K3NLNHUTENHA AFEHUWS N0 NEKAPCTBATA

[Flucmota Npusomentis 2

JIncroBka: HupopmManus 3a nayuesree. Ne O DO N T L

Pazpewerue Ne -
Cararnuntua/Merdgopman I'pungexc 50 mg/850 HAMHpaHH TabneTkn ~ 5‘7’ I ?‘?__ /Q )
Curaraunran/Merdpopmun I'pungexc 50 mg/1000 m Mﬂp'ﬁmi"'i‘ﬁﬁlfié"fﬁii'/ -
O

OOPEHUE NE oo oo

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

CHTArJIMITUH/ METHOPMHHOB XHIPOXJIOPHA
(sitagliptin/metformin hydrochloride)

IIpouyeTere BHAMATEIHO LAJIATA JHCTOBKA, NPEAH AA 3AN0YHETE 1A NPHEMATE TOBA JEKAPCTBO,

Thil KATO TH CHAbPKA BAKHA 3a Bac undopmanns.

- 3anasere Ta3M JUCTOBKA. MoXe [a ce HanoXu Aa 9 NPpOYETETE OTHOBO,

- AKO WMAaTe HAKAKBH JOIBIIHMTENHH BLNPOCH, nonuTaiTe Bawuua nekap, dapMauesT wnu
MEAHLIKHCKA CECTpa.

- To.a nexapcTBo € npeanycado 1M4HO Ha Bac. He ro npeorcrbneakiTe Ha apyru xopa. To moxe aa
UM HaBpeEH, HE3aBUCHMO 4€ MPHU3HALMTE HAa TEXHOTO 3abonsBaHe ca chuluTe KaTo Bawure.

- AKO NONYUYHTE HAKAKBH HEXETAHU NEKAPCTBEHH peakuHH, yeeaomMeTe Bawna nekap, hbapmauest
HJIW MEIMIIMHCKa cecTpa. ToBa BKIIOYBA U BCHUKH Bb3MOXKHH HEXKENAHH peaKUWH, HEONHCAHH B
Ta3in NHCTOBKA. Brokre Touka 4.

KakBo ¢hbABPXKA TA3H JIHCTOBKA

1. Kakso npeacraenasa Curarnunrun/Merdopmun I'pHHIEKC M 32 KAKBO C€ M3MON3Ba
2. KakBo TpsabBa na 3Haete, npean na npueMere Cutarnuntun/Metrdopmun I'puHaekc
3. Kak na npuemare Curarnuntui/Merdopmun Fpunaoexc

4, Bp3MOXHH HEXKeNaHH PeaKlHH

5. Kak na cbxpanssare Curarnuntun/MergopmHuH I'puHaekc

6. CrabpxaHHe HA ONAKOBKATA W AOMBIHHTENHA HHdOpMaUHs

1. Kaxso npeacrasasasa Cararanantus/Merdopmnn I'panaexkc u 3a KaKBO ¢e H3M013Ba

Curarnuntui/Merdopmun ['puHaeke cbabpika ABE pa3IHUHH IEKAPCTBA, HAPEUEHH CUTATJIHIITHH U

METQOPMHH.
¢ CHTarJMNTHH NPHHAANEXKH KbM KNac nekapcrsa, HapeueHd DPP-4 nuxuburopu (aunentuann

nentuaasa-4 HHXMOUTOPK);
e MeThOpPMHH NPHHALJIENKH KbM K1aC JIEKapCTBa, HapeyeHH OUrBaHUAHHM.

Te ne#icrear eXHOBPEMEHHO, 32 Aa KOHTPOJTHPAT HUBOTO HA KPbBHATA 3aXap NPH Bb3PAaCTHH NAUMEHTH
¢ ¢opma Ha auaber, HapeueH ,,3axapeH adabet THn 2, ToBa JiekapCcTBO NOBHILABA HUBATA HA
HHCY/IKH, NPOU3BEEH CIIEA XPAHEHE, U HAMaIARA KOJIMYECTBOTO 3axap, Npon3seacHo ot Bawws
OPraHH3bM.

3aeHO ¢ AMETa M YNPaXKHEHHUs, TOBA IEKapCTBO NoANOMara HamaneHueTo Ha Bawata kpbBHa 3axap.

Toea nexapcTrO MOXeE Aa Ce W3INOA3BA CAMOCTOSTENHO WK C ONpeaeieHH APYTH fiekapcTaa 3a anaber,
(MHCYNUH, CyaPOHUAYPES WITH [JTUTa30H).

Kakso npeacraensasa auabder thn 27
Aunaber Tvn 2 € cbeTOAHME, NpH KOETO BaltuaT opraHn3bM He Npor3BeXaa A0CTaThby
MPOH3BEKAAHHAT HHCYNIUH HE NEeHCTBA TaKa 100pe kakTo Ou Tpabeano. Oceen ToBa
MOXKE [a NpoU3BeXaa TBbpAe MHOro 3axap. [Ipy Toea nonoxkeHue, 3axapra (roko
B KpHBTA. TOBa MOXKE /1a MPHYHHH CEPHO3HH MEAHLIMHCKH NpOGIEMH KaTo ChpAEHH
616peuHo 3abongBane, CnenoTa ¥ amITyTaLHs.



2. Kaxso Tpu(Ba aa 3naere, npeau 1a npuemere Curarauntai/Metdopmun I'punaeke

He npuemanTe Cutarauntun/Merdopmun I'punjaexc:

- KO CT€ ANNEPruyHH KbM CUTATJIUITTHH MJIH METQOPMHUH HIH KbM HAKOA OT OCTAHAIMTE CHCTABKM HA
TOBa JiekapcTBo (H36poeHH B ToukKa 6).

- aKO UMAaTe CMAHO HamaneHa ObOpeuHa QyHKUMA.

- dKO HMATE HEKOHTPOAUpaH AKabeT, HanpuMep C TeXKa XHNEeprivkeMua (BUCOKa KpbBHa 3axap),
rajieHe, NOBpbLIaHe, AHapua, Obp3a 3aryba Ha Terno, nakraTHa auuao3a (BWxre ,,PUCK oT
NaKTaTHa auMao3a“ no-aoy) wnd keroaunaocsa. Keroauunosara € CbCTOSHHE, NPH KOETO
BELUECTBATA, HAPEUYCHHM ,,KETOHHH TeJ1a™, C€ HaTPYNBaT B KPbBTA M TOBA MOXE Aa AoBeJe N0
aunaberna npexoma. CHMITOMKTE BKIIOYBAT OOJIKW B CTOMAaxa, Y4€CTeHO H ABI00KO AutlaHe,
CHHJIKMBOCT WK HeoOH4aeH MJIoA0B apoMaT Ha abXxa Bu.

- KO UMATE TEXKA HHPEKLUA WIH CTE JEXHAPATHPAHH.

- ako By npeacrom uicnensaHe ¢ peHTrEHOBH bUU, KbAETO Wie BU HHKeKTUpaT KOHTpPacTHO
sewuiecTBo. Tpabsa na cnpere na npuemare Curarnuntui/Merdopmus ['puHaeke no sBpeMe Ha
H3C/I€ABaHE C PEHTNEHOBH JIbYH Y [1Ba UIIH NOBEYE AHHU Cnej TOBA, KakTo By ¢ npeanncan Bawusr
nekap, B 3aBUCMMOCT OT TOBa KakK pabotat Bauwnre 6u6peun.

- aKO HACKOPO CTE NONYYHIIH CbpACHEH HHPAPKT WKW HMATE TEXKH LIHPKYNAaTOPHH NpobaemMu, Karo
»LHOK* WAH NpobneMu ¢ AULLAHETO.

- aKO UMare vepHoaApoObHU npobnemu.

- aKO NMHEeTe ANKOXO0N B FOJEMH KOAUYECTBA (BCEKU AEH HITH CaMo OT BpeEME Ha Bpeme).

- AKO KbpMHTE.

He npuemaiite Curarnunrun/MerdopMuH I'puHaekc, ako Hewlo OT no-rope u3bpoeHuTe ce oTHACA 3a
Bac u rosopere ¢ Bawuus niekap 3a Apyr# HauMHHW Ha nevyeHHe Ha Batuna anaber. AKO He CTe CUTypHH,
KOHCyNnTHpa#Te ce ¢ Bawma nexap, ¢papMauesT UNKW MEIHLMHCKA CECTPa NPeAn Aa MPHEMETE
Curarnurrud/MergopmuH ['puHaexc.

IIpeaynpexeHns H NPEARAIHH MEPKH
[lpy nauueHTy, nonyyasaiy Curarnunrui/Merdgopmu ['prHaekc, ca cboblaBaHU Ciiydan Ha
BBL3MANCHUE HA NaHKpeaca (naHKpeaTHT) (BHXKTE ToMKaA 4).

AKO NOJIyYHTE MEXYPH MO KOXKaTa, TOBa MOXe 1a € [IPU3HAK Ha ChCTOAHKE, HapedeHo Oyno3eH

nemduronn. Baiuar nexap Moxe Aa Bu nocwheersa aa cnpere npuema Ha CurtarnuntiH/MeTtdopMun
['punHaekc.

PHRCK OT JAKTATHA AIHA038
Curarnunrui/MerdopmuR ['puHaeke Moxe 1a NPUYKUHK MHOTO PAAKA, HO MHOTO CEPUO3HA HEXENaHa

peakuHs, Hape4YEeHa 1aKTaTHa auuao3a, ocodeHo ako 6nbpeunte Bu He GyHKUHOHHpAT NpaBUITHO.
PUCKBT OT pa3sBMTHE Ha JJaKTaTHA aLK103a CE YBEIHYABA U NPYH HEKOHTPONHPAH AHA0ET, TeXKH
WHPEKUUH, TPOABIKHUTENHO rNalyBaHe WIH NPUEM Ha ankKoXoN, AeXuIpaTaLlus (BHKTE otie
uHdopmauus No-10ay), YepHoAPOOHH NPOOAEMHU U BCAKAKBU ChCTOSHHA, MPH KOHTO 4acT OT TAJIOTO
HMa HaMaJleHO CHabasBaHe ¢ KHCAOPOA (KAaTO OCTPO NPOTHYALLA TeXKa OONECT Ha CbpLETO).

AKO HAKO€ OT H3DpoeHHTe no-rope ce oTHaca 3a Bac, ropopere ¢ Batuns nexap 3a AONBJIAHWTENHH
yKazaHus4.

Cuperve npuema na Curaranntan/Merdopmun I'pulIekc 32 KpaThLK NEPHOA OT Bpeme, K0
HMAaTe ChCTOAHHE, KOeTo MoXke Aa Obae cBbp3aHo ¢ AexHApaTanHA (3HAYHTENHA 3aryba Ha
TENECHH TEHHOCTH), KaTO TEKKO MOBPBLUAHE, JHAPHA, TPECKA, U3NIAaraHe Ha TOTUTMHA WITH aKO JIMETe

Cnpete nprnema Ha Curarnuntan/Merdopmus ['puHiaekc B HezabasHo ce cB
HH Hali-Oan3kaTa 60/IHRNA, AKO HMATE HAKOH OT CHMIITOMHTE HA JIAKTATH
TOBa ChCTOSHHE MOXKE Aa ROBeAE A0 KOMa.

CuMnTOMHUTE Ha JTaKTaTHa alHA03a BIUIFOYBAT:



- NOBPBLUIAHE;
- Bonku B croMaxa (KopeMHH BONKH);

- MYCKYJTHH CNa3Mu;

- oBWo ycellase 3a Hepa3NOJIOKEHHE, NPHAPYKEHO C TEKKA YMOpA,
- 3aTPYAHECHO AHLLAHE;

- MOHMKEHA TENECHA TEMNEpaTypa U MyJiC.

JlakraTHaTa auMn03a € CbCTOSAHME, UIUCKBALLO CMEUIHA MEAHLIHHCKA NoMoLL, H TpaDBa Ja ce eKyBa B
OOJIHULA.

['oBopete ¢ Bawuna nexap nnr dapmauesT, npeau aa npuemere Cutarnuntui/Merdopmuu I'punaexc:
- aKO HMATe WK CTe HMaiy 3abondBaHe Ha naHkpeaca (KaTo NaHKpeaTHT);

- 4KO UMATE WIH CT€ HMATH KAMBHH B XTbYHHA MEXYP, ATKOXOHA 3aBUCHMOCT HJIH MHOIO BHCOKH
HHBA HA TPUTIHLEPHAH (BHA Ma3HHUHH) B KpbBTa. Te3M 3abonasaHus MOraT aa nosyilaT
BEPOATHOCTTA 0a MONYHHTE NMAHKPEATUT (BHXKTE TOUKa 4).

- ako umare avaber tun 1. [loHskora ce HapHua UHCYJIMHO-3aBUCHM QHA0ET;

- aKO HMATE UNH CTE UMAJIH aJlepriyHa peakLMsa KbM CHTArIMNTHH, METQOPMHH WITH
Curarnunrui/MergopMuH ['prHaekc (BrxTe Touyka 4);

- 4KO MPHEMATE CYTIPOHKUNYPEHHO MPOU3BOAHO WIH UHCY/HH, RHTHAHA0ETHO NEKAPCTBO, 3a€HO ¢
Curarnurrrud/Metgopmun I'punaexc, Thi kaTo MoXe 1a HACTHNY CLCTOSHUE HA HHCKA KPLBHA 3aXap
(xunmornukemus ). Baluuvar sexkap Moxe na Hamanu 103ata Ha Cy1GpOHWITYPEHHOTO NPON3BOAHO HITH
HHCYJIHH.

Ako By ce Hanara ja NpeTLprnuTe CEPHO3HA OTIEpaLHA, TPAOBA 3a1L/KUTENHO Aa CIPeTe NPUEMA Ha
Cutarnunrui/Merdopmun ['puHAEKe No BpeMe Ha M M3BECTHO BpEME Cle Npoueaypara. BaluusT
JEKap L€ pell Kora TpsaOBa Aa CripeTe W Kora aa Bh300HOBUTE JICYEHHETO C
CurarnunriiH/Merdopmun ['punaekc.

AKO He CTe CHIypPHH 111 Hello 0T H3GPOEHUTE NO-rope ce OTHacs 3a Bac, nonuraiite Bawng nexap
Wy gpapmanesT, npeau Aa npuemere Cutarnuntun/Merdopmun 'puHaekc.

[lo Bpeme Ha neuennero cue Cutarnunruni/Merdopmun IMpurnekc Bawnst nekap we nporepsba
6uOpeunarta Bu ¢pyHkuma note BeaHBK MOAMIIHO WK NMO-4ECTO, 2KO CTE B CTAPYECKA BbL3PAcT WHIH
aKo umare BrolleHa 6b6peuna pyHkuma.

Hena u oBOomH

Aeua 4 toHowy nof 18 roanny He TpsGBa Aa HINON3BAT TOBA AEKAPCTBO. TO HE € eheKTUBHO MPH
ACLA W IOHOLIH Ha BB3pacT Mexay 10 u 17 roannu. He e u3BecTHO nanu ToBa nekapcrso € He3onacHo
H €pHKacHO npH ynoTpeba npu neua Ha Bb3pacT noa 10 roauHy.

Apyru nexapcrsa 1 Cutarauntua/Metrdopmun I'punaexc

Axo TpaOBa 1a Bu Obae nocraBeHa HHKEKUNSA C KOHTPACTHO CPENCTBO, ChABPKALHO HOj, B
KPbBOOOPAILEHHETO, HAMPUMED NPH H3CNICABAHE C PEHTIEH WK CKeHep, TpAbBa /1a cnipeTe npyHeMa Ha
Curarnunrii/MerdopMun IpUHAEKC Npeay WK NO BpeMe Ha MHKeKUMATA. Baluuar nexap wie peluu
kora TpROBa na cnpete M Kora 1a 8b306HOBMTE NieueHneTo ¢ Curarnuntun/Merdopmun punaexc.

Mudopmupaiite Baiuna nexap unu dapmauest, ako npHemare, HaCKOpo CTe NPHEMAIH WU €
BL3MOXKHO Aa NpHEMETE ApYrH neKapcTa. Moxe Aa ce HaNokKH M0-4ecTO Ja ce U3C/eABa MNIH0KO3aTa B
KPbBTa ¥ HYHKUHOHHpPaHETO Ha 6uOpeunTe win Bawnat nexap Moxe na Kopurupa aosara
Curarnunrui/Merdopmun I'punaekc. U3knounTenHo BaskHO € 1a cnoMeHeTe CeaHOTO:

H3NO/3BaHH 32 IEYCHHE Ha Bb3NANUTENHH 3a001ABaHUS KaTO aCTMa H apTpH
(KOPTHKOCTEPOHIN);
¢ JIEKapCTBa, KOMTO yBEIHYABAT OTACIAHETO HA YPUHA (AMYPETHLH);



® JIEKapCTBA, H3MOI3BAHM 3a JiedeHKe Ha 6onka v Bu3nancHue (HCIBC n COX-2 unxubutopy,
kato ubynpodeH U uenekokcuo);

®  HAKOW JIEKapCTBa 3a JIeHeHHE Ha BUCOKO KpbBHO Hansirane (ACE-WHXUGHUTOPH W aHrMOTEH3HH

Il peuenTOpHA aHTarOHUCTH);

CMEUM(PHUUHH NEKapPCTBa 3a IeYeHHe Ha OpoHxuanua actMa (B-cHMNaTHKOMHUMETHLIK).

HOOMPAHH KOHTPACTHH BELICCTBA WM JIEKAPCTBA, ChABPKAUIH aJIKOXOJT;

ONpeae/ieHH NeKapCTBa, U3N0A3BaHH 3a JleUeHHE HA CTOMAILHHY NPo0AEMH, KaTO LIUMETH/HH;

paHOMa3HH, NEKAPCTBO, U3NOI3BAHO 32 JICYEHHE HA CTEHOKADKS,

JONYTErpaBup, 1€KapCTBO, H3NOJI3BaHO 3a neveHue Ha XUB nndekuns;

BaHAETaHUO, NEKapcTBO, M3MON3BAHO 3a JIEYEHHE HA CeLMHUEH BHI paK Ha LUTOBUAHATA

#Ule3a (MeaynapeH KapUMHOM Ha WUWTOBHAHATA XxJie3a);

® JIUrOKCHH (3a JIeYEHHE Ha HENPABHJICH CHPAEYEH PUTHM U IPYTH ChpAeHHH HpobIeMH).
Moxke na ce HanoXH aa ce MPOBEPH HUBOTO HA AWFOKCHH B KpbBTa By, ako ro npuemare
eaHoBpeMeHRo ¢ CutarnunTuH/Merdopmun I'puHaekc.

Curarauntua/Merdopmun I'pHHAEKE H ATKOXOJ

H3bsareaiite npekoMepHara ynoTpeba Ha ankoxon 1o speme Ha npuema Ha Curarnnnrua/MeTdopMuH
['pHHAEKC, ThH KaTo TOBa MOXE 1@ YBEIHUYH PUCKA OT JIAKTATHA aLK203a (BHXKTE TOUKa
»I1penynpexacHus 1 npeanasHi MepkH*).

bpeMeHHOCT H KbpMEHE

AKo cTe OpEeMEHHA HAM KBPMHTE, CMATATE, He MOXKE 13 CTe GpeMEHHA WK MNaHHpaTe GPeMEHHOCT,
nochBeTBalTE ce ¢ Bawns nexap unu dapmauesT npean ynorpebara Ha ToBa nekaperso. He Tpa6sa
Aa npuemare TOBa IEKapCTBO MO BpeMe Ha OpemeHHocT. He npreMaiiTe ToBa 1€KapcTBO ako KbPMHTE.
Buxcre Touka 2 ,,He npuemaiite Curarannrun/Merdpopmun Ipanpexc®.

[Hodpupane u pabora ¢ MamIHHN

ToBa nexkapcTBo He NOB/KABA WK NOBKSABA NpeHeOpeXxxuMo cNocobHOCTTa 3a Wwodupane U paboTa ¢
MaliMHK. Bhnpeku ToBa ca chobwaBanH cnyyan Ha 3aMaiiBaHe M CHHJIMBOCT TIPH ynoTpebaTa Ha
CHTArIMITTHH, KOETO MOXe 12 nosiauae cnocobHoctTa By 3a wodupaHe witn paboTa ¢ MalMHY.

[lpuembT Ha TOBa NeKAPCTBO B KOMOMHAUMS C IEKAPCTBA, HAPEUEHH cyNPOHHTYpPERHH NPOU3BOAHH
WK HHCYJIHH, MOXE 1a MIPHUYHUHH XHTIOMHKEMHA, KOSTO MOXKe Aa noenuse Bawara ¢cnocobHoCT aa
wodupare uaK paboTuTte ¢ MaWUMHK, UM aa paboTuTe 6e3 obe3onaceHa onopa 3a Kpakara.

Curarnnntan/Mergopmun I'prEAEKC ChaABPXKA HATpHIE
Toea nexapcTBo cbabpka no-mManko o 1 mmol natpuii (23 mg) Ha TaGneTka, T.e. MOXe 1a ce Kaxe,
Y€ NPaKTHUECKH HE CHABbPXA HATPHIA.

3.  Kak ga npremarte Cutarnantan/Merdopmun I'panaexe

BuHaru npuemaire To82 JIEKapCTBO TOUHO KakTo BH e ka3an Bawust nekap. AKo He CTe CHIypHH B
Hewo, nonurakTe Bawus nekap wiv dapmavesrt.

¢ [lIpuemaiite ezHa Tabnetka
® 1Ba I'bTH AHEBHO NMpeE3 ycTaTa
® C XpaHa, 3a 1a HAMAIUTE PHCKA OT CTOMAUIHO HEPA3NONOKEHHE.

e BawwndaT nekap Moxe 1a noBHLIM Jo3aTa By, 3a na konTpoanpa kpbeHata Bu 3axap
* Ako HMare HamaneHa 6b6peuna dyHkumsa, BawusT nekap moxe aa Bu npeanw

Tps68a aa npoawnxuTe AHeTaTa, Npenopbyaka ot Bawus nekap no Bpeme Ha sieue
NIEKApCTBO M a CNeANTE NPHEeMa Ha BbIIEXH/IPATH 1a € PABHOMEPHO pasnpeaesicH



ToBa neKApCTBO CAMOCTOATENHO € MaNKO BEPOATHO Aa NPUYMHH HEOOHYaHHO HUCKM HHBA Ha
KpbBHaTa 3axap (xunorjiukemus). Koraro Topa nekapcTBO ce H3NoN3ea che CyiPOoHUTypeHHH
JIEKAPCTBA MJTH ¢ HHCYJIMH, MOJKE J1a ce NoABAT HHCKH HMBa Ha KpbBHaTa 3axap v Bawus nekap moxe
Iia HaMaaH A03ata Ha CYIPOHNNYPEHHOTO NPOUIBOAHO MNH HHCYIUH.

AKO CTe NpHenH noBede OoT HeobxoaumaTa Ao3a Curtarmuntun/Mer¢popmun I punaexc

AKO CTe NpHENTH MoBeYe OT NPeANNCcaHaTa 403a OT TOBA JieKapcTBo, He3abasHO yBeaomere Bawwus
nexkap. Otuaere B 60JHHIA, KO NOJYYHTE CUMITTOMM Ha JIAKTATHA aiMA03a, KaTo ycewlaHe 3a CTy
WK AUCKOMMOPT, TEXKO raJeHe W NOBpbLLaHe, 60Kka B cToMaxa, HeobacHuma 3aryba Ha Terno,
MYCKY/THH KPaMIi WK YUECTEHO AuLiaHe (BvxkTe Touka , JlpeaynpexxaeHus U rnpeanasHu MEpKU™).

AKko cTe nponycHaaH 2a npHeMere Curaranntad/Merdopmun I'punaexc

AKO CcTe MponycHaly A03a, B3EMETE A BEHAra LOM C€ CETUTE. AKO HE CE CETHTE NpeaH Aa Jonae
BpEMe 3a CleaBalnara A03a, NporrycHere 3abpapeHaTa 103a U c€ BbpHEeTe KbM peJOBHATAa CXEMa Ha
npueM. He B3emaiTe 1BoHHa n03a OT TOBA N€KApPCTBO.

Axo cre capenn npuema HA CaTtarannTan/Merdpopman I'puupexc

[IpoawbnkaBalTe Ja NMpUEMaTe TOBA JEKAPCTBO TONKOBA AL, KOAKoTo BU € npeanucan Bawuar
neKap, 3a 1a MOXe Aa NMPOoabXKHTE Ja KOHTPOAKpaTe CBOATa KpbBHa 3axap. He Tpsabea aa cnupare
NpUeMa Ha TOBA JIEKAPCTBO, 0€3 1a ce KOHCYNTUpaTe MbpBo ¢ Bawmna nekap. AKO CIpeTe npyema Ha
Curarnuntud/MergopmuH ['puHaekc, Bauara kpbBHa 3axap MoXe fa ¢€ NOBHLIM OTHOBO.

AKO UMaTe HAKAKBH AOMBIHUTENHH BLIIPOCH NPH ynoTpebara Ha TOBA NeKapCTBO, NonuTaiTe Baiuuns
nexkap wau papMalesT.

4. BL3MOKHH HeXe/IaHA PeAKITHH

KaxTo BCHYKH IEKapCcTBa, TOBA JICKAPCTBO MOXE 1A NPeAN3BHKA HEXENaHH PEAKLIMM, BLIPEKH Y€ HE
BCEKH 'K NOJTy4Yapa.

[TIPEKPATETE npuema Ha CurarnuntuH/MergopMuH ['puHAeKE 1 He3a6aBHO ce cebpikeTe ¢ Bawus
AeKkap, ako 3a0eNeKHTe HAKOK OT CIIEAHUTE CEPUO3HH HEXENAHN PEAKLIHH:

® CHJIHA H NTOCTOAHHE Dosika B kopema (obnacTra Ha cToMaxa), KOSTO MOXE Aa CTHra Jo ropoa,
CbC HAH O€3 raacHe U NOBpPbLIAHE, Thi KATO TOBA MOXE 112 Ca NPH3HALIM HA Bb3najeH
naHkpeac (NaHKpeaTur).
Curarnunrii/Merdopmud ['puHaeke Moxe ga J0BeAE 10 MHOTO paaka (Moske Aa 3acerte o |
norpedures Ha 10 000), Ho MHOrO CepHO3Ha HEXENAHA peaKkUHA, HapeueHa aKTaTHa auyao3a (BHXTe
Touka ,[IpeaynpexacHns ¥ npeanasHu mepku‘). AKO TOBA ce CyuH, TPAOBA 3aABLIKUTENHO Aa
cupete npHemMa Ha Curaraunrun/Merdopmun I'punaexc u HezabaBHoO 1a ce cBLpXKeTe ¢ JeKkap
HAH Hal-OaE3KaTa 00THALA, THH KATO NAaKTaTHATA alMA03a MOXKE A3 OBEAE A0 KOMa.

AKO NOJY4YHTE CEPHO3HA aJlepruvHa peakilda (C HEH3BECTHA YECTOTA), BKIIIOYHTENHO OOpHB,
YPTHKAPHS, MEXYPH MO KOXaTa/Oenella ce KoXa 1 NOJYBAaHEe HA NIMLETO, YCTHUTE, €3HKa U MbpoTo,
KO€TO MOXKe A2 NpeAH3BUKa 3aTPyAHEHHE B IHLIAHETO WK [MbJITAHETO, MPEKpPATETE NPHEMA Ha TOBA
NICKAapCTBO M BeiHAra ce cabpkeTe ¢ Bawuus nekap. Bawnar nekap moxe aa Bu npeanywe nekapcereo
3a ICYCHWE Ha AJIEpPrHYHATA PeakUHs U Jpyro nexkapcrso 3a Bawus anaber.

HAkoM mauneHTH, KOUTO NPHEMAT METGOPMHH, MONYYABAT CJIEAHWTE HEXENIAHW PEaKUUH NPU
nobassiHe HA CHTArNHUITTHH:

Yectn (Moske na 3acerHat ao | Ha 10 aywin): HUCKA KPBBHA 3aXap, rajieHe, ra3ose, nMospb
HeuectH (Moxe fa sacernar o | ka 100 aywim): 6oaka B cToMaxa, Auapus, 3anex, ¢b

Hsakou nauueHT! nonyvyarar Avapmvs, raneHe, razose, 3anek, 6osika B cromaxa Miad
KOraTo 3ano4HaT Aa NpHEMaT KOMOWHALMATA CUTATNTHNTHH K METHOPMHH (YeCTOTAT



Hskon nauMeHTH NoyyYaBaT CNeJHUTE HEeXENAaHU peakliMi A0KaTO NPUEeMAaT TOBa NE€KapCTBO ChC
CYNPOHUNYPENHO MPOH3BOIHO KAaTO IMMUMENHPHA!

MHoro vectH (Moxke Aa 3acerHat noeeye ot [Ha |0 Aywin): HUCKH HHBA Ha KPbBHATA 3aXap
YecTu: 3anek

Hakou nauueHTH nonyyasaT CleJHHTE HEXEJIAHH peakLMH 10KATO NMPUeMaT TOBA NEKapCTBO B
KOMOMHALIMA ¢ MAUOTTIMTA30H:
HecTH: noaysaHe HA PBLETE WM KpakaTa

Hsxou nailHeHTH Nony4asaT CIEAHHTE HEXENAHW PEaKLWK, AOKATO NPUEMAT TOBA IEKAPCTBO B
KOMOHMHALIUA ¢ HHCYIIHH:

MHOro uecTH: HUCKH HUBA H& KpbBHaTa 3axap

HeuecTu: cyxora B ycrara, riiapobonune

HsakoH nauuMeHTH nNoay4aBaT CNeXHUTE HEXeNaHW peakuUUH No BpeMe Ha KIHHHYHH NPOYYBaHHA,
JOKATO MIPUEMAT CHUTAarJIMIITHH CaMOCTOATENHO (€AHO OT JiekapcTBaTa B CHrarnuntud/MerdopmuH
['pHHAEKC), WK TPH U3MOJI3BAHE B NEpHOAA Cliea pa3pellaBaHe 3a ynorpeba Ha
Curaraunrud/Mer¢popmud [pUHAECKC UM CHTAMTMATHH CAMOCTOSTENHO, HIIH € IPYrd aHTHAHAOETHH
NeKapCTRa;

YecTn: HUCKM HMBA HA KPbBHATA 3axap, rnapofonue, HHPEKUMA HA TOPHATE AUXATENHU NMBTHLUA,
3anyLUEH WK Tedalll HOC H BB3NAJICHO MbPAO0, OCTEoapTPHT, O0Ka B pbLETE WIH KpakaTa

HeuecTu: 3aMaiiBane, 3anek, cbpbex

Peaxu: HamaneH 6poii TpoMOoLMTH

C Hen3BecTHa yectoTa: npodbnemu ¢ 6ubpeuure (NOHAKOra Hanaraty 14anu3a), NoBpblliaHe, CTaBHa
bonka, myckynHa Oonka, Ooska B ropba, HHTEepcTHUKanHa Genoapobua bonecr, Bynolzen nemgpurona
(BM MEXYPH MO KOKaTa)

HakoH naumMeHTH Noay4yaBaT ClIEAHHTE HEXEJIaHW peakLMu N0KATO npueMaT MeThopMHuH
CAMOCTOATETHO:

MHoro uecTH: raaeHe, nospbltaHe, Anapud, 6onka B cromaxa u 3aryba Ha aneTur. Te3u cHMOTOMH
MOXe Aa C€ NOSBAT MPH 3aroyYBaHe Ha NpUemMa Ha MeTPoOPMHUH U OOMKHOBEHO OTILYMABAT.

HecTH: MeTaneH BKYC, HAMANEHH WIH HUCKW HHMBA Ha BUTaMuH B12 B kpbBTa (CMMOTOMUTE MOTaT aa
BKJIIOUBAT NpEKaJieHa yMopa (OTNaJHANHOCT), Bb3MaieH U 3a4€pBeH €3HK (PnocHT), BolkaHe
(napecte3ua) uau Onena UK XKbATA KOxka). BalyusT nexkap Moxe 1a Ha3HAYHU HAKOW W3CNENBAHKA, 3a
Aa C€ OTKpHME NpUYyHaTa 3a Bauwiure CHMNTOMH, TEH KaTO HAKOW OT TAX MOXKe ChLIO Ad Ca NPHYHHEHU
ot aabeT wiu Apyru HECRbpP3aHH 31paBOCIOBHH NpobneMu.

MHoro peaku: xenatut (npodnem ¢ yepHus Apob), KONpHBHA Tpecka, 3a4uepBaBaHe Ha KoxkaTa (0OpHB)
HITH cBpdexk

CrofmaBaHe HA HEXKETAHH PEAKIHHA

AKO NOJyHHTe HAKAKBH HEXKEJJAHH IEKapCTBEHH peakuuH, yBeaoMere Bauing nekap, dhapmMauest wiu
MeJHLIMHCKA cecTpa. TOBa BKIIOYBA BCUHKHN Bb3MOMXHH HEOMUCAHH B Ta3W JIUCTOBKA HEXENAHU
peakuun. MoxeTe cblo Aa CboOLKMTE HeXelaHH PeakKUHKH JHPEKTHO Hpes:

M3nbaHKTENHA areHUMs No eKkapcTsara

yi. ,,Jlaman I'pyes” Ne 8

1303 Codus

Ten.:+359 2 8903417

yebcaiiT: www.bda.bg

Karto cpoOaBaTe HexxenaHH peakLWHd, MOXKETe 1a JajieTe CBOS MPUHOC 3a NOJyuaBaHe Ha Nnopeye
HHPOpMaLIA OTHOCHO 6e30MacHOCTTa Ha TOBA NIEKAPCTBO.

5. Kak xa cuxpanasate Cararsimnran/Mergopman I'panjexc

I[a CC CBbXpaHABA HA MACTO, HEOOCTBITHO 34 ACLA.
To3u JIEKAPCTBEH NMPOAYKT HC H3HCKBA CNELHANHH YCNOBHA 33 ChXpaHCHHE.




He u3nonssaiire ToBa AEKapCTBO Clie] CPOKa HAa MOJHOCT, 0TOENA3aH BbPXY ONUCTEpa H KapTOHEHATa
onakoBka cnes ,,EXP* u ,I'oaen no:*. CpoksbT HAa roAHOCT OTroBaps Ha NOCNEAHHA AEH OT NOCOYEHHUA

MECECU.

He n3xsbpasiiTe nekapcTaarta B KaHaIM3aUMATa WIH B KOHTEHHEPA 32 JOMAUIHH OTNaAbLA.
[Monwuraiite Baiuua hapMaueBT Kak 1a U3XBBHPJIATE JIEKAPCTBATA, KOMTO BEUE HE H3Moa3BaTe, Te3u
MEPKH L€ CMOMOTHAT 3a ONa3BaHe Ha OKOJIHATa cpeaa.

6. Chanpxanue HA ONAKOBKATA H J0NbLIAHHTEAHA HRPOPMALHA

KakBo chabpxa Cutarauntun/Mergopmuan I'punaexe

- AKTHBHHTE BELIECTBa Ca CUTArTIMITHH ¥ METQOPMHHOB XUAPOXJIOPHA.
Curarnuntui/Merdopmut ['punaeke 50 mg/850 mg dpunmupanu Tabnerku
Bcaka punmupana Tabnerka cbabpka CUTArTHNTHH XHAPOXNOPHA MOHOXHAPAT, EKBHUBANEHTEH
Ha 50 mg curtarnunTHH, U 850 mg METHOPMHHOB XHAPOXAOPH.

CurarnurnruiH/MergopMun 'punaekc 50 mg/1000 mg mg punmupanu TabneTku
Bcsaka punmupana Tabnerka cbabpika CHTarJIMNTHH XHAPOXJIOPHA MOHOXHIPAT, €KBUBAJICHTEH
Ha 50 mg cutarnunTux, 1 1000 mg MeThOpMHHOB XHAPOXNOPHA.

- ApyrvTe CbCTaBKH ca:
Snpo na TabnerkaTta: NOBMAOH, HATpWeB naypuncyndar, MUKPOKPHCTaNTHa UENy/03a, HaTpHEB
cTeapun ¢pymapar.

DUnMoBo NMOKpUTHE Ha TabaeTkara;
30 mg/850 mg mabremxu:
CunoavMep Ha noad(BUHHAOB aJIKOXO0J), NpUcazieH Bbpxy Makporon (E1209)
Tank (E553b)
Turanos avokeun (E171)
I'nuuepon moHokanpunokanpar (E471)
IMonu(Bununos ankoxon) (E1203)
Kwar xkeneszeH okeua (E172)
YepeeH xenezeH okeua (E172)
30 mg/ 1000 mg mabremru:
Cobnonvmep Ha noJiM(BHHWIIOB alKoXoi), NpHcaaeH BbpXy Makporos (E1209)
Tank (E553b)
Turados auokcun (E171)
[ nuuepon MoHokanpunokanpat (E471)
[Tonu(BuHHNOB ankoxon) (E1203)
Yepeen xeneseH okcua (E172)
Xuar xkeneszen oxkcua (E172)
Yepen xenesed okeua (E172)

Kak miraexna Cararmanran/Merdopmun I'puHaexe H KAKBO CLALPKA ONAKOBKATA

Curarnuntun/Metdopmun ['punaeke 50 mg/850 mg dunmupanu rabnerku: opaHxesH, OBaIHH,
ABOHHO-U3MbKHANHK pruiMKpanK Tabnerky, ¢ Mapkuposka “SM85” ot eanara cTpana. PasmepsT Ha
Tabnerkara € npubnusnrento 20 mm x 6,7 mm.

Curarnvnrui/MetdopmuH ['puraeke 50 mg/1000 mg dpunmupann Tabnetku: kadssu, os
ABOMHO-W3MbKHANH QHUAMKHpaHH TabneTku, ¢ mapkupoBka “SM100” or eanara crpaua. B
Tabnerkara e npubnusuwrenHo 21 mm x 7,2 mm.

Curarnuntun/Metrdopmun I'punaexc ce npeanara B Gaucrepy, chabpxaim 28, S
TabJeTKH WK MHOMO030Ba ONAKOBKA, ChabpxkKawia 196 (2 onakosku 1o 98) dunmup



He BcHuKM BHOOBE ONAKOBKK MOrart Aa Objar nMycHaTH Ha nasapa.

IIpuTexaTtes Ha pa3pemieHHETO 3a ynoTpeba
AS GRINDEKS.

Krustpils iela 53

Riga, LV-1057

JlaTBus

Tenedou: +371 67083205

Daxkc: +371 67083505

E-mail: grindeks@grindeks.com

IIponzBoauTe.

AS GRINDEKS.
Krustpils iela 53

Riga, LV-1057

JlaTBHUA

To3u nekapcTBeH NPOAYKT ¢ pa3peineH 3a ynorpefa B AbpxkaBuTe 4ieHkH Ha EBponeiickoro
HKOHOMHYECKO NPOCTPAHCTBO NOA CJI€IHHTE HMEHA

[Iseuns 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

bvarapus Curarnunrai/MergopmuH ['puHaeke 50 mg/850 mg, 50 mg/1000 mg
¢punmMupaHu Tabnerku
Sitaghptin/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

Yexus Sitagliptin/Metformin Grindeks

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

EcToHms Metformin hydrochloride/Sitagliptin Grindeks

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

®paHLus SITAGLIPTINE/METFORMINE GRINDEKS 50 mg/850 mg, comprimé
pelliculé
SITAGLIPTINE/METFORMINE GRINDEKS 50 mg/1000 mg, comprimé
pelliculé

['epmaHus Sitagliptin/Metformin Grindeks 50 mg/850 mg, 50 mg/1000 mg Filmtabletten

["bpums Sitagliptin/Metformin Grindeks 50 mg/850 mg, 50 mg/1000 mg emxaivppuéva
HE AETTO LVUEVIO d1oKia

YHrapus Sitagliptin/Metformin Grindeks 50 mg/850 mg, 50 mg/1000 mg filmtabletta

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

HUranus Sitagliptin/Metformina Grindeks

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

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

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

Huaepnanaus Sitagliptine/Metformine hydrochloride Grindeks 50 mg/850 mg,
50 mg/1000 mg filmomhulde tabletten

Hopeerus Sitagliptin/Metformin Grindeks

[Nonwa Sitagliptin + Metformin hydrochloride Grindeks




[lopTyranus
PymbHUA
Cnosakus
CnoBeHus

UcnaHus

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

JaTa HA DOCJIEAHO NPEePAIIISKAAHE HA JTHCTOBKATAS

Arryct 2024 r.




