JIacroBka: EHopMaLAS 32 NANEEHTA

KO3una 100 mg puamupans TabaeTku
CHTAl/THITHH

Juzina 100 mg film-coated tablets

sitagliptin

ITpoverere BAAMATENRO NAJIATA NUCTOBKA, IPEAH A3 32TI0YHETE I8 IPHEMATE TOBA JEKAPCTRO, Thi

KaTO TH ChAL[KA BaxkHa 33 Bac undopmanns.

- 3anaseTe Ta3u JHCTOBKA. Moxe A2 ce HaloXkH /1a S MPOYETETE OTHOBO.
- Axo HMaTe HAKAKBH JOTBJHATE/NHN BBIOPOCH, TIONHATalTe Bamms nexap, dapmauesT win

MC/HIHHCKA CECTPA.

- Topa nexapcteo e npennucano nuyHo Ha Bac. He ro npeotcrsnpaiite Ha ApyrH xopa. To Moxe oa
HM HaBPEJIH, HE3aBHCHMO Y€ MPH3HANMTE HAa TAXHOTO 3af0/gBaHe ca CHINMTE KaTo Bammre.

= AKO NOJIy4HTe HAKAKBH HEXEMAHH JIEKAPCTBOHH Peakuiy, yBeaioMmere Bamma nexap, hapManesT
HIH MEIHIIMHCKA CeCTpa. ToBa BKNIOYBA ¥ BCHYKH BB3MOKHH HOXKCIIAHH peaKkuH, HCOIMHCAaHd B

Ta3H IHCTOBKA. BiokTe TOUKa 4.
Kaxso chbXbpka TASH JHCTOBKA

Kaxso npencrapnssa I031una 1 3a kakso ce H3MON3Ba
KaxBo Tpab6sa na 3HaeTe, npean Aa npremete I03una
Kak 1a npuemare O3una

BB3MOXHH HEXEIaHH peaKuuy

Kak na cpxpaussare FO3uHa

A

1. Kaxso mpeacrasassa IO3HHa M 32 KAKBO Ce H3NOA3BA

U3NBIHUTENHA ATEHLIA NO NEKAPCTBATA
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ChabpxaHne Ha ONAKOBKATA H AOITBIHHTENHA KHPOPM
M L L L T T T Y PPy IT] uuu!--é:no[.]‘@:pmn

HO3mHa CBABPXa AKTHBHOTO BEMIECTBO CHTATTHITTHH, KOETO € MpeCcTaBHTEN Ha KIIAC JIEKApCTBa,
Hapy4ad [TI1-4 yaxuburopH (AHnNenTHAMI NenTHAA3a-4 HHXHOHTOPH), KOHTO HAMAJIABAT HHBATA Ha

KpbBHATa 3aXap NpPH NalMEHTH CbC 3axapeH guaber THI 2.

Tosa JICKApCTBO NOMara ba ce NOBHIUAT HHBATA Ha HHCYNHHA, IPOH3IBCACH CNIC XpaHCHS H Ja CC HaMalH

HHBOTO HA IIPOM3BCKAAHATA B OPTaHH3MA 3aXap,

Baumiar nexap B e npeamucan Toea nekapctso, 3a Ja B IOMOrHe 21a HAMANHTE HEBOTO Ha CBOATA
KpBBHA 3aXap, KOETO € TBBPAC BHCOKO MOpajH ToBa, 9¢ HMate Auaber tun 2. Tosa nexapcTso Moxe na ce
H3M0/13B4 CaMOCTOATENHO WIH B KOMOUHAITNA C ONPeJENeHH APYTH JIeKapeTea (MHCYIHH, METhOPMHEH,
CynpOHHNYpeHEH NPOH3BOAHH WM FHTA30HH), KOHTO HAMANABAT KpbBHAaTAa 3axap, KOUTO BHe Mose
Bede fia IpHEMAaTe 34 JeUeHHe HA JHabeTa eJHOBPEMEHHO C IUIAH 38 JHETS H (QU3MUECKH YIPAKHSHHSL.

Kakpo npezncrasnssa nuaber Tai 27

Huabet Tam 2 e cheToARMeE, NpH KoeTo Baums OPraHHIBM HE NPOU3BLKAA AOCTATHYHO
HHCYNIMHBT NIPOH3BExAaH 0T Bauina opraHussM, He AelicTsa Taka no6pe kakxro 61 Tps
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OpraHH3MBT BH MOXe Ja IpOH3BEK K2 TEHpAE MHOrO 3axap. [IpH ToBa MONOXKEHHE, 3aXapTa (TIHOK034Ta)
C€ HaTpynBa B Opraiu3sMa, Tosa MoXe Ja NPHIHHY CEPHO3HH MEARITAACKH NPOOIEMH KATO CHPAEYHO
3abonspBane, GuOpeuHo 3a60NABaKe, CENOTA H AMITYTAINAS.

2. Kakso TpufBa aa 3uaere, npexn na npuemete I03mna

He npaemaiire O3nnra
- KO CTe aNECPrivHH KbM CHTATHITHH HJIH KbM HAKOA OT OCTAHANIMTE CHCTABKH HA TOBA JIEKAPCTBO
(u3bpoeHH B TouKa 6).

Hpeaynpexnenns H npeInasHH MepKH
IpH nanuentH, nonyqasamy ¥03mna ca chobmasann CTy4YaH Ha Bh3llafieHHe Ha NaHKpeaca ([IAHKpeaTHT)
(BAxTE TOUKA 4).

AKO nOnyvWTe MEXYDH 1O KOXKATA, TOBA MOXE /12 € [IPH3HAK HA CHCTOSHHE, HAPEYeHO OynoseH
niemdurony. Bammsr nexkap Moxe na Ba nochsersa 1a cupere npueMa Ha FO3una,

Yeenomere Baunis ekap, ako MMaTe HJIH CTE HMaH:

- 3abonssane Ha NaHkpeaca (KaTo NaHKPEeaTHT)

- KaMBHH B JKITbYHHSA MEXYP, AIKOXOMHA 3aBHCHMOCT HITH MHOTO BHCOKH HHBA Ha TPHITIHLEPHAH
(BHz Ma3HBHM) B KpbBTA. TesH 3a60NsIBAHAS MOTAT Ja NOBUILAT BEPOATHOCTTA Aa NOIYUHTE
MaHKpeaTHT (BMXKTE TOUKA 4),

- Juaber tun 1

- nuaberna KeToamHA03a (YCIOKHEHKE Ha AHabeTa, XaApaKTepH3HPAIIO Ce ¢ BACOKO HHEO Ha
KpbBHaTa 3axap, 6bp3a 3aryfa Ha Terno, raJeHe WiH MOBPHIGAHE)

- HAKaKBH mpobieMu ¢ 6BOpeLHTE — IPEH MK cera

- anepravna peakuus kM I031Hna (BHxkTe TOUKE 4)

Manko BeposTHO € TOBa JIekapCTBO Ja IOBEME A0 HUCKH HHBA Ha KPHBHATA 3aXap, Thil KaTo 10 He
AeHCTRa, KOTaTO HHBOTO Ha KPBBHATa BH 3aXap e Hucko. Bee mak, KOTaTo TOBa JEKAPCTRO C& H3MON3BA B
KOMOHHAIMA ChC CYPOHHIYPeHO IEKAPCTBO HITH ¢ HECY/IHH MOXE /Ia HACTBITH CHCTONHHE HA HACKH
HHBA HA KPBBHATA 3aXap (XMIIOrTukeMAs). Bamuar nexap Moske a HaMamH fo3aTa Ha Bainero

cyRboHIIYpeliHO NexapeTBO HITH HHCYIIHH.

Jena 1 1on0mnA

Hena u ronomy noz 18 roauns He TpA6Ba Aa H3NON3BAT TOBA nexaperso. To ne e edeKTHBHO TIpH [iena H
IOHOIIN Ha BB3pacT Mexay 10 # 17 roaunn. He e H3BecTHO Janu TOBA IEKAPCTBO € 6€301ACHO H
edexTHBHO, KOraTO Ce M3NON3BA NPH NENa HA BH3PAcT noA 10 rogHHH.

JApyma nexapersa u I03una
Wuidopmupaiite Bammns texap HiH dapManesT, ako pHEMarte, HACKOPO CTe NPHEM&JTH HJIH € Bb3MOXHO
Jia NpHEMeTe APYrH NEKapCTBa.

Hudopmapaiire Bamna nexap, ocobeno ako npueMaTe ARTOKCHH {J1ekapcTBO, HIMON3BAHO 3a IIg
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BpeMeHHOCT H KbpMeHe
Axo cTe GpeMeHna HIIH KbPMHTE, CMATATE, e MOXE I3 CTe OpemeHHa wiaA rianupare Spemennoct,
nocueerBaiite ce ¢ Baums nexap win dapmaueBT npeay ynorpeSara Ha TOBa IEKAPCTBO.

He Tpa6sa na u3nos3pate ToBa NEKAPCTBO N0 BpeMe Ha GPEMEHHOCT.

He e u3secTHO lann ToBa NeKapcTBO NpeMHHABa B KbpMata, He TpaGpa 2 H3mON3BATE TOBA NIEKAPCTBO,
8KO KbPMHTE HJIM ILIAHHPATE J1a KbPMHTE.

lllopupane u pabora ¢ MAmHAAR

Tosa nexapcTpo He NOBJIHABA HIH NOBAHABA IpeHeCpeIKAMO CIOCOGHOCTTA 3 modHpane H paboTa ¢
MaHHH. Brapeksd ToBa ca cho0IMaraky CiTydan Ha 3aMaHBaHe i ChHIHBOCT, KOHTO MOXE /3 IIOB/THSST
Bamara cnoco6Roct 3a modupate wiu pabota ¢ MalHHH.

IIpaeMbT Ha TOBA JIeKapcTBO B KOMGHHALMA C JISKADCTBA, HADEUEHH CyIOHITYPEHHA IPOH3BOIHH HIH C
HHCY/IHH MOX€E A2 MPHYHHH XHNIOTTIHKEMHA, KOATO MOXe A2 noBmse Bamara cnocoGHOCT Aa modmpare
H H300J3BATe MALIHHH, WiH A2 paBotuTte Ge3 GesonacHa onopa 3a Kpakara.

¥03una puaMEpann TabAeTKA CHILPKA HATPRI
Toea nexapcTBo chABPHa MO-Maiko ot | mmol Harpwii (23 mg) Ha TabneTka, T.¢. MOXE 1a ce Kaxe, e
NpPaKTHYSCKH HE ChABLPKA HATPHIA,

3. Kax ga upuemarte IO3una

Bunarn npuemaifre ToBa JICKapeTBO TOYHO KAKTO Bu ¢ Kazan Bamuar nexap. AKo He CTe CHTYDHH B
Heilo, monwraiite Bamusa nexap wim gapManesT,

Ofuuatinata npenoprL4YKTe/Ha A03a €:

- eaHa puaMBpaHa TabreTka ot 100 mg
- BEJJHEK JHSBHO

- npes yerata

Axo uMate npoSnemu ¢ Gp0peunTe, Bammar nexap Moxe 1a Bu npegngime No-HNCKH J03H (KaTo 25 mg
Hm 50 mg).

Ho3ara ot 50 mg Moe xa Gbe MoTyUeHa upes pasuendHe Ha rabnetkara or 100 mg IO3uHa Ha nse
MONOBHHH.

Mo3a ot 25 mg I03HHa He € HANMYHA, OPa/IH KOETO HE € IOAXOMALY 34 NAGKEHTH ¢ TeXKKH 6u6peuHn

npoGaeMy. 3a Te3H NalHeRTH TPAGEA Aa ce H3MOM3BAT APYTH JEeKapCTBEHH NPOAYKTH, ChIbPKALTH
CHTArMHNTHH 25 mg

Modxere ia npreMaTe ToBa NEKAPCTRO CHC MNK §e3 XpaHa H HATHTKH.

JICKApPCTBA, KOHTO HAMATMBAT KPhBHATA 3axap.




JHeTaTa " YIpaskHeHHsTa MOTaT A3 TOMOrHAT Ha Bamus OpraHHIbM Ja H3MOII3EA KPBBHATA 3aXap 1o-
Hobpe. Jlokaro npremare IO3HHa € BaxcHO A2 CTe Ha JHETA H YIIPAKHEHHS, Hpenopb4aty o1 Bamms
neKap.

Axo cTe HpHeJA noBede 0T HeoGxonumaTa Ao3a ¥03mna
AKo cTe IIpHeIH MoBede OT NpeANMCAHATA 032 OT TOBA JIEKAPCTBO, He3aGaBHO YReAOMeTe Bamus nexap.

Axko cTe npomycHaJan Aa npaemere K)zuna

AKO CT¢ MpOTyCHANK eHa 034, B3EMeTe 4 BEOHAra IOM Ce CETHTE. AKO He Ce CEeTHTE TIpeH Aa Aoine
BpEMeE 34 ClicABaIllaTa 1038, IPOYCHeTe 3a0paBeHaTa /1034 M ce BbpHETe KbM PeIOBHATA CXeMa Ha
mpuem. He Biemalite asoiina n03a 0T ToBa NEKAPCTBO.

Axo cTe cnpens npuéma Ha KO3rna

Mpoxpmkasaiite na npEeMaTe TOBa NEKAPCTEO TONKOBA AB/T0, KOAKOTO Bl e npeanucan Bammar nexap,
32 J1a MOXE [a NPOXBIDKUTE 2 KOHTPONHpATE CBOATA KphBHA 3axap. He Tpsabra fa cniApare npuema HA
TOBA JIEKAPCTBO, 6€3 Aa ce koHCyNTHpaTe whPBO ¢ Bamus nexap.

AKO MMaTe HAKAKBH JOMBIHHTEHH BIPOCH, CBBP3AHH ¢ YIoTpe6aTa Ha TOBA JIEKAPCTBO, MONMTANTE
Bamna nexap uma gapmanesr.

4.  Bu3MOXHH HexeTAHH PEAKIHH

KakTo BCHUKH nexapcTBa, TOBA JIEKAPCTBO MOXE Ja [IpeAN3BHKA HEXXENAHH PeaKLHH, BEIIPEKH Ye He
BCEKH TH IIOyJ4dBa,

TIPEKPATETE npuema Ha O3nna u ne3aGanuo ce ceppikere ¢ Baums nexap, ako 3a0enexuTe HAKOR OT

CHEHHHTE CEPHOIHN HEXKENIAHH PeaKLHH:

- CUJTHA H TIOCTOAHHA GOJKa B xopeMa (0671acTTa Ha cTOMaxa), KOATO MOXeE a CTHTa 40 repba, Che
i Ges rafieHe H NOBPBHIAHe, THIl KaTO TOBA MOXe 1a Ca IPH3HALH Ha BR3MATICH IaHKpeac

(naHKpeaTHr).

AKO HMATE CEpHO3HA ANICPTHYHA PEAKIES (¢ HEM3BECTHA YeCTOTA), BIOYHTEHO 0OPHB, YPTHKADH,
MEXYPH 110 Koskara/Genensa ce Koxa M MOAyBAHE Ha NHLETO, YCTHHTE, E3HKa H [HpIOTO, KOETO MOXE A3
npeansBHKa 3aTPYAHCHHE B AHIIAHETO HITH I'bJITRHETO, IIpeKpaTeTe NpHeMa Ha TOBA JIEKAPCTBO H BE/IHATA
ce cebpKeTe ¢ Baums nexap. Bamnst nekap Moxe na BH npe e ekapcTso 3a eyeHHe Ha
anepra4HaTa By peakuus 4 pyro Jekapcrso 3a Bamma nuaGer,

Hsixon naumenTy, npu go6aBdHe Ha CHTATMITHE KbM MET(HOPMHEH, TIOIYYABAT CleHITE HEXEIAHH
peaxmn:

Yectu (Moxke Aa 3acerHar A0 1 Ha 10 Aymn): HHCKa KPEBHA 3aXap, Fajieke, ra3ose, MOBPBIIAHE.
Heuecru (Moxe na 3acernat o 1 va 100 aymn): Goaxa B cTOMaxa, AHaphs, 3anek, ChHIHBOCT.

CHTArTIANTHH X MeT(OpMUH eTHOBPEMEHHO (9ECTOTATA € , . 9ecTH”).




Hikou naunenTy, IpH npHeMaHe Ha CHTACIHITHH B KOMOHHALHA CbC CYIpOHHITYPERHO IPOH3BOLHO U
METhOPMHH, TIONyHaBAT ClIEAHATE HEXKE/AHH PeaKIHA:

Muoro yects {Moke ia 3acernat noseye ot 1 Ha 10 Aymu): HECKH HHBA HA KPHBHATA 3axap.

YecTn: 3anex.

Hskon manyeHTH, IpH NpHEMaHe HA CHTATIHNTHH H MUOTJIHTA30H, IOTYIABAT CIIETHATE HEXEaHH
PeaKIHH:
YecTH: razose, mofiyBaHe Ha PhUETE HIH KpaKaTa.

HiKoH NaUHEHTH NONy4aBaT CEAHHTE HEKENAHH PEakIHH, IOKATO NPHEMAT CHTATTIHIITHH B
KOMOHHAINA ¢ NHOTMHTA30H | MeTdhopmun:
YecTu: nofypaHe Ha PBHIIETE WA KPAKaTa.

H#IKOH MalMeHTH NONYYaBaT CeAHHTE HEXENaHH PEAKIHHA, NOKATO IPHEMAT CHTATIIHITTHH B
KOMOHHAUMS ¢ RHCYNHH (ChC WK Ge3 MeThopMuUH):

Yectn: rpum.

Heuectu: cyxora B ycrara.

Hsixou maumeATH moxy4aBar ciefHATE HeMENAHH PEAKIMH, JOKATO IPHEMAT CHTATIANTHH
CaMOCTOATEAHO IPH KNKHHEWYHA IPOYYBAHAA HIH B IEPHOAA CNEH pa3pellaBane 3a ynotpeba npu
CaMOCTOATeNeH PHEM W/HJIH ¢ APYTH aHTHAHAGETHH NeKapcTBa:

HecTH: HACKa KPBBHA 3aXap, IMaBOGONKE, MHQEKUHA Ha TOPHHTE AHXATENHH IThTHINA, 3aIyIICH AITA
TCYAlN HOC K BB3MAJICHO I'bPJIO, OCTE0apTPHT, 60JKa B pBIETE WK KpPaKaTa.

Heuectn: 3amaifBane, 3anex, cepbex.

Penxu: Hamaner 6po TpomGonuTy.

C Hen3BeCTHA YECTOTA: TIPOGTeMH ¢ GEGpeLTe (TIORAKOTa HANATALIH HATH34), TOBPBIIAHE, CTABHA

Gonxa, myckysiHa Gonka, Gonka B rep6a, HHTepeTunHaNHa Genoapobua Gonect, Gyo3eH nembHronn
(BHR MEXYDH 1O KOXATa).

Aeya u wonowu
Tlpu fena 4 rHOWM Cbe 3axapen AuaGer THN 2 Ha BB3pacT ot 10 Ao 17 ronHAR NpodHILT Ha
HeXeaHHTe PEaKIHH € CPABHHM C TO3H, HAOMOZaBaH MpY BL3PACTHH.

Cpo0masane HA HeXKEJAHA peaKMAN

AKO0 NONy'HTe HAKAKBH HEWENAHH JIEKAPCTBEHH PeaKiiH, ybefoMeTe Bammus nekap, bapManesT i
MEUIMHCKA cecTpa. TOBa BKIIOYBA BCHYKH BE3MOXKHH, HEONHCAHH B TA3H JIHCTOBKA HEXKEJIAHH PEaKHH.
Mosxere CBIO 2 CHOGIINTE HeXeNaRH PeaKIHH AHPEKTHO YPe3 HALMOHAMHATA CHCTEMa 32 ChobaBane
kM MsImbsmuTeNHaTa areHuMs 0 NekapcTeaTa, yi. ,JaMan [pyes” Ne 8, 1303 Codms, ten.:
+35928903417, yeGeaitt: www.bda.bg. Kato crobmapaTe Hexenany Peaximyy, MOKeTe 1a NaeTe CBOs
OPHHOC 33 MOAY4ABAHE Ha MOBeYe MH(MOPMAIHA OTHOCHO 6e30NacHOCTTa HA TOBA JIEKAPCTHO.

5. Kak aa coxpanasare O3uua
Ha ce coxpansBa Ha MACTO, HENOCTBITHO 38 AelA.

To3n nekapeTseH MPOAYKT He H3HCKBA CHSLMATHH YCTIOBHA 38 ChXPAHEHHE.




He m3nonssatite ToBa nekapcTBO Chiel CPOKa Ha TOHOCT, oTOeNs3aH BEPXY 61ucTepa W KapTOHEHATA
omakopka cnen .l oxen fo:“. CpoksT Ha rogHOCT OTroBaps Ha NOCHENHAS JSH OT MOCOMSHHS MeCell.

He naxsupnsifre nexapcTraTa B KaHANA3ALMATA WIH B KOHTeliHepa 3a JOMaHHA ornaxsiy. [Tonaratite
Bamwis papmanesT kak Aa H3XBBPIATE NEKAPCTBATA, KOHTO Beue He HINON3BaTe. Tean MepKy e
CIIOMOTHAT 32 ONa3BaHe Ha OKOJNHATA CPela.

6. CbAbpXkAHHE H2 ONAKOBKATA H JONLIHKTEIHA HH(OpPMALAS
Kakso coanpxa I03nna

AKTHBHOTO BEIIECTBO & CHTArMHIITHH, Beska GuniMApana Tabnetka chIBPKA CHTACTHIITHE XHAPOXIOPHA
MOHOXHIIPAT, eKBHBaNeHTeH Ha 100 mg chTarmunTHA.

AlpyruTe ChCTABKH Ca: MHKPOKDHCTANHA LE/MYI03a, KAJIMHeB XHAPoreAGocaT, KpocKapMeosa HaTpHi,
HaTpHeB CTeapuidymapar, MarHesnes creapar. DHAMOBOTO NOKPHTHE HA TaONIETKATA CHABPKA:

Ionu (utinos ankoxon) (E1203), Teranos puokcun (E171), maxporon 4000 / PEG (E1521), tamx
(E553b) M xeaT keneser okcua (E172).

Kak marnexna JO3nEa B KAKBO CABPAA OMAKOBKATA

¥Oznna QMIMHpaHH TallIeTKH ca KpbIIHE, JBOXHOHIITLKHANH, FKBIITH ¢ rpaBHpaH Hagnuc ,,AD3% ot
¢aHara CTpaHa, RENATEIHA 9epTa OT ApYTaTa CTpaHa (InameThp npuGnn3wrTenHo: 10,5 mm). TaGrerkara
Moe A8 Objie pasfieneHa Ha paBHH NO3H.

28, 30, 56, 60, 84, 90 uim 98 dunmupaHs TabIETKH ca ONAKOBAHH B GeH, Henpospaurn PVC/PE/
PVDC//Al Gnucrepn. BiHcTepHTe ca ONEKOBAHH B KAPTOHEHA KYTHA ¢ NPHIONEHA INCTOBKA 33
TIAlHEHTA.

He cnykn BHAOBE onakoBkH MoraT Aa 6BLaT MycHATH B NPOAAXKGA.
HpurexaTen Ba paspemenseTo 3a ynorpeba

Gedeon Richter Plc.
H-1103 Budapest
Gybmrdi 0t 19-21.
VHrapus

Ipom3eoauTen

Gedeon Richter Romania S.A.
Str. Cuza Vodi Nr. 99-105
540306 Targu-Mures

PyMbhns




Gedeon Richter Plc,
H-1103 Budapest
GyOmréi at 19-21,
Yurapua

To3n aexapcrsen npoaykT e onobpen B crpannTe-wienkn na EMII cbe clieAHATE HARMEHOBAHRS:

brarapus KOsmna

Hexun JUZINA
Ecromns JUZINA
YHrapus JUZINA
Jlateua JUZINA
TTomna JUZINA
PyMuHHA JUZINA
Cnosaxus JUZINA

JflaTa Ha npepasriekiaHe HA TECTOBKATA:




