JIncToBKa: HHpOpPMALHSA 32 MALHEHTA ’Z %) ,(’,Z I ﬂj*[ é

S 2208 141y 1
Auzurun yo 50 mg/1000 mg puamupann TadlieTKH v

Jansitin® Duo 50 mg/1000 mg film-coated tablets
CUTArJIMNTHH/ MET(POPMHUHOB XHAPOXJIOPU
(sitagliptin/metformin hydrochloride)

[IpouyeTreTe BHHMATE/IHO UAJIATA JHCTOBKA, NPeIH 1A 3all04HeTe 1a NIPHEMAaTe TOBA JIEKAPCTBO,
ThH KATO T4 ChAbPKAa BaxxHa 32 Bac undopmanus.

3anasere Ta3u JJMCTOBKA. MOXKe J1a ce HaJIOXKH /1a 1 MpOoUYeTeTe OTHOBO.

AKO UMaTe HAKAKBH JOITbJIHUTE/IHK BBIIPOCH, nonuTaiTe Bawus nekap wim papmalieBT.

Tosa nexkapcTBO € nmpearnuycaHo JUYHO Ha Bac. He ro npeorcrenBaiTe Ha Apyry xopa. 1o Moxe na
MM HaBpeIH, HE3aBUCHMO Y€ MPHU3HALIMTE Ha TAXHOTO 3a00/1gBaHe ca ChlIMTE KaTo Baiure.

AKO MNOJIYYMTE HAKAKBH HEXKEJIaHHU JIEKAPCTBEHH peakLMH, yBeaoMeTe Balliusg Jiekap WiM
¢apmanieBT. ToBa BK/IIOUBA M BCHYKH Bb3MOXKHH HEXKEJIAaHU PEaKLIMK, HEONUCAHU B Ta3H

ITUCTOBKA. Bukre TOouka 4.

KakBo ¢bAbpKa Ta3H JIHCTOBKA

S S e WD e

KakBo npencrasnsea SAH3UTUH JlyO U 3a KaKBO C€ U3M0J13BA
KakBo TpsOBa aa 3Haere, npeau aa npuemere SH3uTHH Jlyo
Kak na npuemare AH3uTHH Jlyo

Bb3MOKHH HEXKEJ1aHU peaKkUHU

Kak na cexpanssare SAH3uTuH /lyo

CbaAbpKaHUE HA OMAKOBKATa M JOMBbJIHUTE/IHA HHDOpMALIU

1. Kakso npeacrasiasaBa SIu3utun [lyo u 3a KaKBO ce H3110J13Ba

2. KakBo TpsiOBa 1a 3Haere, npeau aa npuemere Su3zurun Ayo

He npuemaiite Sinzurun Ayo: (=

An3uTuH Jlyo cbabpika ABE pa3jIMyHHU JIEKApCTBa, HAPEYEHH CUTArJIMIITHH U MeT(HOPMHH.

® CUTArJIMIITHH [PUHAIEKH KBM KJlac jiekapcTsa, HapeueHd DPP-4 uuxuburopu (aunentyaun
nenryuaas’a-4 HHXUOMTOPH)
@ MET(GOPMHUH NMPUHAIEKH KbM KJ1aC JICKapCTBa, Hape4eHW OUrBaHM/IM.

1'e neiicTBaT eJHOBPEMEHHO, 3a /1a KOHTPOJIMPAT HUBOTO Ha KPpbBHATA 3aXxap MPHU Bb3PACTHU MALMEHTH
¢ ¢popMa Ha auadeT, HapeueH ,,3axapeH auadet Tun 2°°. Tosa JiekapcTBO NMOBHILIaBa HUBATa Ha
WHCYJIMH, MPOMU3BE/ICH CJIe]l XpaHEHE U HaMaJIABa KOJIMYECTBOTO 3axap, Mpou3BeAeHO OT Bauuus
OpPraHu3bM.

3ae/IHO C IMeTa U YNpaKHEeHHs, TOBA JIEKapCTBO MoAnomara HaMmajieHHeTo Ha Baiata kpbBHa 3axap.
ToBa siekapCTBO MOJXKE J1a ce M3I10J13Ba CAMOCTOSITENIHO WJIM C ONIpeesIeHH APYTH JieKapcTsa 3a Juader
(MHCYJIUH, CYJIPOHUITYpest WIIH TJIMTA30H).

KakBo npejacraisBa quader tun 27

JInabeT Tun 2 e chCTosiHMe, NPU KOeTO BalllMAT OpraHu3bM He NMPOM3BEXkKIa JOCTATHYHO MHCYJIMH, a
[MPOM3BEXK/IAHUAT MHCYJIMH HE IEHCTBA TaKa 100pe, KakTto Ou TpadBano. OcBeH ToBa OpraHu3MbT Bu
MOJKE /1a MPOM3BeX/1a TBbpe MHOro 3axap. [1pu ToBa nosnoxxenue, 3axapra (IJr0K03aTa) ce HaTPYIIBa B
KpbBTa. | 0Ba MOXKE /1a MPHYUHHU CEPUO3HH MEIULIMHCKHU MPOOJIEMH, KATO ChpPAEYHO 3a001sBaHe,
ObOpeYHO 3a00siBaHe, CJIeroTa U aMITyTalusl.
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- aKO MMaTe CHIHO HaMajeHa 60peuna dyHKkuus

- aKO MMAaTe HEKOHTPONHPaH AMabeT, HANpUMep C TEXKKA XUITCPIIUKEeMHA (BHCOKa KpEBHA 3axap),
rajcHe, NoBpbllaHe, Auapuia, Obp3a 3aryba Ha Teryio, JaKkTaTHa auuaosa (Bukre ,,PHck ot
NaKTaTHA aluMAo3a“ Mmo-A0iMy) WIM Ketoauuaosa. Keroaluaosara € CBCTOAHME, IPH KOETO
BELLIECTBATA, HapeuyeHH ,,KeTOHHHK Telia“, c¢ HaTpynBar B KPLBTAa MU TOBA MOXKE Ja JOBEAE 10
nuabeTHa npekomMa. CHUMITOMHUTE BKITHOYBAT OOJIKH B CTOMAXa, YYECTEHO H JBA00KO AMMAaHe,
CHHJIMBOCT HIH HeoOHYaeH IUI0J0B apoMaT Ha Abxa Bu

- aK0 HMAaTe TeXKa HH(PEKIUA WIM CTE ACXUAPaTUPAHH

- axo Bu npencron uacnensBaHe ¢ PEHTTEHOBH JIBYH, KbACTO e BH HMMKEKTUPAT KOHTPACTHO
BelecTBo. 1padbsa aa cnpere Aa npueMare SH3UTHH Jlyo 1o BpeMe Ha H3CICIBaHE ¢ pEHTT€HOBH
JTBYM M 2 WIH MOBeve JHH cliell TOBa, KakTo B e npeanucan Baiuuar jgekap, B 3aBUCUMOCT OT
ToBa Kak paborat Batnure 610penu

- aKO HACKOPO CTe MNOJYYMIH ChpASYEH HH(APKT WM MMATEe TEXKH LHPKYJIATOPHU nmpodiemy,
KaTo ,,HI0K" HAK NMpobIeMH ¢ AMLUAHEeTO

- aKo UMare 4epHoaApoOHHU npodieMu

- aKo ITMETE aJIKOXOJ B rojieMd KOJIHYeCTBa (BCEKH IEH HIIM CaMO OT BPEME Ha BPEME)

- aKO KbpPMHTE

He npuemaiite fH3utiH /lyo, ako Heo oT no-rope u3bpoeHure ce oTHacs 3a Bac u ropopere ¢ Baums
JeKap 3a APYTrd Ha4YMHY Ha jedeHHe HA Bawma nuaber. AKO He CTe CUTYPHH, KOHCY/ITHpaHTe ce C
Bawwvsa nexap, papMaLeBT WX MeAHLMHCKA ceCTpa Npeay Aa npuemere An3zurun Jlyo.

IlpeaynpexaeHus H NpeANaZHH MEPKH

[Ipy mauyenTH, nmomy4aBamd Su3uruH [yo, ca chobmaBaHn cnydad Ha BBL3NAJICHME HA NAaHKpeaca
(naHKpeaTuT) (BHW)KTE TOUKA 4).

AKO momyduTe MEXypH IO KOXKaTa, TOBA MOXe Ja € [pU3HAK Ha CBCTOAHME, HapeueHO OynoieH
nempurona. Bamuar nexkap Moxke 1a Bu nocneerBa aa cripere npueMa Ha AH3UTHH [yo.

PUCK 0T JAKTATHA AUHA033

AuzutnH dyo MOXe A& MPUYHHH MHOrO pslKa, HO MHOIO CEpHO3Ha HEXEJaHa peakliMA, HapeueHa
JIaKTaTHA alMa03a, ocobeHo ako 6n6pennte By He QyHKUMOHHMPAT MpaBIIHO. PHCKBT OT pa3BUTHE HA
JlaKTaTHa alMao3a C¢ YBEJIMYaBa M IIPH HEKOHTPOJHpPaH OHabeT, TexKH HH(EeKUMH, NPOABDKUTEITHO
riIagyBaHe WIM [IPHEM Ha alKoXOoJ, AexuapaTanus (BUKTe olne HHGOPMALUS NO-A0IY ), YepPHOAPOOHH
npoOlieMH H BCAKAKBU CHCTOSHMA, [PH KOHTO YacT OT TANOTO HMA HaMalleHO CHabagBaHE ¢ KMCIOPO
(kaTo OCTPO MpOTHYAILA TEHKKA 00JIECT Ha CHPLETO).

AKo HAKoe oT W30pOEHHTE Mo-rope ce oTHaca 3a Bac, ropopere ¢ Bamms Jiekap 3a AOIMBJIHHTENHH
yKa3aHMA.

Cupere npuema Ha dnsutun [{yo 3a kpaThbk OepHOA OT BpeMe, aKo HMaTe 3300/151BaHe, KOETO
MOXke na Obae CBBP3aHO ¢ AexmApaTaAnEA (3HaAUMTENHA 3aryba Ha TeJIECHH TEYHOCTH) KATO TEKKO
NOBpPHILAHE, THAPHA, TPECKA, U3J1araHe Ha TOIUIMHA WIH aKO MHETE NMO-MaJIKO TEYHOCTH OT HOPMAJTHOTO.
' oBopete ¢ Balluus nekap 3a JOITBJIHHTEIHHA YKa3aHHA.

Cnpere npuema na finanras /lyo ¥ He3a0aBHO ce CBLPXKETE ¢ JIeKAP HIH Haili-0,1H3KaTa GoNHUNA,
AKO HMATE HAKOH OT CHMOTOMHTE Ha JIAKTATHA AIIHA034, T KaTO TOBA CLCTOSHHE MOXKe A3 TOBEAC
0 KOMa.
CUMNTOMUTE Ha JJAKTaTHA aLMa03a BK/IIOYBAT:

- MOBPHLLAHE

- OONnKkM B cToMaxa (KOpeMHH OONKH)

- MYCKYJIHH CIIa3MH

- 001110 ycelllaHe 32 HEPa3NoIOKEeHHE, MPHAPYKEHO C TEeXKa yMopa

- 3aTPYyAHEHO AMLIaHe

- MOHWKEHA TEJIECHA TEMIEPATYPA H MYyJIC




JlakTaTHATA aLMAO3a € ChCTOSHHME, H3UCKBALIO CIEIIHA MEAULIMHCKA MOMOLII, H TpAORa [a ce JieKyBa B
DoJIHULIA.

Tosopeme ¢ Bawua nexap ne3abasro 3a OONbAHUMENHYU YKA3AKUA.

. AKO € YCTAHOBEHO, Y€ CTpaZiaTeé OT HACNEACTBEHO TIeHeTHYHO 3abonsdBaHe, MOBIMABALLO
MHUTOXOHAPHUTE (KOMIIOHEHTHTE, KOMTO MpPOM3BEXIAT CHEPrust B KICTKHTE), KaTO CHHAPOM Ha
MHTOXOHApHAJIHA eHledaNonaTus ¢ JlaKTaTHa aimagosa M HHcyaTtonoAoOHH emusoam (MEJIAC
CUHIPOM) WIH HAacleACTBeH Auader M riyxora no maiduna nuHus (Maternal inherited diabetes and
deafness, MIDD).

. aKO MMaTe HAKOM OT Te€3H CHMIITOMH CJie/l 3alO4YBAHE HA JICHCHHE ¢ METQOPMHH: NMpPUNAALK,
HAMAJICHH NTI03HaBaTeHHA COCOOHOCTH, 3aTPYAHEHH OBWKCHHUA HA TAJIOTO, CHMIITOMH, ITOKA3aTE/IHHU 34

yBpexIaHe Ha HepBUTE (HaIrlp. 00MKa WIM W3TPhIIBAHE), MUTPEHA H ITyXOTa.

I"'oBopere ¢ Bamna nexap win ¢dapmauesT npeau na npuemere Axszurul lyo:

- aKO MMaTe WIH cTe MMasd 3adonsgBaHe Ha nMaHkKpeaca (KaTo NaHKPEATHT)

- aKo HMAaTe WIH CT€ MMAaJIH KAMBbHH B MKITBYHMA MEXYP, AJIKOXOJHA 3aBHCHMOCT HWIH MHOro
BHCOKH HHBA HA TPHUIIIMLICPUAH (BU Ma3HHHH) B KpBBTa. Te3u 3abonaBaHus MOrar 1a MoBHILAT
BEPOATHOCTTA Ja MOMYYHTE NAHKPEAaTUT (BHIKTE TOUKA 4).

- ako umate guaber tun 1. [IoHskora ce HapKHya UHCYJIUHO-3aBUCHM JUaleT

- AKO MMAaTE WM CTE HMAJIH ajleprudHa peakius KbM CUTarJIMITTHH, MeThOpMHH WiIH Janumet
(BIKTE TOUKA 4)

- aKo npuemMare CyJPpOHIWTYypetHO MPOM3BOAHO WIH HHCYJIMH, AaHTHAHAOETHO JICKAPCTRO, 3a€AHO
¢ Husutud Hyo, TBH KaTo MOXKE JAa HACTBMM CHhCTOAHUE HA HHUCKA KpbBHA 3axap
(XMIOTTHKEMHS ).

BamusT 1exap Moxe Ja HaMaJli No3aTa Ha CyIGOHMITYPEHHOTO NPOM3BOAHO KM MHCYJIHH.

Axo Bu ce Hanmara J1a npeTspnMTe CEpUO3Ha oMnepauys, Tpadpa 3aIb/DKHTENHO a CIIpeTe [pUueMa Ha
SIH3uTHH Jlyo 1Mo BpeMe Ha M H3BECTHO BpeME ClIeA mpoleaypara. Baumsar nexap e peluu kora Tpabea
Nia cTIpeTe M Kora a Be300HOBHTE eUycHUETO ¢ AH3HTUH [lyo.

AKO HE CT€ CHIYPHH, Aalny Hewo OT u3bpoeHUuTe no-rope ce otHacs 3a Bac, nonuraiite Bamua nexkap
Wik gapMaleBT npeau aa npuemere An3utHH [yo.

[To Bpeme Ha nedenreTo ¢ JAH3uTHH dyo Baiuat nexap we mposepsaea O0peunara Bu dyHKIHA noHe
BEHBXK NOAMIIHO WIH [10-YeCTO, aKO CTe B CTap4YecKa BB3pacT H/WIH ako uMarte srouiena 6u6peuna

QyHKLMA.

Hena 1 oROIINA

Heua u 1onowH nox 18 roauHu He TpadBa ga M3MOA3BaAT TORA JieKapeTBO. To He € edeKTHBHO NpH Oella
M IOHOLIM Ha BE3pacT Mexay 10 u 17 roauHu. He € W3BecTHO nanu TOBa JiekapcTBO ¢ Oe3ornacHo M
e()CKTHBHO, KOTaTO C€ M3MOJ3RA ITPH Aelia Ha Bb3pacT oA 10 roguHu.

Apyru aexapcrBa B Ansutur Ayo

Axo Tpsbsa ga Bu Omae mocraBeHa HIDKEKLMS C KOHTPACTHO CPEACTBO, CHABPXKALIO HOA, B
KpBbBOOOPALICHHETO, HAIpPUMep BBB BPBH3Ka C PEHITEH WIM CKeHep, TpAOBa na crpere MpHeEMa Ha
AuzutuH [yo nipeaH WK o BpeMe Ha MHXKeKLMATa. Baluar aekap ine pemy kora TpsaGsa aa cripere U
Kora Ja Bp300HOBHTE JieyeHueTo ¢ SAu3uTHH [yo.

TpsbBa na kaxkere Ha Bawms nekap win dbapMmalieBT, ako npUeMaTe, HaCKOpO CTe NpHEMaNi KK €
Bb3MO2KHO J1a IPHEMATE APYI'H JeKkapcTBa. Moke a ¢ HAMOXKH H0-YeCTO Ja Ce H3C/IcABa

JL
KPBBTA M (PYHKIMOHHpaHETO Ha GpOpenmTe M Bamuar nexap MoXe a KOPHIrHpa HOJATS": WAy
Ayo. U3KMOYUTENHO BAXHO € A4 CTIOMEHETE CIeAHOTO: e A L
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J nekapcTBa (MPHETH IMpe3 ycTara, MPHWIOKECHM 4pe3 HHXanalMs HWIH KaTo HIDKeKLMA),
M3MOJI3BAHH  3a JIEYEHME HAa BBINAIMTEIHH 3a30onaBaHHA, KATO acTMa H apTPHUT

(KOPTUKOCTEPOHIH )

. JIEKapCTBa, KOUTO YBEIMYaBaT OTICIAHETO HAa YPHHA (MY PETHIIH)

° JIeKapCTBa, U3NOJI3BaHH 3a JeueHue Ha Oonka ¥ Bbr3nanenre (HCIIBC u COX-2 uHxubuTopH,
kaTo HOympodeH 1 uenekokcHd)

. HSAKOH JIEKapCTBa 3a JISUEHHE HA BUCOKO KpBBHO HansraHe { ACE-UHXHOUTOPH H aHIMOTEH3HH

II peLtenITOpHY AHTAarOHUCTH)

crelbpHYHH JeKapCcTBa 3a leueHHe Ha OpoHxuanHa actMa (B-CUMIIATHKOMHMETHLIN)
HOAMpaHU KOHTPACTHH BELUECTBA WIM JIEKAPCTBA, ChABPKAIIM aJIKOXO0J

OTpeAe/ieHHd IeKapCTBa, U3NOI3BAaHHK 3a ICYEHHE Ha CTOMAILHH NMpobJieMH KaTo UMMETHIHH
PaHONA3KH, NTEKAPCTBO, H3MOJ3BAHO 32 JIEUEHHE Ha CTEHOKapOHA

JOTYTErpaBHp, JIEKapCTBO, M3MONI3BaHO 32 NieueHue Ha XVB nndexums

BaHJETAHUO, JIEKapCTBO, U3MOJI3BAHO 3a JICUCHHE Ha crnelrd@HYeH BHJ paK HA IIMTOBHUIHATA
xie3a (MeQyliapeH KaplHHOM Ha IMWTOBU/IHATA K1e3a)

- JIUTOKCHH (34 JISYEHHE HA HETIPABMIIEH Chp/IEYEH PHTHM U JIPYTH Chpae4HH Npodnemu). Moxe
Ja C€ HaJOoXd Ja ¢€ NpOBEpPH HUBOTO HAa JAMIOKCHH B KpbBTa BH, ako ro npuemare

eaHoBpeMeHHO ¢ AHsumiH Hdyo.

SAAn3utuH [Ayo ¢ 2JK0X0J1
H36areaiiTe npekoMepHaTa ynotpeda Ha aJIkoX0J 110 BpeMe Ha nprueMa Ha JH3uTHH [lyo, Thi KaTo TOBA

MO2Ke Ja YBEJIMYHM PUCKA OT JIAKTaTHA aupao3a (BWKTe To4Ka ,,l IpeaynipeskaeHus ¥ npeanasHy MEepKu ™).

BpeMeHHOCT B KbpMEHe

AKoO cTe OpeMEHHA WM KBPMHTE, CMATAaTe, Y€ MOXKe Ja cTe OpeMEHHA WIH IUIaHHpaTe OpeMEeHHOCT,
nocbeeTBaiTe ce ¢ Bamua nekap win papManesT mpeau ynotpedara Ha ToBa nekapcTeo. He Tpabra aa
[pHeMaTe TOBA JIEKAPCTBO MO BpeMe Ha OpeMEeHHOCT WIH aKo KbpMuUTe. BibkTe TOuka 2. He npuemaiiTe

Anzntuu Ayo.

lllodnpane u pabora ¢ MAmMANRA
ToBa nekapcTBO He MOBNUABA WU MOBIKABA MpeHeOPEXUMO criocobHOCTTA 3a Wo¢dupaHe H paboTta ¢
MAallMHU. Bbnpeku ToBa ca cpodiaBaHu CTyyad Ha 3aMaifBaHe U CHHIHBOCT ChC CHTATJIMIITHH, KOETO

MOK€E Ja NOBAHAE criocoOHocTTa BY 32 mogupane wim pabora ¢ MallIMHA.

[IpyeMET Ha TOBa IEKAPCTBO B KOMOUHALIMA C JIeKapCTBa, HapeueHH CyI(QOHWTYPEHHH MPOU3BOAHM HUITH
WMHCYJIMH, MOXKe Ja NpPpHYMHUA XUIIOITIMKeMMA, KOATO MOXKe aa nosiause Bamara cnocobnoct ma
wodupare Wik paboTUTe ¢ MAIIIMHH, WK 1a paboTHTe Oe3 obe3omaceHa onopa 3a KpaKkara.

Au3zuTHn dyo chaAbpxka HATPRH

Toea AekapCTBO ¢hABPKA MO-MaNko oT 1 mmol HaTpu#t (23 mg) Ha TabneTka, T.e. MOXKe Ja ce Kaxe, ye
MPAKTHYECKH HE CHABPKA HATPUH.

3. Kak na npueMarte dnzaTan [yo

Bunard npueMaliTe TOB2 JICKAPCTBO TOYHO KakTO BH € xazan BamnAar ekap. AKO He CT€ CHI'YpPHH B
Hello, nonuranTe Baluua nexkap unu ¢papMaLesT.

* ITpuematire enHa Tabnerka:
o ABa IMTH JHEBHO TIpe3 ycrata e I N
®  CXpaHa, 3a ]a HAMAIKUTE PHCKA OT CTOMALIHO HEPa3MoJIOXKEHHE. va {@&:&Eiﬂ}’ A N
° BamuAat nekap Moke 1a NOBHMILM no3atra Bu, 3a A1a KOHTpoiaudpa KpbeHaTa Bu 3 ?’mﬂ ; e
" .fl L :',;* ".I ;"I:-‘
. Ako uMmare HaMaieHa OBpOpeyuHa gpyHKUMA, Bamuar nekap Moxe aa Bu npean nof@};‘@ 2y ~,i Lﬁ
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TpaGea ga NpoABIDKHTE JUETATa, NPEnopbyaHa oT Baus nekap no BpeMe Ha JIeU€HHE C TOBA
JICKAapCTBO M Ja CJIeAUTe MPHEMA Ha BBIVIEXUAPATH Ja € paBHOMEPHO pa3sfpeCicH npe3 ACH.

Tora nexapcTBO CAMOCTOATEIHO € MAIKO BEPOSTHO Ja MPUMHHH HEOOMYAHHO HUCKM HUBA HA
KpbBHaTa 3axap (XMnoriukeMua ). Korato ToBa JiekapcTBo c€ H3N0A38a ChC CyNPOHHTYpeiHH
JleKapcTBa MM ¢ HHCYJIHH, MOXKE J1a HACTHNAT HUCKH HUBA HAa KPbBHATA 3aXap ¥ BalllMAT NeKap MOXe
[1a HaMaJly 7103aTa Ha CYIPOHHIYPEHHOTO IPOUZBOAHO HJIM MHCYJIHH.

AKO CcTe NpHeJIM DoBeve oT Heo0xoauMaTa Jo3a AuanTun Ayo

AKO CTe npHeJTH NoBeYe OT NpeAMcaHaTa 034 OT TOBA JIEKapCTBO, He3abaBHO yBeaoMeTe Baiins
nexkap. Oruaere B 601HHULIA, aKO MOYYMTE CUMITTOMY Ha JIAKTATHA al{HA034, KaTo ycelllaHe 3a CTy[
WITH IUCKOMGQOPT, TEXKKO rajJieHe WIH NMoBpblUaHe, 60/Ka B cTOMaxa, HeoOiacHUMa 3aryda Ha Tero,
MYCKYJIHM KpaMIH WIH YYE€CTEHO AuinaHe (BibkTe Todka ,,JIpenynpexneHus U npeanasHy Mepku ).

AKO cTe IponycHaIH Aa npueMete SAu3utuu [lyo

AKO cTe MpPOIMyCHAH 1034, B3€METE % BeJHara, oM Ce CETHTE. AKO HE Ce CEeTHTE TpeJH Ja noine
BpeMe 3a cliefiBallaTa A03a, MporycHeTe 3adpaseHara 103a H € BBPHETE KBM PEIOBHATA CXEMA Ha
npueM. He B3eMaliTe IBOKHA 403a OT TOBA JICKAPCTBO.

AKo cTe caopeiau npHema na AnzaTar dyo

[IponsimkaBaliTe Ja MPHEMAaTe TOBA IEKAPCTBO TOJKOBA IKIr0, KOJIKOTO B e npearmcan Bamuar
JIeKap, 3a Jia MOxe Ja MpoJB/DKHTEe Ja KOHTpOJHpaTe CBOATa KpbBHA 3axap. He Tpabpa na cnupare
MpHeMa Ha TOBa JIeKapcTBO, Oe3 Aa ce KOHCYITHpaTe IMEpBO ¢ Bawug nexap. Ako CIpeTe rnpueMa Ha
Sa3uTuH Jlyo, Balara KpEBHA 3aXap MOXe /14 C€ IOBHIIHA OTHOBO.

AKO MMaTe HAKAKBH JOBJIHHTEIHH BBIIPOCH MPH ynorpedara Ha TOBa JI€KApCTBO, NonuTraiTe Bammsa
nekap uny ¢gpapMauesrT.

4. Bb3MOXKHH HEXeJAHH peaKUHH

KakTo BCHMKH JIeKapCTBa, TOBA JIEKAPCTBO MOXKE [a NMPEAH3BHKA HEXEIaHH PEaKUHHM, BBIIPCKH Y€ HE
BCEKM I'M MOJTy4aBa.

[TPEKPATETE npuema va An3utun J[yo u HezabaBHO ce cBBpakeTe ¢ Baing sekap, ako 3abenexure
HAKOH OT CJICIHHUTE CEPHO3HH HEXeTaHU peakLyH:
. CHUJIHA M NOCTOSHHA OoJiKa B KopeMa (obnacTra Ha cTOMaxa), KoaTo MOXKe J1a CTHra a0 rspoa,
CcbC WIM 0e3 rageHe ¥ HOBpBILaHe, Thil KaTO TOBa MOXe J1a ca ITPU3HALIM Ha BB3MNAaJieH
naHKpeac (MaHKpeaTur).

AnsutvH Hyo Moxe fa noseae Ao MHOTO paaka (Moxe aa 3acerde a0 1 Ha 10 000 oymmu), Ho MHOrO
CEpHMO3Ha HEXeJlaHa peaKliMs, Hape4yeHa JIAKTATHA auua03a (BWKTe To4Ka ,.IIpegynipexaeHus u
npeanasHy MEpPKU“). AKO TOBa ce cayud, TpsabBa aa cnpete npuema HA An3nTunr JAyo 1 He3abaBHO
4 ce CBBpKeTe C JICKAp HIH Hali-6n3KkaTa 00IHHIA, Thii KaTO JJAKTAaTHATA AlIHAO038 MOXe /a
AOBEIE 10 KOMa.

AKO MOJIy4YHTe CEPHO3HA AJIEPrHYHA PEAKLHA (C HEM3BECTHA YECTOTA), BKIIOYMTEIHO OOpHUB,

YPTHKapHs, MEXYpPH IO KoxKaTa/Oeneumia ¢e koXka v MoayBaHe Ha JIMLIETO, YCTHUTE, €3HKA H I'bPJIOTO,

KOETO MOXe Nia NMpeAH3BUKA 3aTPYAHEHHE B JUINAHETO HIIH I'BJITAHETO, IIPEKPATETe MPHEMa Ha TOBa

JIEKapCTBO U BeXHara ce cpbpikere ¢ Bawuug nekap. Bainusar nekap Moxe na Bu npeanuine ﬂexapcmg.;

32 JIeUEHHE Ha aJlepriyHaTa peaklids ¥ APYTro JIEKapcTBo 3a Bamua nuaber. / t"’"‘ A 10 ’?E
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Yectu (Moxke na 3acerHat ao 1 va 10 nywd): HUCKa KpbBHA 3axap, raZigHe, ra3ose, Il INaHE
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Heuect (MOXe na 3acersat a0 1 Ha 100 qymu): 601ka B cTOMaxa, Anapusd, 3amnekK, ChHIMBOCT.

Hsixon naliieHTH NONYYABAT JHAPH, rafcHe, ra3oBe, 3amek, 60JIka B CTOMaxa WIH MOBPBIUAHE,
KOFaTO 3alO4HAaT Ja MPHEMAT KOMOHHALMATA CUTAIJTMITTHH H MeTQOPMHH (decToTaTa € ,,4YeCTH ).

HaxoH mauyeHTy Noay4aBaT CJISJHUTE HEXENAHH Peakurdy JOKATO NPUEMAT TOBA JIEKAPCTBO CHC
CyJIPOHWITYPEHHO MPOH3IBOAHO, KATO INTHMEIHPHA:

MHoro gectu (MoXe ga 3acerHat nopede oT |1 Ha 10 QyiuK); HUCKM HUBA Ha KPBbBHATA 3aXap
YecTu: 3amnex

HsikoM mauMeRTH NMONYYABAT CICAHUATE HEXENaHU peaKkliul JOKATO IPUEeMaT TOBA JIEKApCTBO B
KOMOMHALIINA C THOMIHTAB0H;

YecTH: NOAYBAHE HA PBLETE WM KpaKaTa

Hsaxou naiieHTH NOMy4aBar CJIEAHHTE HEXENAaHHM PEaKLiMi, N0KAaTO MPHEMaT TOBA JIEKApPCTBO B
KOMOMHAIIHMS ¢ HHCYJIHH:

MHOro 4ecTi: HUCKM HMB2 Ha KPBBHATA 3aXap

Heuectu: cyxora B ycrara, rnasobosnue

HaAkoW matyeHTH MOIy4YaBar clIeJHUTE HEeXKEIaHH PEaKLHH 110 BPpEME HA KITHHUYHH H3MHTBAHHUA,
JAOKATO NPUEMAT CHTArTUITTHH CAMOCTOATENHO (€AHO OT JieKapcTBaTa B SIm3uTHH Hyo), uniH nipu
M3MOI3BaHE B MEpUHOAA clie]] paspelliaBaHe 3a ynorpeda Ha SIH3MTHH Jlyo WM CHTarmuITTUH
CaMOCTOATENIHO, HJIM C JPpYyrH aHTHAUAOETHHN 1eKapCTRa.

YecTH: HHCKH HHMBa Ha KPbBHATA 3axap, riiaBobonune, HHQeKUHa Ha TOPHUTE AMXATENIHH ITbTHINA,
3amyLlieH WM Te4valil HOC M Bb3NAJIEHO MbPIo, OCTEOapTPUT, OONKA B phLIETE WM KpaKara

HeuecTy: 3aMaiiBaHe, 3anek, cbpbex

Penxu (Moxe aa 3acernart a0 1 Ha 1000 qyum): HamaneH 6poi TpoMOouUTH

C HeM3BeCTHA yecTOTa: NMpodyeMH ¢ OB0penuTe (MOHAKOra Hajaralliy Auanusa), MoBpblllaHe, CTaBHA
Oonka, MyckynHa 6onka, Ooska B repba, HHTepcTHIMATHA 6enoapobHa bonect, OynoseH neMpurona
(BMA MEXYPH NO KOXKATa)

Hsixou naliMeHTH NOy4YaBaT CACHUTE HEXKE/IaHH pEeaKlMH JOKaTo MpHeMaT MeT¢dhOpMHH
CaMOCTOATEIHO:

MHoro 4decTd: raacHe, NOBpbUIaHe, AHapui, 60/Ka B cToMaxa M 3aryba Ha aneTuT. Te3H CHMITTOMH
MOKE Jia C€ MOABAT MPH 3arOYBAHE Ha NMpHEMa Ha MeTQOpMHUH H 0OHKHOBEHO OTLOYMSBAT

HecTu: MeTalieH BKYC, HaMaJleHH WIH HHCKH HUBA Ha BUTaMUH B2 B KpBBTa (CHMIITOMHUTE MOI'aT Ja
BKJIKOYBAT IIpeKajieHa yMopa (OTIIAIHAIHOCT), BB3IIAJIEH H 3a4epBeH €3HK (IJ1I0CHT), OOLIKaHe
(napecresna) Wik Olela WK XBJITa KOXKa). BallHAT ekap MOXKE Ia Ha3HAYM HAKOH H3CJieABaHHA, 33
Ja ce OTKpHe NpHYHHATAa 3a Balsre CUMITTOMM, THH KATO HAKOH OT TAX MOXKE ChINO Aa ¢a NPHYHHEHH
OT nuaber WIKH APYTrd HECBBP3aHU 3APABOCNOBHH NPOOIEMH.

Muoro peaku: xenatet (mpobnem ¢ yepHUs apod), KONPHBHA TPeCKa, 3a4CpBABAHE Ha KoxaTta (0OpHB)
WIH Chpbex

Cho0maBaHe HA HEXKEIAHNW PeaKIAH
AKO TIOJTYYHTE HAKAKBH HEXENAHH JICKAPCTBCHH peaKLUMH, ypeaoMere Baluua nexap WK ¢apMaLIeBT.
ToBa BKITIOUBA BCHYKH BB3MOXKHHM, HEOITUCAHH B Ta3M JIMCTOBKA, HEXKeJIaHH peakLiyi. Moxkere CBIIo ga
CHOOIIMTE HEXETAHU pEaKLIMH JUPEKTHO Ypes:
ManbaHdTeTHA ar€HUMA 110 JIEKapCTBaTa

ya. ,,JdamsiH ['pyep” No 8
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Ten.: +359 2 8903417

yebcaiT: www.bda.bg




Kato crobiaBaTe HEXe/aHH Peakiiiy, MOXKeTe [a JaACTe CBos NMPUHOC 3a NOJTyYaBaHE Ha NoBeue
MHPOpManMA OTHOCHO 6€30nacHOCTTa Ha TOBA JIEKAPCTBO.

S. Kak na ¢oxpanasate Ausutun Ayo
Ha ce cpxpaHaBa Ha MJACTO, HEJJOCTBITHO 34 ACHa.

He usnon3eaiiTe TOBa JEKapCTBO CAed CPOKA Ha MOIHOCT, oTOE/A3aH BEPXY OiMCcTEpa U
KapTOHEHara omnakoBka cien ,,EXP“ u ,,J'oneH no:“. CpoKbT Ha FOJHOCT OTTOBapA Ha NOCACOHHA
IEH OT MOCOYEHHA MeECell.

HHa He ce cpxpadasa Haa 30°C.

He u3xpbpiisiiTe JEKapcTBaTa B KaHAIU3aUMATA WK B KOHTEHHEpa 3a JOMAlLLIHH OTNaJbLIH,
[Tonuraiire Baiiug gpapManeBT Kak qa H3XBBPJIATE JIEKAPCTBAaTa, KOUTO Beye He U3Mnoi3eare. Te3n
MEPKH III€ CIIOMOTHAT 3a OIIa3BaHe Ha OKOJIHATa Cpeaa.

6. CoabpxaHHe H2 ONAKOBKATA H A0Nb/JHHTE/IHA HHpOpMANHA
KakBo cbabpxa An3nTaH Jyo

- AKTHUBHHTE BEILIECTBA Ca CUTANTHITTHH H MeTdopMuH. Beska dunmupana tabnerka (tabnerka)
CHABPAKA CHTANNTHITTHH XHIPOXJIOPHUI MOHOXMOPAT, EKBHBAJICHTEH Ha 50 mg CHTAIJIMNTHH H
1000 mg merdopMUHOB XHAPOXJIOPHL,.

- Hpyrure cweraBkd ca: CepuesuHa Ha TabOserkara: noeupoH (K29/32), mMukpoxpHcTanHa
uenysoza PH 102, kpocnoBuaon uw HarpHeB creapuingymapar. [lokputve Ha Tabiaerkara:
nonuBHHMNIOB ankoxon E1203, turanos guokeun E171, makporon 3350 E1521, Tank ES553b,
yepBeH xkeneseH okcua E172 u uepeH xenesen oxeun E172

Kaxk maraexna Au3uran Jyo H KAKBO ChAbLPKA ONMAKOBKATA

YepBeHH 00 KapsBU MpOABIrOBaTH PUIMHpPAHU TAOIETKH, ¢ ACIHTENHA Yyepta Mexay ‘S’ u ‘B’ or
eIHATa CTpaHa M C ACIMTENIHA YEPTa OT ApYyrara cTpaHa.
HuaMersp Ha Tabnerkara: 21,3 £ 0,5mm

PVC-PVDC/anymunueBu Ommucrepu. Bugose omaxosku: 28, 30, 56, 60, 196 u 200 dunMmupanu
TabJIETKH.

He BCcHuKM BHOBE ONMAKOBKH MOTar Aa 6'LH3T I[TYCHATH Ha [1a3apa.

[IpuTexaren HA pa3pelmIeRHETO 32 YROTPEOA

G.L. Pharma GmbH
Schlossplatz 1
8502 Lannach

ABCTpHUA




Ipoussoauren

SAG MANUFACTURING S.L..U
Carretera Nacional I, Km 36
28750 San Agustin de Guadalix,
HMcnanus

HJITH

GALENICUM HEALTH, S.L.
Avda. Diagonal 123, Planta 11
08005 Barcelona,

Hcnanus

To3n NexapcTBen NPOAYKT ¢ pazpemen 3a ynoTpeda B abpxkaBute wieakd na EUII noa
CJICXIHHTE HMEHa:

Maunra: Jansitin Duo 50 mg/1000 mg film-coated tablets
Ascrpus: Jansitin Duo 50 mg/1000 mg Filmtabletten

buarapus: Axsured dyo 50 mg/1000 mg dunmupann Tabnerku
Yexua: Jansitin Duo

Yarapusa: Jansitin Duo 50 mg/1000 mg filmtabletta

PymeHua: Jansitin Duo 50 mg/1000 mg comprimate filmate
[Tonma: Jansitin Duo

Caopaxus: Jansitin Duo 50 mg/1000 mg filmom obalené tablety

EcTonns: Jansitin Duo
JlatBus: Jansitin Duo 50 mg/1000 mg apvalkotas tabletes

JIurea: Jansitin Duo 50 mg/1000 mg plévele dengtos tabletés

,I[a'ra HAa MOCJICORO OPEPAIrACKIAHEC HA JIHCTOBKATA
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