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JIAAIIPEJI MR 60 mg TaGneTkd ¢ A3MeneHo omoﬁomananeﬁ 47/'7 */ /7/ 'l? 3"1 36

DIAPREL MR 60 mg modified-release tablets ™ 2 7 -ﬂ? Zﬁill
I'muxnazup (Gliclazide) .

IIpoueTeTe BHEMATEHO MAJATA JHCTOBK: peAH AA 3aM0THETE A2 NPHEMATE TOBA JIEKAPCTBO,
ThH KaTO TH ChHAbPAKA BaXKHA 3a Bac andopManns.

o 3anazere Ta3d JHCTOBKA. MoOXe I1a ce HANOXKH J1a 1 MPOUETETe OTHOBO.
AKO HMaTe HAKAKBH JOITBIIHMTE/IHN BHIIPOCH, MONMTaliTe Bamima iekap HiH apMaleBT.
. Topa nexapcTBO € npeankcaHo AuuHO Ha Bac. He ro npeorcreneaiite Ha Apyr# Xopa. To Moxe

[a MM HaBpeAH HE3aBHCHMO, Ye NPHIHALMTE Ha TAXHOTO 3afoaBaHe ca ChINHTE KaTo Bamute.

o AKO NONTy4HTE HAKAKBH HEXENAHH JIEKApPCTBCHH peakiiK, yBeaAoMeTe Bating exap WiH
¢dapmanesT. ToBa BKIIOYBA U BCHIKH BB3IMOXHH HEXKEJIAHH peaKilHH, HCONMHMCAHH B Ta3H
JINCTOBKa. BrokTe TOUKA 4.

KakBo ¢baAbpKA TA3H JECTOBKA:

1. Kakpo npeacrasnasa Quanpen MR 60 mg Tabnerkn ¢ H3MeHEHO 0CBOO0KNABAHE H 334 KAKBO Ce
H3NOT3Ba

Kakso TpsabBa na 3xaere, npenu na npueMere Juanpen MR 60 mg TabneTku ¢ H3BMEHEHO
ocBoboXaBaHe

Kak aa npuemare Iuanpen MR 60 mg tabneTkn ¢ H3MeHeHO 0cBOO0XKAABAHE

B13MOXHH HeKeNaHH PeaKLHH

Kak pa cpxpansasare Jluanpen MR 60 mg tabnerku ¢ H3sMeHeHO OCBOOOXKIaBaHe

CrabpikaHde Ha ONAKOBKATA ¥ AOITHIHUTEIHA HH(pOpMALHS

D
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1.Kakso npeacrasasea Jduanpen MR 60 mg, tabaeTkn ¢ Ki3MeHeHO 0cBODOXKAaABAHE H 32 KAKBO
C€ H3INO0JI3BAa

HAunanpen MR 60 mg TabneTku ¢ w3mMeHeHO ocBobOXK1aBaHE € JISKaApCTBO, KOSTO MOHHKABA HUBOTO Ha
KpBBHATAa 3axap (OpalnHO aHTHARAOCTHO IeKapCTBO, IPHHAJIEKAIIO KBM IpyrnaTa Ha
cynanunypeiiniTe npenapaTtH).

Huanpen MR 60 mg TabneTkn ¢ H3MeHeHO 0CBOGOKAABAKE C& H3MOJI3BA IIPH BB3PACTHH 32 JIEYeHHE
Ha onpeaencHa gopMa Auaber (3axapeH auaber THN 2) KOTaTO caMO JHETHYHUTE MEPKH,
pr3HUeCcKHTE YIpaKHEHHA H HAMAJIABAHETO HA TENECHOTO TETJIO He ¢a AOCTATHhYHHM 33 NOAXBpXKAHEe
Ha HOpMAaJIHH CTOMHOCTH Ha KPBbBHATA 3axap.

2.KakBo Tpu6Ba aa 3maeTe, npean Aa npaemeTe Ananpen MR 60 mg TadieTkH ¢ H3MEHEHO
ocBoboxIABaANE

He npremaiite {nanpes MR 60 mg TabiaeTkH ¢ a3MeneHO 0CBOGOKIABAHE:

- 8KO CT€ AICPru4HM (CBPBXYYBCTBHTE/IHH) KbM TTTHKJIA3K HJIM HAKOA OT OCTAHANIMTE ChCTaBKH Ha
Huanpen MR 60 mg Tabnerku ¢ u3MeHeHO ocroboxmaBaHe (H30POSHH B TOUKA 6), WIH KbM
APYTH eKapcTBa OT ChliaTa rpyna (cynpanuaypeiiEy npenapatH), WiH KbM ApYrd DOA0OHH
NEKAPCTRa {XUMOTTHKeMHYHH CYIGOHAMHIN ),

- @KO CTpajaTe OT HHCYJHHO3aBHUCUM auaber (Tun 1);

- @Ko MaTe KeTOHHH Tella H 3aXap B YpHHaTa (ToBa MOXKe Ja 03Ha4aBa, ue HMaTg
KeToaupmo3a), 1uabeTHUHA NPEKOMa HITH KOMA,

- @KO CTpajaTte OT TeXKH YepHOApoOHM Wi 6s6peunn 3a60naBaHu;

- aKO B MOMCHTA NpHEMAaTe JISKapCTBa 3a JIcYeHHe Ha reOuYHM HHbpeKpn (MHKORE

* JApyra Jexapersa B {nanpes MR 60 mg TabaeTkH ¢ H3MeHeHO 0CBODOKRIABS




- aK0 KEPMHUTE (BIDKTE TOUKA “bpeMeHHOCT H KbpMeHe™).

IIpeaynpexaendas B OpeANa3HH MEPKH

['oBopete ¢ Bammug nexap npeau aa npeeMate duanpen MR 60 mg Tabnerku ¢ H3MEHCHO
ocBO0OKIaRAHE,

Bue tpabBa ga cnazparte je4eOHHA 1aH, mpearmMcaH oT Bauma nekap, 3a Aa 651aT NOCTHIHATH
HOPMAJIHH CTOHHOCTH Ha KpbBHATa 3axap. ToBa 03Ha4aBa, 4e OCBEH PEAOBHOTO NPHCMAHE Ha
TabneTkuTe, Bue TpabBa fa cnaseare AHeTHUEH PeXHM, Ja MPaBHTe (PH3HYECKH YIPAKHEHHA H, aKO €
HeoOX0HUMO, /1a HAMATTHTE TEJIECHOTO CH TErNo.

Ilo BpeMe Ha NeYEeHHETO ¢ THHKNA3MA € HeoOXOAHUMO PEIOBHO M3C/IeABaHe Ha KPLBHATA 3axap (H
CBCHTYAJTHO 3aXapTa B YPHHATA), 4 CHIIO H Ha ITIHKHpaHud xeMornobuH (HbAlc).

[Ipes mbpBUTE CEAMHIH HA JICYSHHETO PUCKBT OT NOHHXEHHE HA KPbBHATA 3aXap (XMIIOTIHKEMHS) €
[OBHIICH. 3aTORA € HEOOXOAMMO MO-4€CTO MEAHIMHCKO KOHTPONHpPAHE.

HuckH CTOHHOCTH Ha KpbBHATA 3aXap (XHOOMMIMKEMHA ) MOTAT Ja Ce [IOABAT:

- @KO C€ XpaHHMTe HePEAOBHO HITH NMPOITYCKATE OCHOBHH XPaHCHMA,

- aKo rnagyBare,

- aKO CTe C HeIoXpaHBaHe,

- AKO MPOMCHHUTE XpaHHTEIHHSA CH PEXUM,

- 8KO YBeNH4HTe GH3MYECKATA CH aKTHBHOCT, a KOJIMUECTBOTO HA MpHeMaHHTE oT Bac
BBIVIEXHAPATH HE CHOTBETCTBA HA TOBA YBEIHYEHHE,

- @KO KOHCYMHpATe aJIKoX0l, 0coOeHO B KOMOMHALMA ¢ TIPOITYCKaHe HA OCHOBHH XPAHEHHA,

-« aKo [pHeMaTe APYTH JICKAPCTBA HIM HATYPAITHH JieueOHH MPOAYKTH IO CHIOTO BpEMe,

- @Ko [pHeMaTe IPEeKaJISHO FOJIEMH 103H MIHKIIa3uj,

- aKO cTpagate OT cneln(HUYHH XOPMOHATHO-3aBHCHMH 3a00NABaHus (HapylleHa $yHKIHMS Ha
IUMTOBHAHATA XKJI€34a, HA XHNO(HU3HATA JKIIe3a WIH Kopara Ha HaaOLOpeka),

- ako 6eb6peunara wiw yepHOOpobHaTa By dyHKIMA € CHIHO HAMATICHA.

Axo HMaTe HHCKa KpbBHA 3axap, Bue Moxe na nomyunTe cleQHATE CHMITTOMH:

ImaBoOoNIHe, CHJIEH TIaJ, raficHe, [IOBPhIIaNe, OTIaAHAIOCT, pa3CTPOMCTBO Ha CHHS, HEPBHOCT,
arpeCHBHOCT, HAMAJICHA KOHLCHTpalHd, HaMalleHa OHTeTHOCT H 3a0aPeHH PEaKIHH, JeIPeCHs,
OOBPKAHOCT, pasCTPOMCTBO Ha 3PEHHETO WIH I'OBOpa, TpeMop (TpenepeHe), CCH30pHH (CETHBHH)
HApPYIIEHHA, CBeTOBRBPTERK H YYBCTBO Ha O€3MOMOIHOCT.

Morart Aa ce NOABAT H CASAHUTE CHMITTOMH: H3NIOTABAHE, X/1aJHA H BIIAXKHA KOXKa, 6e3N0KOHCTBO,
YCKOpEHa WIH HEPHTMHMYHA CHPASYHA AeHHOCT, BHCOKO KPBBHO HAJNAraHe, BHE3alHa CHIHAa 00JiKa B
I'bPAMTE, KOATO MOJKE Jla Ce PaspOCTpaHABa KbM ChCeHH 00nacTH (cTeHOKapaus).

AKXO KpBBHATA 3aXap MPOTBIDKU J1a c€ NoHKaBa, Bue moxe Jja H3naaHeTe B ChCTOSHHE HA CHWIHA
oOBpKaHOCT (HeMHpUyM), Aa pa3BHETE KOHBYJICHH, /1a 3aryOuTe CaMOKORTPOIN, AxtnaHeTo Bu Moxe aa
CTaHE TIOBBPXHOCTHO, a chpAeuHaTa By aeitHocT na ce 3a6asu, Moxke da u3tagHeTe B 6€3CH3HAHNE.

B noBeuero ciy4ad CHMIITOMHTE Ha HHCKATA KPbBHA 3aXap NPEMAHABAT MHOTO OBP30, KOraTo
KOHCYMHpATe 3axap NoJ HAkakea popma (Hamp. TaGreTkn Noko3a, 3axapHi Oy4KH, CHaJlbK COK,
MOACAAZACH qaH).

ITo Tasu npuuuMHa Bue TpsOBa BHHArM Na HOCHTe ChC cebe CH HAKAKBLB BWJ 3axap (TIIOKO3HH
TabneTk, Gyuku 3axap). [ToMHeTe, 4e H3KYCTBCHHTE MOACHAAMTENH He ca edexTuBHd. Mo,
CBBpKETE ce ¢ Bammg nekap wnu ¢ Hai-Onuskata OONHMLA, aKO MPHEMAHETO Ha 3axap He NOMOTHE
HIJIH CHMITTOMHTE C€ MOABSAT MOBTOPHO.

CHMIOTOMHTE Ha HACKa KpbBHA 3aXap MOTaT Aa OTCHCTBAT, 1a ca MMo-cabo H3paseHH
yCeTHTE HaBpeMe, 9¢ KpbBHaTa BH 3axap ¢ cnaauana. Tosa MoOXe [a ce CIIy|H, aKo
BB3PACT H [IPHEMATE HAKOH JICKapCTBa (Hanp. TaKUBa, ACHCTBAIlM BPXY LCHTPAJ
cucTeMa Win Hera-Onokepn).



AKO CTe B CHCTOSHME HA CTpeC (Hamp. 3NONONYKH, XHPYPrHYHH ONEpAHHH, TEMIepaTypa H T.H.),
Bamudr nekap MoXe BpeMEeHHO Ja CMEHH TOBa JIEKAPCTBO ¢ HHCY/IHH.

CHMOTOMH Ha BHCOKA KPBBHA 3axap (XHMOCPriMKeMHA) MOXKE J1a Ca HANMIE, KOTaTo INIHKIIA3HA BCe
Olle He € MOHIKWI B JOCTATHYHA CTEIleH KPBHBHATA 3aXap, KOTATO HE CTe CIa3HiIH JeucOHHd IJIaH,
npepnHcad oT Bamwua nexap, ako npueMare npernapaTd, chabpkald Ounkara St. John's Wort
(Hypericum perforatum) (kbit xaHTapnos) (Bk.touka “Jlpyru nexapctBa M J(wanpea MR 60 mg
TabNeTkH ¢ H3MEHEHO OCBOOOKIaBaHe”) WIH NpH crelUIHH CTPECOBH CHTyallHH. T¢ Morat aa
BKJIIOYBAT Xa)KOa, 9€CTO YPHHHPAHE, CYXOT4 B YCTATA, CyXa H CHPOAINa KOXKa, KOXKHH HMH(EKIHH H
HaMalieHa paboToCcnOcOOHOCT. AKO HACTBIAT TaKHBa CHMITOMH TpAOBa Aa ce cBbpkeTe ¢ Baunms
JIeKap K GapMarieBT.

Hapymiensie B kpaBHaTa 3axap (HHCKA WIM BUCOKA KPBBHA 3aXap) MOXe J1a ce NOABH, KOraTo
MIMKIa3HA € MPeAucaH eHOBPEMEHHO ¢ ICKApCTBa, IPHHALICKAIH KbM KJ1ac aHTHOMOTHIIH,
Hape4eHHU (UIyOPOXHHONOHH, 0COOSHO TpH NMALHEHTH B cTapyecka Be3pacT. B To3u cinyvail, Bammsat
JeKap me By npuIOMHH BAXKHOCTTA OT NPOC/IeASBaHe Ha KPbBHATA 3aXap.

Axo BEB Bamero cemelicTeo uMa WiH Bue 3HaeTe, ye MMaTe HACIEICTBEHOTO CHCTOSHHME AShUIMT Ha
rmoko3o-6-pocdar mexmaporenasa (I'6DJ[) (aHoManus Ha €pUTPOLIMTHTE), MOXE Aa C¢ TMOABH
TMIOHIDKAaBaHe Ha CTOMHOCTHTE Ha XeMornoOHHA H pasrajl Ha epUTPOLIMTHTE (XEMOIMTHYHA aHeMH).
ObbpHere ce kbM Bamms exap npeau aa 3ano4yHeTe Aa mpHeMare TO3H JCKapCTBEH MPOAYKT.

[Ipn nauyenTH ¢ nopdupus (HacIeACTBEHO reHeTHYHO HapyIIeHHe ¢ HATPYNBAHE B TAJIOTO Ha

NOPHUPHHH HITH HPEKYPCOpH HA NOPpHHPHH) Ca ONMHCAHH CIYIaH Ha ocTpa NOpQHUpHA IIPH Ie€UYeHHE C
HAKOM CYyIpOHHNYPEHHH JICKAPCTBA.

Huanpen MR 60 mg TabneTku ¢ H3MeHeHO 0cBODOXKAaBaRe HE CE NPENophYBa 3a ynorpeda IpH Acua
MOPAaTH JIUIICA Ha NAaHHH.

Apyru Jexapcersa B Jnanpea MR 60 mg 1abireTka ¢ H3MeBeHO 0¢cBO0OKAaBAHE
Hupopmupaitte Bamma nekap uwny ¢apMalieBT, ako B MOMEHTAa IIpUEMATE WIM HACKOpO CTe
MPHEMAITH, WIH MOXKe Ja MpueMare ApYTH JIeKapcTBa.

IloHrkaBauMAT KPbBHATA 3aXxap eekT Ha MNIHKIIA3AA MOXKE a CTAHE NO-CUIICH H A& HACTBIIAT

ITPOSIBH Ha HHCKA KPBBHA 3aXap, KOraro ¢€ yrnoTpeb4asa HAKOE OT CNEAHHTE JIEKapCcTha:

- JAPYTH JEKAPCTBA, KOUTO ce YNOTpeOABAT 32 JICUEHHE Ha BHCOKA KPBBHA 3axap (TCpOpaiHi
anTHaHaberHn cpencrea, GLP-1 penenropHH aroHMCTH WIH HHCYJTHH),

- aHTHOHOTHLIM (Hanp. Cya(OHAMMAN, KNAPHTPOMHLIHH),

- NIeKApCTBa 3a JieYeHHe Ha BUCOKO KPBBHO HalATaHe WM ChpAeYHA HEAOCTaThUHOCT (OeTa-
6nokepn, ACE-uaxubHUTOpH, KATO HaNp. KANTONPHI HIH eHATIAIIpHI),

- JieKapCcTBa 3a JiedeHHe Ha rebuuamn uadexipn (MHKOHA301, QIIYKOHA30IM),

- JICKAPCTBA 34 JICUEHHE Ha A3Ba Ha CTOMaxa HIIM JBaHaaeceTonpbeTHHKA (Ha-penienrropHH
AHTATOHHCTH),

- JICKapcTBA 3a ICUCHHE Ha JenpecHs (MHXHOMTOPH HA MOHOAMHMH OKCKZIAa3aTa),

- OonkoycnokosBamy Wid aHTHPEBMATHYHH cpeAcTea (GeHHnOyTa3oH, HOynpodeH),

- JICKAPCTBA, ChABPXKAIIH AJTKOXOJL.

IloHKaBalUUAT KPBBHATA 3axap epEeKT Ha MNIHKIa3Ha Moxke 1a 6b1¢e orcrnabeH U 1a HACTBITH

MOBHIIABAHE Ha KPBBHATA 3aXap npH ynotpeba Ha e[JHO OT CACAHUTE JeKapCTsa:

- NCKAPCTBa 34 JISUCHHE Ha 3a00/4BaHNA Ha LIEHTPATHATA HEPBHA CHCTEMA (XJIOPIIPOMA3HH),

- JIEKapCTBA, HAMAIABAIIH BEINANCHHA (KOPTHKOCTESPOUIH), —

- JIEKAPCTEA 32 JICYCHHE Ha aCTMa MIIH KOHMTO C€ YIOTpeOABAT IO BPEME HA POZIOBA ACHF
(MHTpaBeHO3€H canbyTamoll, pUTOAPHH H TepOYTAITHR),

- JIEKApCTBA 34 JIEYEHHE Ha 3a00NsBaHHA Ha rbpAaTa, CHIIHO MEHCTPYAJIHO KPBBQ
€HAOMETpHO3a (1aHAa301),

- [Ipenaparn, ceaspkamu Ounkara St John’s Wort -Hypericum perforatum (3
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Hapymenne B kpbBHaTa 3axap (HUCKA WIM BICOKa KPbBHA 3aXap) MOKE JIa ¢ TIOABH, Korato Jluanpen
MR 60 mg TabneTkH ¢ H3MEeHEHO 0CBOCOXKIABaHE Ce MPHEMA SAHOBPEMEHHO C JIEKapCTRO,

NpHHAZIEXKAWIO KbM K1aC aHTHOHOTHIM, HapedYeHH (PITyOPOXHHOIOHH, 0CODECHO OT NallHeHTH B
CTapyecKa Bb3pacT.

HAunanpen MR 60 mg TabneTku ¢ H3MEHEHO OCBOOOKAABAHE MOXKSE Aa 3aCHIH e(eKTa Ha JICKapCTBa,
KOUTO HOTUCKAT KPHBOCHCHPBAHETO {Hanp. BapdaprH).

[ocneetnaitre ce ¢ Bainus nekap npeay a 3anoYHeTe Ja NPHEMATe APYT JIEKapCTBEH NPOAYKT. AKO
nocTenuTe B GoNHMIA, CHO0mMETe Ha MENMIMHCKHA mepcoHan, de npuemare [uanpen MR 60 mg
TAa0JIETKH C H3MeHeHOo OCBOBOXKnaBaHe.

Huaanpex MR 60 mg TaéieTKn ¢ H3MeHeHO 0¢B000XK/1aBaAHE ¢ XPAHA, HAIATKH H AJIKOX0J1
Huanpen MR 60 mg TabneTky ¢ H3MEHEHO 0CBOOOXKaABaHE MOXKE JIa Ce IPHEMA C XpaHa H
0e3aIK0XO0JTHH HAITHTKH.

KoHcymalipiaTa Ha ankoXxon He ¢e MPENopbiBa, Thil KaTO TOH MOXKE Aa HApYIIH KOHTPOJIHPAaHETO Ha
Bawua auaber o HenpeackasyeM HaYHH.

bpeMenHOCT H KbpPMEHe

Huanpen MR 60 mg TabneTku ¢ H3MeHEHO 0CBOOOKAaBaHE He ce MpenophyBa 3a ynotpeba no speme
Ha OpeMEHHOCT. AKO ¢Te OpeMeHHa, MHCJIHTe, Y€ MOXE Jia cTe OpeMeHHA WIM IUIAHHPAaTe Ja UMATe
AeTe, nonuraiite Bauius nekap 3a ¢hBeT NpeaH Aa MPHEMETE TOBA JIEKApCTBO.

He 1psbBa na npuemare Juanpen MR 60 mg Tabnetku ¢ uaMeHeHo ocBo00XKAaBaHE NOKATO KbPMHTE.

Hlodupane 1 paGora ¢ MAIBHA

CnocobHoctra BH na ce koHLIeHTpHpaTe WIH Ja pearuparte Moxe Aa ObAe HapyIleHa, ako KphbBHaTa
By 3axap e npekaneHo HHCKa (XHIOITTHKEMHA) WIH NPEKANCHO BUCOKA (XHITCPTIIHKEMHS), HIH KO Ce
MOSBAT 3PUTE/IHM HAPYIICHUS B PE3YIITAT Ha TE3H CheTosHMA. MMaiite mpeapui, ve 6HXTE MOTTIH Ja
sacTpamuTe cebe cH MAM Apyrd Xopa (Hanp. koraro modupare wim paSorure ¢ MawmuHH). Mons,
nonuraiTe Bammna nekap aanu Moxere aa modmupare:

- aKO HMAaTe YeCTU €MHU30AM Ha HHCKA XPBhBHA 3axap (XUMOTJIMKEMHS ),

- aKO CHIHAJIMTE 32 HUCKa KPbBHA 3aXap (xurornmmkemus) npu Bac ca cmabn Wi nHIcear.

Baxna andopManEg OTHOCHO HAKOH OT CheTaBKHTe Ha Inanpea MR 60 mg raGaerxsa ¢
H3IMEHEHO ocBoboXAaBaANE

Juanpen MR 60 mg cpaspka nakroza. Ako Bamusar nekap BH € Kasal, 4¢ HMaTe HETIOHOCHMOCT KEM
HAKOH 3aXapH, FOBOpeTe ¢ HETO MpPeJM [la B3EMETE TOBA JIEKAPCTRO.

3. Kak na npremate Jnanpea MR 60 mg Tabnerkn ¢ B3MeHeHO 0CBO0OKAaBaHe

H0o3ApoBKa
Bunaru npuemaiite ToBa JICKapCTBO TOYHO KaxkTo BH ¢ kasan Balusar aekap HaM ¢gapManesT. AKO He

CTe CHTYPHH B HEIO, nonuTalite Bamus nekap win gapMalesT.

Jlo3aTa ce onpenens ot JeKaps B 3aBUCHMOCT OT CTOHHOCTHTE Ha KpbBHaTa BH 3axap 4 eBeHTyalHO

0T 3aXapTa B YpUHATA.

IIpoMerHuTe BBB BEHIIHHTE (paxTOpH (HANpP. HAMANABAHE HA TEJECHOTO TErNO, IPOMAHA B HAUHHA Ha

XXHBOT, CTPEC) HJTH NOAOOPEHHETO Ha KOHTPOHPAHETO HA KPBBHATA 3aXap MOraT 3 HANOXKaT

TIPOMAHA Ha A03MTE HA MITHKIIa3HA.

IIpenoprapanara JHEBHA 1033 € OT NOJOBHH N0 ABe TabneTkn (MakcHMyM 120 mg) B3eTH  HABETUFRA.

Mo BpeMe Ha 3aKycka. T 3aBHCH OT 0TTOBOpa KbM Jedennero. Tabnerxara Moxe 1a 61¢ Paskenesiy .
Ha paBHH A03H. o~ NN
Huanpen MR 60 mg Tabnerku ¢ usMeHeHo ocBoOoxaBaHe € 3a nepopanna ynorpeQd. Hph SRS AN
TalsieTkara(Te) ¢ Yalna BOAA MO BPEME HA 3aKycKa (M 3a NPEANOYHMTAHE [0 S/IHO H CHIIO RDCHE
aeH). IlperrsTHETE MOJIOBHHATA HIIH 1AnaTa Tabnerka(n) HaBeanbkK. He apBueTe H \ ) 1-‘-':
TabneTkara(ure).Bunaru Tpabra aa ce HaxpaHuTe ¢iicA npHeMa Ha Bawata Tabsrerxaly




AKo € 3anoyHaTo koMOuHUpaHO sieueHue ¢ Juanpen MR 60 mg TabieTke ¢ H3MEHEHO
ocBoOOXKIaBaHe ¢ METGOPMHH, HHXHOHTOP Ha ayha-TIMOKO3HIA3aTa, THA3OMMAMHINOH, JHIIETTTHAXA
nenTHaaza-4uHXHOUTOp, GLP-1 pererrropeH aroHHCT WIH ¢ HHCYJTHH, BammsaT niekap 1me onpenens
WHAMBHAYANHO 3a Bac nogxoasmara x03a Ha BCAKO OTHENHO JIEKapCTBO.

Ako 3abenexure, 4e HMBaTa Ha KphBHATa BH 3aXap ca BUCOKH BBIIPEKH NPHEMa Ha JIeKapCTBOTO, TaKa
KakTo By e npeamicano, Tpsadea ga ropopure ¢ Bamms nexap Wi gapManiesr.

AKO ¢Te HNpHE/JIH noBeve 0T HeoGxoaaMaTa no3a Jranpesa MR 60 mg TabaeTkn ¢ H3MEHEHO
0cBO0OXKIABaHE |

AKo cTe npHenaM noseuye oT HeoOxomumus Gpoit TaGneTku, cBppxeTe ce He3abapHo ¢ Bamms nexap
HIH CBhC CICIMHOTO 3BCHO Ha Hal-Onm3kara Gonmamia. I[IpossuTe Ha nIpeRXosupaHEe ca TE3H NPH
TIOHHXXABAHE HA KPBBHATA 3aXap (XMIOrIMKeMus), onmkcaHy B Touka 2. Te Morat na 6baaT oBnaasHu
upe3 He3abaBHO NpHeMaHe Ha 3axap (4 mo 6 OyYKH) WiH TeYHOCTH, ChAbpKaldH 3axap, NOCIEABAHO OT
o0MJIH2 3aKycKa WIH OCHOBHO XpaHeHe. AKO MauMeHTsT € B 6e3Ch3HaHHe, BeaHara HHpopMmupaiite
nekap u noeukaiite bepza nomom. Cemoro TpabBa aa Gbae HanmpaBeHO, akO HAKOH (Hamp. 1eTe) e
NOTBJIHAJI Cy4aHHO TO3H npoaykT. Ha mamueHTH B 6e3chb3HaHMEe HE TpAOBa Aa ce JaBarT XpaHH H
TE€YHOCTH.

BuHaryd tpa6Ba na ce ocHrypsBa JOCTATHYHO HH(OPMHPAHO JIMITE, KOETO MOXKE JIa IOBHKA J1eKap B
CIIydaH Ha CIICIHOCT.

Ako cre npomycaann ga npaeMete Auanpen MR 60 mg Ta6aeTkn ¢ H3MeHeHO 0cBO0OKAaBAHE
Bax#Ho ¢ na npuemare BaineTo siekapcTBO BCEKH JeH, Thif KaTO peIOBHOTO JIEYeHHEe HMa No-a00sp
e(eKT.

AKo Bce TIaKk NpoNyCHeTe Ja npueMeTe enHa ao3a Juanpen MR 60 mg tabneTkn ¢ H3MEHCHO
oCBODOOX1aBaHe, MpUEMeTE ClIeABANIaTa 1032 Mo o0uyaitHoTo BpeMe. He Baemaifre aBoiina no3a, 3a Ja
KOMIIEHCHPATE NPOITYCHATATa A03a.

AKo cTe cipe/id npaemMa Ha Juanpea MR 60 mg TafaeTKR ¢ H3MeHEeHO 0CBOG0KAaBaAHE

T xaTo neyeHuero Ha nMabeTa OOMKHOBEHO MPOXBIIKABA LA XKHBOT, Bue TpsbBa na ce
nockBeTBaTe ¢ BammMs nexap npenM Ja CrpeTe Aa npHeMarte TO3M JIEKapCTBeH npoaykr. CITHpaHeTo
My MOXe Ja JOBEeE A0 NOBHINABaHe Ha KPHBHATA 3aXap (XMNEeprIHKeMHs), KOATO OBHINABA PHCKA OT
pasBHBaHE Ha YCIOKHCHHA Ha guadera.

AKO HMaT¢ HAKAKBH NOITBIHMTENHM BBIPOCH, CBBP3aHM ¢ yHoTpebara Ha TO3H MPOAYKT, MOJA,
nonuraire Bamug nekap wnu papMaleer.

4. Bb3MOXKHEA HeXKeJIAAH PeaKnHn

KakTo BCHYKM fexapcTBa M TOBa JIEKAPCTBO MOXeE 1a NIPEAM3BHKA HeXXeJIaHH PeaKIIHH BBLIPEKH, 3¢ HE
BCEKH I'fl [TOJTy4aBa.

Hait-gecTo HabmoNaBaHa HeXeIaHa JIEKAPCTBEHA peaKiiMg € HUCKA KPbBHA 3aXap (XMIIOTJIHKEMHA). 3a
CHMITTOMHTE H NIPH3HAIHTe BIbkTe Touka “IIpemynpexxaeHus ¥ npeamna3Hyd MepKH pH ynoTpeda™.

Axo He OBJaT neKkyBaHW, TE3H CHMIITOMH OHMXa MOITIM Aa MPOrpecHpar Ao CHHIMBOCT, 3aryba Ha
Cb3HAHWE MWIH JOPH KOMAa. AKO €NH30OBT Ha MOHHKEHHE HA KPBBHATa 3aXap € TEXKBK HIH
IPOABIDKHTEIICH, IOPH M BPEMEHHO [a CTE ro OBJANENH Karo cTe npHend 3axap, Bue Tpsabsa na
MIOTBPCHTE He3aGaBHa MEIHIIHHCKA [TOMOILL,

Yepuoapobhy HapylneHHs

MMa eauHM4YHH cboOOIMEHHA 33 HapymeHa dYepHOOApoOHAa (YHKIMA, KOSTO MOXKE
MOXBIITABAHE HAa KO)KaTa M O4HTE. AKO TOBa ce ¢nyyd Ha Bac, obbpHeTe ce Hezabar
Jekap. Te3n CHMIITOMH OOHKHOBEHO H3YE€3BaT CJiell CIIMpAaHe Ha JeKapcTeoTo. Ban!
B3eMe peilleHHE JaJlk Ja Ccripe NeyeHuero By,




KoxxHu HapyIneHus

HMa crolimeHns 3a KOXKHH peakLMH, Hanp. o6pHE, 3auepBaBaHe, cbpOexk, KOMPHBHA TPECKA, MEXYPH,
aHrHoeaeM (0Bp30 NOoJyBaHE Ha TEK3HWTE KaTO KIenavH, JIHIE, YCTHH, €3HK WIH PO, KOMTO MOraT
Aa IOBEAAT A0 3aTpyAHeHo qummade). OGpHBBT MOXKe /1a IPOrpecHpa 0 H3NpHINBaHe WiIH obenBaHe
HA FOJIEMH YYacTBLM OT KOXATA.

AKXO pa3sBHETE TAKHBa CUMITTOMH, cripeTe nmpHeMa Ha Jlnanpen MR 60 mg TabneTkH ¢ H3MCHEHO
ocBoOOKIaBaHe, IIOTHPCETE CMEITHO CHBET OT JIEKAP M MY KaXKeTe, Ye BieMaTe TOBa JICKAPCTBO.

B M3KmouYMTENHN ClTyYal ca OWIH CBOOHIEHH CHMITOMH HAa OCTPH PEAKLHMH H3 CBPBXYYBCTBHTETHOCT
(DRESS): mppeOHa9ANHO KaTO IPHIIONONO0HH CHMITTOMHE B 00OpHMB Ha JIMLETO, MOCEABAHH OT
pasnpocTHpaHe Ha 00pHBa H BUCOKA TEMMIEPATYpA.

KpbBHH HapyiieHHA

Hamansrane Ha 6pos Ha KIETKHTE B KPBBTa (HaNp. Ha TPOMOOLHTHTE, €PHTPOLIMTHTE H
JIEBKOI[HTHTE), KOSTO MOXKe Ja TIpeiM3BHKa nodieAHdBane, yALDKEHO KbpPBEHe, CHHHHH, HMa
CHOOINEHH S 3a Bh3NANCHHE Ha I'BPJIOTO M TeMMepaTypa. Tess CHMINTOMH OGHKHOBEHO H3YE3BaT Clel
MPEKECBAHE Ha IEUYEHHETO.

XPpaHOCMUIATEIHA HAPYIISHNUA
KopeMua 6oinka, rageHe, noBphllaHe, HAPYLISHO XpaHOCMIIIaNe, HAPHA H 3aneK. Te3H edekTH

HamayiBat npu npuemane Ha quanpen MR 60 mg TabneTki ¢ H3MEHEHO OCBODOXKIAABAHE C XPaHa,
KAaKTO C¢ NpenopbiBa.

Ha €HHI Ha OYHTE
3peHrero B Moxke na Obae 3acerraro 3a KpaTko BpeMe, 0COOCHO B Ha4anoTo Ha jieyeHHero. To3H
edexT ce TRIKH HA IPOMAHATA B CTOHHOCTHTE HA KpbBHATA 3axap.

Kakro npu apyrure cyndoHHIypeHHH IpenapaTH, CHCOHHTE HeXKeIaHH peaklMH ca OWiH
HaOMonaBaHH: Cydad Ha TEKKHM MPOMEHH B 6pos Ha KPBHBHHTE KIETKH K aJIprHIHO BB3MANCHHE Ha
CTE€HATa Ha KPHBOHOCHHTE ChAOBE, HAMAJIBAHE HA HATPHA B KPBHBTA (XMIIOHATPHEMHA ), CHMIITOMH Ha
4epHOAPOOHO YBpeKkaaHe (HANp. XBJITCHHIA), KOUTO B MOBEUETO CITYJaH NMPEMHHABAT ClIE/ CIIMpaHe
Ha cymbaﬂﬂnypeﬁﬂm Ipenapar, HO B €AHHHYHH C)IyYaH MOTaT Ja JoBeaar A0 XKHBOTO3acTpalnasaina
4epHOApoOHa HEOCTATHYHOCT.

Crofmanane Ha HexeIAHHA DEAKIHA

AKO noJTly4dHTe HIKAKBH HEXCIJIAHH JIEKapCTBEHH peakiui, yBeaoMere Bamua nekap UnH ¢apManesT.
Toga BlTIOYBa H BCHYKH BB3MOXKHH HEXEJIAHH PEAKIHH, HCONHCAHH B Ta3H JIACTOBKA. MojkeTte ¢b10
Ja ChOOIHTE HEXKEIAHM PeaklMi JUPEKTHO Ype3 HallHOHAIHATA CHCTeMa 3a ChoDinaBane:

buarapuas

H3mbnauTeHA areHum 1o Jekapcteara (MAJT)
ya. ,,Jlaman ['pyeB” Ne §

1303, rp. Codun

Ten.: +359 2 8903 417

yebeaiiT: www.bda.bg

KaTto crobmapare HexeflaHH peakliMH, MOXKETE Aa AaJieTe CBOs NMPHHOC 3a NONTYYAaBAaHE HA MOBEYE
HH(OpMaNKiA OTHOCHO 6€30IacHOCTTA Ha TOBA JIEKAPCTBO.

CrXxpaHsBaiiTe TOBa IEKAPCTBO HAa MACTO, HEAOCTHITHO 34 JELa.




He usnonssaiite TOBa NeKapcTBO CleA CpOKa Ha MOJHOCT, oTOeNA3aH BBPXY KapTOHCHATA ONAaKOBKa U

onucreprara nenra cnel Ioger mo:. CpoKBT Ha FOAHOCT OTTOBaps Ha MOCIIEAHHA AEH OT HOCOUCHHA
MEcCeLLl,

Toz3u nexapceTBeH NPOAYKT He H3KUCKBA CIICIHAIIHH YCJIOBHA HA ChXpaHEHHE.,

JlekapcTBara He TpsAOBa /1a ce H3XBBPIAT B KAHAIM3ALHATA WIH B KOHTEHepa 38 AOMALIHA OTTIATBIH,
Honuraiite Bamua dapmaneBT Kak Aa H3XBBPIHTE HEHYKHHUTC BH JIEKapcTBa. 1€3H MEpPKH 1IE
CMOMOTHAT 3a Olla3BaHe Ha OKOJIHATA cpefa.

6. CoaALpxaHHE HR ONAKOBKATA H Apyra REdopManus

Kakso cpabpxka Auanpen MR 60 mg rabjeTkn ¢ H3MeHeRO 0cBoOOXKIaBAHE

AKTHBHOTO BEIIIECTBO € IiHKIa3HA. Besaka tabiierka ¢ H3MeHeHo ocBoboXKaaBane chanpxka 60 mg
TTTHKITA3KA.

JpyTrure CbCTABKH Ca: JIAKTO3a MOHOXHMAPAT, MATTOAEKCTPHH, XUIIPOME03a, MATHE3HEB CTCapar,
KONOMACH 6€3BO/ICH CHIIHIIUEB THOKCH/,

Kak maraexna {aanpea MR 60 mg TaGl1eTKH ¢ H3MeHEeHO 0CBOOOKAABARE H KAKBO CLAbpXKAa
ONAKOBKATA

Huanpen MR 60 mg ca Gend npoARIroBaTd TabNeTKH ¢ H3MEHEHO OCBOO0XKIaBaHe, ¢ NL/DKHHA 15
mm ¥ IHpHHA 7 mm, ZETHMH W TPABHPaHH OT aBete cTpaHH ¢ ‘DIA 60°. TabneTkHTe ce npeyiarar B
GmcTepH, ONaKoBaHH B KapTOHEHH KyTHH cie 7, 10, 14, 15, 20, 28, 30, 56, 60, 84, 90, 100, 100
(emuruna onmaxkoska), 112, 120, 180 unu 500 Tabnerxn.

He BcHYKH BUAOBE OIIAKOBKH MOTAT [1a ¢a HAJTHYHH.

IIprTexaresn HA pa3spemicHHETO 32 YOIOTpe(a H NIPOH3BOAHTE
IIpaTexkaTen HA pa3pemIcHHETO 32 yomorpeba:

Les Laboratoires Servier
50, rue Carnot
92284 Suresnes cedex

DpaHLMA
I[Ipon3BoanTENN:

Les Laboratoires Servier Industrie
905 route de Saran
45520 Gidy

POpaHius
HITH

Servier (Ireland) Industries Ltd.
Gorey Road,
Arklow - Co. Wicklow

Hpnanaus
WIH

ANPHARM Przedsiebiorstwo Farmaceutyczne S.A.
Ul. Annopol 6B

03-236 Warszawa

ITomua




LABORATORIOS SERVIER S.L.

Avenida de Los Madroiios, 33

28043 Madnd
Hcnanmg

MecTen npeacTaBETEN ;
Cepeue Meaukan EQOOJ]
Temn.: +3592 921 57 00

To3d AeKapcTBen NPOAYKT ¢ pajpemien 3a ynoTpeba B Anp:xkaBETe 9iaeHkH Ha KHII nmoa

CACHAETE HMeHA:

ABCTpHA
benrus
brarapus
XBpBaTcKa

(DpaHIHA
['epmanns
['spryis
YHrapus
Hpnannua
Hramun
JlaTBHa
JIuTBa
JIroxceMOypr
Manra

Xonanaus
IMomna
[opryranus
PymMbHHES
CnoBakuA
Cnosenus
HUcnanua

DIAMICRON MR 60 mg
UNI DIAMICRON 60 mg
JTHAHPEJI MR 60 mg
DIAPREL MR 60 mg
DIAMICRON MR 60 mg
DIAPREL MR 60 mg
DIAMICRON UNO 60 mg
DIAPREL MR 60 mg
DIAMICRON 60 mg
DIAMICRON UNO 60 mg
DIAMICRON MR 60 mg
DIAPRE]. MR 60 mg
DIAMICRON MR 60 mg
DIAMICRON 60 mg
DIAPREL MR 60 mg
DIAPREL MR 60 mg
DIAMICRON 60 mg
DIAMICRON MR 60 mg

DIAMICRON MR 60 mg
DIAPREL MR
DIAMICRON LM 60 mg
DIAPREL MR 60 mg
DIAPREL MR 60 mg
DIAPREL MR 60 mg
DIAMICRON 60 mg

JaTa HA DOCHEAHO NPEPAIIICKIAHE HA JHCTOBKATA:




