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DIAPREL MR 60 mg modified-release tablets: .~ ...

anazm[((}hclazlde) | Ag/hl/ hﬁ ‘7V0.5’,V

IpogeTeTe BEUMATENO NAJIATA JIHCTOBKA HPEAH A JAMOTHETE Aa HpHEMATE TOBA .nelcapc'rni &-A0-
Thil KATO TH CLALPXKA BAXKHA 32 Bac madopmanns.
3anasere Ta3M JMCTOBKA. Moxe 1a ¢e HAIOKHM a s (IpOodeTeTE OTHOBO.
AKO ¥MaTe HAKAKBM JOITBJIHUTEIHM BBIPOCH, NONMUTaliTe Bamma ekap wiH (apMariesT.
Tora neKapcTBO € mpeANHcaHo JH4HO Ha Bac. He ro npeorcThnBaiite Ha Apyrd xopa. To Moxke
Aa UM HABpPEOH He3aBHCHMO, Y€ MIPH3HALIUTE Ha TAXHOTO 3abongBaHe ca ChinUTe KaTo Bamnre.
. AKO NOMyYHTE HIKAKBH HEXEeJIaHH JICKAPCTBEHH peaklliu,yBeaomMere Bamns sexap wiu
¢apmaLeBT. ToBa BK/HOYBA H BCHYKH BB3MOXHH HEXKENAHH PEaKivK, HEOMHCAHH B Ta3H
MHCTOBKA. BiokTe TOUKa 4.

KaKkBo ¢hbALPKSE TAIH JHECTOBKAS

1. Kakso npeacrasnasa Jnanpen MR 60 mg TabneTku ¢ H3MEHEHO OCBOOOKIABAHE U 33 KAKBO C€
M3IMO3Ba

Kakso Tpa6Ba aa 3Haete, npeau aa npuemere Oduanpen MR 60 mg TabneTkH ¢ H3MEHEHO
ocBobGOKIaRasHe |

Kak na npuemare Juanpen MR 60 mg Tabnerku ¢ uameHeHo ocsoboxaaBaHe

B13MOXHH HEKENaHU PeaKLHH

Kax na cexpamsieare Jluanpen MR 60 mg Tabnerkn ¢ n3MeHeHO ocBoGoXK1aBaHe

CrappXkaHue Ha ONAKOBKATA M AONBIHHTENHA HHMOpMALMS
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1.Kakeo npeacrapansa Ananpesa MR 60 mg, TabiieTkn ¢ H3MEHeHO 0¢BODOKA2BAHE H 38 KAKBO
ceé A3NO0J3BA

HMuanpen MR 60 mg TaGnerxu ¢ H3aMeHeHo OCBOOOKAaBaHe € IEKAPCTBO, KOSTO MOHHKABa HUBOTO Ha
KpBbBHATA 3axap (opanHe aHTHAMA6eTHO JIEKApCTBO, MIPHHAANEKALIO KbM IpyIlaTa Ha
cybanmtypeiiHuTe NpenapaTH).

Jnanpen MR 60 mg tabneTks ¢ H3MEHEHO OCBOOOXKAaBaHE C& H3MOJ3BA IIPH BE3PACTHH 33 JICYSHHE
Ha onpeneneHa dopma quaber (axapen quaber THN 2) KOraTo caMO AHCTHYHUTE MEPKH, (hIBHYECKUTE
yIIpaKHEHHA H HAMAJIIBAHETO HA TENECHOTO TEMNIO HE ¢a JOCTATHYHH 3a NOAAbpKaHE HA HOPMaJTHH
CTOMHOCTH H2 KPBBHATA 3aXap.

2. Kakso TpabBa aa 35aere, npein ga npueMete Juanpenr MR 60 mg raGrerku ¢ azmMeneno

ocBobOKIaBaHE

He npremaiite /lmanpen MR 60 mg Tabaerxkn ¢ H3MeHeno 0cBobOXKIaBAHE:

- AKO CTe aJlepriyHH (CBPBXIYBCTBHTE/IHH) KBM [TIHKIAzUA MM HAKOS OT OCTAHAIMTE ChCTABKH HA
Juanpen MR 60 mg tabneTku ¢ m3MeHeHO ocBoGokaaBane (M30poeHH B TOUKA 6), HIIH KBM
ApPyrH IEKAPCTBa OT Chluara rpyna (cyndaHWwIypeiiHia NpenapaTy), WIH KbM APYTH NoACOHH
JIeKapCTBa (XUMOTTHKEMHYHH CYN(OHAMHIN);

- aKo cTpajaTe OT HHCY/AMHO3aBHCHM auadet (Tum 1);

- aKO MMAaTe KETOHHH TeJla M 3aXap B ypHHaTa (TOBa MOXKE J1a 03HA4aBa, 4ye HMe
KeToAlMAO3a), AnabeTHYHA ITpeKoMa HIH KOMa;

- @Ko CTpaJaTe OT TEXKKH YepHOAPoOHH Wi O0B0peunn 3abonasanms;

- aKO B MOMCHTA NPHREMAaTE JISKapCTBa 3a NeYCHHE HA reOHYHH HHPEKIUH (

HApyra sexapcerea B {nanpen MR 60 mg TatseTKR ¢ a3MeHeH0 0¢BOGC




- aKO KbpMHTE (BHKTe TOUKa “BpeMeHHOCT H KBpMEHE™).

Ipeaynpexnends & NnpeANa3zHy MEPKH

I'oBopere ¢ Bamms nexap npenu 1a npuemare Juanpen MR 60 mg Tabnerkn ¢ H3MEHEHO
OCBOOOXKAaBaHE.

Bue TpsbBa ga criazpare neveOHHA IUIaH, NpeAnkcal or Bamus nekap, 3a a ObAaT NOCTUIHATH
HOpMAJIHK CTOHHOCTH Ha KpBBHATa 3axap. TORa 0O3Ha4aBa, Y€ OCBEH PEAOBHOTO IIPHEMAaHe HA
TabneTkure, Bue TpaOBa Aa cnaspare QHETHYCH POKHM, Ja MPaBHTE PHIHUCCKH YHIPAXKHEHHA H, KO €
He0oOX0oIHMO, J1a HAMATHTE TEJIECHOTO CH TErO.

1o Bpeme Ha IEYCHHETO ¢ TIHKJIA3HA € HeoOXOAMMO peAOBHO H3CTIcABaHe HA KPbBHaTa 3axap (U
€BEHTYaJIHO 3aXapTa B YpHHATA), a CHINO H HA rIukHpaHua XeMornobun (HbAlc).

Ilpe3 nmepBHTE CeMHMIIMA HA JIEUEHHETO PHCKET OT TIOHWXEHHE Ha KPHBHATA 3aXap (XHOOIITHKEMHA) €
MoBHINEH. 3aTOBA € HEOOXOAHMO IMO-4ECTO MEAHIIMHCKO KOHTPOJIHpPaHE.

Hucke ¢cTOMHOCTH Ha KpBBHATA 3axXap (XMITOTJIHKEMHS ) MOTaT Ja Ce MOABIT:

- aKO C€ XpPaHHuTe HEPEJOBHO MM MPOITYCKATe OCHOBHH XPaHCHHS,

- aKo riagyBare,

- @Ko CTe ¢ HEAOXpaHBaHe,

- 2KO NPOMEHHUTE XPAHHTETHHA CH PEXKHM,

- aKo yBenH4uTe (PU3HYESCKATa CH aKTHBHOCT, a KOJIMMECTBOTO HAa MpUeMaHHTe oT Bac
BBIJEXMAPATH HE CHOTBETCTBA Ha TOBA YBEJIHYEHHE,

- aKO KOHCYMHpATe ajKoXoJi, 0co6eHo B KOMOHMHALHA ¢ NPONMYCKAHe Ha OCHOBHU XPaHEHMA,

- aKO MpHeMaTe APYTH MCKAPCTBA WM HATYPaNHHK JeueOHN NPOIYKTH N0 CHIOTO BPEME,

- aKO MpHEMAaTe NpeKaJeHO rojleMH JO3H IITHKIa3H,

- aKo CTpajare OT crelAPHYHH XOPMOHATHO-3aBUCHMH 3a00isABaHAs (HapylleHa QyHKIMA HA
LIMTOBKAHATA >KJle3a, Ha XHIogH3IHATA JK1€3a WIH KopaTa Ha HanOnbpeka),

- axo ObOpeunara unn yepHonpobHara Br ¢yHKIMA € cWIHO HaMaleHa.

AXO HMaTe HUCKa KpBBHA 3aXap, Bue Moxke Aa MOoIy4YuTe CASAHUTE CHMITTOMH:

rnasobosine, CHIIEH IMaf, FaficHe, NOBPBILAHE, OTIIATHANIOCT, Pa3CTPOHCTEO Ha CHHA, HEPBHOCT,
arpecMBHOCT, HAMAJICHA KOHLIEHTPALIHA, HAMajleHa OAHTEIHOCT U 3a0aBeHH peakiii, AcTpecHs,
00BpPKAHOCT, Pa3CTPOMCTBO Ha 3PEHHETO HJIN FOBOpPa, TPEMOP (TpenepeHe), CEH30pHH (CETHBHH)
HApYIIeHHS, CBETORBPTEK K UYBCTBO Ha 6¢3IMOMOIIHOCT.

Morart fa ce NoABAT H CREAHUTE CHMITTOMH: H3TIOTABaHE, X/1a/lHA H BJIKHA KOXKa, 6e3nokoicTBO,
YCKOPEHA WIH HEPHTMHYHA ChpOcyHa NeHHOCT, BUCOKO KPbBHO HalisiraHe, BHe3anHa ciina GoNKka B
BPAMTE, KOSTO MOXE Ja ¢€ Pa3npocTpaHsaBa KbM ChCeIHH OONAcTH (CTCHOKAPINA).

AKO KpBBHATa 3axap NpoXLDKH Aa ce MoHWwkKasa, BHe Moxke Ja M3NaaHeTe B ChCTOAHHE Ha CHITHA
O00BPKAHOCT (IeNIMPHYM), Aa pa3BHeTe KOHBYJICHH, Na 3aryOHTe CAMOKOHTPOJ, AvinaneTo Bu Moke na
cTaHe NOBBLPXHOCTHO, a ¢hpaecuHaTa By nefiHOCT na ce 3a0aBu, MOXKe Ja usnanHeTe B Oe3ch3HaHHe.

B noBe4eTo cIyyan CHMITTOMHTE Ha HHCKaTa KpbBHaA 3axap NpeMUHasaT MHOro 0bp30, KOrato
KOHCYMHpaTe 3axap noj Hakakea ¢opma (Hanp. Tabnerku rIoko3a, 3axapHd O6y4xs, cnaabk COK,
noacHazeH 4ai).

Mo Tasu npuunnaa Bue TpaOra BuHarn na HOCHTe che cefe cU HAKAKBB BHJ 3aXap ([TIIOKO3HH TabieTkn,
Oyuku zaxap). [loMHeTe, 4e M3KYCTBEHHTE MOACHaAMTENH He ca edexruBHH. Mons, cBbLpKETE CE ¢
Bamua sekap WM ¢ Haki-61M3KkaTa OonHMIER, ako IPHEMAHETO Ha 3axap He MOMOTHe WIH CHMITTOMUTE
ce TOABAT MOBTOPHO.

CHMNITOMMTC Ha HUICKA KpbBHA 3aXap MOTAT A4 OTCHCTBAT, A4 €a Mo-cnadbo U3pascHwH:

YCETUTE HaBpPEME, ue KpbBHATa BH 3axap e cnaaHaaa. ToBa Moxe 1@ ce CIIYUM, é A
BB3PACT H IIPHEMATE HAKOH JIEKAPCTBA (Harlp. TaKuBa, AelicTBAIH BLPXY LISHTPS /. e
cucTeMa WIHA 6era-0i10kepH). = fs

 d
AXO cTe B ChCTOSHME Ha CcTpec (Hamp. 3JONOIYKH, XHPYPTHYHM OnepaLy Al
BaiuusT iexkap MOXE BpeEMEHHO 1a CMEHU TOBa JIEKApCTRO ¢ HHCYAHH. | @\



CHMIITTOMH Ha BUCOKA KPBBHA 3aXap (XHIeprIHKeMHA) MOXKE a Ca HAIHLE, KOTaTo IIMKIa3H/l BCE Ollle
HE € NOHIKWI B JOCTATHYHA CTEMEeH KPHBHATA 3axap, KOraTo He cre CnaswiH yieyeOHHS miaH,
npeanMcad oT Bauius nekap, ako IpueMaTte npenaparH, cpppxamu Ouikara St. John's Wort
(Hypericum perforatum) (kpiT KanTapuoH) (Bk.touka “Jpyru nekapctsa M Jluanpen MR 60 mg
TableTKH ¢ M3MEeHeHO ocBOOOKAaBaHe™) WIH NMpH crequ(HYHHA CTPeCOBH cuTyauun. Te morar Aa
BIUTIOYBAT JKAKAE, YECTO YPHHHPAHE, CYXOTa B YCTaTa, CyXa M chpOAina Koxka, KOXKHH HHPEKIMH H
HamaneHa paboTocnocoOHOCT. AKO HACTENIAT TAKHBA CHMITTOMM TPAOBa Aa ¢e CBBPkKeTe ¢ Balnud nexap
win hapmanienT.

HapymeHnue B kpaBHaTa 3aXap (HHCKa HJIH BUCOKA KPBBHA 3aXap) MOXE a C€ MOABH, KOraTo
TIHKIIA3H] € MPeANHUCaH eTHOBPEMEHHO C JIEKAPCTBA, MIPHHAIEKALUYM KBM KIaCc aHTHOHOTHIIN,
HapeyeHH (IyOpOXHHOJIOHM, 0cOBEHO NPH NALMEHTH B CTAPYECKa BH3PAcT. B To3u ciayyaii, Baumsr
JeKap e Bu npunoMHK BaXKHOCTTA OT MPOC/IeAABaHE Ha KPBBHATA 3axap.

Axo BEB Balieto ceMeiicTBo HMa win Bue 3HaeTe, ye HMaTe HACIEACTBEHOTO CHCTOAHHE AePUIHT Ha

rmoxo30-6-pocdar aexuaporeHaza (I'6@J) (aHoMamus Ha EPHTPOUHTHTE), MOKE A3 CE€ MOABH
MOHIKABAHE HA CTOHHOCTHTE Ha XeMOrnoOHHA H pasmaj]l Ha ePHTPOLHTHTE (XEMOIHTHYHA aHEeMHA).
OOBpHeTe ce kbM Bamusg sekap npeay na 3a04yHETe Ja NPUEMATe TO3U NEKAPCTBEH NPOAYKT.

HMuanpea MR 60 mg tabneTks ¢ H3MeHEeHO OCBOOOKIaBaHe He Ce NpenopbYBa 3a ynoTpeba NpH Acna
[1IOpaan JIHICA Ha JaHHH.

Hpyre aexapcerea B Jnpanpen MR 60 mg TaG.1eTKH ¢ H3MEeHEeHO O0CBO0OKIaABAHE
Huadopmupaiite Batiug nekap HIH ¢apMaLieBT, ak0 B MOMEHTA NPUEMATe WIH HACKOPO CTe NPHEMaH,
HJIH MOXKE ia TIPHEMATe Py JICKApCTBa.

[TomKaBalMAT KPBEBHATA 3aXap edeKT Ha IIMKIa3HA MOXKE Ja CTAHE NO-CHJICH M 1a HACTBIAT

MPOSABH HA HACKA KPBBHA 3aXap, KOTaTo ce yrorpedsBa HAKOE OT clieAHHTE JIEKApCTBa:

- APYTH IEKapCTBa, KOUTO CE YIOTpeGdBar 3a JieueHHe Ha BUCOKA KPbBHA 3axap (MepopaiHu
auTHAMadeTHn cpeactra, GLP-1 penenrophn aroHHCTH WK HHcynnH)

- aHTHOHOTUIM (HaTp. CYNPOHAMHAH, KIapHUTPOMMIIHH),

- NIeKapcTBa 3a JICUEHME Ha BHCOKO KPBhBHO HaNgraHe WIM ChpACYHA HCAOCTaThYHOCT (6eTa-
Onokepu, ACE-HHXHOHTOPH, KaTo HaNp. KarfTONPHI WIH eHananpml),

- JleKapcTBa 33 NeYeHne Ha FEOAYHN MHQeKIuH (MHKOHA30, (yKoHA30I1),

- TexapcTBa 3a JiedyeHHe Ha A3Ba Ha CTOMAaXxa IH ABaHajeceTonpbeTHHKA (Ha-penenTopHH
ANTarOHHCTH),

- NIeKapCTBa 3a JIeYCHHE Ha Aenpecus (MHXUOATOpPH Ha MOHOAMHH OKCHJIA34Ta),

- 60IKOYCTIOKOABALIH FIH aHTHPEBMaTHIHH cpeacTea ((pernnbyrason, nOynpoden),

- NCKapCTBa, ChbAbpiKallH aAJIKOXOJI.

IToHIDKaBAIMHAT KPhBHATA 3aXap eeKT Ha TIHKIIa3HI MOoxe Ja ObJie 0TCnadeH B Ja HacThHIH

IOBHLUIABAHE HA KPBLBHATA 3aXap NpH ynorpeba Ha eHO OT CICAHUTE JICKAPCTBA:

- JieKapcTBa 3a JIeYCHHE Ha 3a00/I9BaHHA Ha LISHTPANHATa HEPBHA CHCTEMa (XJIOPIIPOMA3HH),

- JIEKApCTBa, HAMAABAIIHA BB3NANCHHA (KOPTHKOCTEPOHAH),

- JIeKapCTBa 3a JIeYeHHEe Ha aCTMAa WIH KOUTO ce ynoTpeOABaT Mo BpemMe Ha poaoBa ACHHOCT
(MHTpaBeHO3eH canbyTamo, pATOOPHH H TepOyTanus),

- JSKApCTRA 3a JieueHue Ha 3a6onaBaHiA HA I'bpAaTa, CHIHO MEHCTPYAIHO KPhBOTCUCHHE H
EHAOMETPHO3a (1aHa30I1),

- ITpenapatu, chabpxaiy Swikara St John’s Wort -Hypericum perforatum (JKbJIT KAHTAPHOH).

Hapymenne B KphBHATA 3aXap (HHCKa I BHCOKA KPBBHA 3aXap) MOXe 1a C€ MOABH, KOraro I[uanpeu
MR 60 mg TabneTkH ¢ ¥3MEHEHO OCBODOXKAABAHE CE MMPHEMA ETHOBPEMEHHO C JICKApE

IPHHALICKALIO KBM KIac aHTHOMOTHIN, HapeueHH GITyOopOXHHOIOHH, ocobeHa #
cTapyecka Bb3pacT. | -

Huanpen MR 60 mg TabneTkn ¢ m3MeHeHO OcBOOOKIaBaHe MOXKE Aa 3ac hex
KOMTO [OTHCKAT KPBBOCHCHPBAHETO (Hanp. BapdhapuH).




TlochBerBaiite ce ¢ Bamua nekap npenu Aa 3amovHeTe 4a MPHEMaTe APYr JIEKAPCTBEH MPOAYKT. AKO
MOCTHIIMTE B GONAHMIA, choOINeTe Ha MEOWIMHCKHA nepcoHal, de mpueMmare [uanpen MR 60 mg
TaONeTKH ¢ H3MEHEHO O¢BOOOKIaBaHe.

Jtaanpea MR 60 mg Ta0neTKH ¢ H3MEHEHO OcBOOOKAABAHE C XPAHA, HAIHTKH H AJIKOXOJI
JMuanpea MR 60 mg Tabnerku ¢ H3MEHEHO OCcBOOOKIaBaHe MOKE g C€ NMPHEMA C XpaHa H
0e3aNKOXO/IHH HATUTKH. |

KoHcyMaIgsaTa Ha alIKOXO0N He Ce NpenoppyBa, Thil KaTo ToH MOXE Aa HapyIH KOHTPOJIHPAHETO Ha
Bamms auaber nmo HenpeAcKasyeM HaYHH.

bpeMeBAOCT H KbpMene |

Junanpen MR 60 mg TaGierku ¢ H3MeHEHO 0CBOOOXKABAHE HE CE TIPENIOPBYBA 3a YNoTpeda 10 BpeMe
Ha OpeMeHHOCT. Ako cre OpemeHHa, MHUCIHTE, Ye MOXe J1a cTe OpeMeHHa WM IUIAHHpaTe /a HMaTe
aeTe, nonHrairte Baluns ekap 3a ChBET NPEAH Ja IPHEMETE TOBA JIEKAPCTRO.

He tpabpa na npuemare Quanpen MR 60 mg Tabnerks ¢ H3MEHEHO OCBOOOKAABAaHE HOKATO KbPMHTE.

Mlodupane n padora ¢ MAMMAN

CnocoOHOCTTa BH Aa ¢€ KOHLEHTPHpaTe WM Aa pearupare Moxe Ja 6bae HapylleHa, ako KpbBHATa BH
3axXap € IPeKANeHO HWCKA (XUMOTTHKeMHA) WIH MpeKaIeHO BHCOKA (XHMMEPTIHKEMHA), WIH aKo ce
MOSABAT 3PHTEIIHA HAPYIICHHA B PE3YJTAT Ha Te3H cherosHms. Fimaiire npenpHs, ue 6uxre MOImM aa
sacTpawnTe cebe cH MNH APYrA Xopa (Hanp. korarto mwodmpare win paboTHTre ¢ MamuHA). Mo,
nonuraiTe Banus nexap ganu MoxeTe na modupare:

- 4KO UMATE YECTH eNMU301 HA HHCKA KPHBHA 3aXap (XMNOTNHKeMuA),

- 4KO CHTHAJTMTE 332 HHCKA KpPBBHA 3aXap (XuroriiukeMus) mpu Bac ca cnabu win HIicear.

Ba:xna HEQOpMANEA OTHOCHO HAKOH OT ¢heTaBkATe HA duanpea MR 60 mg TabaeTks ¢
H3IMeHeHO 0cBO0OKAABANE

Huanpen MR 60 mg cpaspka nakTo3a. AKO Balnvar iekap BH € Kasajl, 4¢ HMATe HEMOHOCHMOCT KbM
HAKOM 3aXaPH, FOBOPETE C HErO NMPEeAH Aa BIEMETE TOBA JCKApPCTRO.

3. Kak na npaemarte Inanpean MR 60 mg TablieTkn ¢ H3MeHeRO 0cBobOKAaBaANE

HOo3HpOBKA

Bunaru npuemMaiite ToBa ASKAPCTBO TOYHO KAKTO BM © Kasan Bamnat nekap win papmanesT. AKo e
CTE€ CHIYPHH B Helllo, monHTakiTe Bammns nexap wim papMaLeBT.

Jlo3aTa ce onpeaend OT JeKapa B 3aBHCHMOCT OT CTOMHOCTHTE Ha KpbBHaTa BH 3axap 1 €BEHTYAITHO
OT 3axapTa B ypHHaTa.

[IpoMenuTE BBR BHHIDHHUTE (PaKTOPH (HAamp. HAMANABAHE HA TEIECHOTO TErno, MpoOMAHa B HAYHHA Ha
JKHBOT, CTpeC) WK nogoOpeHRETO Ha KOHTPOJIHPAHETO Ha KPBBHATA 3aXap MOTaT Aa HaJIoXKaT
NPOMAHA HA JO3MTE HA TAUKAA3HA,

[Ipemopb4BaHara JHEBHA 034 € OT NMOJIOBHH A0 ABe Tabnerku (MakcumMyM 120 mg) B3erH HaBeIHEBK
o BpeMe Ha 3aKycka. Ts 3aBHCH OT OTTOBOpa KbM JicucHHeTo. TabneTkara Moke 1a Oble pasaeiieHa
Ha PaBHM JO3H.

Huanpen MR 60 mg Tabnerku ¢ usMeHeHO OCBoOOKIaBane € 3a nepopanta ynorpeda. Hpuemere
TabneTKkaTa(Te) ¢ yama Boa Mo BpeMe Ha 3aKycka (M 3a MpeANOYMTAHE 110 IHO H ChILO BpeME BCEKH
aen). [lpernvTHere nONOBMHATA Wi anaTa Tabnerka(n) Hareaubx. He npsuere u ne uynere
tabnerkara(ure).BuHarn Tpadea Ja ce HaxXpaHHUTE cliea NMpHeMa Ha Bamara Tabnerka(u).

AKo ¢ 3anoyHato koMOuHupaHo neveHue ¢ Juanpen MR 60 mg tabierku ¢ H3MeHe
ocpobokAaraHe ¢ METPOPMHH, HHXHOHTOP Ha ada-TaIOKO3HAA3aTa, THAZ0]]
nernTHaa3a-4uaxubuTop, GLP-1 penenTopen aroHMCT WIH ¢ HHCY/IMH, BaumaT nexag
UHIMBHAYANIHO 33 Bac noaxofsimara 5o3a Ha BCAKO OTJIEIHO IEKapCTBO. :



Axo 3abenexure, 4 HABAaTA Ha KpEBHATa BH 3axap ca BUCOKM BBIIPEKH NPHEMA HA JIEKapCTBOTO, Taka
kakTo Bu e npeanucaHo, 1ps6Ba fa ropopute ¢ Baumis nexap uinH ¢apMarLesT.

AKO cTe NpHeJH HoBeve OT HeoOxoAEMaTa A03a nanpea MR 60 mg TabaeTkn ¢ n3MeHeHo
ocBo0OKIABAHE |

Axo cTe IpHeNH noBeue oT Heobxoaumua 6poii TabneTkH, cBEpIKETE ce He3a0aBHO ¢ Baums nexkap Win
CBC CHEIIHOTO 3BeHO Ha Haii-0jimskaTta Somauua. IlpossuTe Ha npeno3HpaHe ca TC3H NPH NOHKABAHE
Ha KpbBHATA 3aXap (XMNOrIHMKEMHS), OIMCAHH B Touka 2. Te Morat fa 6baT OBnansHH 9pe3 He3abaBHO
npyeMaHe Ha 3axap (4 no 6 Gyuku) WIH TEYHOCTH, CHIBPXKAHH 3aXap, NOCIEABAHO OT OOHIHA 3aKYCKA
HWIM OCHOBHO XpaHeHe. AKO NalyieHTLT e B Oe3ch3HaHne, BeaHara HHpopMupaiiTe nekap ¥ noBHKaliTe
bsp3a noMow. CeioTo Tpsadea aa ObAe HANPaBeHOo, aKO HAKON (HAMIp. JI€Te) € MOTBJIHAM CTy49alHO TO3H
npoaykr. Ha naumesTu B 6e3ch3Hanie He TpAOBA Ja ce AABAT XPaHY H TCUHOCTH.

BuHaru TpadBa Aa ce OCHIypsABa DOCTaThYHO HHPOPMHPAHO NHIE, KOSTO MOKe Aa MOBHKA JieKap B
Ciydaid Ha CNENIHOCT.

Axo cTe nponycaann aa npaemere Jaanpea MR 60 mg ta6neTk ¢ H3MEHEHO 0CBOGOKAABAHE
BaxkHO € 1a NpHEMATE BalISTO JIEKAPCTBO BCEKH ASH, Thi KaTO peIOBHOTO JIEUeHHE BMa No-1005p
edexr.

AKO BCe nak npoiycHere Ja npHemerte eana nosza Juanpen MR 60 mg rabnerku ¢ u3amMeHeHO
ocBO0OKIaBaHe, DPHEMETE CNICABaLIaTa A03a no obuvaiiHoTo BpeMe. He s3emaiiTe nBoiiHa 1034, 3a na
KOMIIEHCHpATe NPONYCHATATA JI034.

Axo cre capenn npaema Ha {panpes MR 60 mg rabireTkn ¢ #3MeHeHo ocBoDokIaBaAME

Twoii kaTo JedeHreTo Ha JHadeTa OOMKHOBEHO TIPOXBIDKABA AT XXHBOT, Bue Tpabea aa ce |
NockLRETBaTE ¢ Bamma nexap npeAu Ja crpeTe Ja MpHEeMAaTe TO3H JIEKAPCTBEH NPOAYKT. CnHpaHeTo
My MO2Ke Aa AOBEJE 0 MOBHINABaHE HA KPbBHATA 3axap (XUTIepriIMKeMHs ), KOATO MOBHIIIABA PHCKA OT
pa3sBHBaHE HA YCIIOXKHEHHA Ha AHadera.

AKO HMMaTe HAKakBH JIOITBIHHMTEIHH BBIPOCH, CBBLp3aHHM ¢ ynoTpebara Ha TO3M NPOAYKT, MOJIA,
nonuraiiTe Bamus nexap uiu gpapmaiicBT.

4. Bh3MOKHE HEKENAHH Peakinn

KakTo BCHUYKH JICKApCTBa H TOBA JIEKAPCTBO MOXKE A2 MPEAN3BHKA HEXKEIaHH peakuMy BLNPEKH, Y€ He
BCEKH H NOJTy4aBa.

Haii-stecTo HabmonaBana HeskellaHa JIEKAPCTBEHa Peakilds € HMCKA KPbBHa 3axap (XHTorukemus). 3a
. CHMITTOMHTE M NPH3HALMTE BIDKTE TOUKA “IIpenynpexaeHHs H MpeAna3sHy MepKH Npu ynotpebda”.
Axo He OBAAT NeKyBaHH, Te3M CHMITOMH OHMXa MOTIIH 4a NPOrpecHpar IO CHHIMBOCT, 3aryba Ha
Ch3HAHME WIH NOPH KOMAa. AKO CIH30QBT Ha NOHIDKEHHE HA KPbBHATA 3aXap € TexXbK WM
NPOALIKHTEAECH, JIOPH U BPEMEHHO J1a CTe IO OBJajelld KaTo cTe NpHenn 3axap, Bue Tpabpa na
NOTHPCHTE HE3a0aABHA METMITHHCKA TOMOILL.

YeproapoOHU HapyIIeHUS
MMa eAWHHYHH CcHOOIEHMA 3a HapymieHa 4depHOAPOOHA (YHKIMA, KOATO MOXKE Aa IPeAM3BHKA

NOKBITABAHE Ha KOXaTa H o4HTe. AKO TOBa Ce CIyud Ha Bac, oOppHere ce HezabaBHO xbM Bainua
nekap. Tezu CHMITTOMH OGHKHOBEHO H3'€3BaT Cllefl CIUpaHe Ha JIEKAPCTBOTO. BalnuaT nexap 1ue B3eMe
peLicHIS JIaNK 4a Crpe JIeYSHHETO BH.

KoxHn RapyuieHus
HAma crOOIIEeHHS 32 KOKHH PeaKi[dy, Hanp. oOpuB, 3auepBaBaHe, ChpOEikK, KOTIPHBHA
aHrsoeaeM (Osp30 IoAyBaHe HA TBKAHMTE KATO KNENaduH, JIMLE, YCTHH, €3UK WITH '
Ja OBEJAT 1O 3aTpyAHEHO AumaHe). OOpHEBT MOXe fja MPOTpecHpa N0 U3NPULIBY
Ha roJIEMH YYacThL{H OT KO2KaTa.




B H3KMIOYHATENHH CITydaH c¢a OuaH ¢H001IEHA CHMITTOME Ha OCTPH PEaKIHH HA CBPBXYYBCTBUTEITHOCT
(DRESS); mbpBOHAYAIHO KaTO TPHOONOAOOHH CHMITTOMM H OOPHB Ha THIETO, NMOC/IENBAHH OT
pasnpocTapane Ha 0OpHBa M BUCOKA TEMIIeparypa.

KpbBHH HapYINECHHS

Hamansasase Ha Opos Ha KJI€TKHTE B KPBHBTa (HAMp. Ha TpoMOOLIUTHTE, EPHTPOLIMTHTE H JICBKOLIHTHUTE),
KOETO MOXe Ja MpeAn3BHKa nodneaHsBanHe, YIbIDKEHO KbPBEHE, CHHHHH, HMa CHOOIIEeHH 34
BE3NMAJICHHE Ha IbpPJIOTO H TeMneparypa. 1e3H CHMITOMH 0OHKHOBEHO H34e3BaT Cle] NPeKBbCRaHe Ha
JICYECHHETO.

XpaHOCMHIATENIHH HADYLISHHA
KopeMmHa 605n1Kka, ragese, noBprINane, HApYIIEHO XpaHOCMHIAHE, HapyA M 3anek. Te3n ePeKTH

HaMasaBaT npu npaemane Ha Juanpen MR 60 mg TabneTku ¢ ¥3MeHEHO 0cBOOOXK/1aBaHE C XpaHa,
KAKTO Ce MpenophYRa, -

Hapyinenus Ha o4HTe

3penrero BH MOJKE /a OBJie 3acerHaTo 3a KpaTko BpeMe, 0co0EHO B HAYanoTo Ha neyeHHeTro. Todu
edexT ce ABDKH Ha NPpOMAHATA B CTOMHOCTHTE Ha KpbBHATa 3axap.

Kakro npu apyrure cyndoHWnypefiHn npenapaTd, CNeAHHTE HEXEJIaHM peakuud ca OuiH
HaOIOAaBaHK: CIYYaH Ha TE€XKH MPOMEHH B Opos Ha KPBBHHTE KNETKU H aleprutvHO BH3NAINCHHE HA
CTeHaTa HA KPHBOHOCHHMTE ChAOBE, HAMAIABAHE Ha HATPHA B KPbBTa (XHIIOHATPHEMH ), CHMITTOMHK Ha
YepHROAPOOHO YBPESKAAaHE (HAIp. )KBITEHHIA), KOMTO B ITOBEYETO CTyYal MMPeMHHABAT CJie/] CTIMPAHE Ha
cyndaHunypeiHnd npenapar, HO B ¢AHHHYHH CAydad MOraT Jia JOBERAT RO KHBOTO3aCTpallaBalla
YEPHOAPOOHA HEAOCTATEYHOCT.

Crofmanane Ha HCAEIAHH PeakKnHH
AKO NOTysHMTe HAKaKBH HEXKeNaHH JIEKAPCTBEHH peakiuH, ypeaoMere Banmis nexap win ¢papMauesr.

Topa BKMOYBA H BCHYKH BH3MOMKHH HEXKeJIJaHH peaki[MH, HEOMUCAHH B Ta3H JTHCTOBKA, MoXeTe ChIno
Aa CHOOLMTE HEXENAHH peaKLMH JHPEKTHO Ype3 HALMOHAJIHATA CHCTeMa 3a choD1IaBaHe:

bnarapas

WManmennuTenHa areHuuA 1o nexapcreara (MAJI)
yiL ,,JamsaH ['pyes” Ne 8

1303, rp. Codusn

Ten.: +359 2 8903 417

yebcaiiT: www.bda.bg

Karo ceof1aBaTe HeXelaHd peakuMH, MOXKETe Ja NajieTe CBOA NMPHHOC 3a NMoydaBaHe Ha NoBede
HHpopMaIHa OTHOCHO 0€30NaCHOCTTA Ha TOBa JISKapCTBO.

5. Kak na coxpanseate Auanpen MR 60 mg TadseTkn ¢ a3MeEen0 0cBODOKIaBaARE
ChxpaHsaBaiTe TOBA ICKAPCTBO Ha MACTO, HEJOCTHIIHO 34 Jiela.

He n3nom3pakTe TORA JIEKAPCTBO ClIEA CPOKa HA TOAHOCT, 0TOENA3aH BBPXY KapTOHEeHaTa ONaKoBKa H
Gnucrepnara aeHTa cinen ["opgen ao:. CPOKBT Ha FOAHOCT OTTOBAPS HA MOCHEAHHA ISH OT NOCOYCHHA

MCCCILI.

To3u AeKapcTBeH NPOAYKT HE W3HCKBA CIELHANIHA YCIOBHA Ha ChXpaHEeHHe.

JlexapcTBaTa He TpaOBa Jla ¢¢ H3XBBHPJIAT B KAHAIH3ALMATA WIM B KOHTeHHepa
ITomuraiite Bammsa dapmanieBT kak Aa H3XBBPIMTE HEHYKHUTE BH JICKapUTHs
CIMIOMOFHAT 32 Ora3BaHe HA OKOJIHATA Cpeaa.



6. CrappkanHe Ha ONAKOBKATA B Apyra sEdopManus

Kaxpo ceoappaxa {granpea MR 60 mg TabneTkn ¢ H3MeReHO 0CBODOXKIA2BaAHE

AKTHBHOTO BEIIECTBO ¢ TIHKAaska. Begka Tabnerka ¢ H3aMeHEHO ocBoOMKAaBaHe ChabpKa 60 mg
IJTHKIa3U A, |

JApYTHTE CHCTABKH Ca: JJAKT038 MOHOXHAPAT, MATTOACKCTPHH, XHIIPOMEN03a, MarHe3HeB Creapar,
KOJIOHACH 0e3BOMICH CHITMITMEB JMOKCH.

Kak marnexaa {aanpea MR 60 mg Ta0ierkn ¢ B3MeHeHO 0CBOOOKIABARE H KAKBO CHAbLPKA
ONAKOBKATA

Iuanpen MR 60 mg ca 6ei npoabaropaTH TabneTky ¢ H3IMEHEHO OCBOOOKNaBAHE, ¢ ALDKHHA 15
mm H IHpUHa 7 mm, JeMMH H rpaBHpaHH ot Apete crpaHy ¢ ‘DIA 60°. TabneTkure ce mpeanarar B
ONHCTEpH, ONTAKOBAHH B KAPTOHEHH KyTHH c¢k¢ 7, 10, 14, 15, 20, 28, 30, 56, 60, 84, 90, 100, 112, 120,
180 nwu 500 Tabnerkn.

He BCHUKH BHAOBE OMNAKOBKH MOTAT Ja ¢a HaJIWUYHH.

[IpaTexaTea HA Pa3pemieRHeTo 32 ynoTpeta H DPOHIBOANTEN
Hdpareaaren HA pa3pellleHHETO 32 yHoTpeda:

Les Laboratoires Servier
50, rue Carnot

02284 Suresnes cedex
OpaHLmA

IIpon3BoaHATEIN:

Les Laboratoires Servier Industrie
905 route de Saran
45520 Gidy

Dpanms
HJIH

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

Hpnanaua
WIH

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

03-236 Warszawa

[Tonina

LABORATORIOS SERVIER S.L.
Avenida de Los Madroifios, 33
28043 Madrid

HUcnaaus

MecTeH OPEeACTABHTR :
Cepsue Menukan EOOJ{
Ten.: +359 2 921 57 00




ABCTpHA
benrus
buarapus
XBpBaTCcKa
Kumrsp
Yexus
Jlanud
EcToHusa
®paHius
I'epManus
I'bpinis
YHrapus

Hpnauaus
Hranus
JlaTRHA
JlutBa
JIxokcemOypr
Manra

Xonangua
[Tomna

[TopTyranus
PymbHMS
CrnoBakus
CnoBcHMA

- Hcnanus

DIAMICRON MR 60 mg
UNI DIAMICRON 60 mg
JAHAITPEJI MR 60 mg
DIAPREL MR 60 mg
DIAMICRON MR 60 mg
DIAPREL MR 60 mg
DIAMICRON UNO 60 mg
DIAPREIL MR 60 mg
DIAMICRON 60 mg
DIAMICRON UNO 60 mg
DIAMICRONMR 60 mg
DIAPREL 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

JIaTa Ha HOCIeAHO NpepasriekKAaHe HA JHCTOBKATA®

To3H JieKapcTBeH NPOAYKT € pa3peieH 3a ynorpeda B AxpxaBuTe wieHkd na EWII noa
CJeAHHTE HMEHA: |




