KPATKA XAPAKTEPUCTUKA HA MPOOYKTA
Dibiglim® 1 mg, 2 mg, 3 mg, 4 mg crp_1oT11
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2. KAYECTBEM W KOMWMECTBEH CueTas |29 //9.12.06 ot .

Besika Tabrietka cbgbpka 1 mg, 2 mg, 3 mg vnu 4 mg rriumennupug (glimepiride).
3a nomoLLHUTE BeLlecTBa Bk 6.1.

3. JIEKAPCTBEHA ®OPMA
TabneTtku.

1 mg: Posoea, neko lapeHa, NpPOALNroBaTa, MAOCKA, ChC CKOCEHW pwOoBe,
[ABYCTPaHHO MapkupaHa

2 mg: 3eneHa, NeKo LWapeHa, nApogbAroBaTa, Mocka, CkC CKOceHw phbose,
ABYCTpaHHO MapKupaHa '

3 mg: CBeTno XbilTa, NEKo WapeHa, Npogbrosara, niocKa, cbC CKoceHn pbbose,
ZByCTpaHHO MapkupaHa

4 mg: Cuhs, 5eKo WapeHa, NMpoabArosara, fniocka, CbC CKoceHn pbOoBe, ABYCTPaHHO
MapkupaHa

4, KIWHMNYHK OAHHU

41 TepaneBTUYHY NOKAAHUA

MmMumenupng e nokazad nipy |l Tun 3axapex guabeT, KeAeTo aueTarta, YIpakKHeHusTa
¥ HamarsiBaHETO Ha TEFNOTO ce sIBSBAT HeloCcTaTb4HU.

4.2 [osupoBKa M HAa4MH Ha npunarade

EdukacHoTo neveHne Ha guabeta ce Gasvpa Ha npasuiHa AueTa, yrpaxHeHusa n
pEenoOBHO KOHTpONnMpaHe Ha KpbBTa WU ypuHata. OTpuuaTenHuTe S$BreHust oT
HecnasBaHe Ha npenopbyaHaTa AUeTa He Morat fa ¢ce KoMneHcupart ¢ TabreTku unm
C WHCYIWH.

Hozata 3aBucyM 0T MeTabonUTHUTE KOHTPOMHW CTOWHOCTU (ChbAbpKaHwe Ha
rJiloKo3aTa B KpbBTa U ypuHaTta).

Hauanuata gosa e 1 mg rnumenupua Ha AaeH. AKO ce nocTurHe obsp KOHTPO, Tasu
0032 MOXe [ja OCTaHe Kato nogabpxalia.

AKO NOCTUTrHaTUsAT KOHTPON & He3a40BoJIMTENEH, [03aTa cneasa Aa ce YBEnu4n KaTo
ce ObpXK cMeTKa 3a meTabonutHung koHTpor. [o3aTta ce kopurupa Ha UHTepean ot
1 00 2 cegmuuu Ha 2, 3 urim 4 mg rmumenupua Ha peH. lNo-ronemy gosu ot 4 mg
MUMenMpug  GHEBHO psigko  gaeat  no-gobpu  pesyntatn.  Makcumansata
npenopeunTeriHa f4o3a € 6 mg rmuMenupun Ha geH.

l'lpm AalneHTn, NP1 KONTO HE MOXEe Aa Cce NOCTUTHEe XenahHuA peayrrraT C
MaKclhmManHaTa [HeBHa Ao3a MeTCbopMVIH MOXe [ha ce HEU'IO)KW"G&I'IO‘-IB&HG Ha
efHOBpeMeHHa TepannAa W ¢ muMennpuo. Hokato .qoaaTa Ha- Mer)OpMV[H ce
3anasBa cblliaTta, TO rnMMennpnn TepaniaTa 3ano'Ba ¢ HUCKA' ,EI,OS& wcece TVITpVIpa\}J,O
MaKcuMmarnHaTa OHEeBHa [003a B 3aBMCHMMOCT OT XernaHoTo ! VIBO Ha MGT&GOJ’M)I/"HO




KPATKA XAPAKTEPUCTUKA HA MPOOYKTA

Dibiglim®1 mg, 2 mg, 3 mg, 4 mg crp. 2 o1 11

perynnpaHe. KomﬁmawpaHaTa Tepanua chnegbBa ha ce nposexga nop crporo
NEKaPCKO HabnioneHne.

lpy nauueHTH, KOUTO He MOraT Aa MOCTUrHAaT XXeNaHWd PesynTaT ¢ MakcumarHaTa
[HEBHa [03a IMUMENUPWA, MOXe [a Ce HanoXu 3anoyBaHe Ha eaHoBpeMeHHa
Tepanua v ¢ uHcynuH. [lokaTo pgoszaTta Ha rmuMmenupu ce 3anasea cbluara, To
MHCYIIVH TepanusiTa 3anoyBa ¢ HUCKa [03a U ce TUTpUpa 0 MakcumanHata gHeeHa
[03a B 3aBUCUMMOCT OT JKEnaHoTo HUBO Ha MeTabonuTHO perynupaHe.
Kombuhupanata Tepanusi criegBa pa ce [MpoBeXaa MO4 CTPOro JIeKapcKo
HabnwaeHne.

B rioBeueTo crniyyan, efHa [03a rMMennpui Ha AeH e goctarteyha. [penopbyea ce
Taau [Jo3a fa ce B3eMa HEMOCPELACTBEHO NPeau Uiy Nno BpeEME Ha cTaburnba 3akycka,
a Toraea, Korato nauueHTbT He 3aKycBa, Npeay Wiiv o BpemMe Ha MbPBOTO OCHOBHO
XpaHEeHe 3a fieHs.

AKko ce nponycHe npuema Ha NeKapcTBOTO, CAefBailara [o3a He TpsidBa Aa ce
yBenu4aea.

Tabnetkute Tpsbea ga ce renTaT LEenn ¢ JOCTaTh4HO KONMYECTBO TEYHOCT.

AKO naumeHTsT Aony4yn XunormukeMindHa peakuus cnepn rnpuemase Ha e€aHa
Tabnetka riamMenpug ot 1 mg, TOBa NOoKasBa, Y& KOHTPOIbT MOXe Oa cTaBa CamMo
upes guertarta.

Mo Bpeme Ha Kypca Ha NieueHWe HyxaaTta oT IMMMENUPUE MOXe Aa Hamarnee, Tbil
KaTo ro-goGpus KOHTpon Ha pguabera ce CBbpPaBa C MO-BUCOKA WMHCYJVHHA
yyBcTBUTENHOCT. [0 Tasu npuumHa, 3a ga ce usberHe xunornukemusita Tpsibea
LOCTATBYHO paHO Aa ce MOMWCAM 3a HamarisBaHe Ha [03aTa whu 3a cfiMpaHe Ha
TepanuaTa. [Mpomsxa B gosata ce Hanara v KoraTo NauueHTbT NPOMeHn TErMoTo cU
UMM CTUNE G Ha WBOT UMW HACTLAST ApYrM ODCTOATENCTBA, KOWTO AOBULLABAT
PUCKa OT XMIIO- UK XUNEPriukemns.

IpeMyuHaBaHe OT ApYry riepopant aHTMANadEeTUHHY CPEACTBa KbM MMUMENVPUL:
FpeMyHaBaHeTO OT APYrY nepopanHk aHTUAMadbeTUYHN CPpefCcTBa KbM MMMENnUpnL
No HpUHUMN e BbaMOXHO. TpsibBa Oa ce BaeMe MpPepBuA cuiata U nepuoga Ha
enMMUHUPaHe Ha MPeaxoaHOTO FEKapCTBO BLB BpbL3KA G TIPEMUHAaBaHETC KbM
rmumenupuaa. B Hsikom cniydan, ocobeno npu aHTuamvabeTHW cpeacTBa G ObAbr
MONYXMBOT (KAaTO XNopnponamug) ce npenopbysa rnepuos Ha NMOYMBKA OT HSIKOIKO
LHW, 33 Aa ce MUHWUMM3KPA prucka OT OT XMMOFMMKEMIst, KOWTO ce CBLp3Ba ¢ edekTa
Ha npuBMkeade. [penopbunTenHara HadyanHa gosa e 1 mg raMmenupus SHEBHO.
Tasn gosa moxe aa 6bhe cTbNanoBKUAHO yBENMYaBaHa Ha basata Ha MeTabonuTHUA
edekT. MNMpouenypara e onucaHa B 4acTTa 3a HavanHaTa Tepanus.

MpemuHaBaHe 0T MHCYNMH KbM [IMMENMDUA;
MpemurasaHe KbM MMUMENMPUA MOXE Oa € MNOKasaHO MPW HsIKoM Crydan Ha
naLveHTn ¢ auabeT Ty 2, KOUTO Ce PErynupaT ¢ UHCYIUH. R N

MogoGHo npemuHasaHe OT €AUH KbM [pPYr TWN Tepanus ce u3BhbplLBa Mog CTpor,
TIEKAPCKU KOHTPOST.

bubpeuro unn yepHoapobHo yepexnaHe:
Bux yactTa 4.3 “TlpoTusonokasanus’.




KPATKA XAPAKTEPUCTUKA HA NMPOOYKTA

Dibiglim® 1 mg, 2 mg, 3 mg, 4 mg cip. 3 o1 1

4.3 TIporuBonoOKaszaHusa

[mumenvpug He TpabBa fa ce npunara B CregHUTE crniydau. UHCYAWH-3aBUCUMU
hnabetuun, guabetHa Koma, KeToaUufosa, Texkm ObbpeuHn unu depHoppobHu
npobniemwn, fdokasaHa  CBPbLXYYBCTBMTENHOCT  KbM  [MMMEnupuz,  Apyra
cyndanunypeiin npoayKTu unmM cyngoHaMnan, Kakio 1 KbM HSIKOe OT NMOMOLIHUTE
BeLlecTBa B TabneTkuTe.

B cnyuait Ha Texku OuOpeuHu wunn JepHoppobHu npobnemyu ce npenopbyea
NpeMnHaBaHe KbM UHCYMVH.

I numenupug e NpoTMBONOKa3aH rpy BpeMeHHN XEHN Y KbpMadKu.

4.4 Cneumannm npeaynpexgeHust U Npesna3Hu MepPKu Npu ynotpeba
Mmumenupug TpsibBa ga ce npuema HENOCPELCTBEHO MPEAM WMW MO BpeMe Ha
XpaHeHe.

fnumenupug Tepanusta MoXe Aa ApUYMHY XWIOrMUKEMUST NPK HEPE4OBHO XpaHeHe
1 ocobeHo ripu nponyckaHe Ha xpaHeHe. Bu3MOXHUTE CUMMTOMM Ha XUIMOrMMKEMUS
BKioUBaT rnasobofive, BbMYM aneTuT, rageHe, nosBpblUaHe, ymopa, ChbHIMBOCT,
CMyLUEHNS B CbHS, HECNOKOWCTBO, arpPecuBHOCT, HapylueHa criocobHocT 3a
KOHUEHTpauus, OyaHOCT 1 peakuus, aenpecusi, obbpkeaHe, Hapyllieknsi B roBopa U
3peHueTo, adasns, Tpemop, napesa, CeTUBHU HapylIeHWs, BWEHE Ha CBST,
besnomoluHocT, 3aryba Ha CaMOKOHTPOM, penupuym, uepebpanHu KOHBYICHMN,
CbHIMBOCT U 3aryDa Ha cb3HaHWe 40 CTENEH Ha M BKIYBaLL0 KOMA, NOBbPXHOCTHO
AuvliaHe W Bpagvkapnus.

OceeH TOBa, MoXe Aa ce nposesT 6enesu Ha appeHepruyHo obpaTHO peryrvpaxe,
KaTo MoTeHe, BaHa Koxka, 6e3noKOWCTBO, Taxukapaus, XunepTouus, cepuebnere,
aHrHa NeKTopuc, U CbpacYHU apUuTMUN.

KnvHuusara kapmiHa Ha TeXbK XUNOTMUKEMWUYEH MPUCTbIT MOXEe Aa Hanonobsea
anonnekcust. Mo npasuno cuMiToMUTE NpeMuHaBaT crnef npuem Ha kapboxuapatu
(3axap). UskycTBEHMTE NOACIaAnTENN HAMAT HUKAKbE edexT.

Apym  cyndpanunypeiiHn npoayKT NMOKA3BaT, e XWUNOrmuMKEMUsiTa MOXe [a ce
MoBTaps, HE3ABUCUMMO OT MbpBOHAaYanto yenelHara Tepanus.

Crniydau Ha TexXka Unu npoabIitKUTENHE XUNOTFINKEMUS, KOUTO BPEMEHHO DUxXa Mornn
ha ce KOoHTponupar uypes obuyaliHuTe KonuyecTBa 3axap, W3nickeaT HezabaBHO
MEAVLIMHCKO NTEYEHUE U, B PESKM Criydan, XoCchnTanusupaHe.

PuckbT 0T XunornvkeMust ce NOBMLLIARA OT crieaHuTe thakrtopu:

- Hexenanne wny (TMNMYHO NMpyU  NO-Bb3PacTHW nauueHTN) HecnocobHoCT Ha
nauueHTa Aa 0KassBa ChAelCTBUE,

- HepoxpaHBaHe, HEPEOOBHO XpaHeHe, NPonyckaHe Ha XpaHeHe unu nocteHe,

- IpoMeHeHn HaBULIM Ha XpaHeHe,

- Hapyuen 6anaHc mexpy dusnuecka akrusHOCT 1 Npuema Ha Kapboxuapary,

- KoHcymauus Ha anxoxon, ocobeHo B KOMBMHaLMsA ¢ NponycHaT1MTe XpaHeHust,

- Hapyiwena 616peyHa dyHKums,

- Texxn yepHogpobHM yBpeXaaHus,

- [peposupade Ha rMuMenupug, T

- Hsikon HekoMneHcUpaHu HapylleHWsi Ha €HAOKpUHHAaTa cuc:Tema KOVITO X

BAWASIT Ha BbraexugparthHusa metabonusbm uim obpaTtHo ,perynmpaHe Ha \\

XurornukeMmsita (KakTo FMpU  HSAKOM HapylleHWs BbB .;beyHKLI,I/ISiTa Ha \‘;

WWTOBMAHATA Xre3a W npepHa xunodwusHa U aq;\?eHOKopTMKanHa )j
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KPATKA XAPAKTEPUCTUKA HA NMPOYKTA

Dibiglim®1 mg, 2 mg, 3 mg, 4 mg c1p. 4 or 11

- EQHoBpeMeHHO npunaraHe Ha HAKoM JApyru  npoaykiu  (BXK uvacTra
‘BaanmogelicTBMe C OpyrM JekapcTBeHWM cpepctsa W gpyrn dopmu Ha
B3avmonencTene”).

Tepanusita ¢ rmMUMenupUL, N3MCKBa PEOBHO MOHUTOpPUPaHe Ha FMOKO3HWTE HWBA B
KPbBTa W ypuHaTta, U ce MpenopbkyBa onpepensHe Ha rponopumnsta Ha MuKKnpaHus
XemMornobuH.

Mo BpemMe Ha muMMenupug TepanusiTa ce Hanara fa ce M3BbpLUBa CbLUO PEfOBEH
MOHWTOPUWHI Ha KpbBHUst Mpodurn (Hail-Beye Ha NEBKOUUTUTE W TPOMDOUKUTUTE) U Ha
YepHogpobHaTta dyHKUuS.

B cTpecosu cutyalun MOXe [a Ce OKaMe YMECTHO BPEeMEHHO NpemuHaBaHe KbM
WHCYNUH (Takuea cuTyauuy ca Hanp. MHUMAEHTH, onepauum o CNeluHoCT, UHpeKLn
ChbMNPOBOAEHN C TPECKA, M T. H.)

Hama pavHu 3a npunaraHe Ha [MUMENUpuL 1pyM MauueHTU CbC CEepUO3HM
YepHORPOOHN YBPEXAaHUS WV NpY naumeHTy Ha guanusa. [peMumHaBaHeTo KbM
MHCYNMH € MoKasaHo NpU NauMeHTM CbC CEePUOSHO HapylueHa OnbpevHa wnn
yepHofpobHa yHKUMSA.

4.5 B3auMOBeWCTBUS. C APYIM JIEKAPCTEEHM CpPeAcTBa U Fpyrn BUAOBE
B3auMOLEHCTBUSA

MNpunaradeTo Ha rMUMEnUpPUL, 3aefHO C HSKOW APYIi fiekapcTBa MOXe Aa JoBefe [0

HEXEMNaHo [oBUIABAHE WNW HamanssaHe Ha XUNorAavkeMuyHusg edekT Ha

rmmenupun. Flo Tasu npuuauHa, gpyry nekapcTea ce B3EeMar CamMo ChbC 3HaHUETO

unn No npegnucaHne Ha nekapst.

MmumenupuaobT ce meTabonuanpa ot umuToxpoma P450 2C9 (CYP2C9). MseecTHO €,
ye meTtabonuaMbT Ce BnUsie OT €QHOBPEMEHHOTO HpUMIOXEHWe Ha BELUECTBa,
uHgyLmpawm CYP2CQ (nanp. puchamnuumi) unu uxubutopiu (Hanp. dpnykoHason).
Pesynitatute OT rnpoyuyBaHe Ha B3avMOASWCTBMETO N Vivo, [OKMafBaHu B
nuTepartyparta, nokasear, ye rnumenupun AUC ce yeernuuasa npubnusurenHo 2
nbTK OT dnykoHasona, eanH ot Hai-molHuTe CYP2CS unxubutopn.

TpsibBa foa ce cnomeHat crnefhvuTe peakuuu, basupadHn Ha onuTa ¢ riuMenupug u
Opyru cyndyasnnypeitin NpoayxKTi.

Morat pa HacTbRAT XWNOIMUKEMMYHN Bb3AeHCTBUS, PEe3ynTarT OT MOBWLUEHWS
XWMOFMUKeMIUYeH edeKT Ha napanenHata ynotpeba Ha rmuMmenupug W criegHUTe
BEleCTBa:

theHmnbyTasoH, asanponasoH W CYNUHAKPAa3OoH
okendeHbyTasoH

MHCYMNWH ¥ opanHu CPeacTBa 3a JIEUEHUEe Ha  HAKOW cyridoHamuamn c
anabet ObAroTpaiHo ASCTBUE
MeThOPMUH TETPALMKITINHIA

canuuunat™ W napa-amuHo canuuunosa MAO uhxubutopu e
KNCENWHA ' S

o,

aHabonHy crepovaM U MBMKM  [ONOBU  KBUHONOHM V2
XOPMOHYU i F
XriopameHnKorn npobexeuns \
KyMapuH aHTUKoarynaHTi MUKOHE30/1 3\
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KPATKA XAPAKTEPUCTWKA HA TTPOLYKTA

Dibiglim®1 mg, 2 mg, 3 mg, 4 mg ctp. 501 11
cheHhnypammH neHtokcudpunmH (BUCoka [o3sa
napexTeparneH)

dunbpatn TPUTOKBASIUH

ACE nHxubutopn doriykoHason

NYOKCETHH

annonypuHos

cUMIaToONUTMLK

LMKIo-, Tpo- 1 ndochamngmn

XunormukeMydHuaT edekT Ha [MUMEnVpMOA ce Hamansisa M cregea no-criab
MeTabornuTeH KOHTPOS, ako FMUMEnUpUd ce npurara eIHOBPEMEHHO C MPOAYKTH,
ChAbPKalLY CriefHUTe aKTUBHY arcHTH:

€CTPOreHu 1 nporecTareHn
canypetvun, TMasniHu guypeTtuum

CTUMYIMpaLUM LLIMTOBUAHATA Xe3a areHTy, rMIoKOKOPTUKOUAN
theHOTNa3MHOBY NPOU3BOAHK, XIOPTPOMa3uH

afpeHanuH U CUMMAaTUKOMUMETHLIN

HUKOTWHOBA KucernmHa (ronemm KonnvecTsa) U HERHUTE NMPOU3BOLAHU
nakcatusy (MPpoaLImKUTENHA yrnoTpeba)

(heHTOUH, Anasokcung

rimokaroH, dDapbutypaTti U pudamnuumH

aueTasonamug.

H, aronucty, Geta-Oriokepy, KNOHUAWH W pe3epnuH Morat ga AoBefaT KakTto Ao
3acuneBaHe, Taka k1 4o oTcnabBaHe Ha XUNOTMUKEMUNYHNSA eeKT.

flog BRMSHWETO Ha CUMMATONNTUYHM CcpeacTBa KakeuTo ca OeTa-Brnokepute,
KNOHWBWHA, K peseprinHa, npusHauuTe Ha appeHeprnyHo ofpatHo perynupaHde Kbm
XUNOMMWKEMWA MOFaT ia HaManeaT Uik HanbITHO & N3vesHar.

OcTtpa unu XxpoHuyHa 3noynoTpeba ¢ ankoxon MoXe [ia [oBeAe A0 HenpeacKkasyemo
noTEHUMpPaHE Ha XUNOrMUKEMUYHOTO AeCTBUE Ha IMMMENUPUA.

Mmumenupug Mmoxe Aa noteHuupa edekTuTe Ha KyMapuHOBUTE MPOU3BOAHM.

4.6 bpemeHHOCT U KbpMmeHe

BpemeHHocT

['Mumenvpua e npoTuBoNoKaseH npy BpemeHHocT. B Takse cnyvail ce Hanara ja ce
non3sa WHCYnwH. llayweHTky, KOWTO nfaHupar fa 3abpemeHesT, criegea fa
nHcthopmupaT cBOA riekap.

Kxpmene
[MpooykTsT € NpoTMBOMNOKa3eH Mo BpemMe Ha Kbpmene. CyndaHunypefinute

Npon3BOAHN, KAKBETO € MMennpua, npemiHaBsaTt B KbpMaTa B [JoCTaTbHHO ronemMn
KonuyecTBa, 3a fia MOXe [a ce 3aKniyu, ve KbpMeHETO He e XenaTenHo.

4.7 BnusHMe BLpPXY chocoOHocTTa 3a wodmpaHe M ymeHueTo 3a paborta ¢
MaWUHN .

Moxe Aa ce BrolM CnocoBHOCTTa Ha NaUMeHTa 4a ce KOHLeHTpUpa U fa pearnpa, -

KaTo PeaynTaT OT XWMOIMMKEMUst WK XWUNEPITIMKEeMUs,, WM KaTo (pe3yntar of
HapylliapaHe Ha speHueTto. Tosa MoXe Aa MPEACTaBNsBa PUCK B CUTYALMM, KbAETO

b
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KPATKA XAPAKTEPUCTWKA HA TTPOYKTA

Dibiglim®1 mg, 2 mg, 3 mg,-4 mg cTp. 6 07 11

Ha Tesn cnocobHOCTY ce npefasa ocobeHo 3HaveHne (Hanp. WwodupaHe unu padora
C MalumHm).

Mauventute TpsbBa fa ObaaT npeaynpeseHyu fJa B3emaT NpefnasHn Mepky 3a
n3barsaHe Ha XUNOMMWKEMUSTA, CBbp3aHa ¢ WodupaHeTo. ToBa € 0co0eH0 BaXHO
npy TE3W, KOMTO HAMAaT CHOCODHOCT Aa pasnuyasaT CUMITOMUTE Ha XUMOrmMKeMus
WK TIpK TE3K, KOMTO MMAT YecTi enn3oau Ha xunormukemus. Mpu Takuea crnydyau
criefBa fa ce npeueHn fJany e YMecTHO £a Ce paspewm wodupaHe unn paboTa ¢
MaLUHIA.

4.8 HexenaHwu cTpaHuuHM etheKTH
CbobOpassBalikn ce ¢ onuMTa OT W3MOJI3BAHETO Ha TnmUMenupug W GpYru
cyndpaHunypeiHn NpoaykTy, Tpsibea Aa ce n3bpOoSAT crefHuTe CTPaHUYHN ediekTi:

WmyHHa cucTtema

B MHOro pefku criydau Nneku peakuvn Ha CBpbXYYBCTBMTENHOCT MOTaT Aa npemMuHaT
B TEXKW TakmBa, W3passiBally ce ¢ OUCNHes, cnaj B KpbBHOTO Hansrase M noHsiKora
oK. B MHOrO penku criydau ce pasBuBa anepruyeH Backynut. BbamoXHU ca u
KpBCTOCAHN aneprum cbc cyndaHunypeiHn [popykiy, cyndoHamuay, Wnu
CBbP3aHu ¢ TAX BetlecTsa.

Kpbe 1 numdHa cucrema

Mmumenupup Tepanuara pAOKo € CenpoeocAeHa € NpomMeHW B KpbBHaTa KapTuHa.
Takuea NMpoOMeH BKMAKMBAT yMepeHa OO0 TeXKa TpoMOoOUUTONEHNUSs!, IeBKoneHUs,
epuTpounTornieHna, TpaHynounTonernus, arpaHynolnTo3a, XemMonnThiHa aHeMWus U
MaHUMTONEHUA.

Hair-00Lu0 Tesn aeneHus ca oﬁpammm fApu NpeKbCcBaHe Ha TepannaTta.

MeTabonusbM 1 XpaHeHe

Ha6GniogaBaHu ca pemKu criydan Ha XWNOrfMKEMUYHM peakuuun cnef ynotpeba Ha
rnumenupys. Mo npasuno Tesu peakuuy ca crellHn, morat fa 6eaar Texku, U He
BUHar ce OBnaasBaT necHo. KakTo npy BOUYMKM OpPyrM HauvHM Ha NeyeHue Ha
XUNOIMUKEMUS, Bb3HWKBAHETO Ha TaKuBa XWMNOMMKEMWYHM peakuuv 3aBuckt oT
MHAMBULAYANHKU (DaKTOPU KaTo HaBULM 32 XpaHeHe 1 S03MpoBKa (B ChLLIO B YacTTa
“Crneumarnin npegynpexacHns 1 npeanasHy Mepkn ripy ynotpeba”).

Oun
MNopaan V3MeHeHnsl B HUBaTa Ha ITII0KO3aTa B KpbBTa MoraT Aa ce NosiBAT MPEXOAHN
CMYLLEHNS B 3pEHNETO, 0CODEHO Mpy 3anoYsaHe Ha JieYeHneTo.

CTomallHo-9YpeBEH TPaKT

CromMallHO-YpEBHN ONJiakBaHWsA Karto rajeHe, MNOBpbLiaHe, AWapus, TEXECT B
enuwracTpuyma, rnogyBaHe Ha Kopema WU KopeMHN Bonky ca MHoro pefKky 1 PABRKo
BOOAT OO MpeKpaTaBaHe Ha rneveHneTo.

o

UepHoApoOHO-XNbYHa cUcTEMa
Moxe fa ce nosuwat vyepHoapobHuTe eHsumu. B MHoro pegku cn
HacTLMSAT YBpeXAanns Ha JepHonpobHaTta yHKUMS (HanpuMmep,
KbNTEHULUE), KaKTo U XEenatur, KOWTO MOXe na hnporpecuvpa po
HEeLOCTaThYHOCT.
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KPATKA XAPAKTEPUCTUKA HA TIPOOYKTA

Dibiglim®1 mg, 2 mg, 3 mg, 4 mg ctp. 7 oT 11

Koxa 1 nopkoxHa ThkaH

Morat pna ce nosiBAT peakuuk Ha CBPBXYYBCTBUTENHOCT HA KOXATta, KAaKBUTO ca
cbpbex, 00pUB 1 yPTHKapus. ‘
B mHoro pegkm cniydan ce HabnoaaBa CBPLEXYYBCTBUTENHOCT KbM CBETAKHA.

PasHu:
B mHOro pegru cnyvyan Moxe fia MMa NMoHwKaBaHe Ha nnasMeHnTe KOHLEeHTpaLun Ha
HaTpuS.

4.9 Tlipepo3upane

Cnepn npeposupaHe Ha MeOMKaMeHTa MOXe [a HacTbMU  XWMOrMMKeMust C
npoabImkuTenHocT oT 12 go 72 yaca, KOATO € Bb3MOXHO Aa ce MOBTOpU crief
MbPBOHAYEMAHOTO HOPManusvpaHe Ha KpbBHaTa 3axap. CuMITOMUTE MOXe & He ce
NnposiBAT B TedeHWe Ha 24 4vaca cnep WHXektMpaHe Ha rnumenupug. [o Tasm
npuymHa 0OMKHOBREHO ce mnpenopbyBa HabnaeHUeTo aAa ce U3BbpLliBa B BonHuua.
BoamoxHm ca rageHe, nospbliaHe M enuractpanHa ©Horika. OBUKHOBEHO
XUMOIMVKEMKSITA CE€ CBIPOBOXOA OT HEBPONIOMMYHM CUMOTOMW KaTo Bb30byaa,
Tpemop, npobnemn cbC 3pEHNETOo, Npobremn ¢ KoopAnHaLusaTa, CbHIMBOCT, KOMa U
- Thp4OBE.

JleyeHMeTO Cce cCbCTOM Hak-BeMe B MpefoTBpaTABaHe Ha abcopbuusta Ha
rMMenupug Ypes NPoBOKUPaHe Ha MoepblUaHe v faBaHe Ha nauueHta Bopa WAu
NYMMOHAaLAa C akTMBMpaH BbrneH (aocopbeHT) U HaTpues cyndat (nakcatus). AKo ca
NMorbSIHATK FOFYIEMM KONU4YeCTBa, NPEenopbuUTENHO € Oa Ce Hanpaeu CToMalliHa
rPOMMWBKa, NOCMNefBaHa OT JieYeHWe C aKTMBEH BBITIEH U HATpueB cyndaT. AKo e
norbfiHaTa MpeKaneHo rofnsma [03a, MNokasaHa € Xocnuranusauusi B WHTEH3VNBHO
oTgeneHue. TpabBa fa ce NPUIoXK I0KO3a KONKOTO € Bb3aMOoXHO no-Bbp3o, ako e
HYXHO Ype3 yaapHa [03a WHTpaBeHo3Ha uHxekums ot 50 mi ot 50% pasteop,
nocriegeana o7 enueaHe Ha 10% pasTteop K cTporo HabniogeHwe Ha KpbBHaTa
3axap. [lpogbnkaea ce Cbe CUMITTOMaTUYHO fleveHune.

Tl Kato € Hanuue PUCK ta Obae npuyMHEeHa onacHa Xunepriinkemns, fosarta
TNHKO3a TpH6Ba Ja ce [aBa ¢ Bb3MOXHO Hal-rofisiMoTo BHUMaHWE KaTo
e[HOBpeMEHHO C ToBa ce& KOHTpOoInupa KpbBHata 3axap. Toea ce oTHacs Halk-Beve 3z
nevenuneTo Ha 6ebera n Manku geua, pn KOUTO € CTaHano criydanHo npefosmpaHe.

5. ®APMAKOJOIMMYHM CBOMCTBA

5.1 dapmakoauEaMUYHN CBOMCTBA

dapmakoTeparnesTuyHa rpyna:

MepopanHu cpeficTBa 3a NOHWKaBaHe Ha KpbBHaTa 3axap - cyndoHamun, yperhu

HpON3BOAHMW.
ATC kopa: A10BB 12

Mumenupua e XunormuKeMm4Ho BELLECTBO, KOETO € nepoparHo aktuBHO U cnafja
KbM cyndpaHunypeiiHata rpyna. Moxe pa ce npunara npu MHcynMH He3aBUCM
3axapeH guaber. . T
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WHCYAMH OT naHkpeachute [-knetkn. [lopobHo Ha gpyru cyncbal-mnypem-m X
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KPATKA XAPAKTEPUCTWKA HA MNMPOLIYKTA
Dibiglim®1 mg, 2 mg, 3 mg, 4 mg cTp. 8 oT 11

Ha cTUMynauusTa o1 dmsmonorMyHa rmoKosa. Marmexaa, ye rmumenvpuga wma un
nofyepTaHa excTpaliaHkpeaTudHa aKTWBHOCT, TOBA € YCTAHOBEHO M 3a [OpYyrn
cyndaHunypeitin cpefciea.

OceoboxaaBaHe Ha UHCYMKH

CyndhanunypeliHuTe NPORYKTH perynpar CEeKpeLnaTa Ha WHCYNMHA Ypes 3aTeapsHe
Ha AT®-uyBCTBUTENHWUS Kanues KaHan B MemOpaHata Ha B-kneTknte. 3aTBapaHeTo
Ha KanmMeBusi KaHas nopaskaa Oenonsipusaums Ha B-KneTkuTe U Bogy A0 OTBapsHe
Ha KanumeBWUTe KaHanu 1 4o NnoBuLLeH NPUTOK Ha KanLuii B KrneTkaTa.

Toea Boawn fo oceoboXAaBaHe Ha MHCYINH Ypes eksoumTosa.

mMUmenMpuabLT ce XapaKkrepuaupa ¢ BUCOKa CTENEH Ha CBbpaBaHe U pasgessiHe oT
MemBpaHHus npoTerH B B-kneTkata. Toea ce cBwkp3sa ¢ ATP-uyBcTBUTENHMA
Kanuee KaHari, HO € pasfudHO OT HOPMariHOTO cyridaHunypeiiHo CBLP3Batlo MACTO.

EKcTpanaHKpeaTyHa akTMBHOCT

EKCTpanaHkpeaTniHaTta aKTMBHOCT  BKITIOYBA nogobpena WHCYNMHOBA
WYBCTBUTENHOCT Ha NepudiepHaTta TbKaH W HaMansaBaHe Ha NOeTust oT YepHus Opob
WHCYNWH. :

Iperoca Ha rnioKosaTa OT KPbBTa B NepuEpHITE MYCKYNHN M MacTHW ThKaHU ce
OCbLUECTBsIBa OT CheunasnHu TpaHCNopTUpalM MpoTeMHKW, Hammpaly ce B
KreTbuHata MembpaHa. [NpeHoCHT Ha riioko3a BLTPE B TE3M TbKaHW € CThhKaTta,
KOATO onpepens npeobpasyBaHeTo Ha rmiokosata. [numenupus MHOro 6bp3o
noeullasa OpoOsi Ha aKTUBHWTE MOIEKyNM, NpeHacslyM [NKo3aTa B hfasMeHuTe
MemMOpaHK Ha MYCKYIHUTE M MaCTHU KNEeTKW, KOETO BOAW OO CTUMyNuUpaHe Ha
MOEMaHETO Ha [TIIoKo3aTa.

MmumenupuObT MNOBMWABA aKTMBHOCTTa Ha  MAWKO3uA-ochaTuananHOSUTON-
cneuncuuHa  docdonunasa C, KOETO MOXE [a Ce Kopenupa ¢ NeKapcTBo-
MHAYLMpaHa nMnoreHesa W fruKoreHesa B eAuHWYHW MacTHi U MYCKYRHU KReTKu.
MmumenupuobT uHxubupa npogykumMsTa Ha [MoKosa B 4yepHua [Apod upes
roBMIUEBaHe Ha BBLTPEKNEeTbYHATa KOHUEHTpauva Ha dpykrosa-2,6 ducdocdar,
KOETO Ha CBOI pea uHxmbupa ITiloKoOHeoreHesara.

ObLim
[Mpu 3gpaBu  pobpoonuM MuHMManHata edeKkTuBHa nepopanHa [fjosa e

npubnuautentHo 0.6 mg. EdexkTeT Ha rmumenvpupa saBucKM OT [os3ata U e
BbanpoussoavM. o Bpeme Ha rmMuMenupua TepanuaTta ce sanassa u3nornormiHus
OTrOBOp Ha ycuneHaTa dusmyecka AefHOCT, @ UMEHHO, HamaneHa ceKkpeuus Ha
WHCYMUH.

He e HabmopaeaHa cblUecTBEHa pasnivka B ASWCTBUETO Ha NPOJYKTa CTIOpe[ ToBa
nanu ce gaea 30 MUHYTW npean XpaHeHe univ HErnocpefcTBEeHO MNpeiu XpaHeHe.
EnHoKkpaTHa fo3a ocurypsea 4obbp MeTabonuTeH KOHTPON Ha nauueHTu-Avadetiim
B MpoAblkeHue Ha 24 yaca.

Bbrpeku ye npu 3apasu [oGpOBONLM XMAPOKCH MeTabonuTa Ha rnmmermpm,qa e
npuyMHa 3a MasbK, HO CTaTUCTUYECKM 3HauumMm chag B cepyMHaTa IFIOKO3a, cango
MarnKa vacT oT oBLLOTO Bb3fEHCTBNE Ha JIEKapCTBOTO Ce qbIDKN pa Hero.
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KPATKA XAPAKTEPNCTUKA HA TTPOAYKTA
Dibiglim®1 mg, 2 mg, 3 mg, 4mg ctp. 9 ot 14

KomburHmpaHo neyenne ¢ MeTopMuH _

EgHo  mscnegBaHe gemoHcTpupa noaobpeHus  meTabonuTeR  KOHTPOST  Hpu
kombuHMpaHaTa Tepanusi ¢ [MUMEenMpug B CpaBHEHWE ¢ MoHoTepanuata ¢
meTdopmuH. OTHacs ce 3a MNauneHTW, KOMTO He MOCTUFaT MpaBuiieH KOHTpon ¢
MakcumanHara gHeBHa fo3a MeTopMuUH.

KombuHupaHo nevyeHne ¢ MHCYIIUH

CullecTBYyBaT OrpaHUuMeHM [AaHHM 32 KOMOMHUpaHOTO JieUeHWEe € MHCYFIvH.
EnHoBpeMeHHO neveHne ¢ MHCYRIMH MOXE fa 3arnouHe npu nauueHTn, NoCTUrHanm
fpaBusieH KOHTPON C MakcUMariHata Josa rnumenupu. [ise nacriensanns nokassar,
ye ¢ Tasu kombuHauus ce nocTura C¢hOTO noJobpeHne B meTabonnTHst KOHTPOR
KaKkto camo ¢ uHeynuH. [pu komOuHupanata Tepanusa, obave, Heobxogumarta
cpeaHa fosa MHCYNuH e no-Marka.

5.2 ®dapmaKkoKMHEeTHYHM CBOMCTBAE

Abcopbuusi: Cnen nepoparneH npMeM ce Mnoctura mbiiHa OuoHanumyHOCT Ha
rmumenupuga. Abcopbumnata He ce BniMsSe OT Npuema Ha XpaHa, camo CKopocTTa
neko ce nokwkaesa. MakcumanHute nnasmeHn HuBa (Cpay) ce  gocturar
npubnnautenHo 2.5 yaca crieq riepoparieH rpuem (cpepto 0.3 pg/ml npu AByKpaTHa
no3a o1 4 mg AHEBHO) U OTHOLUEHUETO MexaY n03a U Cuax 1 flosa u AUC (nnowy nof
KpuBaTta Ha BPpeMeTO/KOHLUEHTpaLMATa) € NMHEIHO.

Pasnpegenchuve: [numenupug wuma MHoro Hucbk obem Ha pasnpegenenne
(mpubnuanTtendo 8.8 nutpa), KoeTo B 0OLLM NKHKK Ce paBHsBa Ha pasnpeaeneHneTo
Ha anbymuHa, BMCOKa CTENEH Ha CBbp3BaHe C MnasmMennte npotemHn (>99%), n
HUCEK KupBHC (oKono 48 ml/min).

Mpy XUBOTHUTE, MUMENUPKA ce OTAENS B MASKOTO. TON MMHaBa npea nnaueHTara.
mmenupuy noyTk He nNpeMuHaBa KpbLBHOMO3bYHaTa Bapuepa.

BuotpaHccopmmpare u enumubupane: [nasmeHnsT NoNyKYMBOT, KOWTO Kopernupa ¢
MNasmMeHnTe KOHUEHTpaUmi Nnpy MHOITOKpaTHO NogaeaHu fo3su, € okoro 5 o 8 yaca.
Crieq BUCOKW [03Y ce Habrilofasa Manko No-4bNbl NOMAYXUWBOT.

YcTaHOBEHO e, Y€ Cheld NpueM Ha eHOKpaTHa [o03a rmumenupug, paguoakTUBHO
mMapxupana, 58% 0T Hest ce U3XBbPIIA Ypes ypuHata, a 35% ypes uanpaxHeHnaTa. B
ypuHaTa He € OTKPWTC HernpomeHeHo BellecTBo. [lea meTabonuTHWU npoaykra ca
OTKPWUTY KaKTO B ypuHaTa, Taka 1 B U3NpaXKHeHnsTa (XMAPOKCY AepuBaT U KapboKkeu
hepnBaTt) U BEPOSITHO ToBa ce obsicHsBa ¢ JepHogpobHust metabonusbm. Crieg
nepopanHa ynotpeba Ha [MUMENUpUA OKCOHYaTENHWs MONyXUBOT Ha Tesu
MeTabonuTh e cboTBETHO 3 — 6 1 5 — 6 vyaca.

CpaBHeHMe Ha eAuHNYHa ¢ MHOTOKpaTHa 033 He NOoKassa CTaTtUCTUHEecKn 3Hauumu
pasnuuns BbB (hapMakoKMHETUKaTa, a CTeneHTa Ha pasnuuusita Mexay oTAenHUTe
MHOVBWAN € MHOFO HKCKa. bes choTBETHO HaTpynBaHe.

(PapmakoKMHETUKATa € CXOAHa NPV MBXE U JKEHU, KaKTo 1 npwu mIiagu v crapu
nauymenTu (Hag 65 roguiiHa BbapacT). [Ipy NauMeHTV ¢ HUCBHK KpeaTUHUH KIMPBHG
MMa TEHAeHUMs 33 YBENMWYaBaHe KnupbHCa Ha raMmennpug 1 3a HamanssaHe Ha
CPERHUTE CEPYMHM KOHUEHTpaLmu. BbaMOoXHO e ToBa [ia ce btk Ha.fo-6bp3oTo.,
eNnUMIUHNpaHe, KOeTo MbK ce obsAcHsABa € MNo-HUCKaTa CTefieH Ha, cabpssaHe c-

nnasmenmte npotemun. W npu geata meTtabonurta e Hapyiule o 6‘b6pe¥{HOT0-~
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enumnunpane. OBLWo B3eTO, HE ChLUECTBYBa AOMbIHUTENEH PUCK: OT ‘HaTpyneaHe:
npu naumMeHTy ¢ HapylueHa 6bbpeuHa dyHKUMS. )
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KPATKA XAPAKTEPUCTUKA HA TTIPOOYKTA

Dibiglim®1 mg, 2 mg, 3 mg, 4 mg ctp. 10 o7 11

Criep, onepadns Ha XNbYHUTE NORTALA 0Opu netT nalneHTu bes ,qmaﬁeT
cbapmakomnemxma € Chlildid KaKTo npk 3gpaBu npencraBuTenin 07T KOHTPOITHaTa

rpyna.

5.3 [pepknuHU4YLY gaHHu 3a GesonacHoCT

FpegknunuyHn edbexktn (Hanpumep xunornukemmus) ca HabriiopasaHw camo B
CriydanTe Ha eKcroHauusi, KOeTO He faBa HeobxoauMuTe CBEeOEeHUs! 3a KnvHWYHaTa
ynotpeba, a cbljo M B Criy4aute, KOUTO €& ABLIKAT Ha (apMakofuHaMUYHOTO
JelicTBue Ha cbefuHeHneTo. Tesn U3BOAM ce OcHOBaBaT Ha KOHBEHLUWOHANHU
mscnedeanua 3a OesonacHocTTa Ha dapmakonoryaTa, TOKCMUHOCTTa  npu
npofbnxuTenHa ynotpeba, reHOTOKCUYHOCTTa, KaHUEpOreHHWss noTeHuman,
penpogykTuBHa TOKCMYHOCT. B niocriegHust cnyyaii (koiito obxeala emOproHanHaTa
TOKCUUHOCT, TEPATOreHHOCTTa U TOKCUYHOCTTa NpWU pasBUTUETO), HabriogaeaHuTe
HexeraHn emexTu ce CMATaT 38 BTOPUYHK CMPSMO XUMNOrMMKEMUYRUTE edekTy,
NpUYMHEHN OT CLEOUHEHUETO Y XEHCKN EK3EMNITAPK U Y HOKONEHUETO.

6. OAPMALIEEBTUYHWU OAHHW

6.1 CrnvMcEK Ha NOMOLHUTE BEWEeCTBa

Tabnetka ot 1 mg: JiakToza MOHOXWEpPAT, HaTpueB HULUECTeH rnukonat (Tun A),
noeuaoH K30, yepeen xerneseH okuc (E172), MmukpokpuCTanHa Uuenynosa, MarHesnes
cTeapar.

Tabnetka o1 2 mg: JlakToza MOHOXMApPaT, HaTpueB HUWEecTeH rmukonart (Tun A),

noeugoH K30, xbnt xeneseH okuc (E172), nHanro kapmuH (E132), MmukpoxkpucTtanHa
Lenyrosa, MarHesues creapar.

TabneTtka ot 3 mg: JlakTosa MOHOXWEPAT, HaTpueB HULLECTeH rmnukonat (Tun A),
noeugoH K30, xenT xeneseH okuc (E172), mukpokpucTanHa Lienyrnosa, MarHesnes
creapar.

Tabrietka oT 4 mg: Jlaktosa MoOHOXMApaT, HaTpueB HutecTeH rmukornat (tun A),
noeuaod K30, wuHpgwro kapmuH (E132), mMukpokpuctanda Uenyrosa, marHesnes
cTeapar.

6.2 HecrEMecTUMOCTH
He ca useecTHW.

6.3 Cpok Ha rogHoCT
2 roannun

6.4 CneunanHy ykazaHWsi 3a cbXpaHeHwe
[a ce chxpaHsBa npu TeMnepatypa nog 30°C.

6.5 [akkK 3a onakoBkaTta
Onaxoska Tun 6nnctep PVC/PE/PVYDC/fanymunni, Bosika cbabpatia 30 TabneTku -
6.6 Ykazanwusi 3a yrioTpeda
Hsima cneuunanHy UsnckBaHus.
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KPATKA XAPAKTEPUCTUKA HA TTPOOYKTA

Dibiglim®1 mg, 2 mg, 3 mg, 4 mg . cTp. 11 o1 11

7. TNPUTEXATEI HA PASPELUERMETO 3A YINOTPEGA
Sandoz GmbH, Biochemiestrasse 10, A-6250 Kundl, AscTpus

8. HOMEP(A) HA PA3PELUEHMETO 3A YNOTPEBA
1 mg:
2 mg:
3 mg:
4 mg:

9. [OATA HA PETMCTPALINA / MOOHOBABAHE HA PETUCTPALUATA

10. JBATA HA NOCIEAHA AKTYANN3ALINA HA TEKCTA
24 nexkemepu 2004 roa,.
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