. 1.3.1 Glimepiride
SPC, Labeling and Package Leaflet BG

JUCTOBKA

IIpouyereTe BEAMATEIHO TA3H JIHCTOBKA NPENH A 3aN09HETE A NPUJIATATE JIEKAPCTBOTO.
- Jana3ete Ta3u nucTtoska. Moske aa ce HaJloKM Aa 1 MpPoUYeTeTe OTHOBO.
- AXO HMaTe OIIE BBIIPOCH, MO MONMTAHTE JIEKYBALIMS CH JIeKap WIK (papMajIesT.
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Kakso npeacrasiasa Meglimid u 3a kakBO ce H3non3sa.

[penu na npuemere Meglimid
Kak na npuemare Meglimid.
Bh3MOXKHH HeXXe1aHH peaKlyH.
CexpancHue Ha Meglimid
HonbnuurenHa napopmailu

R

Meglimid 1 mg, 2 mg, 3 mg, 4 mg and 6 mg tablets
Meraamua 1 mg, 2 mg, 3 mg, 4 mg u 6 mg Tabjerkn
Glimepiride / rmamMenupH

- AKTHBHO BewecTso: glimepiride

- TloMolHU BEeLIECTRA: TAKTO3a MOHOXHAPAT, HATPHUEB HULUECTCH MTHKOI4T, MHKPOKPHCTAIHA
uenynosa, nosuAoH K30, marneanes creapar, Tabnerky ot 1 mg: yepBeH kene2eH okcug (E172),
TabJIETKH OT 2 mg: XBJIT XKenedeH okcua (E172), uaauro kapmuH (E132), Tabnerku o1 3 mg:
KBIT xene3eH okeua (E172), Tabnerxu ot 4 mg: unauro xkapMuu (E132), Tabnertkn ot 6 mg:
sunset yellow (E110, azo onperyuremn).

HpomusBo/mTen ¥ IPHTEXATE Ha PaspeIiCHHETO 3a ynoTpeba:
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, Closenus

. 1. KAKBO HPEACTABJ/IABA MEGLIMID H 3A KAKBO CE U3I10JI3BA

Meglimid nourmxkaBa xpeBHaTa 3axap, YaCTUYHO Ype3 yBenH4aBRaHe Ha cOOCTBEHATA NIPOAYKLIUA HA
MWHCYTHH B OPraHH3Ma H YaCTHYHO Ype3 3acHJIBAHE HA edekTa HA COOCTBEHNUA HHCYJIMH B OPraHH3Ma.
Meglimid ce u3non3ea 3a neyernne Ha 3axaped muader TN 2 (Bp3pacTos auadeT), Koraro He ce
MOCTHTa 8AEKBATEH OTIOBOP HA JIEHSHHETO CaMO ¢ JHeTa, HAaMaJleHHe Ha TerJloTo U (U3HUYECKO
HaroBapBaHe. Meglimid Moxke 1a ce H3non3ea 1 B KOMOHHALMA C HHCYIIHH.

2. 1IPEJIA A B3EMETE MEGLIMID
He npremaiite Meglimid

- aKO CTE CBPbXYYBCTBUTENHM (anepruynu) kbm glimepiride, Apyru nekapcTBEHH NMPOAYKTH OT
chbUIaTA rpyna (CyupaHuNypeHHU CpeacTBa WK CYA(OHAMHIM) K HAKOA OT APYTHTE
crcTaBkd Ha Meglimid.

- aKO WMATe MHCYNIHH-3aBUCHM guaber (Tl 1), XumeprimvkeMH4Ha Uy XHITOTITHKSMHTHA KOMa
(Oe3cb3naHue) M KeToauuao3a (IOBHIIEHA KUCETHHHOCT B Dpraﬂﬂama) I TexKa 6BOpeyHa
HJIH YepHOAPO0HA HEOCTATbYHOCT g |
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1.3.1 Glimepiride

SPC, Labeling and Package Leaflet BG

BanmagsaiiTe ocobeno ¢ Meglimid:
- HuBOTO Ha 3aXapTa B KpbBTa ¥ YpUHaTA TpA0Ba 4d ce IPOCACAABA PEACBHO,
PHCKBT OT NPEKOMEPHO TOHHKEHHE HA HMBOTO Ha KPHBHATA 3aXap (XUNOrAHKEMMS]) € TIO-
BHCOK OT 06MYaiftHOTO Npe3 MhpBUTE CEAMHIM Ha JieueHue ¢ glimepiride.
- [Tpu 6H0pedYHO B YepHOAPOOHO YBPEXKIaHE H MO BPEME Ha IIPOAB/DKHTEIHO I1a yBaHe
ehekThT Ha ghimepiride 3a moHHXKaBaHe HA KPBBHATA 3aXap MOXKE Aa ObJie TBbPC CHIIEH.
- AKO W3N0I3BaTE €THOBPEMEHHO JPYId ICKapcTBA HIIKM NPHPOAHH NPOLYKTH {BHXK pa3ael
~lIpPHEM C APYTH JIeKapcTRa™). |
Hmmmmmmmxmﬂmm ‘HA.}
(xeummnma mm}mﬁa c6 pasbHe npn AGUMEHTH, Hpﬂmmmm ema
nok030-6-pochar AexuaporeHasa.

CHUMINTOMH HA XUTIOTITHKEMHA MOYKE [a CE MTOABAT

- aKO U3MON3BATE APYIH JIEKApCTBA 110 ChLUIOTO BpEME,

. aKO Npeao3upare TOBa NeKapcTBRO,

- aAKO C€ XPaHNUTE HEPE/IOBHO,

- aKO MMaTe TeMneparypa,

- aKo CTe IOAJIOKEHH Ha CTpec,

- aKo nmpasuTe nosevye GH3NYECKH YCHIIMA OT OOUKHOBEHO,

. aKO KOHCYMHpPATE aJKOXOI.

CuMnTOMUTE HA XHMOTJIHKEMH (IIPEKOMEPHO HHCKA KPBBHA 3aXap) BKIIOYBAT 7aj, caabocT,
M3NOTARAHE, HEPBHOCT, TPENepeHe, Oe10CT H r1apob0oaHe, a MOXKE Ja BKIIFOUBAT JaXe H I'bPYOBE U
3ary0a Ha Ch3HaHMe. Te3n ycemanng oOMKHOBEHO H3ue3BaT Obp30 cie/ moemaHeTo Ha 3axap. llopaau
TOBA BHE TpAOBa BUHATH JIa HOCHUTE ChC ce0e CH 3axap IO/ HAKaKBa (pOpPMa, HAIIp. TIII0K034, IIOAOB
COK, 1IUOKONAJ H/TH HEO moAo0Ho. Mo HMaldTe NpeABUI, Y€ H3KYCTBEHHUTE NOACIa HTEIId HAMAT
epeKT. AKO NMOSMAHETO Ha 3aXap HAMa epeKT IR CUMIITOMHTE CE NOABAT OTHOBO, CBBPIKETE CE C
IeKyBalU[UA CH IeKap.

CAMOTOMHWTE Ha XUINEPTIMKEMHUA ([IPEKOMEPHO BHCOKA KPBBHA 3aXdp) BKIKOYBAT XKaKIa, YCCTH
MO3UBH 32 YPUHHUPAHE, CYXO0Ta B YCTAaTa H CyX0Ta Ha KoxKaTa. B TakHBa CciIyyaH, CBBPXETE € C

NEKYyBallHA CH JICKap.
Ipu HemacTHA clyuau, oneparnusa WiH deOpHIHA ChCTOSHUA MOXKE /12 € HE0OX0AMMO NMpeMHHABaHE

CbM JICHCHHC C HHCYIINH.

fIpnem na Meglimid ¢ xpana H RAaIATKH:
Baemere Meglimid kaTo eAHOKpaTHa 103a BeHAra NMPeAU WIH ChC 3aKyCKaTa Wil TEPBOTO XPaHCHE
3a jieHd. [IperrsTHeTe Tabnerkure Meglimid uenu ¢ Bona (noHe Y2 wauia).

bpemennocT
He w3nonssaiitre Meglimid no speme Ha GpemMeHHOCT. AKO IL1aHupare ga 3adpeMeHeere, 0OCheTe

JIGYEHHETO CH C JIEKYBAIMA CH JIEKap.

Knpmene
Glimepiride mpemuHaBa B kepmaTa. He uznonssatite Meglimid, ako kepmuTe.

[Hopupane 1 paboTa ¢ MAIMHHNA:

CriocoOHOCTTa BH 33 KOHLEHTPALIMA H pearpaHe MOXe [a € YBpeAcHa B pe3ysraT Ha TBBp/e HUCKO
WY TRBPAE BUCOKO HHBO Ha KPBBHATA 3aXap WK, HATPUMEP, [IOPaJIH YBPEXKAAHE Ha 3pEHHETO,
NPEM3BAKAHO OT TE3U ChCTOsIHMIA. ToBa MOXKe Ja ObAe PUCKOBAHO B CHTYALHH, IIPH KOHTO TE3M
¢crocOOHOCTH ¢a OT 0cOOeHO 3HaueHue (Hanp. wodupane Wik padora ¢ MalunHM). Ilopaau Tosa Bue
TpsabBa na oOCEANTE C JIEKYBANIUS CH JISKap JAM € MpenophYHTETHO 34 Bac A3 HID¢)Hp&TE: WM 1a
paboOTHTE C MALLIHHU. S
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1.3.1 Glimepiride

SPC, Labeling and Package Leaflet BG

Enna ot ceeraBkute Ha Meglimid Tabnerku e nakto3a. Axo ca BH OTKPHITH, Y€ HMAaTe HEMOHOCHMOCT
KbhM HAKOH 3aXapH, CBbPKETE Ce C JIEKYBaLUMA CH Jiekap npeau Ja npuemere Meglimid Tabnetks.
Hsakou oT OLIBETHTENHTE, H3MOJI2BaHH B TA0JETKUTE (4epBeH xKeNe3eH okCua K172, 5KbaT KCAC3CH
okena E172, vaguro kapmuH E132 unu sunset yellow E110, azo oupeTyTen) Mmoxe Jia NpeIH3BHKAT
peaKLHH HA CBPEXYYBCTBHTEIIHOCT.

[pHeM Ha ApYrA JekapcTea

EdexrsT Ha Meglimid moxke ga O6b¢ 3aCHIICH MIIH OTCabeH, aKko ce NpUeMa eJHOBPEMEHHO C JIpYTH
neKapcTBa. Te3u eKapcTBa BKIIOUYBAT:

- UHCYAWH WM JIPYTH aHTHAHA0ETHH CpeCTBa, MPHeMaHH Mpe3 yCTara
- HAKOH CYA(pOHAMUIM C NPOABIDKHTENHO JSHCTBHE

- metformin

- TETPAUMKIMHU

- CATTHIWIIATH H P-aMHHOCAIHIIMIIOBA KMCETHHA

- MAO unxuburopn

- aHA0OHU CTEPOHIA H MBXKKH IIOJIOBH XOPMOHH

- XHHOJIOHOBH aHTHOHOTHLIU

- chloramphenicol

- KYMapHHOBHM aHTHKOAryJaHTH

- miconazole

- ACE unxuburopu

- fluoxetine

- allopurinol

- €CTPOIr€HH H I'eCTAlCHYU

- CaNypPCTULIH, THAZHUIHW JUyPETHLH

- XOPMOHM Ha IIATOBHAHATA }iJie3a, NIIOKOKOPTUKOCTEPOHIH
- (PEROTHA3ZHHOBH NMPOH3BOIHH, chlorpromazine

- OYHUCTHTEIHH (PH NPOABDKHTEIHA yIIoTpeda)

- phenytoin

- riroKaroH, 6apburypartr | rifampicin

- acetazolamide.

ITopaan ToBa, MONA YBEIOMETE JIEKYBALLYs CH JICKAp HIH (papMalleBTa, aKo IIpHEMATe HJIM HACKOpO
CTE [PHEMAIH HAKAKBY APYIH JIEKAPCTBA, JOPH TE3H, KOWTO HE €4 BH NPEITHCaHH OT JICKap, Wil

[IPUPOAHH NPOAYKTH.

IIpreMBT Ha aTKOXO0JI MOKe J1a 3aCHIH WK oTciabu edexra na Meglimid 3a nonvkaBaHe Ha
KpLBHATA 3axap.

BHHAryu ce CEBETBANUTE C JIEKYBAIUS CH JICKap, IPEeHX 1A 3arovyHeTe Aa [IpueMaTe e JHOBPEMEHHO
JIPYTH JIEKapCTBA.

3. KAK JIA TIPUEMATE MEGLIMID

[Ipuemaiite Meglimid To4HO KaKTO IEKYBALMAT JIEKap BH € MpeANHUcan. AKO He CTe CUFYPHH, TpaOBa
/1a ce MOCHEBETBATE C JICKYBALLUA CH JIEKap HIIH ¢ apMalepra. OOHualiHaTta 1032 3a BE3pacTHH ¢ 14
mg AHEBHO, B 3aBHCHMOCT OT CTOHMHOCTHTE Ha KPLBHATA BH 3axap. MakcHmanHara AHEBHA 1032 € 6
mg. MHoro e BayKHO /ia He NPOIycKaTe XpaHeHe no Bpeme Ha nedenue ¢ Meglimid. KeM nevennero
MOJKE J1a CE TIPHGABH HHCYJIMH. B Takb cilyuail, JeKapaT I BH TpeAriuine H]—I,I[HBH,I[}"HJ‘IHB, no3a

HHCYJIHH, KOATO € NTOX0AA1I4 34 BidC.
r' e | - ' LEL\'
L . . L .-.L L

AKoO HMaTe 9yBCTBOTO, Y€ edpekThT Ha Meglimid e MHOTO culieH flib'ﬂ»l TB’Bp,I[B cnaﬁ, 1o ) BAHTE C€ C
NEKYBAallHA CH JIEKap HIH papMaleBTa. '}
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' 1.3.1 Glimepiride
SPC, Labeling and Package I caflet BG

Axo npemere nopede Meglimid 0Tx0IK0TO € HEODXOAHMO:

TpatBa He3abaBHO Ja ce CBBPXKETE C Jiekap WK ¢ onHuua. CHMIITOMHTE MOXKE Ja ¢e MOABAT 10 24
yaca ¢ae normsliane Ha Meglimid TabmeTkn.

CYMIITOMMTE Ha MPEAO3MPAHE MOXKE 1A BKJIIOYBAT HUCKA KPBBH2 3aXap, raficHe, NoBpbilade, KOpeMHa
O0OnKa, 0e3MOKOHCTBRO, TpElEpeHe, HAPYWIEHHA HA 3PSHMETO, HAPYLUEHHA Ha KOOpAHHAIIMATA,
CHIIMBOCT, Oe3ch3HaHue (Koma) ¥ repyoBe. [IpH mojo3upane Ha npefo3upaHe TpsaOBa He3abaBHO A4
MpHEMETE 3aXap, TUIOJA0OB COK MMM Hello n1oac0Ho. XpaHa u HanmuTkyd o0ade He TpadBa Aa ce AaBar Ha
OoneH B Oe3Ch3HAHME.

AKko 3a0papure g1a B3emere Meglimid
Ako 3abpapHTe aa B3eMere TabIeTKHTE, He IPUEMaHTe NO-BHCOKA 034 CIICABAIIHA IThT, 8
IPOXBJDKETE C ICUSHHETO CH KAKTO OOHKHOBEHO.

Edexrn npa ciapane na Jeaennero ¢ Meglimid
Bs3MOKHO ¢ CTOMHOCTHTE Ha KpBBHATA 3axap Aa ce nopHwar. IloceeeTsanre ce ¢ ICKyBaiusa CH
JeKap, nNpea Ja CIpeTe JTeUEHHETO.

4. Bb3MOKHH HEXEJAHHA PEAKITHHA
Kakro BcuukH aekapctea, Meglimid Moske fa uMa HexxellaHH peakLuH.

Penky He)xenaHu peakuus (kowro 3acarart Hag 1/10,000, vo mox 1/1000 6onnHn):
[IpoMeHH B KpbBHaTa KapTHHA (0OMKHOBEHO 00paTHMH MPH NPEYCTaHOBSBAHE Ha JICUCHHETO)
MOHMKCHKE Ha CTOMHOCTUTE HA KPLBHATA 3axap.

MHoro peaky HexkeNlaH| peakumH (3acarat nox 1/10,000 naqueHTH):

["aneHe, MoBpHINaHe, JHAPHA, YYBCTBO HA ITBIHOTA, KOpeMHA 00JKa, YBpeieHa YepHOApoOHa (yHKITHA
(HarpuMep peuxka Ha OTTHIAHETO HA HUTHUKATA M KbJITSHHIA), XeIATHT, YepHOApoOHa
HCIOCTATHLYHOCT, TEXKKH PeakKliyii Had CBPbXYYBCTBHTEIHOCT (3a1yX, IOBHIIIEHO apTEPHAJIHO HAJIAraHe,
LIOK ), QJIEPIrHYCH BACKYJIHT, CBPBXUYBCTBUTCIHOCT KbM CBETIMHA, NOHWXKEHHE HA CCPYMHHTE
KOHIIEHTPAIIHH HA HATPHH.

Moske Ja Bh3HUKHAT H CIEJHHTE CHMITTOMH: ITOBHINEHH CTOMHOCTH HA YEPHOAPOOHHMTE €H3UMH,
KOXKHU PeakiiMy Ha CBPLXYYBCTBMTEIHOCT, KaTto Chplexk, 0OpHB ¥ ypTUKapui, KakTO H KPhCTOCaHA
ajieprusi KbM cyndaHmiypeiiHH IIpOAYKTH UK CYJIIOHaAMHAOHN.

Moske Ja ce pasBHAT CBINO U NPEXOAHH 3PHATENIHM HApYIUCHUA, OCODEHO B HAYAJIOTO Ha TEYCHHETO.

AK0 320€MeKHTe HAKOH CePUO3HHA HITH TPEBOKHHM CHUMIITOMH, KAaTO XEITEHHIA HIH 3a1yX, CBBPKETE
ce He3a02BHO ¢ JIeKyBalliug CH ICKAp.

AKo 3a0e/1e)KUTE HAKAKBH HEXEIaHU peaKkUMu, KOUTO HE Ca CIIOMEHATH B Ta3H JIHCTOBKA, MOJIA
YBCAOMETE JICKYBALLMS CH JIEKap WIN (hapMAaLICBTA.

5. CbXPAHEHHE HA MEGLIMID

Jla ce chxpaHsBa Ha MECTa, HEAOCTHIHHE 34 NCHA.

Hsma crieuraiHu nmpeania3Hd MEepKH 3a ChXPaHCHHE.

He ynmoTpebsaBaliTe TOBa IeKapCTRO CJI€/ AATATa HA M3THYAHE Ha CPOKA Ha IOAHOCT, YKa3aH BhPXY
OMaKOBKaTa.

6. JOMbJIHUTEJHA HHO®OPMALAS SN
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Ta3zua nucToBKa € 0a00peHa 34 HoCJIeFEH OLT HA
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