KPATKA XAPAKTEPUCTUKA HA IIPOAYKTA

1. Tepropexo HMe HA JeKapCTBEHNH NPORYKT

AMYX1
AMYX 2
AMYX 3
AMYX 4

2. KoangecTBeH H KA9€CTBEH CHLCTAB

Jlexapcmeseno eeujecmeo:

AMYX 1: Glimepiride 1 mg BEB Besixa TabneTka
AMYX 2: Glimepiride 2 mg BBB BcsiKa TabneTka
AMYX 3: Glimepiride 3 mg BEB BCsika TabneTKa
AMYX 4: Glimepiride 4 mg 8LB Besika TabNeTKa
Homownu sewyecmsa: BYOK T. 6.1.

3. JlexapcTeena diopMa
TabnerxH
Buuien guo:

MERRCTEPCTBO HA 3LEPAREONASBAHETO
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AMYX 1: po30BH MpaMOpHM OB&JIHH TabNETKH ¢ Auamersp 8,8 mm nbmKuHa H 4,5 mm

[IHpHHA, C ICIHTCIHA JCpTa OT JOBCTEC CTpaHH.

AMYX 2: 3eneHE MPaMOPHH OBAJIHH TaOINETKH ¢ JUaMeTHD 11 mm FemxHHA B 5,5 mm

THpHHAa, ¢ AEIHTCIHA JEPTa 0T JOBETE CTPaHH.

AMYX 3: )XBATH MPaMOpHH OBANEHH TaOJETKH ¢ HHAMETHD 13 mm meDKEHA # 6,5 mm

INUpPHHA, C AEUTENHA YepTa OT ABETE CTPAHH.

AMYX 4: cBeTJIO CHHY MpaMODHE OBAJTHH TaGJEeTKH ¢ AUaMeTsp 14 mm ABDKUAA ¥ 7 mm

IMHpHHA, ¢ ASIHTCIHA UepTa OT ABCTE CTPAHH.

4, Kamauaid TapHa

4.1, oxazanuga

3axapen nauafer THN 2, KOraTo camO JHeTaTa, QH3MYECKATE HATOBAPBAHMA H

HaMaNgBAHCTO Ha TErIOTO Ca HEAOCTATHIHH.

4.2. o3upoBKa H HAYHH HA ynorpeda

QcioBa 3a YCHEMIHO JledeEne Ha [gmabeTa ca foOpara m@eTa, PEROBHO ¢drzugecKo
HaTOBapBaHe, KAKTO ¥ PEHOBHO H3CieJBaHe HA KPBB H yPHHA. TabnerkuTe ¥ HHCYIHHA HE ¢a B

CBCTOSHUE 12 KOMITEHCHPAT, aK0 NAlHEHTHT HE classa npenopsgaﬁﬁ?ﬁﬁe&a.
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Hagannara mosa e 1 mg glimepiride xHeBHO. AKO ce HOCTHTHE XOOBP KOHTPON, TasH
JO3MPOBKa TpaOBa fia e H3II0JI3Ba 3a HOANGDKaliA TepanHns.

AXO KOMIIEHCHPAHETO € He3aJOBONUTEIHO, AO3HPOBKATa TpsOBa Ha Ce IOBHIIABA BbH3
OCHOBA Ha Pe3yITATHTIC OT M3CHEeIBaHHATA Ha ITMHMKEMHATa, CThHAT000pasHoO ¢ HHTEPBai OT 1
710 2 ceaMHENHE Me)KIy BCSKA CTHIIKa/TMoBHINaBaHe ko 2, 3 wim 4 mg glimepiride nueBHO.

Hdoza mo-eucoxa oT 4 mg glimepiride mEeBHO HaBa No-KoOpH pE3YNTaTH CaMO B
WSKIFOUYMTEIHHA CITy4Jan. MakcHMalHaTa mpenopbhuBana 5o3a e 6 mg glimepiride AHEBHO.

Ilpn Hal@eHTH, YHETO CHCTOSHEE HE € 3aJ0BOJMTENHO KOMIIEHCHPAHO C MAKCHMAJHHUTE
JHEBHH HO3M Ha MeT(OpMEH, MOXe Ja ce 3amoune KoMOuHWpaHO jJevenue ¢ glimepiride.
Jlozata Ha merdopMul TpsOBa 1a ce 3amasy Ha CHIIOTO HHUBO K JedeHHeTo c glimepiride
Tps6Ba Ja 3all0uHEe C HECKH KO3H, KOHTO IIOCTEISHHO Ce YIOBHINABAT /IO MAKCUMAIHATA HeBHA
7033, B 3aBHCHAMOCT OT JKellagara crermeH Ha MerabonMTHAa KomneHcaund. KomOGumupanara
Tepanus TpAOBa Za 3a1i09HE IIPU BHUMATEIHO BaOOACHKE OT JIeKap.

Ilpuz BeoOXomuMOCT, OpH MalMEHTH, UHETO CHLCTOSHHE HE € KOMIEHCHpaHO AOpH ¢
MaxcHMAaJIHHTE OHEBHY FO3H, MOXE Ja ce 3aIll09HE eHOBPEMERHO JIeYeHHE ¢ HHCYNRH. Jlosara
ma glimepiride TpaGBa ja ce zanmasy ¥ eHHOBPEMEHHO C TOBa Jia 3all0YHE NPHIATaHETO Ha
HHCKH NO3M HHCYNHH, IIOCTEIEHHO IOBHINABAHM B 3aBHCHMOCT OT HMCKaHaTa CTreneH Ha
MeTabonutHa KoMmmencamus. KomGunampanara tepauns Tpgbsa Fa 3anodHe IION CTPOT
JICKApCKH KOHTPOJI.

OOHKHOBEHO €IHOKpaTHa THEBHA 032 AmyX € JocTaTeyna. [Ipenoprusa ce Tasy f03a na
ce IpHeMa HeIIOCPEACTBEHO JIPeH HiH IO BpeMe Ha CTabHiHa 3aKyCKa HilM — aKko Torasa He ce
HpHEME — HENOCPEACTBEHO TIPEAN WK TI0-BPEME Ha IIEPBOTO OCHOBHO XpaHeHe. AKO J03aTa €
3a0bpaBeHa, TOBa He TP#0Ba Aa ce KOpUIHpa ¢ yBEIIMYaBaHe Ha clejBamara 103a. TabneTxuTe
TpsiGBa Jla ce MOTIBIIAT NEIH C MaiKO TeYHOCT.

AKO HallMeHT pa3BHe XMOoriHKeMWdHa peakuus mpu 1 mg glimepiride mmeBHO, TOB2
03HaYaBa, I€¢ CHCTOSHHETO MOXe A3 Oplle KOHTPOIHPEHO CaMo ¢ HHeTa.

B x0J1a Ha NEYEHHETO, THil KaTo IMONOOpIBAHETO Ha KOHTpONA Ha Auabera € CBEP3aHo ¢
T0-BHCOKA UyBCTBHTENHOCT CIPSMO HHCYIMH, HyxnaTa oT glimepiride Moxe na Hamanee. 3a
na ce ¥3berne XMIIOTIHKEMAS MOXKe Ja ce oOMMCIH BPEMEHHO HamalsBaHe Ha 703aTa M
IpeKBCBaHe Ha TepanuATa.

IlpoMsapa B AO3HPOBKATA CHINO MOXE Ja € HeoOXO/JHMa HpH UPOMEHH B TEINOTO WM
Hay¥Ha HA JXHBOT HA MAI[UEHTA, WM IIpH ApyrH (aKTOpH, KOHTO IIOBHINABAT PHUCKA OT XMIIO-
HIH XUNESPrIHKEeMH.

e IlpeMEHABaHE OT APYrH HEPOPATHH XHIOTIHKEMHEYHH CPEACTEA KbM Amyx

TIo IpHHIIAT € BB3MOXKHO IIPEMHHABAHE OT APYTH HEPOPANHy XUIIOTIMKEMUIHEH CPEACTBA
KeM Amyx. 3a Jja ce npeMuHe KbM Amyx TpsOpa fa ce MMar NpefBH[ KOBUCHTPalHATa K
BPEMETO Ha NONYXUBOT Ha HpeIHecTBalys JIeKapeTBEH IPOIYKT. B HAKOH cilyyan, 0cOBeHO
YIpH aHTHARAGETHYHATE HEKapCTBEHH IPOAYKTH ¢ ABIET HONYXHBOT (HAIp. XJOPIPONIaMHYY),
3a fla ce HaMany JO MHHAMYM pHCKa OT XWHOTIHKEMI, nopa,zm Hacjarsane Ha edexTa, ce
OPENOPHYBA Jia CE OCTABY IEPHOH OT HAKOJKO JHH 32 ,,PIBMHBaHe aa ,praimgm




IIperiopsyBaHaTa HaYalHa 1032 € 1 mg glimepiride AHeBs0. B 3aBHCHMOCT OT OTFOBODA,
no3aTa Ha glimepiride MOXe [ia ce YOBHIARA CTHHAN000PA3HO, KAKTO € OHHCAHO II0-TOpe.

e IpemMuHaBaHe 0T HACYJIHHE KbM AmMyX

B w3KIOYATENHE CITydau, IpH NalMeHTH, IPH KOHTO Juaber THII 2 ce KOHTpONHpa ¢
WHCYIUAH, MOTAT [ Ce SBAT MHIHKAIMH 32 IPEMHHABAHE KBM AmyX. TIpeMuHaBaBeTo TpAOBa
7a CTaHe I10]T CTPOr JIEKApCKH KOHYPOIL

e Tlpuioskenne Ba Amyx npua 6L0peHH MK YepHOAPOGHN YBPERKTANUS

Bmx 1. 4.3. TIpoTHBOIOKA3aHBA.

Hsova onaT ¢ npuiaraHero #a glimepiride ipu fena.

4.3, IIpoTHBONOKA3AHNH

Amyx ne TpsOBa Ja ce Ipunara B CeZIHHTE CIydau:

Jinaber Ton I, muabersa koMa, KSTOAUHMI03a, TEXKH dyuKimonanEy OHOPEUHN W
gepHopoOEM HAPYHICHHS, CBPBXIYBCTBHTEIIHOCT KBM glimepiride, apyru cyndoHunypehnn
cpeacTea Wi cyndoHaMENHE, MMM KBM HAKOE OT IIOMOMIMHUTC BEIUCCTEA. IIpu Texxn
dbymxmmonanuy GsGpedHA MM YEPHOAPODHN HapyNIeHHS € HeOOXOANMO Ia CC IIPEMHPHE KM
HHCYIHH. AmyX € IPOTHBONOKA3AH IIPH OpeMEHHY M XKEHI, KONTO KBPMAT.

4.4, Coennajuy NpEAVIPEKICHHS H IPEIAIHH MEDKHA NPH yiorpeéa

Amyx Tps0OBa [ia ce NpHeMa HelIOCPEACTBEHO IPERH WK 0 BpEME Ha XpaHCHE.

Korato XpaHEHETO € HepeIOBHO HNM CE IPOMyCKa HANBIHO, JIEICHUETO C Amyx MoXa Jie
IPEAM3BYUKA XATOIEKEMHS. DBB3MOXHATE CHMOTOMH Ha XHIOMIHKEMHAT2 BKIOUBAT

riapo6oNne, HeFACUTEH [T, rajeHe, NOBphIUAHe, OTIANHANIOCT, CRHIMBOCT, HAPYMICHHA Ha
ChHA, OE3MOKOMCTBO, arpecHBHOCT, HapylNeHH KOHICHTpalH#d, BHAMAHHME # BpEME 34
pearmpane, HACHpecHs, OOBPKAHOCT, TOBOPHH M 3PUTCIHH HApyIICHM, abasnsg, TpPeMop,
Japesy, CEH3ODHH HADYINEHHs, 3aMasHOCT, Oe3mOMOINHOCT, saryba Ha CaMOKOHTPOI,
JenMpuyM, nepebpansd repuoBe, COMHOICHTHOCT H saryba Ha CH3HAHHE, BKIIOYHTENHO N0
KOMa, TUIHTKO AHINaHe H OpaguKapays.

B noublHcHHe, NPHIHAL Ha aJpeHeprudHa KOMIIEHCATOpHA peakiys MoraT Aa ca
Hamdile, KATO NOTeHe, BIaXKHAa M JelKaBa KOX2, Bpa0yza, TaXHKap[ud, XHICPTOHHA,
MANMATANNHE, aNTHHA IIEKTOPHC B CHPHECYHH apUTMIH.

KrmuuuyHaTa KapTHHa Ha TeKBK XHIOTIHKEMUYCH IPHCTBII MOXKE A2 garnono0aBa Tazy Ha
HHCYJIT.

CHMITTOMMTE MOTAT [OYTH BHHArH Ja GbiaT OBp30 OBNajgeHy 4ype3 HesabaBeH NpHEM Ha
BErIEXHpaTy (3axap). M3KycTBennTe HONCTaMATENM HAMAT SPeKT.

Ot gpyruTe cynbOHMIYpUliE CPEACTBA € M3BECTHO, e HE3aBUCUMO OT IEPBONATAHHTE
yCTSIHH KOHTPAMEPKH, € BE3MOXKHO XHIOITIHKEMUATa 14 CE TIOBTOPH. __ .

TexKrara XUNOTMHKEMHA WIH IpOALIDKHTENHATA xunorquemﬁﬁfg, roma,z[eﬁﬁ caMo

iy
BpeMenHO ¢ o0HvaliHATE KOMIYECTBA 3aXap, H3WCKBAaT HE ﬁaBHo I;etieHHe h TIOHAKOra

XOCHHTANA3AIIHAA. H



daxropure, GNATONPHATCTBANIY XUIIOMIHKEMHAITA BIIIOYBAT:

o Hexenamye WIH (II0-4ECTO IIPH HaMeHTd B HaUpelHana Bh3pacT) HEBBIMOXKHOCT Ha
TalHeHTa 12 ChTPYIHIYY,

® HepoXpaHBame, HEPEZOBHO BpEME 32 XpaHeHC HIH [PONYCKaHEe Ha XDaHCHHI HiH
TIEpHOid Ha IIOCTEHE;

® [IPOMEHH B JUETATA;

o mucOanadc MeXay GH3HYecKoTo HaTOBapBaHe H IpHeMa Ha BREITICXAAPATH;

® KOHCYMAals Ha aJIKOXO0J, 0c00eHO B KOMOUHAIHS C POITyCKAHE Ha XPAHCHI,

® papymena 6s0pedna QyBKIEST;

® TeKKa yepHoApoOHa auchyHKIAs;

® npeno3upaHe Ha AmyX;

® HSKOH HEKOMIEHCHpaHH HapylleHHs Ha eHJOKpHHHaTa CHCTeMa 3acsiranti
BBIICXHAPATHAS MeTabomusbpM i oOparHaTa peryiamud Ha XHIOTIIMKEMHAATA (xato
HampEMep HAKOW HapyIieHHs Ha QYHKIHATA Ha HMTOBHAHATA XKNE3a U IPEAHA XHnopH3Ha
HIH afipEHOKOPTHKANHA HEROCTATHIHOCT);

® cAHOBPEMEHHO NPMWIOKEHHE Ha HSKOH JPYIHM NCKApCTBEHH TNPOAYKTH (Brx
JlexapcTBeHH ¥ JPYTH B3auMONEHCTBAR).

JleuenmeTo ¢ AmyX M3MCKBA PEAOBHO Cle/ICHE HA HUBATA Ha 3aXapTa B KPbBT2 H YpHUHATa.
OcpeH TOBa Ce IPeNophYBa ONpeeiiye Ha JacTTa Ha XeMormobuH A.

ITo BpeMe Ha JIEYERHETO ¢ AMyX € HeoGXOTUMO PEZIOBHO YePHOAPOOHO U XeMaTONOrHIHO
mabmopenye (CrelHanio AEBKOIMTH H TpOMOOIHTH).

IIpu cTpecoBH CUTyauuy (Hamp. HHUHACHTH, TOJCMH ONEPALHH, HEGeKInH, TPHAPYXEHH
¢ HOBHIIEHA TeMIIEPaTypa | [p.) MOXKe /i3 € IOKa3aHO BPEMEHBO NPEMHEBABAHC Ha HHCYJIUH.

HsaMma HaTpyNaH ONHT IO OTHOLICHHE NpPHIArAHETO Ha AmyX NpA MAUMEHTH C TEKKO
yBpezena uepHOApobHA (YHKIMA WM TauueHTH Ha Apamusa. [Ipu DampeHTH C TEXKO
yBpeneHa 6s0peHa H YepHOAPpOoOHa QYHKINA € II0Ka3aH0 NpeMHHABANe Ha HECYTHH.

4.5, JJexkapcTBEHH H ADVIH B3aMMOoJelicTRHE

Axo Amyx ce IIpueMa eJHOBPEMEHHO ¢ HAKOM JPYTH JISKapCTBOHH IPOAYKIH € Bh3MOXKHO
ia BL3HHKHAT KAKTO HeXejauM IOBUINEHHA, Taka ¥ HEXeNaHd MOHIDKCHHS B
XHMOTHKeMEIEOTO AelicTeye Ha glimepiride. Ilopanu ToBa, XpYTH JCKAPCTBEHH IPOAYKTH
Tpa6Ba Aa ce IPHEMAT CaMO ChC 3HAHMETO (WM N0 IIPEANHACAHIe) Ha NEKaps.

Glimepiride ce MetTabonusupa ypes nuroxpom P450 2C9 (CYP2CY). Tozu dakt TpOBa 12
ce uMa OpenBHn, ako glimepiride ce npunara €JHOBPEMEHHO C HHAYKTOPH (mamp.
pramIamH) wid BExEOHTOpH (Hanp. diaykonason) Ha CYP2C9.

Bo3 ocHOBa Ha ommTa ¢ glimepiride u apyru cya(OHUIypelHs NeKapCTBEHH NPOINYKTH,
CIeAHNTE B3aHMOACHCTEEA TpAdBa Oa ce oTOenexar.

TToTennupake Ha IOHUXABANIHS KPhBHATA 3aXap €QeKT U II0 TOH HAauMH, B HAKOH Cly3aH
XHIOTIHKEMHAS, MOTaT Jja ¢e MOSBAT IPH yrnorpeda Ha HAKOH OT criegpalaTe JIEKEpPCTBEHH
HpONYKTH: (GeHmnOyTasoH, asanmpomasoH u oxcubeHGyrasom, axmclymn " TepOpAIHH
JIEKAPCTBEHH TPOZYKTH, MeT(OpMMH, CAnUIHIATH K p-aM Gcamimanoﬁa Kueemma,




anaConEy CTepOMAH M MBXKH HOJOBH XOPMOHH, XIOpaMQEHUKON, KyMapHHOBH
apTrKoarynanTy, genduypamuy, ¢ubpatn, ACE unxuOuTOpH, (IIyOKCETHH, AJIONyPHHOM,
CHMIIATOMMTHIE, THKI0-, Tpo- B udochamupu, cynduanmmpason. Hixon IbAro ASHCTRAIIN
cynionamum, TerpararHayg, MAO HHXEOATOPY, XHHOIOHOBH ARTHOHOTHLN, npobeHENHM A,
MIKOHA30JI, IEHTOKCHMMINE (BECOKH IaPEHTEPANHHE /I034), TPHTOKBANHE, (ITYKOHA30T.

Orcnabpade Ha NOHMKABAIIMSA KPBEBHATA 3aXap e(eKT M JIO TO3W HA™MH IIOBHINABAHE HA
HEBATA HAa KpHBHATA 3aXap MOXE Jia BB3HWKHE HpPH YHOTpeOara Ha HAKOW OT CICHHHTS
FEKApCTBERH NPOIYKTH: €CTPOTeHH M HpOTecTareHy, CaiypeTANH H THasWHHM JHyPeTHIH,
NeKapcTBEHH  TpPONYKTH, CTAMyTHpamu  (ypkuuwsra Ha  IIMTOBHAHATA  IKIC33,
TTIOKOKOPTHKOMAM, ()CHOTHA3HHOBH  IIPOM3BOJHH,  XNOPHPOMA3HH, aApCHalHR H
CHMIATHKOMEMETHIM, HIKOTHHOBA KHCeuHa (BHCOKH JI03H) H POU3BO/HY HA HHKOTHHOBATA
KACENIMHA, JAKCATHBH (IPOABIDKMTENHA ymoTpeba), (EHHTOWH, IHA30KCHA, INIOKaroH,
Gapbutypary, puhaMIHIHH, aleTO30FaMux.

H?2 apraroucTHTe, 6eTa-0I0KEPHTEe, KIOHKIMH H PE3epIIHH MOTAT Ja NpEAH3BHKAT KaKTO
IOTEHIHpANE Taka | OTCabBaHe Ha OHIDKABalllis KPHBHATA 3aXap e(eKT Ha AmyX.

[Joj BIHSHEE HA CHMIATHKONHTHYHH JEKapCTBEHM IpPOIYKTH, Karo Oera-OnmoxepH,
KIOHH/IHE, TBARCTHANH ¥ PEe3epIH MpU3HAOATE HA KOMICHCATOPHA aIPCHEPTHTHE PeaKiks
Ha XUOTHHKeMKATa Morar Aa OhAaT perylpaly HiH fa JTUICBaT.

Koncymanuara Ha ankOXON MOXe Ja NOTEHIHpa WM OTCIa0H XHIOFTHKEMHIHOTO
JelicTere Ha glimepiride mo BeNpencKa3yeM HavHH.

Glimepiride Moxe Ja NOTeHHmHpa HAH OTCHa0M JEHCTBHETO HA KyMapHHOBHTC
HpPOH3BOAHY.

4.6. BpemenHocr H KLpMeHe

AmyK e IPOTHBONOKa3aH 1o Bpeme Ha Opemennoct. Ilpu Tesu ofcrosTencisa e
He0BXO0AMMO A Ce IpEMHEE Ha HHCY/H. [lanieHTKuTe, KOMTO Bh3HaMepABaT 1a 3a0peMeHesT
Tp6Ba Aa HHGOPMUPAT CBOA JICKAp.

Glimepiride momo6H0 Ha ApYTHTe HPOM3BOMHM Ha CyIQOHIIypesra IpeMHHABA B
MaifyHHOTO MiIsEKO. AmyX He TpsOBa Ia ce IpHeMa OT JXeHH, KOUTO KbpPMST.

4.7. EdexTn BLPXY cnocoGHOCTTA 32 WWodHpane B pabora ¢ MATIHAA

CriocoGHOCTTA 32 KOBIEHTpHpane H OBbp3UHaTa Ha PeakIIHHTe MOTaT Ja OBAaT HapymeHH
YIOPaIH 3PHUTETHH CMYINEHHs, IBIDKAUIY ¢e Ha XHIIO- WM XHIIEprimKeMmus. ToBa MOXE Ha
IpeJICTABJIsBA ONACHOCT B CHTYAllWH, H3¥CKBAIIY TIOBUIIEHO BHUMAHHE (HAmp. modupanse 1
paboTa ¢ MamuHK).

Ilanmentare TpA6Ba Aa ObAarT HEdOPMHpPAHM XA B3eMaT MEPKHM 32 H30ArBaHC Ha
XHIOTIAKEeMUATa IipH Iwodupane. ToBa € ocofeHo BaKHO NpH NaiueHTH, UPH KOHTO
TIpeqYIPEAUTETHATE CAMITOMY Ha XMHOTJHKEMENTA JUIICBAT HIIH Ca PEIYIMPAHH, HiTH TE3H,
KOHTO ¥IMaT 4ECTH eIH30[H Ha XMuormukeMus. HeoOxonmuMo € fa ce XpeneH - il IpH Te3H

N

o6crosTencpa e Ge301acHo Ja ce odupa Wik ja ce pabory ¢ MamBny.



4.8. Hexenanl JeKapCTBEHE PEAKTRE

HexenasuTe JEKApCTREHX peakiH, KOMTO ca HabmiofaBaHu mpp ynoTpebara Ha
glimepiride ca ofobmenu B cuexsaiurata Tabnuma. Hexenawure NEKapcTBEHM pEAKIHH Ca
KNacHHUIEpPaHy B 3a8BHCHMOCT OT YECTOTAaTa HA TAXHATA HPOSBA MO CHENHHA HAYHH: MEHOTO
gectyt (> 10%), wectn (1-10%), memectn (0,1-1%), pemru (0,01-0,1%) u muoro pearat (<
0,01%), BKIXOUHTENHO H30JHpPAHA CIy4ad.

Opranpa cHereMa YecToTa Hesxenana AeKapcTBeHa peakiius
(MedDRA kiacnguKans)
Oun Heuect TIpexonnu 3puTEeIBH HApYLICHHLE
(0coBeHo MpH 3aI0YBaKe Ha JICYCHUETO)
Kpse n 1avmdna cHcreMa Penzau TpomOGonmronerus, TEBKONCHHS,

€pPHTPOIHTONCHE, IPAKYIIOIIHTONICHHA,
ATpaHyJICHHTO3a, XEeMONHTHIHAE aHCMILT,
TIaHITHTOIICHH A

Mera6o1a36M H XpaHeHe Pengn Xunornakemus (Hali-4ecTo B3HHKBAT
pe3abaBHO, MOTAT M3 ce TEXKKH H He
BHHATH C€ OBIAJIBAT JIECHO; TI0SBATa UM
3aBHCH OT HEAMBHYAIHH (QaKTOpH, Karo
XpAaHATENHY HaBHIH M FO3HPOBKA)

Koxa ¥ HOAKOKHH ThKaHR | Penku Ipypuryc, 00puB, YPTHKADHS,
(hOTOIYBCTBUTENHOCT
MHOT0 peaKH AJepruyes BaCKyIHT
JIaGoparopay noxkasarean | Penxu [ToBHInaBane Ha 9epPHOAPOOHATE CH3AME

MHuoro penxu Crian Ha KpBBHOTO HANAraHe A0 IMIOK (mpu
CBPBXIYBCTBHTECIHOCT), IIOHIKABAHE HA
CEpPYMHHS HATpHH

CobNoBH HApYIIEHHSA MHoro peaxu ok

Jinxareana cucreMa, rppacs | Meoro peaku Hucrnaes
KO H MeAHACTPHYM

XpanocMuaaTenHa cucrema | Mporo peaku lanene, NOBpBINAHE, ARAPH, TyBCTBO 34
TeXXeCT HIIH 34 OLIHOTA HA CTOMaxa,
KopeMHEa 0onKa

Yepen Apod H HIBLYKA Mguoro penxka | Hapyuena yepHoapoOHa dysiist (Hamp.
C XOIIeCTa3a, JKBATESHUIA), XETAaTHT,
yepHOApoOHA HEAOCTATHYHOCT

Bu3MoXHA € KpPhCTOCAHA aneprus ChC CyThOHAMHIH, CyNQOHMIYpEHHE KM HOKOOHH
cybcTaBIMu.

4.9. Hpego3zupane

Cnen npenosipase Ha Amyx MOXe Jja BE3HHKHE XHIOTIMKEMHUS, IIPOABIDKaBalia oT 12 mo
72 yaca. BB3MOXHO € Ja Ce IIOBTOpH CHell HEPBOHAYAIIHOTO OBna,aﬂBagg_.__ B'f,smoxcno e
CHMOTOMHTE [a HE Ce NpOosBAT Ao 24 yaca cmen mpuema. llo anHnHm fee Eiaeaopwma
OonHugHO HaOmoneHue. I'afene, NOBpEIIaHe H OOJIKA B €NMIacTpH a; MoraT J.(a ce IIG}IBHT.

XunornuxkeMHATa MOXe Ja Opge IPUAPYXKEHA OT HEBPONOJH qmi cmm:oxvm Ka'ro




Ge3noKoHCTBO, TPEMOp, 3PUTENHK HapyieH s, POOIeMH C KOOPAMHANMATA, CHHIINBOCT, KOMa
H I'bpYOBe.

JleuenueTo ce CHCTOM HPSIH BCHYKO B HPENOTBPATABAHC HA IIO-HATATHITHATA abcopOuus
ypes NpeAu3BHKBaHe HA HoBphInase. Crex ToBa Tpabsa fa c€ IHE BOAA WM JIMMOHAZA C
aKTHBEH BHIyEH (3/ICOPOEHT) ¥ aKo e HeoGXOHMMO HaTpues cyndar (Jakcarus). AKO Ca TOSTH
TOJIEMM KOJMYECTEA € TIOKa3aH CTOMALNEH JaBak, IOCIHCHABAH OT aKTHBEH BBLITICH H HAaTPHUCB
cyntar. B coywaii Ha TexXKo Ipejo3upase ¢ HeOOXOAWMO XOCHHTANH3HPAHE B MHTCH3HBHO
oTacnenue, HeoGX0muMO € Na ce 3a004HE IPATAraHeTo Ha [TII0K03a BB3MOXKHO Hai-paHo 4pe3
GoONycHO HHTpaBeHO3HO HEXekTHpane Ha 50 ml 50% pasTBOp, MOCNEABAHO OT npdy3us Ha
10% pasTBop M CTDHKTHO clefcHe Ha KphBHaTa 3axap. I[o-HATaTBIIHOTO JCUCHME ¢
CUMOTOMATHYHO.

Tlo-cnenpanHo, UpPH JI€YeHHETO HA XHIOINAKEMES, NpPESAU3BHKaHa OT CITydaiHo
TOTIBIaHE Ha Amyx oT 6efeTa HAM MaJiKy Jela, Jo3ata Ha IIPHIIOIKEHATa TIoKo3a TpsaOBa na
Cce KOHTpOJIHpa BHUMATENHO 34 J1a ce u30erHe BB3MOXKHOCTTA OT IIPSAU3BHEKBAHE HA ONAcHATa
xumeprimkemus. Kppepara 3axap Tpabea fa ce cieny CTPUKTHO.

>

5. ‘I)aDN[aKOJIOI'H‘!HH CBOJCTBA

5.1. @apmakosHEAMHYHE CBOICTRA

dapMaKoTepaneBTHIHA TPYHA:

Tlepopansn MOHMKaBANM KPBBHATA 3aXap CPEACTRA, IPOU3BOAHY Ha cyndoHnIypes.
ATC xon: A10BB12

Mexanu3tM Ha NCHCTBHE:
Glimepiride e nepopanHO XHIOITHKEMHIHO JekapCTBEHO BEIECTBO, IIPHHAIEKAMO KEM

cyndoumnypeiinata rpyna. Moxe fa ce npunara IpH 3aXapen muaber Tun 1.

Glimepiride neficrsa IN4BHO wYpe3 CTHMYyJHpaHe Ha OTHCIMHETO Ha MHCYIMH OT
nasKpeatuynnre Oeta kneTkd. Kaxro m HpH JpYTHTE cyndoHATypeiEY MNEKapCTBCHH
BEIIECTBA, TO3H e(eKT e OCHOBABA Ha IIOBHINIABAHE Ha TYBCTBUTENHOCTTA HA TaHKPEATHIHHATE
feTa KIeTkH KbM (QHSHOIOTHYHES CTHMY Ha TioxosaTa, OcBeH ToBa, glimepiride npuTexasa
H3pa3’eHd W3BBHIIAHKpeaTHIHH ©(exTH, NOoKa3amd CBIIO K XpPH IPYTHTC cyndoHuNypeHEH
JIEKApCTBEHH MIPOXYKTH.

o OcBoGoxIaBane HA MHCYJIHH

CyndoHMTypUiHHTe JIEKapCTREHH HpPOJYKTH PeryiHpaT MHCYJIHHOBATA CEKPEIHs Hpe3
sarpapsie Ba ATO-4yRCTBHTENHHA KalHeB KaHal B meMOpanata Ha OeTa KHSTKHTE.
3aTBapsAHETO Ha KAMEBHA Kawan NPSIH3BHKBA NEMONIpH3ailid Ha OeTa KiIeTKara H 4pe3
OTBapsHE Ha KaJIFeBUTe KaHaH BOLH [0 NOBMIICHO HaBNA3aHe Ha Kannuii B KIeTkara. Topa
IpeAV3BUKBa OTACIIIHS Ha HHCYIHH Ype3 eK301HT03a.

Glimepiride ce cBBP3Ba ¢ BECOKa 00OMEHHA CKOPOCT KBM npo;,aﬂ.aMeMGPaHaTa Ha Oera
KIeTKATa, KOWTO € cBhp3aH ¢ ATP-9yBCTBATENHHA KAIHEB KaHau,%}fo K(;H:I‘O € pa3nayeH ot

..... SPEN
0GHUAHOTO MACTO 32 CBHP3Bafe Ha CyN(QOHUIypeHHHTE JIEKapG'I'BBHPI rEpo,Ltny )




o M3pLuanaHKpeaTddIHa aKTHBHOCT

VsppHIaHKpeaTHdnuTe e()eKTH ca HanpuMmep HonoOpseade Ha YYBCTBHTEJHOCTTA HA
riepr)epHEATE THKAHHM KBM WHCYJMH H IOHIKABaye Ha YCBOSABAHETO HA KHCYIWI OT GCPHMs
Apod.

VcBosBaHeTO Ha ITIOKO3aTa OT KpBBTa B mepu(epHHTe MyCKyIHH ¥ MAcTHH THKaHH Ce
OCBHIIECTRABA upe3 CIENUANHH TPAaHCHOPTHM MPOTEHHH, Pa3lONOXEeHH B KIETbuHara
Membpana. TpaHCIOPTHT Ha [MNIOKO3a B 7T€3H TBKaHH € CKOPOCTOONPENEISNHA €Tall B
ycBosBaHeTo Ha Tirokosara. Glimepiride ysemiuapa Mioro 0bp30 6pos Ha AKTHBHHTS
MOJEKyJI¥, TPAHCIIOPTHApAIOY (I0K03a B mIa3MeHHTe MeMOpaHy Ha MYCKYJHHTE H MacTHHTE
KIIETKH, KOETO CTHMYJIHpa YCBOSABAHETO Ha IVIOK03aTa.

Glimepiride noBUIIABa aKTHBHOCTTA Ha TIHKO3WI-GOChaTH I HHO3HTON-crieuduIHaTa
docdarasa C, KOeTo KOpenmpa ¢ MHAYIMpAaHATS OT AmyX JIHIOreHe3a H IJIMKOICHEsa B
H30JHEpadd MACTHY M MycKymHu kieTku. Glimepiride rotucka curesa Ha IIIOKO3a B ICPHUA
npo6 d9pe3 IOBHIIABaHE HA BHLTPEKNETHYHATA KOHIEHTpAUHA Ha $pyKT030-2,6-6HbOCHAT,
KOHTO OT CBOA crpaHa HHXHOUpa ITHOKOHeoTeHesara.

o Q0na padopManHa

Tlpx 3ApaBy MHAUMBHAY MUHMMAaTHATa edexTHRHA NepopaiHa 1034 € rpubmsuTenHo 0,6
mg. EdexTsT Ha glimepiride e 1o303a8HCHM A BH3NPOU3BOAMM. PH3HONOIMIHHEAT OTTOBOD Ha
AHTCH3UBHO (H3MYECKO HATOBapBaHe, HaMalsBaHe Ha CEKpelnira Ha HHCYIMH, € BCE Ome
Hamue apH Jiedednde ¢ glimepiride.

Hsma 3HaYAMa pasiuKa B ehekTa, He3aBHCHMO Jam JIeKapCTBEHHs IPOIYKT ce rpreMa 30
min WM HENOCPEACTBEHO TpexH XpaHewe. [lpu namuentd ¢ pmaber go6rp MeraGomureH
KOHTPOJI B IIPOABIDKEHHE Ha 24 yaca MOXe Jja Ce NOCTHTHE 4pe3 efHOKpaTHA THCBHA 1033,

HezapucrMo de XHAPOKCH MeTaboNUTET Ha glimepiride npefH3sBEKBA MalIKO, HO 3HATHMO
FOHMXABAHE HA CEPYMHATA [TI0KO03a TIPH 31paBH HHAMBHIK, TOH ¢ OTFOBOPEH CaMO 32 MamkKa
gacT ot o0ns edexT Ha JISKapcTBEHHA IPOYKT.

o Kombunupano aewenue ¢ Mem@oOpyMur

Ilpy KIMHEYHO NPOYYBAHE C IANMEHTH, UHETO CBCTOSHHE HE € GHno 3aMOBOMHTENHO
KOMIIEHCHPAHO ¢ MAKCHMAIHY 03 MeT(OPMHUH, II0-00pa MeTaGoNHUTHA KOMIICHCANHs € biia
OCTHIHATA IIPH EXHOBPEMEHHO NpHIOXKeHHe Ha MeTdopmmn u glimepiride, cpaBHeHa
KOMIIEHCANHATa IpH ynoTpebara Ha METHOPMUH CAMOCTOATEIIHO.

e Kombunupano neuernue ¢ HHCYIHH

JiamanTe 33 KOMOMHMpAHA Tepa#s ¢ HECYNHH ¢a OrpanpyeHn. EIHOBPEMEHHO JEUCHHE C
HHECYIHH MOXE [ 3a[l04He IIPH [AHeHTH, JHET0 ChCTOSHAE He € 3aJ0BOAUTENHO OBIANIHO C
MakcuManHA 5o3u glimepiride. Tipr aBe mpoydBaris eHOBPEMEHHOTO JEUCHHE C AMYX H
WHCYAMH BOZH [0 CBHIINTe mNOpoOpeHHs Ha MerabonmMTHATA KOMISHCAIMA Kakio ¥ [pH
IPHIOKEHAETO HA WHCYIHH CaMOCTOSTENHO; [IPH KOMOHAMpaHOTO NedeHue obade, mo-HucKa
CpcAHa no3a WHCYIH € JocTarp4vHa.




5.2. PapMaKOKHHETHYHH CBOHCTBA
® Abcopbyua
BuopamqurocTTa Ha glimepiride el IEpOPANEO IPHIOKEHHE € TTBIHA. IIpuema Ha XpaHa

HIMA 3HAYHMO BIMAHME BBpXy abcopfiusara, camMo CKOpOCTTa Ha abcopbums nexa ce
poHmxapa. MakcuManHa cepyMHa KoHueHTpanus (Cmax) ce focTHra AprOIH3NTEHO 2,5 Yaca
citen nepopanel npreM (cpexso 0,3 pg/ml cres; MHOIOKpaTHO NO3HpaHe Ha 4 mg KHEBHO).
3aBECcHMOCTTA Mexny nosata ¥ Cmax u chorBerHo AUC (njomra TOA XpuBaTa
BpeMe/KOHUCHTPAIMA) € NTHHCHHA.

® Paznpedenenie

Glimepiride nma MHOro Manbk 06eM Ha pasnpemelleHHE (HPHONH3UTENHO 8.8 1) koo
TIpHOHEZHTENHO € eKBHBANeHTEH Ha 00eMa Ha PasNpe/eieHue Ha anGyMpH, BUCOKa CTeeH Ha
CBBp3BaHe ¢ NPoTeHHuTe (> 99%) 1 HUCHK KIUPHHC (IPHOIHIUTETHO 48 ml/min).

Ilpu xusoTHH, glimepiride ce exckpernpa B MAAKOTO H TPEMHHABA TIP3 MUIAUCHTATA.
ITpevuBaBaHeTo npe3 KPEBHO-Mo3byHaTa 6aprepa e HHCKO.

o Buompancopmayus u enmMuHupane

Cpexuust npeobianasaly cepyMeH IIONYXHBOT, KOHTO € OT 3HAUCHHC 34 COPYMHUTE
KOHI[CHTPALAH B YCHOBHATA Ha MHOTOKPATHO ZO3UpaHe, € OKOJO 5 go 8 gaca. Cnenl BIHCOKH
FIO3H © OTOEeNA3aY MATKO TO-EENBL TONYKEBOT.

Crient eX{HOKpPaTHa F03a PafHoakTHBHO Gelsisan glimepiride, 58% oT panHOaKTABHOCTTA CE
OTKpHBa B ypuHEaTa 0 35% BB (examute. He ce oTkpABa HENMPOMEHEHO BEINECTBO B ypAHATA.
Jipa MeTaboIMTa — BAH-BEPOATHO NONYYCHH UpH METAOONM3HpaHe B HEPHUA npob — ca
pIeHTHGHUUEPAHY KAKTO B YPHHATA TaKa U BbB GeKamiTe: XHAPOKCH POX3BO/HO 1 kapbokcH
mponseomEe. Criefi Iepopanso Nprioxenne Ha glimepiride KpaliHuAT VOMYXHBOT Ha TE3H
MeTaboIuTH € CHLOTBETHO 3 10 6 9aca u 5 mo 6 yaca.

CpaBHABaHETO MEXKIY €XHOKPAaTHO u MHOTOKpATHO JO3MpaHE BEAHEK JHEBHO HE IOKa3Ba
3HAYATENHH Pasiuyes BEB (apMaKOKMHETHKATA H pasHIuaTa MEXKXY OTACHHATE HHIHBHIA
ca Muoro Mankd. He ce HaOmofaBa 3HAYHTEIHO KyMyAHpase.

@apMAKOKHHETHKATA € CXOMHA IIPH MBXE H JKEHH, KaKTO H YIpH MIamd ¥ NanucHTH B
HanpeAHana B3pacT (Hax 65 romuns). IIpy DanpeHTH ¢ HUCHK KPeaTHHHHOB KIHPBHC HMa
TeHneHIHs KEM IIOBHIIAaBage KNupbHca Ha glimepiride # pH cpeiHK CEPYMHE KOHUCHTPAIIHH
XM TIOHEIKABAHE, Hali-BEPOSTHO PE3YITAT OT IO-GBP30TO eNUMUHHMpate Ha AMYX HOpaH mo-
cnaboTo CBBP3BaBe C NPOTeHHHUTE. ENUMUHHpAHETO Ype3 O6n0penuTe Ha ABATA MeTaboIaTa ce
BiOIMaBa. Karo I#no, IpH TAKHBA MAHMEHTH HE MOXE [la ce NIpHeMa, 4€ ChHOECTBYBA
HAOIIBIHUTENEH PHCK OT KyMYJIHpaHe.

DapMaKOKHHETHKATA IPH NeT HauenTa Oe3 gualeT, Cief onepaly Ha MUTBYHIA KaHa €
moo0Ha Ha TAa3H IPH 3ApaBH HHIHABHIIH.

5 3.[Mpencanydyny JafHH 32 0€30MacHOCT

Edexrure Ha Amyx, yCTaHOBCHH HpH NPEAKIMHUIHHTE NPOYHBAHMA, C4 rabmofaBaHu
TpE JO3H TO-BHCOKH OT MaxCHMalHHTe MO3W 3a X0ps, [PUNATAAY "TIpH  KIHHWIHHTE
mscremparms. OTTYK B MHOTO MAIKOTO 3HAYCHWE 32 KIMHMYHATA:IpAKTAKA KOETO HMAT, Thi




KaTo ca TpeU3BUKAHM 0T (hapMaKoTHHAMHIHOTO BEHCTBHE (XUIIOTHMKEMEHA) Ha (QpaxipsTa.
TIaHHHTE Ca OlieHCHU Ipe3 CTAHJApTHY (papMaKOIOTHYHY TECTORE, TECTOBE 32 TOKCHYNOCT TIPH
MHOTOKDATHO AO3MpaHe, TeHOTOKCHIHOCT, KaHIEPOreHHOCT H PETPOAYKTHBHA TOKCHTHOCT.
Ipz TecroBere 3a DENPOAYKTHBHAZ TOKCHYHOCT (KOMTO BKIIOWBAT eMOPHOTOKCHYHOCT,
TEpaTOTEHHOCT M TOKCHUHOCT NpPH PasBHTHETO) € YCTAHOBEHO, € HEKCHAHHTS edexTu,
npesu3BEkany oT glimepiride npu JXEHCKH JKUBOTHM M TEXHHTE MAJNKM Ca BTOPHIHH O
OTHOIICHHE Ha XHNOTTHKEMIIHNS edeKT.

6. ®apManeBTHYHH JAHHH

6.1. CnrchbK Ha MOMOINEHTE BEINECTBA H TeXHHTE KONMIeCTEa

Lactose monohydrate, microcrystalline cellulose, povidone 25, polysorbate 80,
crospovidone, colloidal silicon dioxide, magnesium stearate.

OcBeH T0Ba CHOBPIKAT H OLIE!

AMYZX 1: iron oxide red /E 172/

AMYX 2: iron oxide yellow /E 172/, indigo carmine aluminium lake /E 132/
AMYX 3: iron oxide yellow /E 172/

AMYX 4: indigo carmine aluminium lake /E 132/

6.2. PmzuKo-XMMHIHI HeCEEMECTHMOCTH

He ca ycranopenu.

6.3. Cpok Ha yroAHOCT

2 TonEEA

6.4. Coenpanuu YCI0BHA HA ChLXpaHeHHE

Da ce cexpansea mox 30°C.

6.5. [Iannu 33 oHaKoBKATa
BmucTep or Hempospauso namusupaHo OPA/AVPVC/Al gommo, uupOpManms 3a

TNAHCHTa, KapTOHEHa Ky TH.

Craepixapye Ha 1 onakoBKa:
30, 90 mm 120 rabnerxu

7. Vive B agpec Ha NPUTEKATEIA Ha pajpenieHnero 3a ynorpeba
ZENTIVA a.s., Hichovec, Slovak Republic

8. PermcTpanHoHeH HOMED B PErHCTHDA o wik. 28 oT 3JTAXM

9, Nlaya Ha NBPBO _pajpelaBaHe 33  ynorpeda Ha JIeKAapCTBCHHA IPOAYKT
(HonHOBABaHE HA PA3PEIHEHHETO) ‘

JlaTa Ha mocnenna pefakiys Ha Texcra: 30. 11. 2005 r.
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