PANE ESP WA
Jueroska: nngopmanns 3a nanMeHTa

Maapac MR 60 mg TadjieTKH ¢ H3MeHeHO 0CBODOK/IABaAHE
Madras MR 60 mg modified-release tablets

(rnuknaszun /gliclazide)

[Ipoyerere BHHMATEHO UAJIATA JIMCTOBKA, MPE/AH /1A 3all0YHETe /1a IPHeMAaTe TOBA JIEKAPCTBO, ThH

KATO T8 Ch/AbpAKAa BaxHa 3a Bac undgopmanus.

- 3anasere Tasu JUCToBKa. MosKe /1a ce HAMOKHM J1a 5 POUETETE OTHOBO.

- AKO MMaTE HAKAKBH JIONBbJIHUTEIHH BLIIPOCH, nonuTaite Bawus aekap uian gpapmailesr.

- ToBa niekapeTBo € npejnucano JnyHo Ha Bac. He ro npeorcrbensaiite Ha apvru xopa. 1o moxke jaa

HM HABPE/IH, HE3ABUCHMO YE NPHU3HAIIMTE HA TAXHOTO 3a00/1siBaHe ca ChluTe KaTto Bawure.

- AKO OJIVUMTC HIKAKBH HCIKC/IAHM JIGKAPCTBEHH peakiluu, yeejaomere Baluusiekap wiu
(papmauenT. ToBa BKJIIOYBA U BCUMUKH Bb3MOKHHW HEIKEIIAHU peakilii, HEOMMCAHHU B Ta3H JIMCTOBKA.

Buzxkre Touka 4.

KakBo ¢bbpka Ta3H JIMCTOBK:

ks CakBo npeacrasisa Maapac MR u 3a kakBo ¢¢ U3110/13Ba

2 KakBO TpsOBa aa 3naere, npeau aa npuemere Maapae MR

3. Kak J1a npuemare Majpac MR

4. 3H3MOKHH HEXKEJIaHHW peakiivu

3 Kak Jla ecbxpanasare Maapac MR

0. Cbabp/kaHue Ha ONaKOBKATa M JIONbJIHUTEIHa HHpOpMallns

1. Kakso npeacrasisiba Majapac MR u 3a KakBo ce H3110/13Ba

Majipac MR 60 mg rabieTku ¢ U3MEHEHO 0CBOO0XK 1aBaHe € JICKApCTBO, KOCTO MOHHKABA HUBOTO Ha
KpbBHATA 3axap (OpaJiHO aHTHIHA0CTHYHO JICKApCTBO NPUHAJJICKAIILO KbM IpyliaTa Ha
cyipaHnIypeHHHUTE npenaparm).

Majipac MR 60 mg tadjieTkn ¢ H3MEeHEHO OCBOOOK/1aBaHEe ce M3I10/13Ba 3a JICHCHHUE Ha ollpe/ielicHa
gopma auader (3axapeH anadeT TN 2) NpH BL3PacTHH, KOraTo caMO JAHETHYHUTE MECPKH, (PU3HUYECKHTE
YHPOKHEHHUS H HAMAJISIBAHETO HA TCJIECHOTO TEr/10 HE Ca JIOCTATBbYHH 3a MO/UIbPKAHC HA HOPMAJIHH
CTOHHOCTH HAa KpbBHATAa 3axap.

s Kakso TpsidOBa 1a 3naere, npeau j1a npuemere Maapac MR

He npuemaiire Maapac MR
AKO CTC aJICPIrUYHH KbM I'JIMKIA31/1 UK HIAKOSI OT OCTAHA/IMTE ChbCTABKH HA TOBA JIEKAPCTBO
(M30poeHn B TOUKA 6), HJIM KbM JIPYTH JIEKApCTBa OT chliara rpyna (cyiadannaypeiinm
[NPOJIYKTH), HJIK KbM JIPYI'H 110/I0OHH JIeKapcTBa (XHITOIMIHIEMHUYHH CYIPOHaAMH/IH);
aKo ¢cTpajlate OT HHCYJIMHO3aBUCHUM auadeT (tun 1):
aKO UMaTe KeTOHHHM TeJla W 3axap B ypuHara (ToBa MOKE Jla 0O3HayaBa, ye umare JiJuabeTuyuHa
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[MpeaynpexaeHua H NpeaNa3zHy MEPKH
["oBopeTe ¢ Bawusg nexap npeau na npuemere MAJIPAC MR,

Bue tpabsa na cnaspare sededuus nnau, npeanucan or Balus nekap, 3a 1a 0b4aT AOCTUIHATH
HOpManHK CTOMHOCTH Ha KpbBHATA 3axap.

ToBa g3HauyaBa, Y€ OCBEH PEAOBHOTO npHeMane Ha tabysieTkute, Bue TpsbBa aa cnassare AWETHUYECH
PEXHKM, 14 NPaBUTE PUIMUECKH YNPAXKHEHUS H, aKO € HeOOX0AUMO, Na HAMANIUTE TENECHOTO CH Terjo.

[lo Bpeme Ha IEHEHHETO C FIIHKNA3N] € HEODXOAUMO PEAOBHO U3CEeABAHE HA KpbBHATa 3axap (¢
€BEHTYATHO 3aXapTa B ypHHaTa), a CbUI0 W Ha rAnKkupasua xemornobuu (HbAIC) npu HeobxoanMocT.
[1pe3 mbpBUTE CEAMHULIH HA IEUEHUETO PUCKBT OT MOHWKEHHE HA KPbBHATA 3axap (XUNOINUKEMHS) €
NOBHILEH, 3aTOBa € HEOOX0AUMO NO-YECTO MEAULIMHCKO KOHTPOIUPAHE, -

HUCKK CTOMHOCTH Ha KpbBHATA 3axap (XHNOrIHKEMHUA) MOTAT [1a €€ NOABST:

—  aKO C€ XPaHHTE HEPEAOBHO UM NPONYCKATE OCHOBHH XPAHEHHA;

— @Ko rjnapyBare;

—  AKO CTe C HEeI0XPaHBaHe,

—  aKO NPOMEHHUTE XPAHUTENHUA CH PEXKUM;

— aKo yBenuuuTe PpU3ruecKkara Cu akTHUBHOCT, @ KONUYECTBOTO Ha NpUeMaHuTe oT Bac
RLIIEXUIPaTH He CLOTBETCTBA Ha TOBA YBEIKUEHHE,

—  aKO KOHCYMHPATE anKkoxoil, ocodeHo B KoMOMHALMA C NPONYCKAHE HA OCHOBHHU XPAHEHWS;

—  aKo npydemare Apyr# nekapcTea MW HaTypaniu JeyebHU NPOAYKTH MO ChLLIOTO BpEME;

—  aKo NpHEMarte NPeKaneHo rojieM 1031 FNYMKNa3na,

—~  aKo cTpajaare oT cneludMUHH XOpPMOHATHO-3aBUCKHM U 3abonssanuns (HapylleHa yHKUHKS Ha
LMTOBUAHATA XKJIe3a, HA XHNO(MHU3HATA XJ1€3a UJIK KopaTa Ha HaabbwOpeka); |

—  axo 6bbpeuHara uau YepHoapobHara BU PYHKUHKA € CHIHO HaMmalieHa.

A KO HMATE HUCKA KPbBHA 3axap, Bue MOXe 1a NoAy4uTe CACAHUTE CUMNTOMU: Fnasodonue, CHIeH rnaa,
. rajieHe, NOBpPbUIAHE, OTMNAAHANOCT, Pa3CTPOUCTBO HA ChHA, HEPBHOCT, arpeCHBHOCT, HaMalleHa
KOHUEHTPpaUUA, HamaneHa 0aAuTeNHOCT H 3a0aBeHU peakUHH, AernpecHs, 00bPKAHOCT, Pa3CTPOHCTBO Ha
3PEHHETO WK MOBOPA, TPEMOP (TpEnepeHe), CEH30PHH (CETUBHU) HAPYILLEHUS, CBETOBLPTEXK UM UYBCTBO HA
OC3NOMOLLHOCT.

MoraT 1a ce NosSBSAT ¥ CNEAHUTE CHMIITOMHU: H3NOTABAHE, XNaJlHa U BAaXHa Koxa, 6e3n0KONHCTBO,
YCKOpPEHa UK HEPUTMHUYHA ChpAeYHAa IeHHOCT, BUCOKO KPbLBHO HaNsAraHe, BHe3anHa cuiHa 6onka B
"bpAMTE, KOSATO MOXE A Ce pa3NpoCTPaHaBa KbM ChCeAHH 00aacTH (CTeHOKapans).

AKO KpbBHATa 3axap NPOABIKY A ce NMOoHWxaBa, Bue Moxe aa U3NaJIHETE B ChbCTOAHUE HA CUITHA
O0ObLPKAHOCT (AENIMPHYM ), /14 pa3BUETE KOHBYACHH, Ja 3aryOUTE CaMOKOHTPOJI, AULLIAHETO BH MOXKE A4
CTaHE NOBLPXHOCTHO, @ Chp/le4HAaTa BH ACHHOCT Aa ce 3adaBu, MOXE Jia u3najaHete B 0e3Ch3HaHHME.

I3 nosexero cliyyan CUMNTOMUTE HA HUCKATA KPBBHA 3aXap MNPEMHHABAT MHOTO ObpP30 KOrato
KOHCYMHUpaTe 3axap [oJ HAKakea GopMa, Hamp. TabNETKH [II0K03a, 3aXapHu BYUKH, Cnaabk COK,
NoOACHANAEH YaH.

[To Tazu npuunna Bue Tpadbsa BnHary aa HocuTe ¢he cebe CH HAKAKBLB BHJ 3axap (IMOKO3HH TabNeTKH,
Oyuku 3axap). [lomHeTe, yue H3KYCTBEHUTE NOACNAAUTENH He ca ediekTUBHUA. Mons, cebpxeTe ce ¢ Bauwus
nexap nan ¢ Han-0nu3kara 60JIHHLA, aKO NPHEMAHETO Ha 3axap HE MOMOTHE UJIH CHMNTOMUTE CE NOABAT
NOBTOPHO.

CUMNTOMHUTE HA HUCKA KPBBHA 3aXap MOraT Jla OTChCTBAT, Na ¢a no-cnabo U3paseH Uil
HaBPEME, Ye KPbBHATA BY 3axap € cnajaHana. Toea MOXE Aa ce ClIYy4YH, ako CTE B HaNpe
C
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lipHemMaTe HAKOW nekapcTsa (Halp. TakMBa, ASHCTBALM BBPXY LEHTPANHATA HEPBHA C




On0KepH). ‘
AKO CTE B CbCTOSIHUE HA CTPEC (Hanp. 3J0N0NYKHA, XUPYPrUUHHU Oniepalny, TeMrieparypa v ap.) Bawmar
JieKap MOXe BPEMEHHO J1a CMEHH TOBA IEKAPCTBO C HHCYITHH.

CuMNTOMM Ha BUCOKA KPbBHA 3axap (XHNepriukeMHs) MOXe a ca HaJIHLLE, KOraTo rIMKNa3HiL OiLle HE &
[NOHWXUJ B AOCTATbHYHA CTENEH KPLBHATA 3aXap, KOTaTO HE CTE CNasuau neyedHUA niaH, npeinucan oT
Bawua nekap, ako npuemare NpoayKTH, CbAbPKaLLY XKbIIT KAHTaproH (Hypericum perforatum) (BrxTe
Touxa 2. /lpyru nekapctsa u Maapac MR”), unu npu cneuud4Hu CTPECOBH CUTYALUMH. TE€3N CUMITTOMMU
MOXKeE /1a BKNKOUBAT XKax/ia, YECTO YPUHHPAHE, CYXOTa B yCTaTa, Cyxa U cbpbdiua koxka, KOXXHKW UHQEKUHUH
U HamasieHa paboTocnocobHoCT.

AKO HaCTBITAT TAKMBa CUMNTOMKW TpAaORa na ce cebpxere ¢ Bawus nexap uau dapmauest.

Hapywenre B KpbBHATa 3axap (HUCKA WM BUCOKA KPbBHA 3aXap) MOXKE a €€ MOoABH, KOraTo FNKKNA3UA €

Nnpealucal ¢ JHOBPEMEHHO C JIEKAPCTBA, NPUHAAJEKAIUHY KbM KJIAC aHTHOWOTULIW, HapEUEH!

(pyopoxnHonoHu, 0CoBEHO Npu nauMeHTH B cTapyecka Bb3pacT. B To3n cnyuaid, BamusT nekap we Bu
NPHNIOMHU BAXKHOCTTA OT MPOC/ICAABAHE HA KPbBHATA 3axap.

AKo BbB Bawerto ceMelcTBO UMa UK Bue 3HaeTe, 4e nMaTe HacleICTBEHOTO ChCTOAHHUE JeHLIMT Ha
roko30-6-gocdat aexuapoerenasa (F6M]1) (aHomanus Ha EpUTPOLIUTHTE), MOXKE 1A ce NOsIBY
NOHKABAHE HA CTOHHOCTUTE HA XeMOTrJ0oDWHA M pasaj Ha EPHTPOUMTHTE (XEMOMUTHYHA aHEMHUA).
ObbpHeTe ce kbM Bawuna nekap npead Ja 3anoyHeTe Aa npuemare To3W NeKapcTBEH NPOAYKT.

Jlena u oHOWIH
Maapac MR 60 mg TabneTku ¢ uaMeneHo oceoboXkAaBaKe He ce penopbuBa 3a ynotpeba npu Aeua
Opajin JIMIICa Ha JaHHU.

Apyru aekaperBa u Maapac MR 60 mg tabaerkn ¢ H3amMeHeHo ocBoboKI1aBaHe
Hugopmupaiite Bawus nekap unu gapmaleBT, ako NpHEMarte, HaCKOpPO CTE NMpHeMani UKW € Bh3MOXHO
Jla NpHeMeTe APYrH NeKapcTaa.

[lonnxaBauMAT KpbBHATA 3aXap edeKT Ha MIMKITa3u MoxXe Ja CTaHe NO-CHEH U Aa HACTLNAT NPodAsH Ha
HUCKA KpbBHA 3axap, KOrato ce ynorpedssa HAKOE OT CJIEAHUTE JIEKapCcTBa!

— JIpYry fieKkapctsa, KOUTO ce ynoTpeOsABaT 3a NeYeHHUe Ha BUCOKA KPbBHA 3axap (nepopanHu
anTuanabeTHu cpeictea ; GLP -1 peuenTopHy aroHUCTH WM UHCYIIUH);

—  AHTHOMOTHUM (Hanp. cyNpOHAMUAH, KIAPUTPOMULIHH),

— JIeKapcTsa 3a JieHeHHe Ha BUCOKO KPbBHO HaNAraHe MM CbhpAaevHa He1oCTaTbYHOCT (DeTa-
Onokepu, ACE-unxubuTtops, KaTo Hamp. KaNnToONpXJi KK eHananpun);

— JlekapcTBa 3a JieueHue Ha rbOnyHy nHPpekuMn (MUKOHa300, PIyKoHa30);

— JIEKapCTBa 3a feYeHHE Ha A3BA Ha CTOMAaxa UM ABaHajaeceTonpbhcTHUka (H2-peuenTopHu

aHTarOHUCTH);

~  NeKapcTRa 3a NeYeHHe Ha AenpecHs (MHXHOUTOPH HAa MOHOAMHHOOKCH,1a3aTa);

~ 00nKoycnoKoABalllW HIIH aHTUPEBMATHUYHHU cpeacTsa (peHnndyra3oH, nbynpodes);

—  JIEKapCTBRa, ChAbPKALLK aNKOX0.

[loHmxaBaulUAT KpbBHATA 3axap edekT Ha rhinknhaiva Moxe Aa Obae otcnabeH ¥ Ja HACTbITU
MOBWILIABAHE Ha KPbBHATA 3axap npH yrnotpeda Ha €AHO OT CACAHUTE IeKapCTha:

~ JleKapcTsa 3a NeyeHne Ha 3aboNsSBaHUA Ha UEHTpaHATA HEPBHA CHCTEMA (XJIOPNPOMAa3HH);
—  JIeKapcTBa, HaMaiaBallK Bbh3naneHus (FMOKOKOPTHKOUAU);

— JleKapcTBa 3a JISYEHHE Ha acTMa MM KOUTO ce ynoTpedsapar no spemMe Ha pOAOB
(MHTpaBeHO3eH candyTaMoi, pUTOAPKH U TepbyTanun);

— JICKApPCTEAa 3a JICHCHHUC Ha 3a00n9BaHusA Ha rppaaTa, CHIHO MCHCTPYANTHO KP'b




eHAOMETPHO3a (AaHa300);
~  NPOAYKTH, ChbABPKALLA XKbJIT KAHTAPHOH,

Hapyuietve B kpbBHaTa 3axap {HUCKa WJIKM BUCOKA KpbBHA 3axap) MOxe 21a ce noseH, korato Maapac MR
Mg ce NpuemMa eAHOBPEMEHHO ¢ NeKapCTBO, NPUHAANEKAULO KbM KN1aC AHTHOWOTULH, HAPEUEHH
(OIYOPOXHHONIOHH, OCODEHO OT NAUUEHTH B CTAPUYECKA BbL3PACT.

Maapac MR 60 mg TabneTku ¢ uzMeneHo oCBODOXKAaBaAHE MOXKE /1a 3aCHNIN ePEKTa HaA JIEKapCTBa, KOUTO
1OTHUCKAT KPbBOCHCHPBAHETO (HAMp. BaphapuH).

[TocseeTnaiite ce ¢ Balina nekap npeau aa 3anovneTe Aa NpueMarte JApyr 1eKapcTBEeH NPOAYKT. AKO
nocTbiuTe B 6oNHULA, CbODLLETE HAa MEAULIMHCKNSA nepconan, ye npuemate Maapac MR 60 mg
TaONETKH C UBMEHEHO OCBODOXKJaBaHE.

Maapac MR ¢ xpaHa, HANKTKH H aJKO0X0!1
Mazapac MR 60 mg tabneTku ¢ u3MeHeHo 0CROOOXM 1aBaHE MOXE A Ce NpUueMa ¢ XpaHa H 0e3alIKOX0JIHH

HAMMUTKH.
KotcymauusTa Ha alKoXon He ¢€ NPpernopbyBa, ThbH KATO TOH MOXE 1A HAPYLLW KOHTPONUPAHETO Ha
Bawus anader no HenpeackasyeM Ha4dMH.

bpemeHHOCT U KbpMeHe
Manpac MR 60 mg TabneTku ¢ u3aMeneHo ocsoboxnasate He ce nNpenopbrsa 3a ynotpeda rno speMe Ha

OpeMeHHOCT. AKO cTe OpeMeHHa, cMATaTe, 4e MOXKE Aa CTE OpeMEHHa WK nnanupaTe OpEMEHHOCT,
NnochBEeTBANTE ce ¢ Bawing nekap taka, ye TOW na MOXe Aa BU Npeanuile no-noAxoasilo NeyeHue.

He tpsabsa aa npuemate Maapac MR 60 mg TabneTkn ¢ uaMmerneHo ocBoboxAaBaHe, JOKATO KbPMHTE.

lllogpupane u pabora ¢ MallIHHH

CnocobHOCTTa BM Aa ce KOHLUEHTpUpaTe HAK Aa pearupare Moxe Aa ObAEe HapyLleHa, ako KpbBHaTa BH
3axap e npekaseHo HUCKa (XUNOTrMTHKEeMHA) UAH NPEKANEHO BUCOKA {XUIEPIIIMKEMUS), UITA KO CE NOABAT
IPUTESIHY HAPYLICHKS B PE3YJITAT Ha TE3W CbCeTOoANUA. MMaiite npeasra, ye OGuxTe MOrnK Aa 3acTpalluuTe
cede ¢ unu Apyru xopa (Hanp. Kkoraro wogupare uin paborurte ¢ maiuan). Mons, nonutaite Bawus
neKap aant MoXeTe Aa uiodupare:

- K0 UMATE YECTH €MU30JM Ha HUCKA KPbBHA 3axap (XUNOrAUKEMHUA),

- KO CHTHAJIMTE 3a HUCKO KPBBHO HalsiraHe (XxunornukeMus) npu Bac ca cnabu unu nuncear.

Maapac MR 60 mg TabiieTkn ¢ H3MCcHEeHO 0CB000KAaBaHe ChALPAKR JAKTO34.
AKO CTe npeaynpeacHy ot Bawuung nekap, ye uMmarte HErMOHOCHMOCT KbM HAKOMW 3aXapH, CBBbPXKETE ce C

HEro Npean Aa NIPUEMaTe TO3H NEKaAPCTBEH NPOAYKT.
J. Kak na npuemare Magpac MR

Jlo34poBKa .
BuHary npyuemaiite ToBa 1€KapcTBO TOUHO KakTo Bu e kazan BawuaT nekap wnu dapMauesTt. AKO He cTe

CUI'YPHH B Hello, nonutaidTe Bawus nexap wnn ¢papMallent.

Jlo3ara ce onpenens oT nexkaps B 3aBUCUMOCT OT CTOMHOCTUTE Ha KPbBHATA BH 3aXap U €BEHTYANIHO OT
3axapTa B ypuHara.

[TpoMeHUTE BbB BLHLIHUTE PaKTOpH (HANp. HAManNsBaHe Ha TENECHOTO TErN0, NPOMSH * mmﬂaﬂ%ﬂk
YKUBOT, CTPEC) KK NOAODOPEHUETO HA KOHTPOJIMPAHETO Ha KPbBHATA 3aXap MOrart aa
BO3IUTE HA IIIUKIIA3nA.



[TpenopbyuTENHATA AHEBHA A03A € OT [OJ0BHH 10 ABE TaDNETKHU {(MakCUMyM 120 mg) B3€TH HaBEAHBK NO
BPEME Ha 3aKYCKa. T8 3aBUCH OT OTFOBOPA KbM JICHEHUETO,

AKO e 3ano4HaTo KoMOHHUpaHo neuenue ¢ Magpac MR 60 mg tadneTku ¢ u3mMeHEeHO 0CBOO0X 1aBaHE ¢
METPOPMHUH, HHXUOUTOP Ha anda-rnoKo3naazaTa, THa3oIUAHHANOH, HHXUOUTOD HA AHNENTHAWN
nentuaa3za-4, GLP-1 peuentopen aroHucT Uiy ¢ HHCYAHH, BallyusaT nekap uwie onpeaeiin HHANBAAYANTHO
32 Bac noaxojauiara 103a Ha BCIKO OTACIHO JISKapCeTBo.

AKO 3abenexeTe, e HUBATA HA KpbBHATa BH 3axap ca BUCOKH, BbNpeKkH, Ye npuemare Maapac MR 60
mg, TpsdBa aa kaxeTe Ha Baluws nexkap nan gapmauesr.

Hauun ¥ 0BT HA NPHIOKEHHE

[TepopanHo npyiaoKeHHne.

Tabnetkata MOXE Aa Obe pa3aeneHa Ha 1BE paBHH J03H.

Ilpuemaitte sBaluaTta TabneTka(yv) ¢ 4atlla 80Aa NO BpEME Ha 3aKycKa (W 3a NPeANOYUTAHE MO €AHO W CBIUO
BpeMe BCekH aeH). IIpernbutaire Tabnerxara usna Wi na nonoBMHKU. [la He ce AbBYaT UK HaTpoluasar.
BuHary TpabBa aAa ce HaxXpaHuTe Clie/l npyuemMaHeTo Ha tabnetkara(ure).

AKO cT¢ npueiv noseue oT HeodOXxoanmaTa ao3a Maapac MR 60 mg Tta0d1eTKH ¢ H3MeHEeHO
0CBOOOKAABAHE

AKO CTE nNpUENH NOBEYE OT HEODX0AUMHUA Opoit TaBNIETKHU, CBBPKETE C€ He3abaBHO ¢ Balliva fekap uiu
CbC CNELHOTO 3BCHO Ha Hali-0sin3kaTa Gosihuua. [lposiBuTe Ha npenosupaHe ca Te3H NpH NOHHKABAHE Ha
KpbBHATa 3axap (XMNOrJukemus), onucaHu B Touka 2. Te morar aa 0bAaT OBlaAsSHHU Ype3 He3adaBHO
[npueMaHe Ha 3axap (4 1o 6 OY4KH) WK TEHHOCTH, ChABPXKALULY 3axap, NOCNeIRAHO OT 00MNHA 3aKyCcKa
MJIK OCHOBHO XpaHEHe.

AKO NauMeHTbLT € B 0e3Ch3HaHMe, BEAHaAra MoBUMKaWTe Nekap MK nosukante bbpsa nomoul. Cbwloro
TpsaOBa 1a Objie HANPABEHO, aKO HAKOH ApYr, HANPUMEP ACTE € NOTbJIHAI HECH3HATENIHO U CNIY4YaiHO
NeKapcTBEHHA NPoAYKT. Ha naunenTtr B 6e3chinanue He Tpabsa fa ce Aapa XpaHa UAM BOAA.

BuHaru tpabea aa ce ocurypasa AoCTaTbHHO HHPOPMHPAHO NHLUE, KOETO MOXKe Ja ce obay Ha nekap B
Ciyual Ha CMEWHOCT.

AKo cTe nponycHaau aa npuemere Maapac MR 60 mg TalieTkH ¢ HaMeHeHO ocBOOOKAaBAHE
Baxxto € na npueMarte BalleTo JeKapcTBO BCEKM IEH, Thil KaTO pelOBHOTO JieueHre uma no-106bp edexT.
AKO BCe 11aK nponycHeTe aa rnpueMete eana ao3a Maapac MR 60 mg Tabnetkn ¢ H3MeHeHo
ocBobOXK/1aBaHe, NPHEMETE crnefiBallara ao3a tic obuyaiHoTo Bpeme. He BiemanTe ABo#HA 1034, 3a Aa
KOMIIEHCHpATE NponycHaraTa A03a.

Axo cte cnipean npueMa Ha Majapac MR 60 mg TabjieTKH ¢ H3MEeHEeHOo 0CBo00KAABaAHE

THH KaTo neuycHUeTo Ha AnadeTa ODMKHOBEHO NPOoALHKARA UAN X UBOT, BHe TpabBa na ce nochBeTBaTe C
Balwus nekap npeaH Aa-Cnpere Aa npuemare TO3M JIeKapcTBeH NpoAykT. CryupaHeTo My MOXE jia A0BEAS
70 NOBYILIABAHE HA KPbBHATA 3axap (XUNEePrinKkeMus), KOeTO BOAH A0 BUCOK PUCK OT YCJIOKHEHHA NpH
auadera,

A KO UMATE HAKAKBY JAOILJIHKUTENHN BbMNPOCH, CBRBP3AHU ¢ YIIOTPEDATA HA TO3H NPOAYKT, MOJIS,
nonuTaiite Bawina nekap vau papmauesr. |

4. Bb3MOKHH HeXKeJJaHH peakuHuu
KakTo BCHYKH JieKapCTBa, TOBa JIEKAPCTBO MOXKE Jla NPEAU3BHKA HEXKENaHH peakiliU, BbIIPEKH e He
BCEKH 'K MOSy4aBa.




AKo He OBJaT NleKyBaHH, TE3U CUMNTOMHU O1XA MOIM A2 NPOrPECHPAT A0 ChHAKUBOCT, 3aryba Ha
Cb3HaHHE MK ROPH KOMA. AKO €NH30ABT Ha MOHWKEHWE HA KPBBHATA 3aXap € TEXBK UIIH
NPOABIIKHUTENEH, JOPH H BPEMEHHO Aa CTE 'O OBJIAJICIN KATO CTe Npueny 3axap, Bue Tpadbsa aa
NOTLPCUTE HE3abaBHAa MEAKLIMHCKA NOMOIL.

YepHoapoOHU HApYLUEHUS

Mma eaMHHuHN cbobLIEH NS 3a HapylueHa YepHoapobHa hyHKUMA, KOSTO MOXE a MPEAX3BHKA
NOXbJITABA HE HA KOXKATA ¥ OMHTE. AKO TOBa ce clyun Ha Bac, o6bprere ce HezabaBHO KbM Bauius

- fekap. Te3u cumMnToMu OOUKHOBEHO W34E3BaT cnea CMUPaHe Ha NekapcTBOTO. BaluusaT nekap we s3eMe
peLUEHKE JaNd AA CIPE JEeYEHUETO BH.

Hapyuwenus Ha koxkaTa

Mma cbobuleHna 3a KOXKHY peakuui, KakBUTO ca:
e 0obOpuB
®*  3a4yepBsBaHe
. CbpOeK

KOMPHUBHA Tpecka

e aHruoeaema (Obp30 NOAyBaHE Ha TbKAHHTE, HANPUMEP KIIENAUYKUTE, NHIIETO, YCTHUTE, YCTATa,
€3MKa HJIM I'bPIOTO, KOETO MOXKE Aa A0BeAE [0 3aTpyAHEHO AullaHe). OOpHBBT MOXE Aa
nporpecypa ¥ Aa AoBejie odpa3lyBaHe Ha MEXYPH U JIIOLIEHE Ha KOXAaTa.

B v3kmoudTeHn cnyvad ca Ouliv cbObLEHN CUMNTOMHU HA TEXKH pEaKllHY Ha CBPbXYYBCTBHTENHOCT
(DRESS): nbpeoHauanHo kato rpunonoaocOHU CHMNTOMHK H 0OpUB Ha ULIETO, NOCJIEABAHM OT
pa3iipocTipaHe Ha obprBa U BUCOKA TeMniepaTypa.

HapyilueHus Ha KpLBTA
Hamanssane Ha Opos Ha xJeTKkUTe B KpbBTA (Hanp. Ha TPOMOOUNTHTE, EPUTPOLIUTHTE U JIEBKOLIUTHTE).
Toea Moxe na npeanu3BUKa;

e npebientsaBane

¢  YIBLIKEHO KbpPBCHE

® CUHHHH

®*  BbL3NANECHHE HA MbPHOTO

® BHCOKA TCMIICPATYpd
Te3uw cUuMNTOMH OOMKHOBEHO M3Ye3BaT CNIC] NPEKBCBAHE HAa JICYEHUETO

[ [pobaeMH ¢ XpaHOCMHUAAHETO
e Kopemua 0onxa
- ®  YyBCTBO Ha OTNAAHAJOCT
®  HApYUWEHO XpaROCMHUJiaHe
®  uapuA
®  3anex
Tesn peakunut NpoTHYAT NO-AEKO, KOraTo ce NpuemMa 3aeAH0 € XpaHa, KAKTO € NpernopbYynTeHo.

HapylleHWs Ha OuMTE
3peHueTo BM MOXKe fAa ObJe 3acerHaTo 3a KpaTKo BpeMe, 0coOeHO B HAaYaloTO Ha NeUEHHETO. To3n edekT

CC AbJIZKHW Ha NTpOMAHATA B CTORHOCTHUTE HA KpbBHATA 3d4Xap.

[1py npuemaHe Ha cyndadunypeeH npenapar ¢a ONUCaHu CACAHUTE CIYHAH © TEXKH MPOMEHHU B Opos Ha

ca HabngapaHU ¥ B NOBEYETO CAyYau M3YE3BAT Cliel CNUpaHe Ha yniorpebaTa Ha cy
NEKAPCTBEHH NMPOAYKTH, HO B €AMHUYHU CAy4YaH MOraT Aa AOBEAAT A0 KHBOTO3ACcTpa



yepHo/1poOHa HEAOCTaTBYHOCT.

AKO HAKOS OT HEXENAHUTE NIEKaPCTBEH Y PeakluK CTaHe CEPHO3HA WK 3a0eNexuTe Apyry, HEONUCaHH B
Ta3u JIMCTOBKA HEXENAHH peakuuul, MoJis, yeeaoMere Bawinsa nekap unm papmauesr.

ChofaBaHe HA HeXeJAHH peaKUuH
AKO NMONyYdTe HAKAKBU HEXENAHH NEKAPCTBEHU peaklnH, yBegoMeTe Bawus nekap uny papMaueBT.
Tosa BkMOUYBA BCHYKH Bb3MOMCHH HEOMUCAHN B Ta3M JIMCTOBKA HEXENAHKW peakllnk. MoxeTe cblito aa
ChOOLUMTE HEKENAHH PeaKUMK AUPEKTHO upes:

U3nbaduTeIHA areHU KA NO JeKapcTBaTa

ya. ,Jlamsax 'pyes” Ned

1303 Codun

Te.: +3562 8903417
yebcanT: wu w.bda.by

Kato cbobuiaBaTe HeXXeNaHy peakuuu, MOXKETE Aa A3JAETE CBOA MPUHOC 3a MOJYyYaBaHe Ha MoBeYe
HH(OpMaL M OTHOCHO 0€30NacHOCTTA Ha TOBA JIEKApPCTBO.

S, Kak pa coxpausasare Magpac MR
Jla ce cbxpaHsiBa Ha MACTO, HEAOCTHLIHO 32 Agua.

He wanon3paiite TOBA IeKapcTBO CNER CPOKa Ha rOAHOCT, oTOena3an BbPXY KAPTOHEHATA ONaKoBKa Clie/l
~loaen go:“. CpoKbT Ha TOAHOCT OTroBaps Ha NMOCACAHUS AEH OT NOCOYEHHUS Mecell.

Tosu NEKAPCTBEH NMPOAYKT HE H3IUCKBA ClICUHAJIHHW YCITOBUA HA ChoXPaHEHHUL.

He w3xpbpiisiiTe nexapcraara B kaHaNW3allUATA UK B KOHTEHHepa 3a aoMaulHy otnagbuu. flonuraiite
Bauins gapmMaleBT Kak 1a U3XBbPAATE JIEKApCTBaTa, KOUTO BEYE HE U3NoJ3BaTe. Te3n MepKH Lie
CNOMOTHAT 3a ONa3BaHe HA OKOJIHATA Cpefa.

6. ChbabpKAHME HA ONAKOBKATA H J0NMbLAHHTETHA HHOpMaLHs

Kakso csabpxa Maapac MR

- AKTUBHOTO BELLECTRBO € rivknaszua. Beaka tabnetka ¢ uaMeHeHo ocpoboxdcgaBane coabpka 60 mg
FAMKNIA3UL |

- JIpYIHTE ChCTaBKH (ITOMOLLIHM BEILECTBA) Ca:

Aapo Ha radneTkarta
JlakTo3a MOHOXHApaT, xunpomenosa (HPMC K 100 LV) (E464), xunpomenoza (HPMC K4M CR)

(E464)

[Toxputue:
‘xunpomenoza (HPMC K 100 LV) (E464), xunpomenoza (HPMC K4M CR) (E464), marnesues

creapat (ES72).

Kak narnexna Maapac MR v KakBo ¢BIbpa 0NaKOBKATA
Majgpac MR 60 mg TabneTku ¢ uameneHo ocsoboxaasase ca benmn, 1BOHHOU3MBKHANHK, OBaNHUY TabNeTKH

C AbNOOKa ACANTENHA YepTa OT ABETE CTPaHH, MapkupaHu ¢ “GLI" n ,,60” ot BCcAKa cTpaHa Ha
AequTenHarta Hepra, OT ABeTe CTpaHu Ha TabneTkata, ¢ pasmepu 15 mim x 7 mm.

30, 56, 60, 90, 120, 150 u 180 TabneTkH, ONaKOBaH¥ B KAPTOHEHU KYTHH.

He Bcuukn BHAOBe onakoBKW MoraT Aa ObAaT fiyCHaTH Ha ma3sapa.




[MpuTexare, HA paspemIeHHETO 38 ynoTpeda
STADA Arzneimittel AG

Stadastrasse 2-18
D- 61118 Bad Vibel

['epmanng

[IponseoanTeny
STADA Arzneimittel AG
Stadastrasse 2-18, 61118 Bad Vilbel

["epmaHns

STADA Arzneimittel GmbH
Muthgasse 36, 1190 Wien
ABCTpUSA

Sanico N.V.*
Veedijk 59

2300 Turnhout
benrus

* (camo 3a beacun)

" Fairmed Healthcare GmbH
Maria-Goeppert-Strafle 3, 23562 L.{ibeck,
| epManusg

[.aboratori Fundacio Dau

Calle Lletra C De La Zona Franca 12 - 14
Poiigono Industral De La Zona Franca De Barcelona

08040 Barcelona,
Ncnanusa

To3u nexapcTBeH MPOAYKT € paspeLlleH noa cnegHuTe imeHa s EC:

Janus Gliclazide Stada 60 mg modified
released tablets

ABCTpHS Gliclazid STADA 60 mg Tabletten mit
verdnderter Wirkstoftfreisetzung

bbarapus Maapac MR 60 mg tabneTtky ¢
H3MEHEHO 0CBODOXK JaBaHe

benrus Uni Gliclazide EG 60 mg tabletten met

| gereguleerde afgifte
Hcnanus | Gliclazida STADA 60 mg

comprimidos de liberacidn
modificada EFG

Dpanuus GLICLAZIDE EG 60 mg comprimé a
- libération modifiée
Jliokcembypr Uni Giliclazide EG 60 mg comprimés a
libération modifiée
[lopTyranus Gliclazida Ciclum

Utanus Gliclazide Laboratori Eurogenerici




CnoBeHUA Ghklazid STADA 60 mg tablete s
prirejenim spro$¢anjem ‘
CnoBakus Gliclazide MR Stada

JarTa na nocnegno npepairiexaaHe Ha JHCTOBKATA
07/2025




