JIHcTOBKA: HHpOpPMALHA 32 NALHEHTA

Curaraunran/MetdgopmuH I'punaexe S0 mg/850 mg puamupanu tadieTku
CararnanTaan/Mergpopmun I'pungexce 50 mg/1000 mg mg puamupanu tabaerku

Sitagliptin/Metformin Grindeks 50 mg/850 mg film-coated tablets
Sitagliptin/Metformin Grindeks 50 mg/1000 mg film-coated tablets

CHTarIMNTUH/METHOPMUHOB XUJPOXJIOPHA
(sitagliptin/metformin hydrochloride)

IIpoueTeTe BHHMATEIHO MAJIATA JJHCTOBKA, IPEAH 12 3aN09HETE A4 IPHEMATE TOBA JIeKaApPCTBO,

Thii KATO TS CHABLPKA BaXXKHA 32 Bac nudopmanus.

- 3anazete TasH JMCTOBKA. MOXKE 1a ¢c€ HAIOXKH Aa A ApoUveTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOITbJIHUTE/IHH BLOPOCH, nonuTtanTe Bawns nekap, gpapmauest unu
MEIHMLMHCKA CecTpa.

- Toea nexkapcTBO € nNpeanucaHo JJMuHo Ha Bac. He ro npeorcrbnsaiite Ha Apyrd Xxopa. To moxe aa
UM HaBpelH, HE3aBUCHMO Ye MNPHU3HALMTE HA TAXHOTO 3a00NABaHE Ca ChlUMTE KaTo Bawure.,

- AKO MOJNYHYUTE HAKAKBU HEXEJaHH JIEKAPCTBEHU peakUHH, yBeaomere Baluug nekap, papMauest
HJIM MEQULIMHCKA cecTpa. TOBa BKJIKOUBA U BCHYKHW Bb3MOXKHH HEXKEJIAHU peakLuuH, HEOTIHCAHH B
Ta3u NUCTOBKA. BuokTe Touka 4.

Kakno ChAbPXKaA TA3H JTHCTOBKR

1. KakBo npeacrasngpa Curarnuntun/MerpopMuH | puHaeke
2. KakBo Tpa0OBa na 3Haere, npeau na npueMere CHTarHnTHH/
3. Kak aa npuemarte Cutarnunrud/MerdgopmuH ['puHaekc

4. Bb3MOXKHH HEKENAHU PeaKLIUH

5. Kak pa cexpansaBate Cutarnuntun/Merdopmun ['punaekc
6. CbabpKaHWE HA OMMAKOBKATa U AOMBAHHUTENHA HHDOPMaLIHA

1. Kakso npeacrasanasa Curarauntun/Merdopmun I'pHHaeKe H 3a KAKBO ce n:momna

Curarnuntud/MerdopmuH I'pHHAEKC CbAbpKa ABE pa3NHUHH JIEKApCTBa, HAPEHEHH CHTACIHNTHH W
METHOPMHH.
® CHTarJUNTHH MPHUHALIEKHN KbM Khac nekapeTsa, HapeueHH DPP-4 unxuburopm (amnentuamn
nenTuaasza-4 HHXUOUTOPH);

e MeThHOPMHUH NPUHAMAJIEKH KbM KJIAC JIEKAPCTBA, HAPEUEHH OUTBAHKHIAUHM.

Te gelicTBaT €AHOBPEMEHHO, 3a 1a KOHTPOJIMPAT HUBOTO HA KpbBHATa 3axap NPU Bb3PacTHH NALIHEHTH
¢ ¢opMa Ha nuaber, HapeueH ,,3axapeH auaber Tun 2%, ToBa JiekapcTBO NOBMLLIABA HUBATA Ha
MHCYIKHH, NPOU3BEACH CNeJ XpaHeHe, H HAMANABA KOJNIMYECTBOTO 3axap, Npou3seaeHo ot Batuug
OpraHH3bM.

3aenHo ¢ AveTau YNPAKHCHWA, TOBA JEKAPCTBO NnoanoMara HaMal€HUCTO Ha Bawara KPBBHA 3axap.

ToBa nekapcTBO MOXe [1a CE€ M3M0JI3Ba CAMOCTOATENHO HITH C ONMpeleneHH Apyrd JiekapcTsa 3a avader,
(MHCYNKH, CyN(OHHAYPEA WITH ITHTA30H).

Kakso npeacrasnasa auaber tvn 27
Huraber Turn 2 e cbeTosHUE, NPH KOETO BaWUAT OpraHu3bM He NPOM3BENKAA AOCTATHYHO UHCY

y Ny oo e % y <’
B KpbBTa. TOBa MOXKE Aa NPHYHHU cepuoanu MEIULIMHCKH npoﬁnemu KaTo CbpaevHo 3360?5&3’3@&: ot G
O0B6peuHo 3abonaBaHe, cnenoTa U aMnyTalus. |




2. Kakso TpubBa na 3Haete, npean aa npuemere Curarnnntan/Merdgopmun I'pungexe

He npuemaiite Curarnuntun/Merdopman I'panaexc:

- aKO CTE aJIEPriYHA KbM CHTATJIUNTHH WiH METQOPMUH HIIH KbM HAKOA OT OCTAHAIMTE ChCTABKH HA
TOBA JIEKapcTBO (M30pOEHHU B TOUKA 6).

- aKO UMaTe CHNTHO HamaneHa ObOpeuHa PyHKUMS.

- aKO HMATe HEKOHTPONIMpaH AHadeT, HAMPUMEDP € TEXKKA XUNEPTNHKEMUS (BUCOKA KPBBHA 3aXap),
raleHe, NoBpLLIAHE, IHapHa, Obp3a 3aryba Ha Terno, JJaktaTHa aunaosa (Buxre ,,PHCK oT
JIaKTaTHA aupao03a” mo-aoiy) HIH KeToauuaosa. Keroaunaosara € CbCTOAHUE, NPH KOETO
BELIECTBATA, HAPEYEHH ,,KETOHHM TeNA™, C€ HATPYNBAT B KPBLBTA H TOBA MOXE [1a A0BEAE RO
auaberHa npekoMa. CUMNTOMUTE BKIKOYBAT OONKH B CTOMaxa, Y4ECTEHO W AbAOOKO AUIUAHE,
CHLHIIMBOCT HNIH HEOOHUAEH TUTOAOR apoMaT Ha Abxa Bu.

- aKO MMaTe TeXXKa KHPEKUHUA UAH CTE ASXHAPATHPAHH.

- ak0 BHW nNpeacToM W3cneaBaHe ¢ PEHTTEHOBH JIbYH, KbAETO 11e BH UHXEKTHPAT KOHTPACTHO
pellecTRO. Tpadea na cnpere aa npvwemare Curtarnunrud/MerdopMmuH I'puraekc no BpeMe Ha
M3CJICABAHE C PEHTrEHOBH N1bYH M ABa WM MOBEYe JHU Cel TOBa, KakTo Bu e npeanucan Baiuuat
NeKap, B 3aBUCUMOCT OT TOBa Kak padoTtat Bauture 0n6peum.

- aKO HACKOPO CTE NONYUMIIM ChpcUeH HHPAPKT WIH HMATE TEXKKH LIHPKY/JJATOPHU NpobdaeMu, KaTo
HIIOK™ UK NpobAEMH ¢ AULLAHETO.

- aKO uMmare yepHoapodHuU npodaemu.

- aKO NMHETE AIKOXON B NOIeMH KOJIM4eCTBa (BCEKM JE€H UITH CaMo OT BpeMe Ha BpeMe).

- AKO KbPMHTE.

He npuemaiite Cutarnuntun/MeTtgopmut I'puHACKC, aKo HELO OT NO-Fope U30DPOEHUTE ¢€ OTHACA 3a
Bac v rosopere ¢ Bawus nekap 3a Apyru Ha4MHU Ha neyeHue Ha Bawua anaber. AKo He cTe CHrypHH,
KOHCYJITHpa#uTe ce ¢ Bamuua nekap, papmMaLeBT WK MEQHWLIMHCKA CECTPpa MPEaX Aa MPHEMETE
Cutarnuntun/Merdopmun I'punaekc.

I[IpeaynpexacHus H NPeINAZHH MEPKH
[Tpy naumenTH, nonyvaeaiiy Cutarauntui/Metdopmun ['puHaeke, ca cvobuiasaHy cay4au Ha
Bb3NaJieHHE HA NaHKpeaca (NaHKpeaTUT) (BUKTE ToUka 4).

AKO IOJTYHHUTE MEXYPH 110 KOXKATA, TOBA MOXKE 1a € NMPU3HAK HAa CbCTOAHHE, HapeveHo Oyno3eH
nempuronz. Bawuar nexkap moxe na By nocsBeTBa ga cnpere npuema Ha Curarnuntud/MerdgopMuH
[ puHAaeKc.

PHCK OT JIJAKTATHA allH1034
Curarnuntud/Metgpopmun I'pUHAEKC MOXKE 1a NPUYUHH MHOrO PAZlIKa, HO MHOTO CEPHO3HA HEXXKeNlaHa

peaKLMA, Hapeu€eHa JaKTaTHa auuao3a, ocobeHo ako O0b0peunTe Bu HE PyHKLIMOHKpAT NipaBUITHO.
PHUCKBT OT pa3BHMTHE Ha fNAKTATHA allWA03a C€ YBE/IM4aBa U NPH HEKOHTPOJIMPaH AuabeT, TeXKH
UHDEeKUHH, APOIABIKUTENHO IITafyBaHe WK NMPHEM Ha AJIKOXOJI, AEXHApATALUS ( BHXKTE OLlE
HHPOpMALHA [10-A0JTY), YepHOAPOOHH NPodNeMH H BCAKAKBH CLCTOAHHSA, NPH KOUTO YaCT OT TAJIOTO
HMMa HaMalleHo cHalasBaKe ¢ KUCAopoA (KaTo OCTPO NMpoTHYALLIA TeKKa OONECT Ha CbpLETO).

AKO HAKOE OT n30dpOeHUTEe No-rope ce oTHaca 3a Bac, roropere ¢ Bawns nekap 3a AONBbIHHTENHH
yKazaHMs.

I'oBopete ¢ BamHa nexap He3a0aBHO 32 JONBJIHHTETHH YKA3aHHA:

®  aKO € YCTAHOBEHO, Y€ CTpaaaTe OT HAC/IeICTBEHO NEHETHUYHO 3a00onaBaHe, MOBIHABALIO
MUTOXOHAPUHUTE (KOMITOHEHTHTE, KOUTO NMPOU3BEXKIAT EHEPris B KIETKUTE), KATO CHHAPOM Ha
MHTOXOHAPHAJTHA €HLIS(AIONATHA C JaKTaTHA auKHI103a U HHCYNTONOAOOHH enu3oam

and deafness, MIDD).




¢  aKO UMATE HAKOH OT TE3H CUMITTOMHU CJI€]l 3aN0UBAHE Ha JICUEHHE C METQPOPMHH: NMPUNALLK,
HaMaleHH NO3HABATEIHH CNIOCOOHOCTH, 3aTPYAHEHH ABUXKEHHUA Ha TAIOTO, CHMIITOMM,
OKA3aTE/HH 33 YBpexKAaHe Ha HEPBUTE (Harp. 00nKa MK W3TPBIBAHE), MUIPEHa U MTyXOTa.

Cnpere npuema Ha Cutarnuntun/Merdopmun I'panjgexc 3a KpaThbK NepHOA 0T BpeMe, aKo
HMATE ChCTOSIHHE, KOETO MOXKeE /1a ObJe CBbLP3aHO ¢ AeXHAPATALHSA (3HAYUTENHA 3aryDa Ha
TEJIECHH TEYHOCTH), KaTO TEXKKO NMOBPBLIAHE, AHAPHA, TPECKA, H3NAaraHe Ha TOTUTMHA WK aKO MHETE
[10-Maj KO TEYHOCTH OT HOPMATHOTO. ['oBOpeTe ¢ Batuivsa nekap 3a JOMbIHHUTENHH YKa3aHHA.

Cnperte npaema Ha Catarauntia/Merdopmun I'paHAEKC H He320aBHO ce CBBbPKeTE € JIeKap
HIH HAH-0IH3KATA 00THHIOA, AKO HMATE HAKOH OT CHMOTOMHTE HA JAKTATHA allHA034, ThH KaTo
TOBA CHCTOAHHE MOXE J1a JoBeAe A0 KoMa.

CUMNTOMMTE Ha NAKTATHA alliA03a BKJIKOUYBAT:

- NOBPbILAHE;

- BonkH B cToMaxa (kopeMHu 601KH);

- MYCKYJTHH CIIa3MH;

- o610 yCeLUaHe 3a HEPA3NONOKEeHHe, NPUAPYKEHO C TEKKA YMOpa,;

- 3aTPYAHEHO AULLAHE;

- NOHWKEHA TeJIECHA TEMNEPATYpa H NYJic,

JlakTaTHaTa aUMA03a € ChCTOAHHKE, H3UCKBALLO CNeLHA MeAULIHHCKA NOMOLlL, U TpAOBa Ja ce IEKyBa B
O0MHHLA.

["oBopeTte ¢ Baiuna nekap unu ¢gapmauest, npeayn aa npuemere Curarnuntui/Merdopmun ['punaekc:
- AKO UMAaTe WK CTe UMaJd 3a001aBaHE Ha NaHKPeEaca (KaTo NaHKPEATHT),

- AKO HMATEe WJIK CTE€ HMaTH KAMBHH B XKJIbYHUA MEXYP, AIKOXO/THA 3aBUCHMOCT WIH MHOTO BUCOKH
HHBA HA TPHUIHULEPHAH (BHUA Ma3HMHU) B KPbBTA. Te3u 3abonapaHua Morar aa noBHLUIAT
BEPOSTHOCTTA 12 NMONYUHTE MAHKPEATUT (BUXKTE TOUKAE 4).

- ako umate anader Tun 1. [loHakora ce Hapyy4a MHCYMHO-3aBUCUM uaberT,;

- AKO MMATE MJIM CTE€ UMAJIH AJIEPryUYHa peakiia KbM CUTAITIUNTHH, METHOPMHH UK
Cutarnmuntua/Metdopmut ['pungekc (Buxre Touka 4);

- aKo npHeMare Cya(pOHUITYPEHHO NPOU3BOAHO WIH HHCYJIMH, AHTHAWADETHO NIEKAPCTBO, 3a€AHO ¢
Curarnuntud/MetrdopmuH ['pHHAEKC, Thil KATO MOXKE Z1a HACTBNH CbCTOAHHE HA HUCKA KpbBHA 3axap
(xunornvkemus ). Balvar nekap Moxke Aa HamManyu Ao3ara Ha CyAGOHUNYPEHHOTO NPOU3BOAHO MK
HHCYJIHH.

Axo Bu ce Hanara j1a npeTbpIIHTe CEPHO3Ha onepauus, TpabBa 3aIXKHTENHO Ja CnpeTe NpUemMa Ha
Cutarnuntun/MergopmuH ['pHHaeKe No BpeMe HA U U3BECTHO BpeMe ciie] npoueaypara. Bawmsr
ACKAp LUe pellM Kora TpaOBa a CrpeTe W KOra a Bb30OHOBUTE JICUEHHETO C
Curarnuntun/Metdopmun ['puHaexc.

AKO He CTe CHIYPHM Aalli Hello oT U30poeHrTe no-rope ce oTHaca 3a Bac, nonurailite Bawuus nekap
unu apmauert, npeau aa npuemere Curarnunrun/Merdopmun ['punaeke.

Mo BpeMe Ha neueHueTo cbe CutarnunTuH/MerdopmuH I'puHacke BawuusaTt nekap uie nposepara
OvOpeunara Bu pyHKUHMA NOHE BEAHDK FOAULIIHO WM NO-YECTO, aKO CTE B CTAPYECKa Bb3pacT W/ Hiu
aKo umarte BaoweHa Ob0peyHa pyHKkUMA.

Jdena B IOHOIIH
Heua W roHowH o 18 rogunu He TpabBa na M3noa3sar ToBa nekapcTeo. To He € eeKTHBHO NpH

Ie1a K IOHOUIHW Ha BB3pacT Mexay 10 n 17 roauHu. He € 3BecTHO aaiik TOBA NEKAPCTBO € He30macHo
M edUKacHO npy yroTpeba npu aeua Ha Bb3pacT nox 10 roanHm.

Hpyra aexapersa v Cararnantan/Merdopvmun I'punaekce
Ako TpaOBa na Bu 6ba€e nocTaBeHa HHXEKUHA ¢ KOHTPACTHO CPEACTBO, ChAbPKALLO o, B
KpBBOOOpaLEHUETO, HATIPUMED MPU U3CNEBAHE C PEHTICH UIIK CKeHep, TpabBa aa cnpere




Curtarnuntui/Metdopmun ['punaekc npeau win no BpeMe Ha uHkekuusTa. BawumsaT nekap e pewu
Kora TpabBa na cnipeTe K Kora Aa Bb300OHOBHTE nedeHuero ¢ Curarnuntua/Merdopmun I'puHaekc.

HMudopmupaiite Baiuua nekap uiv dapmauesT, ako npyemare, HaCKOpO CTe NpHEMalH WIH e
Bb3MOXHO Ja NPUEMETE APYTH NeKkapcTea. Moe na ce HanoXH No-4ecTo Aa ce U3cneaBa IjioKo3ara B
KpbBTa H QYHKUHOHUPAaHETO Ha OLOpeunTe UM BawmaT nekap Moxke 1a KOpUrupa ao3ara
Curarnuntud/MetdopMmuH I'punaekc. U3knouuTeNnHO BAXKHO € Aa CNOMEHETE CNEAHOTO:

e JexkapcTBa (MPHUETH MNpPe3 yCTaTa, NPUIOKEHH Ype3 MHXANAUHA HIH KAaTO HHXKEKLIUs ),
M3MOI3BaHH 34 JIeveHHe Ha Bb3NaIMTENHU 3a00N19BaHUA KAaTO acTMa U apTpUT

(KOPTHKOCTEPOHH);

® JIEKapCTBa, KOMTO YBEAXUYABAT OTACNAHETO Ha YPHHA (AMYPETHLIM);

® JIeKapCTBa, U3MO0N3BaHHU 3a AeueHue Ha Oonka 4 Bb3naneHue (HCIIBC n COX-2 nuxuburopwu,
kato noynpoden n uenekokcud);

® HAKOM JIEKapCTBa 3a NeYeHHE Ha BUCOKO KpbBHO HamsraHe (ACE-HHXHOUTOPH W aHTHOTEH3NH

Il peuenTopHK aHTArOHUCTH);

cneurddHUUHM JIeKapCcTBa 3a JiIeueHHe Ha OpoHxHaHa acTMa (P-CUMMNAaTHKOMHUMETHLIH);

HOOWPaHH KOHTPACTHH BELLECTBA WIIH NEKAPCTBA, ChABPKALLM ANTKOXON;

onpefeSieHH TeKapCeTBa, H3MON3BaAHM 3a ASUEHHE Ha CTOMALHU NPpo0aeMHK, KaTo LHMETHAHH;

paHoNa3uH, JICKAPCTBO, M3MOJ3BAHO 34 JICYEHHUE HA CTCHOKapAMS,

LONYTETrPABUP, JIEKAPCTBO, U3MONA3BAHO 3a JieueHHe Ha XUB nHdekuus;

BaHAETAaHUO, NeKapCTBO, H3NON3BAHO 34 NeYeHHe HA cneur@PHUEH BH PAK HA LLIMTOBHUHATA

*ne3a (MeayJlapeH KapLUMHOM Ha LIHTOBH/HATA XJI1E€3a);

® MIOKCHH (3a JIEUEHHE HA HEMPABHIEH CHPAEUEH PHTBM U APYTH CbPACYHH NPoOaeMH).
Moxke na ce HanOXKK 4a ce MpPOoBEPH HUBOTO HA IMFOKCHH B KpbBTa BH, ako ro npuemare
eaHoepeMeHHO ¢ Curarauntud/Merdopmun ['punaekc.

Catarnunran/Merdopmun I'praaeKke B aJIK0X0J1

H36areaiite npekoMepHaTta ynotpeda Ha ankoxon rno speme Ha npuema Ha Cutarnuntui/MeTtdopMUH
['pUHAEKC, THil KATO TOBA MOXE Aa YBEJIMYHM PHCKA OT JIAKTaTHA auHa03a (BUKTE TOUKA

»1 IpEAYTNIPEKOCHHUS U NPEeAna3sHH MEPKU®).

BpeMenHOCT H KbpMEHE

AKO cTe¢ OpeMEHHA UMK KbPMUTE, CMATATE, Y& MOXE Ja CTe OpeMeHHa Wi raHupaTe OpeMEHHOCT,
nocbLBETBAHTE ce ¢ Bawuua nekap uian dapmauest npeau ynorpebara Ha Tosa Jiekapcetso. He Tpabsa
Aa NpHEMATE TOBA JIEKAPCTBO MO BpeMe Ha OpeMeHHocT. He npuemaiite TOBa NeKapcTBO @KO KbPMMTE.
Buxre Touka 2 ,,He npuematite Cararnunrnn/Merdopmun ['pragexc.

Illojpupane u pabora ¢ MAIIIHHH

ToBa nekapcTBO He NOBIKABA WIH MOBHABA NpPeHEOpexUMO CrTOCOOHOCTTA 3a WodupaHe U paboTa ¢
MalMHH. Bbnpekk ToBa ca ¢bo0laBaHu cayyar Ha 3amaiiBaHe U ChHAMBOCT NpH ynortpedbara Ha
CHUTATJIMIITUH, KOETO MOKe Aa NoBJiksAe criocobHocTTa By 33 wodupane win pabora ¢ MalllnHM.

[IpueMBT Ha TOBA NeKapcTBO B KOMOWHALIUA C JIEKAPCTBA, HApEHEHH CYIPOHUNYpeiiHH NPOHU3BOAHH
WJIM MHCYJIHH, MOXKE Ad NPHYHHK XUMOTJTUKEMHS, KOATO MOXKe Ja noeavse Bawara cnocobHoct na
wogupare unu paboTuTe ¢ MalIKMHKU, WaK aa pabotute Oe3 obe3zonaceHa onopa 3a Kpakara.

CararnunTan/Merdopmut I'paEAeKC ebABPKA HATPHH
Toea nekapcTBo chabpka no-manko or | mmol Hatpuii (23 mg) Ha TabneTka, T.€. MOXKe Ja Ce Kaxe,
ye MPaKTHUYECKH He ChABPKA HAaTPHUH,




3. Kax na npaemarte Cararauntaa/Merdopmat I'pauaexc

BuHary npueManTe TOBA JIEKAPCTBO TOUHO KAakTO BH ¢ kazan BawudaT iexap. AKO HE ¢cTe CHTYPHMU B
Hello, nonuTanTe Bawna nekap wiu gapmMauesT.

e [lpunemaiite eaHa TabneTka
® [Ba ITbTH AHEBHO Npe3 ycrara
® ( XpaHa, 3a Ja HAMAJIMTE PUCKA OT CTOMALIHO HEpa3noIOKEHHE,

e Bawuar Jexap MOXe na noBULIM n03aTa By, 3a na koutponupa kpbeHata Bu 3axap.

¢ AkKO uMmarte HamaneHa ObpOpeyHa pyHKUMA, BawuyaT nekap moxe aa Bu npeanuiue no-HMCKa no3a.

TPHGBH Ad NPOABDKHTEC AUCTaTa, rnpcrnopsbyaHa oT Bawius JICKAp NC BPpEME Ha JICHCHNUC C TOBA
JICKApPCTBO K A4 CJICAHUTC ITpUEMa Ha BBRIICXHAPATH da € PaBHOMEPHO pa3npeac/iCH Npe3 JCHA,

ToBa nekapcTBO CAaMOCTOATETHO € MAJIKO BEPOATHO Aa NPHYHHU HEOOHUYAtHO HUCKK HUBA Ha
KpbBHaTa 3axap (xunornukemus). Koraro ToBa nekapcrBo ce M3Mo3ea ¢be CyN(GOHHIYpeitHu
NEKAPCTBa WK C HHCYITHH, MOXE Aa CE MOABAT HUCKK HUBA Ha KpbBHATa 3axap 4 Bawuna nexkap moxe
Aa HaMall¥ 103aTa Ha CyNPOHUTYPEHHOTO NPOU3BOAHO WIH HHCYJIHH.

AKo cTe npuen noseve oT HeoOxoaumara g03a Curarmuntun/Merdopmun I'pungexc

AKO CTe NpHeEny roBeye OT NPEANKCaHaTa 403a OT TOBA JIEKapcTBO, He3abaBHO yBegoMere Balns
nekap. Otuaere B 60NHULA, AKO NONYHHUTE CHMIITOMM Ha NIAKTATHA ALIKA033, KATO YCELUAHE 3a CTY
WK AHCKOMQOPT, TEKKO rajicHe WiK nospbluake, 6os1ka B cToMaxa, Heo0AacHHMA 3aryba Ha Terio,
MYCKYJTHA KPaMriyd WM yuecTeHO AvLluaHe (BukTe Touka , [IpeaynpexaeHua ¥ npeanasHu Mepku®).

AKo cTe npomycHaaH aa npHemeTe CnrarnunTtud/Merdpopmuu I'punaexc

AKO CTe NpOMyCHAIH A034, B3EMETE 1 BEAHAra oM Ce CETUTE. AKO HE ce CeTUTE NpeaH aa no#ae
BpeMe 3a cliefiBalliaTa J03a, NponycHeTe 3adpaBeHaTa 203a U C€ BLPHETE KbM PEIOBHATA CXeMa Ha
npveM. He B3emaiite nABoOiiHa A03a OT TOBa JIEKAPCTBO.

AKo cTe cnpeyqH npuema Ha CurarsiunTui/Mergopmun I'prajexc

[lpoab/kaBauTe Aa NpUEMaTe TOBA JIEKAPCTBO TOMIKOBA AKJTO, KOJAKOTO By € npeanucan Bamusar
nekap, 3a 1a MOXKeE Aa NpOABb/KHTE 1a KOHTPOHpaTe CBOATA KpbBHA 3axap. He Tpabea aa cnnpare
NMpUeMa Ha TOBA JIEKAPCTBO, 0€3 /1a ce KOHCY/ITHpaTe NbpBo ¢ Baiius nekap. Ako cnpere npuemMa Ha
Curarnunrun/MerdopmuH ['puHaekc, Baluara KkpbBHa 3axap MOKe 1a ¢e MOBHLUH OTHOBO.

AKO MMaTe HAKaKBY JOMbIHUTENHH BENPOCH NPH yNoTpebara Ha TOBa JIEKAPCTBO, nonuTalite Batus
nekap unv papMaLeBT.,

4. Bb3MOXKHH HeKeJJaHH peakuHH

Kakro BCHUYKH JIeKapcTBa, TOBA IEKAPCTBO MOXKE 1a NPEAM3BUKA HEXENAHH PEAKLIHH, BLIIPEKH Y€ HE
BCEKM I'M 110J1y4aBa.

[IPEKPATETE npuema Ha Curarnuntun/Merdopmun I'pHHaeke U He3abaBHO ce cabpxeTe ¢ Bawuns
nekap, ako 3a0eNeHUTe HAKOM OT CNIEIHHTE CEPHO3HHU HEXKEIAHHN PEaKLIMK:

® CHJIHAa W NOCTOAHHA DoMKa B KopeMa (00n1acTTa Ha cToMaxa), KOATO MOXKe Aa CTUra o rep0a,
CbC WM Oe3 raaeHe U NOBpbLIAHE, Thil KATO TOBA MOMKE AA ¢a NPU3HALIW HA Bb3MajeH
NaHKpeac (NaHKpeaTHT).
Curarnunrur/Merdopmux I'putaekc Moxe aa aoBeae 1o MHOro paaka (Moxe aa 3acerse 1o |

ToukKa ,,[Ipenaynpexaerus v npeanasHy Mepku®). AKO TORa ce ClyHH, TPAOBA 3aAb/IKHUTE
cnpere npueMa Ha CurarnenTan/Metdopmun I'punaexc 1 He3a6aBHo 1a ce CBLPXK
HJIH HAR-0H3KaTa 0OJTHHNIA, Thil KATO NAKTATHATA ALUYMA03a MOXKE a3 A0Bede 10 KOMA.




AKO NONYUHTE CEPHUO3HA ATICPruvHa peakuma (C HEU3IBECTHA YECTOTa), BKIHOUKHTEIHO 00pHB,
YPTHKapHa, MEXyPH 110 KoxKaTta/0enela ce Ko)Ka U No/lyBaHe Ha JIHLETO, YCTHHUTE, €3UKa U I'bpJIOTO,
KOETO MOXE J1a NpeAU3BUKA 3aTPYIHEHHE B IMLIAHETO MM MbJITAHETO, NPEKpATETE NpHemMa Ha TOBA
JICKAPCTBO H BEAHara ce cebpxeTte ¢ Bauius nekap. Bawwusar nekap moxe aa Bu npeanuiue nekapctso

34 JICUCHHKE Ha aJiepruvHara peakuHlsa | Apyro AekapcTso 3a Bamus anaber.

Hakou naLueHTH, KOUTO MpUEMAT METQOPMHMH, MONYYABAT CIAESAHMTE HEXKENAHH PEaKLKHN Npu
nodassiHe Ha CUTArNUNTHH:

HecTu (Moxe aa 3acerHar A0 | Ha 10 qywn): HUCKA KpbBHA 3axap, raeHe, razose, NOBpbLIaHe
Heuectu (Moxe na 3acerHart no 1 Ha 100 ayiun): 6onka B ctoMaxa, AHApuUa, 3aneK, CbHIHBOCT,

Hsakou nauueHTv nomyyapar AWapus, rajcHe, ra3ose, 3anek, Oo/ika B CToMaxa WM NoBpbllaHe,
KOraTo 3aro4yHaT Aa MpyueMaT KOMOMHALUMATA CUTArIHNTHH W METQOPMHUH (decToTaTa € ,,4ecTH”).

Hsakou nauuMeHTH NoNy4aBaT CleAHHUTE HEXENAHH PEaKLIHY I0KATO NMPHEMAT TOBA JIEKAPCTBO CHC
CyNdOHUNYPEHHO NMPOUIBOAHO KATO MNTUMETTUPUAL

MHoro 4ecTtn (MOXe aa 3acerHaT noseuye ot |Ha 10 aywn): HUICKH HUBA HA KPBBHATA 3aXap
YecTH: 3anek

HsAKOHU NaliMEHTH NOJIy4YaBar CNeIHUTE HeXKe1aHU peakLuM AOKATO MPUEMAT TOBA IEKAPCTBO B
KOMOWHAaLHA C MHOTJIUTA30H!
YecTu: nogysaHe Ha pbLUETE UM KpaKaTa

Hsakou nauyeHTH NONy4arar CNeHUTE HeXXeNaHH peakuuH, 10KATO NPUEMAT TOBA JIEKAPCTBO B
KOMOHHAUMA ¢ HHCYJIUH:

MHOro 4ecTH: HUICKH HHBAa Ha KPLBHATA 3axap

HeuecTn: cyxoTta B ycraTta, rnaso0onve

Hsakor nauueHTH Nony4asar C/ICIHUTE HEXEIAHW PEaKLMHM MO BpeMe Ha KITHHHUMHH NPOYYBaHHA,
AOKATO MPHEMAT CUTAMAUIITHH CAMOCTOATENHO (€AHO OT Aekapcrearta B Cutarnunrua/MetdopMuH
['puHAEKc), UK NPY H3NOA3BAHE B NEPHOAA CNe/l pa3pellaBaHe 3a ynorpeba Ha
Curarnuntu/MerdopMuH ['pHHAEKC HAM CUTArAMNTHH CAMOCTOATENHO, WK ¢ APYrH aHTHAHAOEeTHH
JleKapcTRa:

YecTH: HHCKH HHBA Ha KPbBHATA 3axap, rnaofo/ive, HHPEKUHS HA FOPHUTE AUXATENHH MbTHIlA,
3aMnylleH WK Tevall HOC W Bb3NAJICHO IMbpPJIo, OCTE0apTPUT, O0NKa B pbLETE HAK KpakaTa

HeuecTh: 3amaiiBane, 3anek, copbex

Penku: namasten 6poii TpomGoumTH

C HeusBecTHa uyecToTa: npobneMu ¢ ObOpeunTe (MOHAKOra Hanaraluy AHaIH3a), NOBPHLILAHE, CTaBHA
Boska, myckynsa 6onka, Gonka B rop0a, HHTepcTHLHAIHA OenoapobHa bonect, Oyso3eH nemdpurona
(BHO MEXYPH MO KOXKara)

HsxoM mMauMeHTH NoyyaBat CNeIHUTE HEXENaHH peakLHW AOKATO NpuemMat MeThopMHH
CAMOCTOSATENHO:

MHoro 4ecTu: raaeHe, NnoppbliaHe, AMapus, 00IKa B ctoMaxa M 3aryba Ha anetut. Teau cumMnToMHu
MOJKE J1a CE€ NOABAT MPHU 3aMOHBaHE Ha NpHUEMa HA METPOPMHH H OOUKHOBEHO OTLLYMSABAT.

YecTu: MeTaieH BKYC, HAMANEHH MITH HUCKH HMBA Ha BUTaMUH B12 B kpbBTa (CUMNTOMHTE MOrar 1a
BIJTIOYBAT NMpeKaiicHa yMopa (0TNaaHaNHOCT), BL3NaeH W 3a4uepBeH e3ukK (rnocur), BollkaHe
(napecre3ns) unu baena waM xeaTa Koxa). Balvar nekap Moxe aa Ha3HauM HAKOW W3C/IeABaHM, 33
Jla ce OTKpHe MpHuUHHaTa 3a Baliute CHMITOMM, ThbH KaTO HAKOM OT TAX MOXKE ChUO Ja ca NPHYMHEHH
OT AHa0ET WU APYTH HECBBLP3aHH 34PAaBOCNOBHU NpobieMu.

MHoro peaku: xenatut (npobJsieM ¢ uepHus Apob), konpuBHA TPECKa, 3a4EpBIABaHE Ha koXaTa (0OpHB
WK Chphex




CrobimaBaHe Ha HeXKeJIAHH peakmHH

AKO MOJIYYHTE HAKAKBH HEXKEIAHHW NEKApCTBEHH peakUuHrH, yeeaoMere Bawus nekap, papmMaueBT WM
MEAULIMHCKA CeCTpa. 10Ba BKAIOUBA BCUUKH BB3MOXKHHM HEOMMUCAHHU B Ta3W JIMCTOBKA HEXETaHU
peakuMn. MoxeTe cblo 1a chobluUTe HeXKeNaHU PeaKLUH AHPEKTHO Ype3s:

M3mbaHMTENHA areHuMa no NeKapeTBara

yn. ,,Jdaman ['pyes” Ne 8

1303 Codus

Ten.:+359 2 8903417

yebcaliT: www.bda.bg

Karo cphobuiaBare HexxenaHu peakuyu, MOXKeTe Aa AajfeTe CBOS NMPHHOC 3a NOJy4YaBaHe Ha foBeye
HH}popMaLUa OTHOCHO O€30MacHOCTTa HA TOBA IEKAPCTRO.

3. Kak ga cuxpanasare Curarauntei/Mergpopmun I'pungexe

I[ﬂ CE ChXpaHABA HA MACTO, HECAOCTDBITHO 3a ACud.
Toswu JICKAPCTBCH NPOAYKT HE U3HCKBA CII€LIHAIHH YCNTOBHA 34 CbhbXPAaHCHHE,

He n3nonssaitre TOBa NeKapCTBO Ciie CPOKa HA rOAHOCT, oTOE1sA3aH BLpXY OtMCTEpa U KapTOHeHaTa
onakoBka cnea ,EXP* u ,J'onen no:*. CpoxbT Ha rogHOCT OTroBapsd Ha NOCAEIHHA AEH OT MOCOUYEHHUS
Mecell.

He HBKB']:pJ'I}FlﬁTe JCKApPCTBATA B KAHANIW3aUWuATa HJIH B KOHTEﬁHEpﬂ 34 AOMAliHH OTNaabLLUMN.

[Tonwurafite Bamus gapmaueBT Kak 1a H3XBBLPAATE JIEKAPCTBATa, KOUTO Be4e He Hinomseare. Te3u
MEPKH L€ CMIOMOrHAT 3a Ona3BaHe Ha OKOHATA CPE/A.

6. ChabpkaHue HA ONAKOBKATA H JOULJHHTEIHA HHPOpPMAIIHA

KakBo cuabpxka CararnanTun/Metgopmun I'punaexc

- AKTUBHMTE BELUECTBA €A CUTATJIMOTHH U METHOPMHHOB XHWAPOXJIOPHAL.
Cutarnunrui/Merdopmud ['punaekc 50 mg/850 mg ¢pwimupanu Tabnertku
Bcaka punamupana tabnerka Chabpika CHTArTMNTHH XHAPOXJIOPHUA, MOHOXHAPAT, EKBHBAIEHTEH
Ha 50 mg curarnunTuy, 4 850 mg MeTGOPMHHOB XHAPOXIOPHKA.

Curarauntud/MerdopmuH 'punaekc S0 mg/1000 mg mg dunmupanu Tabnerkn
Besaka punmupana TabneTka CbhabpaKa CHTANIHNTHH XUAPOXJIOPHA MOHOXHAPAT, EKBHBAJICHTEH
Ha 50 mg curarnunTtuH, 1 1000 mg meTdopMUHOB XHAPOXIIOPHAL.

- Apyrute ChCTaBKH ca:
Anpo Ha TabaeTkara: MOBUIOH, HATPHEB aypUNCyihaT, MUKPOKPHCTaHA LieSTy 1033, HATPHEB CTEAPH)

(¢ymapar.

QDUIMOBO MOKPHUTHE Ha TabJIeTKaTa:
30 mg/850 mg mabremxu:
CoronumMep Ha nonu(BUHANOB &lIKOX0), NpHcaeH BbpXy Makporo (E1209)
Taax (E553b)
TutanoB avokcun (E171)
I'nuuepon moHokanpusnokanpat (E471)
ITonu{suHunos ankoxon) (E1203)
XKobit xeneszed okeua (E172)
UepreH xenesen okcua (E172)
30 mg/1000 mg mabaemru.
CbnonvuMep Ha NoAU(BHHUNOB ATKOXON), NpHCcaieH BbpXyY Makporon (E1209)
Tank (E553b)
TuranHoB auokcuna (E171)
[ 'nuuepon MoHokanpunokanpat (E471)




[Honu(BuuunoB ankoxon) (E1203)
YepseH xene3eH okcua (E172)
AT xeneszen okcua (E172)
YepeH xene3zeH okeua (E172)

Kaxk m3raexga Cararauntaa/Merdopmun I'pHHAEKC H KAKBO ChAbPAKA ONAKOBKATA

Cutarauwnmun/Metdopmud 'punaexc 50 mg/850 mg ¢puamupanHu TabneTky: opaHxKeBH, OBATHH,
NBONHO-U3NBbKHANU (PUNIMUpaHU TabneTku, ¢ MapkMpoBka “SM85” ot eaHara cTpana. Pa3zmepbT Ha
Tabnerkara ¢ npubnnsuTenHo 20 mm x 6,7 mm.

Curarauntun/Mergopmud I'puHaexc 50 mg/1000 mg dunMupanu tabneTku: kadpaBH, OBaNHHU,
ABONHO-U3NBbKHANK UIMUpaHU TabneTku, ¢ Mapkuporka “SM100” ot eaHarta crpanHa. Pa3mepsT Ha
TabnerkaTta e npubnuzutenno 21 mm x 7,2 mm.

Curarnuntun/Mergopmun ['pvnaeke ce npeanara B Onucrepu, chabvpkawu 28, 56, 98 punMupanu
TabJETKH WIH MHOIOJ030Ba ONAaKOBKA, ChAbpakalla 196 (2 onakoBku no 98) punmupanu TabnaeTku.

He BCHYKXU BHAOBE ONAKOBKH MOTaT aa ObLaaT IMYCHATH HaA Na3apa.

IHpaTexaTes HA pa3pelIeHHETO 3a ynoTpeda
AS GRINDEKS.

Krustpils 1ela 53

Riga, LV-1057

JlaTBus

Tenedon: +371 67083205

(Daxkc: +371 67083505

E-mail: grindeks@grindeks.com

IIpon3BOaABRTEI
AS GRINDEKS.
Krustpils iela 53
Riga, L.V-1057
JlaTBus

To3H JieKapcTBEH NPOAYKT € pa3penien 3a ynorpeda B AbPKABHTe WieHKH Ha EBponeiickoTo
HKOHOMHYECKO NIPOCTPAHCTBO NOA CJIETHHTE HMEHA

lIBenuns Sitagliptin/Metformin Grindeks

ABCTpHA Sitagliptin/Metformin Grindeks 50 mg/850 mg, 50 mg/1000 mg Filmtabletten

benrus Sitagliptin/Metformin Grindeks 50 mg/850 mg, 50 mg/1000 mg comprimés
pelliculés

bbarapus Curarnunrua/MetdopmuH ['punaekc 50 mg/850 mg, 50 mg/1000 mg

¢punaMupanu TabneTku
Sitagliptin/Metformin Grindeks 50 mg/850 mg, 50 mg/1000 mg film-coated

tablets

XbpBaTCKa Sitagliptin/metforminklorid Grindeks 50 mg/850 mg, 50 mg/1000 mg filmom
obloZene tablete

Uexus Sitagliptin/Metformin Grindeks

Jlanus Sitagliptin/Metformin Grindeks 50 mg/850 mg, 50 mg/1000 mg filmovertrukne
tabletter

EcToHus Metformin hydrochloride/Sitagliptin Grindeks

QuHnangus Sitagliptin/Metformin Grindeks 50 mg/850 mg, 50 mg/1000 mg
kalvopéillysteiset tabletit

OpaHuud SITAGLIPTINE/METFORMINE GRINDEKS 50 mg/850 mg, com

pelliculé




['epMaHug
['bpuus

YHrapus
Hpnauaus

HUranusd
JlarBu3A

JluTBa

Jhokcembypr

HupepnaHaus

Hopserus
[Tomua
[HopTyranus
PyMbHUsA
Cnosakusg

CnoBenus

HcnaHus

SITAGLIPTINE/METFORMINE GRINDEKS 50 mg/1000 mg, comprime
pelliculé

Sitagliptin/Metformin Grindeks 50 mg/850 mg, 50 mg/1000 mg Filmtabletten
Sitagliptin/Metformin Grindeks 50 mg/850 mg, 50 mg/1000 mg emkaivpupéve
UE AETTO VUEVIO D1OKIX

Sitagliptin/Metformin Grindeks 50 mg/850 mg, 50 mg/1000 mg filmtabletta
Sitagliptin/Metformin hydrochloride Grindeks 50 mg/850 mg, 50 mg/1000 mg
tilm-coated tablets

Sitagliptin/Metformina Grindeks

Sitagliptin/Metformin Grindeks 50 mg/850 mg, 50 mg/1000 mg apvalkotas
tabletes

Sitagliptin/Metformin hydrochloride Grindeks 50 mg/850 mg, 50 mg/1000 mg
plévele dengtos tabletes

Sitagliptin/Metformin Grindeks 50 mg/850 mg, 50 mg/1000 mg
filmbeschichtete Péllen

Sitagliptine/Metformine hydrochloride Grindeks 50 mg/850 mg,

50 mg/1000 mg filmomhulde tabletten

Sitagliptin/Metformin Grindeks

Sitagliptin + Metformin hydrochloride Grindeks

Metformina + Sitagliptina Grindeks 850 mg + 50 mg, 1000 mg + 50 mg
comprimidos revestidos por pelicula

Sitagliptin/Metformin Grindeks 50 mg/850 mg, 50 mg/1000 mg comprimate
filmate

Sitagliptin/Metformin Grindeks 50 mg/850 mg, 50 mg/1000 mg filmom
obalené tablety

Sitagliptin/metforminijev klorid Grindeks 50 mg/850 mg, 50 mg/1000 mg
filmsko obloZene tablete

Sitagliptina/Metformina Grindeks 50 mg/850 mg, 50 mg/1.000 mg
comprimidos recubiertos con pelicula EFG

Jara HA MOCIEAHO NPEPAIrACKIaAHE HA JIHCTOBKATA:

Mapt 2025 T,




