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Ud LLLE

HO3umer S0 mg/1000 mg punamupann TadjeTkun G 29 22 74 -09- 9
Juzimette S0 mg/1000 mg film-coated tablets

CUTArTUNTUH/METHOPMHUHOB XHAPOXIJIOPH/L
(sitagliptin/metformin hydrochloride)

[IpouyereTe BHHMATE/IHO UNAJIATA JIMCTOBKA, NIPEAH Aa 3alI0YHETE 1a NpHeMaTe TOBA JIEKAPCTBO, Thi

KATO TH ChABbpPKa BaxkHa 3a Bac nndpopmanus.

- 3ana3zere Ta3u JUCTOBKA. MOXKe J1a ce HAJIOXKHU 11a A [MPOYETETE OTHOBO.

- AKO MMaTe HAKaKBH JIOMbJHUTE/IHU BBIIPOCH, nonurante Bawus nekap, (papmaneBT Uiu
ME/IMLIMHCKA cecTpa.

- Toma siekapcTBO € npeanucaHo Ju4yHO Ha Bac. He ro npeorcrbnBaiTe Ha aApyru xopa. To Moxe na
UM HaBpE/H, HE3aBUCHUMO Y€ MPHU3HALIMTE HA TAXHOTO 3a0o0JisBaHe ca ChlMTe KaTto Bamure.

- AKO NMOJy4YHUTEe HAKAKBHU HEXEJIaHU JIEKAaPCTBEHU peakilliM, yBejomere Baiuus nekap, papmaneBt
WJIM MEIMLMHCKA cecTpa. ToBa BKJIIOYBA U BCUYKHU Bb3MOXKHH HEXEJIaHU PEaKIIMH, HEOMMHCAHH B
Ta3u JIACTOBKA. Bukre TOouka 4.

Kakso Ch/IBPiKaA Ta3H JIHCTOBKA

KakBo npeacrasisea KO3uMeT U 3a KakBO ce M3I10J13Ba

l.

2. KakBo TpsiOBa ja 3Haere, npeau aa npuemere O3umer

3. Kak na npuemare FO3umer

4. Bb3MOXKHHM HEXKEJIAHU pEeaKIIUH

5. Kak na cexpansisate O3umer

6. ChbabprkaHUe Ha OMAaKOBKATa M JI0Mb/JAHUTEIHA HH(DOpMALIUS
1. KakBo npeacrasisBa HO3umer H 3a KAaKBO ce H3M0JI3BA

[O3umeT chabpIKa ABE pa3/IMYHHU JIEKAPCTBA, HAPEYEHHU CUTATJIMIITHH U MET(HOPMHUH.

- CUTArJMITTHH MPUHAUICKH KbM KJlac JiekapcTBa, HapeyeHH DPP-4 nuuxuburopu (aunenTuau
nentuaa3a-4 UHXUOUTOPH)

MeT(GOPMHUH MPUHA/LJIEKH KbM KJIac JieKapcTBa, Hape4YeHU OMrBaHUIUHM.

Te neiAcTBar eIHOBPEMEHHO, 3a /1a KOHTPOJIMPAT HUBOTO Ha KpbBHATA 3aXap NpU Bb3paCTHHU MALIMEHTH C
¢opma Ha auaber, HapeyeH ,,3axapeH auader Tun 2%, Tosa JiekapcTBO NoBUILIABA HUBATA HA UHCYJIMH,
MPOMU3BE/IEH CJIEl XPAaHEHE W HaMaJIsiBa KOJIMYECTBOTO 3axap, NNPOU3BE/JCHO OT Bauius opraHu3bMm.

3ae/IHO C MeTa U YINPaXKHEHHUS, TOBA JIEKApPCTBO MojAnoMara HaMajieHMeTo Ha BaluaTta kpbBHa 3axap. Tosa
JIEKapCTBO MOXE /la CE€ M3I0JI3Ba CAMOCTOATE/IHO UJIM C ONpe/Ie/IEHH APYTy JieKapcTBa 3a quader

(MHCYJIUH, CYJI(POHUIYPES WU IJIUTA30H).

KakBo npeacrasnsBa auaber tun 27




ﬂHaGET THN 2 € CBCTOAHHE, TIPH KOETO Bawiuar OpraHHU3bM HEC {IPOU3BEXKAA AOCTAThYHO HHCYIIHH, a
FIPOH3BCHIAHHAT HHCYJIHH HC JeHCcTBa Taka ,[loﬁpe KakTo OH TpﬂﬁBﬂJIG. (OcBeH TOBa OpPraHu3MbT Bu Moxe
Ad NpPpoU3BCAHCIA TBBPIC MHOIO 3axap. HPH TOBa NMOJIOKCHHE, 3axapTa (I‘JIIOKO?-EITB.) CC€ HATpPYTIiBa B KPpbBTa.
Torpa MOXxe 1a NpHYUHH CCPHO3HH MCAHLHHCKH HPOGHEMH KATO CHPACHHO 3360HHB&HE, Ghﬁpe‘-lﬂﬂ
SHGOJTHB&HE, CACnoTa M aMITyrailui.

2. Kakso Tpsa0Ba aa 3naete, npean aa npuemere FOinmer

He npuemaiite HO3umer:

- AKO CTe aNepriyHy KbM CHUTAMIMNITHH WK METHOPMHH HIIH KbM HAKOSA OT OCTAHAIMTE ChCTABKH HA
TOBA JAeKapcTBO (M30poeHH B Touka 6);

- aKO UMAaTe CWIHO HaMasieHa 6b0peyHa GpyHKUMA;

- aKO MMaTe HEKOHTPOJIMUpPAH AHabeT, HalTpUMep C TEKKa XUNEPrIMKeMus (BUCOKA KPbBHA 3axap),
rajieHe, NOBpbLUaHe, nuapus, Obp3a 3aryba Ha Tersio, JaKkTaTHa aljuao3a (BUXKTe ,,PHUCK OT JaxTaTHa
alMA03a™ NMo-40y) Wik Keroauuaoia. Keroauuaosara e CbCTOAHHE, TIPH KOETO BELLeCTBaTa,
HapeueHH ,,KETOHHH Tena', ce HATPYMBAT B KPLBTA M TOBA MOXKE Aa AOBeAe A0 AHAbeTHA nNpeKoMa.
CyUMNTOMHTE BKIIIOUBAT OONKH B CTOMAXA, YYECTEHO U IBJIOOKO AHllIaHe, CbHIHBOCT HITH
HeoOMyaeH 10408 apoMaT Ha abxa Bu.

- aKO MMaTe TexkKa nHpeKuus WK CTe AeXUIpaTHPaHH;

- ako BH npeacTou u3cneaBaHe ¢ peHTTEHOBH JIbYHK, KBAETO WE BU MHKEKTHPAT KOHTPAaCTHO
BeLLEeCTRO. TpadBa aa cnpere na npuemare O3uMeT no BpeMe Ha U3C/IeABaHe ¢ PEeHTIEHOBH JIbUM H
2 WK NOBEYE AHY Ciel ToBa, KakTo B e npeanucan Bamuar jiekap, B 3aBUCHMOCT OT TOBa KakK
pabotaTt Bawute 6u6peuy;

- aKO HacKOpO CTE MOJYHMHUIH ChpACUEH HHPAPKT WIM UMATE TEKKH LHPKY/JIATOPHH npobeMH, KaTo
,lHOK* HIIK NpoD/IeMH ¢ AULLAHETO;

- aKo UMATe YepHOApOoOHH NpoblieMH;

- aKo MMYETE AIKOXOJ B IrOIEMH KOJIMHECTBA (BCEKM IEH MM CAMO OT BPEME Ha BpeMme);

- aKO KbpMHTE,

He npuemaifre KO3umMeT, ako Hemo ot no-rope H30poeHHUTE ce oTHacs 3a Bac u roBopere ¢ Baiuus nekap
33 Apyrd HAYWHHU Ha neveHue Ha Baiuusa quaber. Ako He cTe cUrypHM, KOHCyITHpaitTe ce ¢ Baiuuns nekap,
(apmalCBT WM MEAUIIMHCKA cecTpa npeaH Ja npuemere HO3zumer.

[IpeaynpexaeHus H NpeanazHu MEePKH

[Tpu nauuenTH, nonyyasauy KO3umer, ca crobLaBaHK c1yyad Ha Bb3NaJEHUE HA MAHKpeaca
(nankpeaTuT) (BUXTE TOUKA 4).

AKO NOy4YuTe MEXYPH IO KOXKATA, TOBA MOXE [1a € NPH3HAK HA CbCTOAHHUE, HApEUEHO OYyo3eH
nempurouna. Bamust nekap moxe aa Bu nocsBeTBa na cnpere npueMa Ha KO3umer.

PHCK OT JJAKTATHA ainnaoia
IO3uMer Moxe aa [IPHYHAHH MHOFO pA/l1Kd, HO MHOT'O CEPHO3HA HEXE/1aHA pCaKLIHA, HAPEUCHA TaKTaTHA

auuao3a, ocobeHo ako 6vOpeuuTe By He PyHKUMOHHPAT NpaBWIHO. PUCKBT OT pa3BHUTHE HA IAKTaTHA
auMa03a ce yBe/JHUYaBa U NMPH HEKOHTPOIMpPaH AuabeT, TeXXKH HHOEKLMH, NPOAbIKHT BaHE MK
MpUeM Ha aJIKOXOJ1, AEXUApPAaTaLUs {BXKTE Olle HHPOPMALHUA NO-A0JY ), YEPHO/




BCAKAKBH ChCTOAHUA, MPH KOMTO YacT OT TAAOTO HMa HaMaleHo cHabaasaHe ¢ KUCaopo (KaTo ocTpo
[IPOTHYALIA TEXKKA OOJECT HA CHPLETO).

AKO HAKoe oT H30pOocHMTE MO-rope ce oTHacs 3a Bac, rosopere ¢ Bamus nekap 3a JONMBIHUTENHH
yKa3aHH.

Cunperte npaema Ha HO3aMeT 3a KpaThK nepHOA 0T BpemMe, AK0 AaMaTe 3a0015BaHe, KOETO MOXKe Aa
Obae CBBbP3aHO ¢ AeXHApaTAlMA (3HaYMTEIHA 3ary0a HA TEIECHW TEYHOCTH) KATO TEHKO MOBPHIIAHE,

AHapus, TPecKa, u3jaraHe Ha TOTUTMHA WK aKO MUETE NO-Majiko TEYHOCTH OT HOpManHOTO. ["oBopeTe ¢
Bauuung nexap 3a 1O0BIHUTETHH YKA3aHHUS.

Cnpete npuema na IO3amer ¥ He3a0aBHO ce cBbPKETE ¢ JAEKAP HIH Hali-0sm3kaTa Oo1HMNA, ako
HMATE HAKOH OT CHMIITOMHTE HA JJAKTATHA AIM103a, Thil KaTO TOBA ChCTOSHHE MOXKE A AOBEAE A0
koMa. CUMINITOMHUTE Ha JIaKTaTHA alMA03a BKIIOYBAT:

- NMOBPBLLAHE;

- Sonku B ctoMaxa (kopeMHH DONIKH);

- MYCKYJIHH Cria3MHu;

- 00110 yceiaHe 3a Hepa3noNOMEHHE, MPUIPYKEHO ¢ TEXKa YMOpa,;

- 3aTPYAHEHO AMIIAHE;

- [IOHUKEHA TENIECHa TEMIEPaTypa H IYJIC.

JlakTaTHaTa alKa03a € ChCTORHUE, U3UCKBAUIO CNCLIHA MEAHLMHCKA MOMOIL, 4 TpAOBa Aa ce JIeKYBa B
OOJTHHULIA.

TI'osopeme ¢ Bawwua rexap nezabasno 3a 0onvIHUMEAHYU YKA3AHUA.

- aK0 € YCTAHOBEHO, Y€ CTPaaare OT HAC/IECTBEHO NrEHETHYHO 3a00igBaHE, MOBIHUABAILO
MUTOXOHAPHHTE (KOMIIOHCHTHTE, KOUTO MPOU3BEKAAT €HEePryusd B KIETKHTE), KATO CHHAPOM Ha
MHUTOXOHJIpHATHA eHUedanonaTHs ¢ JaKkTaTHa auna03a U uHcyaronoaodHu enuzoau (MEJIAC
CHHOPOM) WIH HaclleacTBeH AuabeT u rayxota no maiurdua nuausg (Maternal inherited diabetes and
deafness, MIDD).

- aKO UMATE HAKOH OT T€3H CUMITTOMH CJI€]] 3aMT0OYBAHE HA NeYeHHUe ¢ MeTPOPMHUH: MPHUINAIBK,
HaMaJleHH MO3HABaTE/IHU CMOCOOHOCTH, 3aTPYAHEHU ABHIKEHHSA HA TAIOTO, CHUMITOMH,
MOKAa3aTE/IHM 3a YBpEXKAaHe Ha HepBuTe (Hanp. 60/Ka UM H3TPBIIBAHE ), MUTPEHA H ITYXOTa.

['oBopere ¢ Baiuus nexap wnu dapMaiiest npeau aa npuemete IO3nmer:

- aKo MMaTe WIH CTe€ MMAJIH 3a00/1sBaHe Ha NaHKpeaca (KaTo NaHKpeaTur),

- aKO HMAaTe UM CTE UMaJIH KaMBHH B XKTbUHUA MEXYP, AJIKOXOJIHA 3aBUCHMOCT WIIH MHOIO BUCOKH
HUBA Ha TPUIJIMLUEPHAM (BHA Ma3HHHM) B KpbBTA. 1€3H 3a00/19BaHKA MorarT Jia [TOBUILAT
BEPOATHOCTTA a NOJYUYHTE MAHKPEATUT (BHIXKTE TOUKA 4).

- ako umare guaber tun 1. [lonskora ce HapH4a HHCYNMHO-3aBUCHM AHaleT;

- aKO MMATE WIH CTE MMAIH AJIEpPruYHa peakU s KbM CHTAINTUNTHH, METPOPMHH UK IO3umeT
(BY3KTE TOUKA 4);

- aKo NpUMemMarte CYJ(POHHITYPEHHO TIPOM3BOIHO HITH MHCY/IHH, aHTHAHA0EeTHO NeKapCTBo, 3a€IHO C
FO3umMeT, Thi KaTO MOKE Ja HacTbIMH CHbCTOSHHE Ha HACKA KPbBHA 3axap (xurnornukeMus ). Baiuuar
JIeKap MOXe Ja HaMaJly A03aTa Ha CYJQOHWIYPEHRHOTO MPOU3BOAHO KM HHCYJIHH,




Ako Bu ce Hanara ga npeTbpnuTe CEpHo3Ha onepauys, TpAOBa 3aAbIKHTENHO 2 CNpeTe MpueMa Ha
HO3nmer no BpeMe Ha K M3BECTHO BpeMe Clel npoueaypara. Bauar nekap we peiwuu xora tpabsa ga
CIpeTe U Kora Aa Bb300HOoBUTE eueHueTo ¢ HO3uMer.

AKO He CTe CUIYPHH, Jalik HeLo oT n3OpoeHUTE Mo-rope ce oTHack 3a Bac, nonuraiite Baluus nekap ninu
apMmanesT npeau ga npuemere K3umer.

Ilo Bpeme Ha nedeHreTo ¢ HO3uMeT Bawuuat nekap wie nposepsisa 6pOpeynara Bu pyHKUNA NOHE BEIHDBX
FOAULIHO WIH MO-YECTO, aKO CTE B CTapyecKa Bb3pacT WHIK ako uMare shoLteHa 6wdpeuna QyHkius.

Jlena H WOHOIMHA

Heua u toHowM noa 18 roauHy He TpaOBa Ja U3MOA3BAT TOBA JIEKAPCTBO. 10 HE € ePEKTUBHO NPHU aela U
IOHOLUM Ha BB3pacT Me&xay 10 v 17 roaunu. He € 3BecTHO Aanu ToBa NeKapcTBO € D€30MmacHo M
e(eKTUBHO, KOratro € H3MOoJI3Ba MpH Acla Ha Bb3pacT noa 10 roauHH.

Hpyrn aexapcrea 1 KO3umer

Axo TpabBa na Bu 6bae nocTtaBeHa HHXKEKLHA ¢ KOHTPACTHO CPEACTRO, ChAbPXKALLIO HOI, B
KpBbBOOOPBLUEHHUETO, HATIPUMED B KOHTEKCTA HA PEHTIEH WM CKEHEp, TpAOBa Aa CrpeTe npHeMa Ha
FO3uMeT npeau Wiy no BpeMe Ha MHKeKUMuaTa. Bawuuar nexkap e pewu kora TpadBa Ja crnpere 4 kora aa
BbL30OHOBUTE NeueHKneTo ¢ FO3umer.

HUndopmupaiite Baluus sexap unu papMaueBT, ako MpUEMAaTE, HACKOPO CTe NPHEMAITU WIH € Bb3MOIKHO
[a MNpHeMeTe ApYru ekapcerea. Moxke aa ce HalOXKH [10-4eCTO Aa e M3CIe[BA [VIIOKO3aTa B KPLBTA H
¢yHKLUHORHpaHeTO Ha OBOpeunTe Ny BawusaTt nekap Moxe Ja kopurupa aosara KO3umer.
H3KAI04YUTENHO BAXKHO € Aa CIOMEHETE CAEAHOTO!

JeKapcTBa (MPUETH NPE3 yCTaTa, [IPUITOKEHH Ype3 UHXAMALUA HITHM KATO MHXKEKLUS ), H3TIOI3BaHH 3a

JieMeHHE Ha Bh3aNaauTe THH 3a00/19BaHHA KaTO aCTMAa U apTPUT { KOPTHKOCTEPOUIH);

NIEKApCTBA, KOUTO YBEJIHYMABAT OTAENAHETO HA YpUHA (AHYPETHLIN);,

JIEKapCTBa, U3M0/13BaHHU 3a JiedcHue Ha Donka U sp3naneHue (HCIIBC n COX-2 uuxubutopu, karo

ubynpodeH v uenekokcubd);

HAKOH JICKAPCTBA 32 /IeYEeHUE Ha BUCOKO KpbBHO HajiaraHe (ACE-uHxubuTopH H aHruoTeH3uH |1

peLenTOPHHA aHTarOHUCTH );

cneurudUYHM JIeKapcTBa 3a TeueHue Ha OpoHxuHanHa actMa (beta-CUHMMATUKOMUMETHLIN);

HOAMpPaHH KOHTPACTHHU BELECTBA WM JIEKAPCTBRA, ChAbPKALLH AJIKOXOT;

ONpPEAC/IEHH JICKAPCTBA, U3MON3BaHH 3a JICUEHUE Ha CTOMALILHM NPobEMH KATO LIMMETHINH;

PAHOJIa3UH, JIEKAPCTBO, U3IIOJI3BAHO 34 JICUCHHE HA CTCHOKApIUA,

JONyTErpaByp, NeKapcTBO, U3NOI3BAHO 3a JeyeHHe Ha XHUB uHdexkums;

BAHAETAaHHO, TIEKApCTBO, U3TMON3BAHO 3a JICHEHUE Ha CreurMdUUeH BU PaK HA LIMTOBMIHATA KIe3a

(MeaynapeH KapUMHOM Ha IHUTOBHHATA 7KJ1€3a);

AMTOKCHH (32 NCYECHHUE HA HEMPABHIIEH CHPACUEH PUTHM H ApYIru cbpae4Hu npobnemu). Moxke aa
CE HAJIOXKK Aa C€ NMPOBEPHU HUBOTO Ha JMUIOKCHH B KpbBTa BH, ako ro npuemare eAHOBPEMEHHO C
HO3umMmer.

HO3aMeT ¢ AIK0X0Us
Uz3bsareaitte npekoMepHara ynorpeba Ha ajKkOXoJ1 Mo BpeMe Ha npuema Ha HO3umer,
Jla YBEWUYM PUCKA OT JIAKTATHA auuao3a (BHXKTE Touka ,,lIpeaynpexxacHus U npe




bpeMeHHOCT M KbpMeHe

AKO cTe OpeMeHHa WIIM KbPMHTE, CMATATE, Y€ MOXKE Ja cTe OpeMeHHa WK ruiaHupaTte OpeMeHHOCT,
nocheeTBaliTe ce ¢ Bawns nekap unu dapmaileBr npeau ynorpebara Ha ToBa nekapcTeo. He Tpabea na
MPHEMATE TOBA JIEKAPCTBO 10 BpeMe Ha OpemeHHOCT. He npuemaiite TOBa 11€KapCTBO aKO KhpPMHTE.
Bibkte Touka 2 ,,He npuemaiite HOzamer*.

[llopupane u padoTa ¢ MAMIAHH

Tosa sexapcTBO He MOBAUABA WIH MOBAMABA MpeHeOpexxuMo criocoOHOCTTa 3a WwodHpaHe u padora ¢
MaillMHH. BBIpekH Tora ca ¢boOLIaBaHM CTYYaH Ha 3aMaBaHE ¥ CbHIUBOCT CbC CUTATAMITTHH, KOETO
MOXK€E fa nosiauae cnocobHoctTa B 3a wodupare unu pabora ¢ MallIvHMU,

[lpueMET Ha TOBA A€KapCTBO B KOMOKHALUA C JleKapCcTBa, HapeuyeHH cyadoOHUIYpelHH NPOUIBOIHH HITH
WHCYJTHH, MOXE JIa PHYMHH XHIIOTJIMKEMHUA, KOATO MOXE 1a 11oBuse BauaTta cnocoGHocT aAa modupare
wiM paboruTe ¢ MallMHyU, UK aa paborute 6e3 ofezonaceHa onopa 3a Kpakara.

HO3uMer cbabpXKAa HATPHH
Tosa niekapcTBO chbabpaxKa NO-Mako oT | mmol Hatpuit (23 mg) Ha TabneTka, T.€. MOXe Ja ce Kaxke, ue
NPAKTHYECKH HE ChABPXKA HATPUH.

3. Kaxk aa npuemate IOanmer

BunHary npuemMaiTe TOBa JIEKAPCTBO TOUHO KakTO By e kazan Bawusar iekap. AKO HE CT€ CUTYPHH B
Hello, nonuTaiite Bauusa nekap wnu dapMauesT.

. [TpuemaiiTe eaHa Tabnerka:
° NBa ITbTA JJHEBHO MpeE3 ycTaTa
. C XpaHa, 3a Jla HaMaJIMTE€ PUCKA OT CTOMALLIHO HEPAa3IOJIOXKEHHE.
. Bawnuar fekap MOxke 1a rnosuilnu goszara Bu, 32 aa koHTponupa kpbeHata Bu 3axap.
° AKO uMare Hamanena 60peuna ¢yHkuua, BauaT nexkap Moxe 1a Bu npeanuine no-HKcKa Jo3a.

Tpabsa na NpoALIKKTE AYETAaTa, NPENOphYaHa OT Bamus nekap no BpeMe Ha JIEUCHHE ¢ TOBA JIEKAPCTBO
M Aa CIEUTE MPHEMa Ha BLIJIEXHOPATH A4 € PABHOMEPHO pasripesiesieH npe3 AeHs.

Tosa nekapcTBO CAMOCTOATENHO € MAIKO BEPOATHO Aa NPHUUHHK HeoOUUaitHO HUCKH HMBA HAa KPbBHATA
3axap (xunoradkeMus). Koraro ToBa 1eKkapcTBO C€ U3M0/3Ba ChC CYNPOHHIYPERHH NeKapCTBa WIH C
MHCYJIMH, MO€ [1a HACTHIAT HUCKH HWBa Ha KPbBHATA 3axap ¥ Bawina nekap Moxe Aa HAMaNM A03aTA HA
CYJIQOHWIYPEHHOTO NPOH3BOAHO WIIH HHCYJTHH.

AKO cTe npHe M moBeue oT HeoDxoaqumara 103a HO3amer

AKO CTE NpUEIH N0BeYe OT MPEeANHCAHaTa 1032 OT TOBA JIeKapcTBO, He3a0aBHO yBeaoMeTe Bauius nekap.
Otuaete B 60IHULA, AKO [MOTYHYHTE CUMITTOMH Ha JIAKTATHA aliM103a KaTo yCcellaHe 3a CTy WK
auckoMdbopT, TeXKKO rageHe Wid nospbiuane, 6osika B ctToMaxa, HeoOacHMMa 3aryba Ha Terio, MycKyJIHH
KpaMIy WIH YYE€CTEHO quuIaHe (BHXKTE TOUKA , I IpeaynpexxaeHus U npeanasHu Mepku™).

AKo cTe NPONYCHAJIH JAa NIPHEMETC IOanmer




AKO CT€ NpOITyCHAIM 4034, B3EMETE A BEAHAra ILOM C€ CeTHTE. AKO HE CE€ CETUTE Mpeau Ja JoHae BpeMe
3a Cie/iBalaTa A03a, NponycHeTe 3adpasreHara 10332 U C€ BbPHETE KbM peJOBHATA ¢XxeMa Ha npuemM. He
B3eMaiTe JBOHHA 103a OT TOBA JEKApPCTBO.

AKo cTe cnpean npuema Ha HOzamer

[TpoabmkaBalTe 14 NpUEMaTe TOBA JICKAPCTBO TONIKOBA ABLITO, KOJAKOTO Bu e npeanucan BawmsT nexap,
3a Ja MOXKe Ja MPOABJDKKTE a KOHTPOJIMpAaTe CBOATa KpbBHA 3axap. He Tpabea na cnupare npuemMa Ha
TOBa JEKapCTBO, 6e3 fa ce KOHCyaTHpaTe NMbpBO ¢ Bawmsa nekap. Ako cnpere npHema Ha lO3umer,
BawaTta kpbBHa 3axap MOXe Aa ¢€ MOBULLH OTHOBO.

AKO UMaTe HAKAKBH JOITbJIHATENHM BBIIPOCH NPH ynotpebara Ha TOBA JIEKapCTBO, Nonuraiite Bainusa
nexap Wi ¢apMauesT.

4. Bu3MOKHH HEXKe/IAHH pPeaKiiHH

KakTo BCHUMKH JICKApPCTBAa, TOBA JICKapCTBO MOXKCE 4 INPpCOH3IBHAKA HCKC/IAHH PCAKLIHA, BBIIPCKH Y€ HC
BCEKH I'HM IOQJIyHaBa.

[TPEKPATETE npueMa na IO3umer n nezabaBHo ce cabpikeTe ¢ Balns nekap, ako 3abenexure HIKOW OT

CIICAHUTE CEPHO3HHU HEXKETaHU pPEaKLIUHU:

. CHJIHA M NOCTOAHHA Bosika B kopema (0bnacTra Ha cToMaxa), KOATO MOXKe Aa cTura 1o repba, cbe
i 6e3 raaeHe ¥ NoBpbLUAHE, ThH KATO TOBAa MOXKE J1a ca NPH3HALM Ha Bb3MANEH NaHKpeac
(maHkpeaTur).

[O3uMeT MOXe na qoBeae A0 MHOrO paaka (Moxe ga 3acerHe 10 |1 Ha 10 000 nywmu), HO MHOro cepHo3Ha
HEXEeTaHa peaklusi, HapeUueHa JaKTaTHa alu03a (BIKTe Touka , I IpeaynpexaeHus U npeana3Hu
MCPKH*‘). AKO TOBA C€ ClTyuH, TPAOBa 3aIb/KUTENHO Ja cinpeTe npuema na K)3amer » sezabasHo aa ce
CBBPIKETE ¢ JAeKap WIH Hali-0an3kara foaHMIE, Thi KATO JIAKTATHATA aUMA03a2 MOKE Aa JOBEIE J0
KOMa.

AKO NOYYUTE CEePUO3HA allepruyHa peakuus (C HEU3IBECTHA YECTOTA), BKIOYHTEIHO 0OpKB, YPTUKAPHSA,
MEXYPH No Koxara/beelna ce koka W NOJYBAHE HA JIMLIETO, YCTHHTE, €3KWKA M M'bPIIOTO, KOETO MOXKE Aa
MpeAH3BUKAa 3aTPYAHEHHE B JULIAHETO WM MbJATAHETO, IPEKpATETE IPUEMA Ha TOBA JICKAPCTBO U BeAHAara
ce cBbpKeTe ¢ Bamua nexkap. BamuAr nekap moxe ga By npeanyiie 1ekapcTBo 3a JieueHue Ha
anepruvyHaTa peakuusa ¥ apyro JekapcTeo 3a Baluus auaber.

Hsakou nauMeHTH, KOUTO MPUEMAT MET(OPMHH, MOTY4ABAT CAEAHUTE HEXKETAHH peakLHH NpH gobassiHe
Ha CUTAIJIAINTHH:

Uectu (Moxke na 3acersar o | Ha 10 qyiuu): HUCKA KpbBHA 3axap, rajieHe, ra3oBe, MOBpLIiAHE
Heuectu (Moxe na 3acernat oo 1 Ha 100 aywn): 60nka B cToMaxa, AMapus, 3anex, CbHJIMBOCT.

Hsxou nauMeHTHd NonyvaBaT AUapHs, rajeHe, razose, 3anek, 601ka B croMaxa Wiad NOBpPbLUAHE, KOTAaTo
3aMOYHAT A4 npueMaT KOMOHHAUMATA CHTArTHNTHH U METQOPMHUH (HecToTaTa € ,,4ecTu’).

Hsxou nauyeHTy nory4aBar CNeJHUTE HEXETaHU peaKluy JOKaTO MNPUEMaT ToBa
CYPOHWTYPEHHO NPOU3BOAHO KaTO TAUMENUPHIL
MHoro yectt (MOok€ 1a 3acersar norede ot | Ha 10 ayiuu): HUCKUA HUBaA Ha K




YecTn (Moxe na 3acerHar a0 | Ha 10 gymm): 3anexk.

HsaKoH nayMeHTH NOMy4YaBaT CIEAHUTE HEXKETAHW PEaKLMK JOKATO NMPUEMaT TORA JIEKAPCTBO B
KOMOMHAIIMA C MHOMNTHTA30H:
Yectu (MOxe aa 3acerHar ao | Ha 10 nywa): noayBaHe Ha pLUETE WIH KpaKaTa.

Hsakou nauueHTH nOny4aBaT CIEAHHUTE HEXKENAHUA PEAKLHH, JOKATO MTPUEMAT TOBA JIEKAPCTBO B
KOMOMHALIUA C HHCYJIHH:

MHoro 4ectTH (MOXe 1a 3acersar nosede ot 1 Ha 10 gywuu): HUICKM HUBA HA KPbBHATa 3axap
HeuecTH (MOXe aa 3acerHar 3o | Ha 100 ogywn). cyxora B ycrara, riiapobonue.

Hsxou nauMeHTH noay4aBaT ClieAHUTE HEXKETAHHU PEaKILMM M0 BpeMe Ha KIMHUYHH NIPOYYBAHHS, JOKATO
HPHUEMAT CHTAMTMIITHH CAMOCTOATENIHO (€AHO OT JiekapcTeaTta B KO3MMeET), WK NP H3MNON3BaHE B
nepyuoaa ciiell paspeluapaHe 3a ynorpeda Ha KO3uMeT UK CUTArIMNTHH CAaMOCTOSTENTHO, HITH € ApYrU
aHTHAUAaOEeTHHU NiekapceTea:

Yectu (Moxxe aa 3acerHar 40 1 Ha 10 aywm): HUICKH HUBA HA KpbBHATA 3axap, riaBodosine, HHPEKLHs Ha
FOPHUTE JUXATENTHH ITHTHLIA, 3aNyLLIESH WIK Tedalll HOC W Bb3NAIEHO I'bPo, OCTEOAPTPUT, OONKa B PbLETE
WK Kpakara

Heuecru (Moxe aa 3acerHar 2o 1 Ha 100 aywu): 3amaiiBaHe, 3anek, cbpbex

Peaxu (Moxe na 3acernar no | Ha 1 000 gywun): ramanen 6poit tpomGoumty

C Heu3BeCTHA 4eCTOTa (He Moxe aa Obae onpele/ieHa ¢ TOMOLITA HA HAJTMYHHTE AaHHH ): TpoOneMHu ¢
6n6peurTe (NOHAKOra Hanaraly QHalin3a), NORphUIaHe, cTaBHA Honka, MyckynHa Bonka, Gonka B ropoa,
WHTepcTHLManHa OenoapobHa bonect, Oyno3eH nempurou (BUI MEXYPH MO KOXKATA).

Hsakou nalMeHTH NOAYy4aBaT ClIeAHUTE HEXEaHH peakUUK A0KATO ApHeMaT METPOPMHH CaMOCTOSTEHO:
MHnoro yectu (Moxxe na 3acersar noseue ot 1 Ha 10 qywu): ragede, noBpblliaHe, 1uapud, bonka B
cromaxa M 3aryba Ha aneTut. Te3n CHMNITOMY MOXKE [1a C€ MOABAT NNPHU 3aN04YBAHE HA NPUEMA Ha
METPOPMHUH U OOMKHOBEHO OTIIYMABAT.

Hectn (Moxe aa 3acerHat ao ! va 10 oyumiu): Metanen BKyc, HaMaJleHH WM HUCKH HHUB2 Ha BUTAMHUH B2 B
KPLBTA (CUMIITOMHTE MOraT Ja BKIIOYBAT NPEeKateHa yMOopa (OTNagHaIHOCT), Bb3MAJIEH H 3a4ePBEH €3HK
(rnocHt), boukane (mapecte3us) unu OJena WK XKbiTa KOXa). BalMaT nekap MoxKe /1a HA3HAYX HAKOH
M3CJICABAHMA, 34 [1a C€ OTKpHE NMpUUMHaTa 33 BauunTe CHMITTOMH, ThH KaTO HAKOH OT TAX MOXeE CBILIO Aa
ca NPH4HMHEHH OT AUabeT WiK Apyrd HECBBbP3aHU 34PABOCIOBHU NPOOAEMH,

Muoro peaxu (Moxe aa sacerdat go 1 Ha 10 000 aywn): xenatut (npobneM c yepHus apod), KonpueHa
Tpecka, 3a4epBABaHE Ha KoxaTa (0OpHB) WU ChpOEK.

Cro0imaBaHe HA HEXKEJTAHH PEAKHHH

AKO MOJYYHTE HAKAKBY HEXKEMAHH JIEKAPCTBEHH PEAKLIMH, yBeIOMeTe Baiua nekap, dapmaleBT nian
MEAMLMHCKA cecTpa. ToBa BKJIIOYBA BCHYKH Bb3MOXXHH HEOMUCAHHU B Ta3M JIMCTOBKA HEXENAHH PEAKLIMH.
MoxeTe ChLIO Ja CHOOLIMUTE HEXKEIAHH PEaKLIMH AMPEKTHO upe3 U3MbAHUTENHA areHUuUs Mo IEKapCTRaTa,
yn. ,,Jdaman I'pyes® Ne &, 1303 Codus, Ten.: +35 928903417, yebeaiiT: www.bda.bg. Kato cnobiasare
HEXXENaHHU peakLiMK, MOXKeTe Aa JajieTe CBOA MPHHOC 32 MoyyaBade Ha rnosede uH(popMalMs OTHOCHO
OezonacHOCTTa HAa TOBA IEKAPCTRO.

5. Kak 1a coxparasate HO3umer




Jla ce CbXpaHsiBa Ha MACTO, HEAOCTBITHO 34 AELA.

He H3non3saiiTe TOBA NexkapceTBO Cled CpoKa Ha rofHOCT, oTOENnq3aH BbpXy 6iMcTepa U KapTOHEHaTa
onakoska cien ,,EXP“ u T'ogeH no:*“. CpoxbT Ha FOAHOCT OTroBaps Ha NocieJHMs AeH OT MOCOYeHHUs
Mecell.

Jla He ce cpxpanaBa Haa 30°C.

He HBKB'pr'IHﬁTe JCKApCTBATA B KAHANTHK34LUATA HIH B KOHTEﬁHﬁpa 3a JOMALIHY oTnaabLy. IlonuraiTe
Baiwus d)ﬂpMﬂl.l,EBT KaK 04 M3XBBPJIATC NCKAPCTEATA, KOHUTO BCHC HC H3110J13BATC. Te3u MCPKH 1LE
CIIOMOrHAT 3a ONd3BaHC HA OKOJ/IHaTa CpEaa.

6. CoabpxaHne Ha ONAKOBKATA H JONMbLJIHHTENIHA HHGopManusn

Kakpo cbabpxa HO3umer

- AKTHBHHUTE BELIECTBA Ca CHTArJIMNTHH U MeThopMuH. Bedaka duaMupaHa rabnerka (tabnerka)
ChAbLPKA CUTATTHIITUH XUAPOXJAOPHA MOHOXKHIPAT, CKBHRAJICHTEH Ha S0 mg CUTArSIMOTUH, K
1 000 mg MmerdopmuHOB xuapoxsopu (cboTeeTcTBa Ha 780 mg meThopMuH).

Hpyrute cbCTaBKHM ca: Slapo Ha Tabaerkara: Mukpokpucraisa uenynosa tvn 101, [Tosuaon K29/32,
Harpues cteapundymapar, Harpuer naypuicyndar.

Munmoo nokputue: [Honu(BUHUIOR ankoxon) — yacTuyHO xuaponusdpax (E1203), Makporon 4000
(E1521), Tank (E553b), Turanos auokcug (E171), Uepsen xenesen oxcua (E172), UepeH xenezeH okcH
(E172).

Kak n3araexaa HO3aMeT 1 KaKBO CHABPKA ONAKOBKATA
Kadsepa, nponwiaroBara ABOMHOM3MbKHATA PUIMHpaHa TabneTka ¢bue 3a0bnenu puboBe, ¢ penedHo
H3obpaxenue ,,AE4™ or eqnaTa cTpaHa M ragka otr Apyrara, ¢ Ab/pkyuHa 21,5 mm v wvpusda 10 mm.

benu, Henpospaunu 6auctepu PVC/PE/PVDC//Al donuo. baucrepure ca onakoBaHu B ¢Cr'bHATA
KapTOHEHA KYTHA C NPWIOXKEHa JIMCTOBKA 3a MNaLMeHTa.

Onakosku no 28, 30, 56, 60, 98, 120, 196 dunmupanu tTabneTku, rpynoBH ONakoBKH, Chabpkainu 196 (2
onakoBkH 110 98) dunmMupanru Tabnerxu.

He BcHUKH BHIOBe ONAaKOBKH MOrar xa obaar [IYCHATH Ha fla3apa.

IlpaTexkaren Ha pa3pelieHHeTO 3a ynoTpeda
Gedeon Richter Plc.

H-1103 Budapest

GyOdmroi Ot 19-21.

YHrapus

HpouisoanTe
Gedeon Richter Romania S.A.
99-105, Cuza Voda Street,




540306 Targu-Mures
PyMBbHHS

Gedeon Richter Pic.
Gyomrdi 0t 19-21,
H-1103 Budapest
YHrapus

To3n JekapcTBeH NPOAYKT € paspeumiex 3a ynorpeba B crpanuTe-4aerkn ua EHO noa caegnnte
HMEHA:

bbarapus: [O3umeTt 50 mg/1000 mg drwimupanu tabnetku
Yexus: Juzimette

EcToHus: Juzimette

YHrapus: Juzimette 50 mg/1000 mg filmtabletta

JlaTBUS: Juzimette 50 mg/1000 mg apvalkotas tabletes
[Tonua: Juzimette

PyMBbHUS: Juzimette 50 mg/1000 mg comprimate filmate
CloBakHs: Juzimette 50 mg/1000 mg filmom obalené tablety

Jdata Bna nocaeaHo npepasraexaaHe na aucroskara: 07/20235




