupana tabnerka TytexkBd Kombu 50 mg/850 mg cweabpxka 50 mg BHAAArIHNOTHH Y
850 mg MeThOpMHUHOB XHAPOXIOpHI (€KBHBANEHTHH HA 660 mg MeThOpPMHH).

- Bceska punmupana tabnerka Tyreksn Kombu 50 mg/1 000 mg cuavpxa 50 mg 8
1 000 mg meTdopmuHOB XUapoxnopua (eksusaneHTH Ha 780 mg MeTPOpMHUH),

- JIpyru cbecTaBku: MUKPOKpPUCTANIHA Lenyo3a, konoeuaox K 25-31, kpocnosu
XHUAPOKCHIIPOMUIUENY 034, XHIIPOMEN03a, MarHe3UeEB CTEAPAT, THTAHOB JAHOK
xenesen okena (E 172), makporon/INET 8000 u tank.




Kak naraexna Tyrexsu Komou u xakso ChAbPKA ONAKOBKATA
Tyreksu Kombn 50 mg/850 mg dhunmupanu tabnetkn ca xbaty, €JIMNCOBH/IHH, CBC CKOCeHM prOoBE,
FNAAKK OT ABETE CTPAHK W NpUOAH3KUTENHU paimepy 20,7 x 8,8 mm.

Tyrexen Kom6u 50 mg/1 000 mg dunmupanu Tabnetky ca ThbMHOXbJITH, €JIMNCOBUHH, CbC CKOCEHH
prOOBE, rMaaKK OT ABETE CTPRHMU K NPUBAMINUTENHM pazmepu 21,3 x 10,1 mm.

T'yrexsu Kombwu ce npennara s onakosis, ceakpkau 10, 30, 56, 60, 120, 180 unu 360 bunMupaHu
TAOJIETKAM.

He BCH4KHM BUAOBE ONAKOBKKM MOTaT 1a 6bAaT NycHaTH Ha rasapa.

IlpuTexaren Ha paspemeHyeTo 3a ynorpeba u nponssoanTen

[putesxaten Ha paspelieHHeTo 3a ynoTpeHa
Viatris Limited

Damastown Industrial Park,

Mulhuddart, Dublin 15,

DUBLIN,

Hpnanaus

[lponsBoaunTen
Bluepharma Industria Farmaceutica, S.A.
Sao Martinho do Bispo

3045-016 Coimbra
Hopryranus

Tosa nexapcTBo ¢ paspemeHo 3a ynorpeda B AbpxaBnTe — "ieHku Ha EBponeiickoro
HKOHOMHYECKO NMPOCTPAHCTBO MO/ CJICAHHTE HMEHA:

Hanus Tutecvi Combi
bbarapus Tyrexen Komb6u 50 mg/850 mg dpmnmupanu tabneru: TyrexkBu KomGu
50 mg/1 000 mg dunmupanu Tabaerku
XBPBATHS Tutecvi Combi 50 mg/850 mg filmom obloZene tablete: Tutecvi Combi
30 mg/1 000 mg filmom obloZene tablete
Kunbp Tutecvi Combi 50 mg/850 mg emkaivupévo, HE AETLTO VUEVIO Dokia; Tutecvi

Combi 50 mg/1 000 mg emwaivupéva pue Aertd VHEVIO SLoKio
Hewka peny6nuka  Tutecvi Combi

["bpums Tutecvi Combi 50 mg/850 mg emxoivppéva He AemTd vuévio okia; Tutecvi
Combi 50 mg/1 000 mg emkalvppéva e Aenté VpEVIO d1oKin

Utanus Tutecvi Combi

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

/lara na nocneaHo npepasriaexaane Ha JIHCTOBKATA
03/2025




