JIucroBka: Uudopmauus 3a norpeduren

Nunrusna Ayo 50 mg/850 mg Ppuamupanu rabnerky
Diptivil Duo 50 mg/850 mg film-coated tablets

Nunrusua Ayo S0 mg/1000 mg puaMupany Ta0NETKH
Diptivil Duo 50 mg/1000 mg film-coated tablets

BUJIAATTHITTHH/MET(HOPMHH XHUAPOXIOPUT
vildagliptin/metformin hydrochloride

[IpoueTeTe BHHMATEJIHO TA3H JIHCTOBKA, IPEXH A2 32N0YHETE /2 NPHEMATe TOBA JIEKAPCTBO, THH KATO
TH CbABPAKA BAXKHA HEpopmanusn 3a Bac.

. 3anasere Ta3u¥ JUCTOBKA, MOXe Aa ce HanoXKu a s NpoyeTeTE OTHOBO,

. AKO UMaTe JOMbJHUTENHH BRIIPOCH, NonuTaiiTe Balius nekap, ¢papMaueBT UM MeIULIMHCKA CECTPA.
* ToBa neKapcTBO € MpeAnucaHo camo Ha Bac. He ro npeorcrbneaiite Ha Apyry xopa. To Moxe aa UM
HaBpE/M, AOPH aKO TEXHHTE IPU3HALM Ha 3abo/sBaHe ca ChluMTe Karo Bawure.

. AKO TIONy4HTE HAKAKBH HEXEJIaHHU PeakUnH, yBenoMere Bauiua nekap, GapMaueBT Wid MEIHLHHCKA

cecTpa. ToBa BIUTIOUBA BCHUKH Bh3MOXKHH HEXXEMaHM PeakilHy, HEONHUCAHN B Ta3u JIMCTOBKA. BiokTe TOUuKa 4.

Kakpo ¢babpKa Ta3H JHCTOBKA

Nucmobia - MNpusoerue 2

N3MBSHATENHA ATEHURSR NO NEXAPCTBATA

1.  Kakso npeacraenasa Junrusii lyo H 3a KAKBO C€ H3MOJI3B!

2.  Kakeo Tpa6Ba aa sHaere, npeau Aa npuemere Juntuena Jys Gl D8 _/ ‘f/ ______ o
3. Kak ga npuemare J{unrusun [lyo

4,  Bb3MOXHMN HEXKEJIAHH PECAKLIMK

5. Kak ga cexpanssare Junrusmn Jlyo  [SAVMT - e

6. CobabpaHHe HA OMAKOBKATA M JONBJIHUTENHA HHPOPMALUA | OgoB0HUE M ..........cco.ov.... evefwsensnarierirpesamersinsersens
1. Kaxkso npeacrapaasa Jantreun Jdyo n 3a KaKBO ce H3I10J13BA

AxTHBHUTe BelecTBa B Jluntusmui JIyo, BUIAAMIMOTHH U MeTQOPMUH, NPHHALICKAT KBM Ipyna JIeKapCTea,
Hape4eHH ,,JiepopaiHi aHTHANAOETHHHH CpeacTBa”,

NunTtuswi JJyo ce H3M0/3Ba 3a JIEYCHHE HA Bb3paCTHU NauueHTH ¢ anabet tun 2. Tosu Tun auaber e H3BeCTEH

ChIIO KATO HEMHCYTHHO3aBHCHM 3axapeH anaber. JJunmueun Jlyo ce n3nonssa, korato AHabeThT He MOXe Ja
6'b€ KOHTPOIMPAH CAMO ¢ AMETA M HU3HUECKH YIIPOKHEHHS W/WIH C APYTH JIEKapceTBa 3a JieYeHHe Ha JrHader

(MHCYJIMH WK CYAMOHWIYpEHHH NPOUIBOIAHH).

Hua6et TvN 2 ce pa3sBHBa, KOI'aTO TAJIOTO He NPOK3BEXK/A AOCTATHYHO MHCYJIMH WIIH KOTaTO MHCY/IMHBT, KOHTO
TSAIOTO NPOM3BEXAA, HE AeliCTRa KakTo Tpiadsa. Moxke ChILO [a Ce pa3BHe, aKO TAIOTO NPOU3BENA IIPEKATEHO

MHOTQ INTIOKATrOH.

KakTo HHCYJIMHBT, TakKa U INIIOKAroOHBT Ce MPOM3BEXIAT B NaHkpeaca. IHCYIMHBT nomara 3a noHvxasaHe na
HUBOTO HA 3aXap B KPbBTa, 0COOEHO ciel XpaHeHe. [ IIoKaroH CTUMYJidpa 4epHH1s Apod [a Mpou3Bexk/a 3axap,
KOETO BOAHM A0 NMOBHIIARAHE HA HUBOTO HAa KpbBHATA 3aXap.

Kak ae¥icrera luntusaa /Iyo
M apere akTHBHHM BEHIECTBA, BHIIJIATJIMIITHH U METQOPMHH, NOMAraT 3a KOHTPOJIHpaHe Ha HUBOTO Ha 3axap B

KpLBT4. BelecTBOTO BUIIArIMIITHH AEHCTBA, KATO CTUMYAMpA NMaHKpeaca Ja NPOU3Bea NOBEUE HHCYIUH U
Mo-MaJIko TokaroH. BemectsoTo MeThOpPMHH 1I0NoOMara OpraHu3Ma 1a U3ros13sa no-e(peKTHBHO HHCYJIMHA,
ToBa nekapcTBO € AOKAa3aHO, Y€ HamansBa HMBOTO Ha KpbBHATa 3axap, KOETO '

MpeJOTBPATABAHE HA YCIIOMXKHEHHR OT AHabera.




2. Kakso Tpn0Ba na 3naete, npeau aa npuemere Jnarusua [yo

He npuemaiite Junrasna [Ayo
. aKO CTE AIEPTHYHH KbM BWIJALTHUIITHH, MET(OPMHH UNH HAKOSA OT OCTaHAIMTE ChCTABKH Ha TOBA

nekapcTBo (NMOCOYEHH B TOUKaA 6). AKO CMATATe, Y€ MOXKE 1a CTE aJIEPrHYHH KbM HAKOA OT TAX, FOBOPETE C
Baunsa nexap, npeay aa npuemete Juntusun Jlyo.

. aKO MMaTe HEKOHTPOJIHpaH AHAbET, HaNpUMeED C TeKKa XMNEPrMKeMHUs (BUCOKa KPhBHA 3aXap),
rajieHe, OBpblLaHe, Anapus, 6bp3a 3aryba Ha Terno, JaKTaTHA aLuao3a (BIKTe ,,PHCK OT NTaKTaTHA
aLMa03a* 1o-a0y) WM Keroauuaosa. Keroanynosara € CbCTOSHUE, NP KOETO B KPBBTA C€ HaTpynBaT
BEILlECTBA, HApEYEHHN KETOHHH TeJla, KOeTo Modke Jia foBeae ao auaberHa npekoma. CHMIITOMHTE BKIIIOYBAT
Gonka B KopeMa, 6bp30 U AbJOOKO AMlLIAHE, CHHITHBOCT UK HeoOW4yaiiHa oI0Ba MUPH3MAa Ha AbXA.

. aKO HACKOPO CT€ HMATU ChpJeHeH NPHCTHI WM CTPAJIaTe OT ChpACYHA HEOCTATEYHOCT, CEPHUO3HH
npo6iaeMu ¢ KpbBOOOPALIEHUETO WIH 3aTPYAHEHHUS B AHILAHETO, KOUTO MOT'aT Aa ¢a NPH3HAK 32 Chp/ACIHH
npobneMu.

. aKO WMarte CUNHO HaMaseHa 6bpbpevHa QyHKIUA.

. aKo MMaTe TexKKa HHPEKLMI WK CTe CeprHo3HO 00e3BoAHEHH (3aryOnnu cTe MHOTO TEYHOCTH OT
TAJIOTO).

. ako By mIpe/IcTOM PEHTTEHOBO H3C/EABAHE C KOHTPACTHO BEMIECTBO (CreunudHueH BU pCHTICHOBO

W3cneaBaHe ¢ MpWiaraH ouseTHrell). Mons, BrxTe cbilo HHpOpMaLHUaTa B TOYKa ,,l IpeaynpexaeHus 1
Npeana3Hd MEpKH .

. axo uMate npobraemMu ¢ uepHus apod.

. axo MpeKangBaTe ¢ KOHCYMAIHATa Ha ajikoxo: (HE3aBHCHUMO Ja/Td eXEeIHEBHO HIIH OT BpPEMCE Ha
BpEME).

. aKO KbPMMHTE {BHXKTE CBILO ,,BpEMEHHOCT H KbpMEHE™).

[Ipeaynpexienua H NpeAnasHH MEPKH

PHCK OT JJaKTATHA ANHA034
JuntuBun Jlyo Moxke fa npeanu3BHKa MHOIO psaAKa, HO MHOTIO CEpHO3HA HEXKeJlaHa peakimia, HapeicHa

JIaKTaTHA auuaesa, ocobeno ako 6u6peumnre Bu He paboTAT npaBiHO. PUCKDT OT J1aKTaTHA auM103a CHULO €
NOBUILUEH [1PH HEKOHTPONHpaH AWabeT, TeKKHU HHOEKUHMH, MPOABIDKHTEIHO IT1ayBaHE HIIM KOHCYMAalMA Ha
AIIKOXOJ1, 06€3B0OAHABAHE (BHKTE JOIIBIHHTEHA MHGOpMALMs NO-10J1y), HePHOAPOOHH npobiemMu 1
BCAKAKBY CHCTOAHHS, IPH KOUTO YaCTH OT TANOTO HMAT HAMaJIEH JOCTBI 0 KHUCI0POA (KaTo OCTpa TEXKa

¢ppaevHa bonecr).

AKO HAKOE OT rOPecIOMEHaTHTE ChCTOAHUA ce 0THACH 32 Bac, ropopere ¢ Bamus jgexap 3a
AOBJIHHTEIHH YKA3aHHA,

Conpete npnema na Jluntarua Jlyo 3a KpaTko BpeMe, aK0 HMATE ChCTOSHHE, KOETO MOXe 1a Obje
CBLP3ano ¢ ofe3BoaunBaHe (3HAYMTEIHA 3aryda Ha TEYHOCTH), KATO TE)KKO IOBPBLINAHE, AHAPHA,
BHCOKA TEMIEPATYpa, H3/1araHe HA TOIJIMHA H/IM AKO TPHEMATe N0-MAJKO TEYHOCTH OT 00MKHOBEHO.
I'oBopeTe ¢ Baning Jiekap 3a J0NBJHHTEIHH HHCTPYKIHM,

Cnpere npuema Ha JJuntuena lyo ¥ HezaGaBHo ce cBhLpiKeTe ¢ JIEKAP HIH Hal-0iin3kaTa 6onHHNa,
AKO MOJYYHTE CAMITOMHE HA JIAKTATHA AIlKA033, Thil KATO TOBA ChCTOSIHHE MOXKE 1A 10Be/Ie 10 KOMa.

CHMOTOMHTE HA JJAKTATHA ANH/032 BKJIIOYBAT:
NMOBpbLLIAHE

Gonka B kopema (kopeMHa 6onxa)
MYCKYJIHH KpaMIlH

00LI0 HEPA3NOIMKEHHE ¢ H3pa3eHa yMopa
3aTPYAHCHO JMIIAHE

MOHHXKeHAa Te/IeCHa TEMINEpaTypa U MnyJic

JlaxTaTHaTa auMao3a € ChCTOAHHE, KOSTO H3UCKBA ClIeHIHa MEAMLIMHCKA NOMOILL, U Ba 113 u;e ﬂguyaaﬁ B
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Hunrueui Jlyo He € 3aMeCTHTEJ Ha HHCYNHHA. ClieI0BATEIHO, He Tpa0OBa Aa ce M3HN0/3Ba 3a JIEYSHHEe Ha
auader TN 1.

['oBopere ¢ Bawma nexap, GapMauesT WiH MeAKLIMHCKA CECTPa, Npeau Aa NpHeMeTe JIMITHBIIT Hyo, ako
MUMaTe UJIM CTE HMaTH 3abo/AaBaHe Ha NaHKpeaca.

I'osopeTe ¢ Bamus nekap, papMaleBT WiH MEOHLIMHCKA CECTPA, [IPEaM Aa npuemeTe JUNTHBNI Hyo, ako
npuemare aHTHAMabeTHO IEKapcTBO, HapeueHo CyndoHHNypes. BauluaT aekap MOXe na Bu npeanuiie mo-
HHCKa 1032 CY/IdOHIYpes, Koraro ro npvemare saeano ¢ Junrusun Zlyo, 3a fa ce U3berHe HUCKA KPhBHA

3axap (XHUIOrJIMKEMHA).
AKO HAKOTa CTe MPHEMaTH BHIIJATMIITHH U CTe Crpeny nopaau uepuoapobHo sabonasaHe, He TpiOBa na

rpy¥eMare TOBa JIEKapCTBO.
Cnensaiite NpenopbKuUTe Ha BaluMs nekap wix MEIULIMHCKA CECTPa 3a TPHXKA 33 KOXKATa U KpakaTa, ThH KaTo

nuabeThbT MOXKE a4 JIoBeae 10 KOKHH e3suu, OObpHeTe crielaHO BHUMaHUE HA HOBOMOABHIIHA C€ MEXYPH
WK A3BU. AKO ce NOABAT, KOHCYJITHPAHTE C€ ¢ JIeKap.

Ako By nipeJicTou ronama XupypruuHa UHTepBeHIus, Tpa6Ba aa cnpere nprema Ha Jluntusii [lyo no speme Ha
W MaJIKO Ciie]l MHTepBeHLMATa, BaliuaT jiekap we peuis kora Tpsabsa a CrpeTe W Kora Aa Bb30OHOBHTE

nedeHueto ¢ Jnntueun Jlyo.

[Ipenu 3anousaHe Ha neueHueTo ¢ Juntueun Jlyo 1ie ce HampaBy M3CIEABAHE 332 OLCHKA Ha yepHOApOoOHaTa
GyHKUMA, Cea KOETO Llie Ce MPOBEXa HA BCEKH TPH MECela rpes IbpBaTa rofMHa H NepUoanYHO Clie]l TOBa.
ToBa € ¢ el paHHO OTKPHBaHE HA NIPH3HALM Ha MNOBUUIEHHM YEPHOAPOOHH EH3UMH.

[To Bpeme Ha neuenuero ¢ Jumrusua dyo Bawwmsit nexap me mposepssa O6bn6peunara Bu QyHkuus noHe
BeJH'bXK TOQMILHO WM NO-YECTO, aKO CTe€ B HampeaHana Bw3pact WuinH ako 6nOpeuHata Bu dyHkuus ce

BNOiIaBAa.

BamusaT nekap petoBHO IL€ U3cielBa KpbBTa H ypHHaTta Bu 3a 3axap.

Hena H 10HOHIH
Ynorpebara Ha JJunrrusun Jlyo nipu fena v roHowd noj 18-rogHiuHa gb3pacT HE Ce NpenophyBa.

HApyru nexapcTea 1 JInnrusua yo

Ako Tpabea na Bu Opae MDKeKTHpaH KOHTPACTEH areHT, ChAbprKalll HoA, HarpuMep BLB Bpb3Ka C PEHTTCHOBA
CHMMKA WIM CKaHHpaHe, TpAOBa Aa cnpere npHemMa Ha JlunTusun Jlyo npeayu wik o BpeME Ha HHXKCKIIMATA.
BawmAT nexap e peuiy kora Tpa6Ba Aa crpere M Kora Ja Be306HoBHTe JiedeHneTo ¢d ¢ luntueun [yo

Yeeaomere Bamus nekap, ako rpUeMare, HACKOpPO CTe NPHEMATH HIKM MOXKE [ja TpHeMeTe [Ipyrd JIeKapCTBa.
Mojke 8 ce HanoxHu 1o-4ecTo Npocie/g9BaHe Ha KpbBHATA 3axap ¥ 6nOpeyHaTa QyHKUMA UNH Bawudar nekap
MOe Jia KopHrupa nosara Ha Bu na JJuntusun JIyo. OcobeHo BaXHO € /ia CIOMEHETE CNEAHHTE!

- ITIOKOKOPTHKOMAM, 0OMKHOBEHO H3ITO3BAHHU 34 JIEYCHHE Ha Bb3NATICHHUS

- Gera-2 aroHUCTH, OOMKHOBEHO U3MIOJI3BAHU 32 JIeYEHHE Ha pecriupaTopHH 3a00/1aBaHMs

- APYTH JIEKApCTBA 3a JieueHHe Ha auader

- IeKapCTBa, KOWTO YBEIMYABAT OTAEIAHETO HA YPHHa (IMYPETHLIH)

- NekapcTBa 3a JiedeHHe Ha Gonka M eu3nanenue (HCIIBC u COX-2 unxuburoph, xato ubynpoden u
LieJICKOKCHO)

- ompejesieHH NEKapcTBa 3a JliedeHue Ha Bucoko KpbhBHO Hansrane (ACE nHxuGutopy w aHrdoTeHsus I
peLenTOpHA aHTarOHUCTH)

- Onpe/ieNICHH JISKapCTBa, BJMAELIH Ha LIIHTOBHIHATA 2KJIe3a

- ONnpeAeneHH JiekapcTBa, BIMACLLY Ha HEPBHATA CHCTEMA

- onpefiesieHH JIEKapCcTBa 3a JieHeHHE Ha CTeHOKapaua (Hanp. paHoJIa3vH)

- ONpEeAeNeHH IeKapeTaa 3a neucHue Ha XUB uHdexuys (nanp. aonyrerpasup)

- onpeaeneHH JIEKApCTRa 3a JiIeYeHHE Ha ClieuMpHYeH B PaK Ha LIHTOBMIHATA HJIE3

KapLMHOM Ha HIUTOBHAHATA %Ule3a) (Hamp. BaHAETaHHUO) L/ s A AS)
- OTIpeAEneHH NeKapCTRa 3a JICYCHUE Ha KUCETHHH Y MENTHYHU A3BH (Hanp. UMMETH ng){ w AT
.[}." 1.!.“";::._"'7;-:!’:":1_ " -..a::‘;.‘_.".'." .;'. 1

JAunTuBua J{yo K ajIKoX0. \ G L
H36arsaiite npexoMepHaTa KOHCYMaLMA Ha AIKOXOJI, JOKATO npuemare JIMNTHBHI *15%"' KaTo TORa-

I
MOJKe J1a MOBHIIM PHCKA OT JIAKTATHA allua03a (BHxKTe pasaen ,.llpeaynpexaeHdud U npelis W‘)




BpeMenHoCT, KhbpMeHE H PEPTHINTET
AKO cTe GpeMeHHa, MUCIIMTE, 4€ MOXe 1a cTe GpeMeHHa WM [UlaHupaTe OpPeMEHHOCT, MOCBBETBAMTE CE C

Bawus nekap, ey Aa MpUeMeTe TOBa JiekapcTBo. Bamnsr nexap wie o6cbiy ¢ Bac noTeHUMATHHA PHCK OT

npuema Ha Juntusun Jyo no Bpeme Ha OpEMEHHOCT.
He npuemaiite Juonrusun lyo, ako cTe OpeMeHHa Wi KbpMUTE.

[Ilo¢pupane u pabora ¢ MAIIHHH
AKO NIOYYBCTBATE 3aMagHOCT, JoKato npueMare Jluntusun Jlyo, He wodupaiite U He M3IOI3BANTE

HHCTPYMCHTH HUJIH MALlINHH.

3. Kak aa npuemare Aunrusna dyo

Komuuectroro Junrueun Jlyo, koeto TpaGBa a npueMaTe, Bapupa B 3aBHCHMOCT OT BallleTo ChCTOSHHE.
BawusaT nexap we By kaxe TouHo KakBa fo3a Juntusnn [lyo na npuemare.

BuHaru npieMaiite ToBa JIEKaApCTBO TOUHO KakTo By e kazan Baiuuar niekap. AKO He CTE CUTYPHH,
npoBepere ¢ Barums nekap Wi papMaLesT.

[IpenopbuKTeIHATA 1032 € eaHa Gunmupana Tabnetka oT S0 mg/850 mg win 50 mg/1000 mg nBa mbTH
JHEBHO.

Axo umare HamaneHa 6s6pedHa GpyHkUuMa, Bamusr aekap Moxke 1a Bu npeanuiie no-Hucka nosa. CbILo
TaKa, ako rpyeMaTe aHTHAMA6EeTHO IEKAapCTRO, HapedeHo cyadonunypes, Bamusr nekap Moxe fa Bu
NpeanUIe no-HUCKa 103a.

BatuusT jekap Moxke Ja [pe/iIniie TOBA IEKAPCTBO CAMOCTOATECIHO WIH B KOMOMHALMA C APYTH JIEKapCTRa,
KOUTO TIOHI>KaBaT HUBOTO Ha 3axap B KpbsTa Bu.

Kora 1 kak xa npuemate Jnnrusui JAyo
e [lornwuiaiite TadaeTKUTE LIETH C Yalla BOAA.
e [Ipuemaiire enna TabneTka CyTpHH H €/IHa Beuep 110 BpEMe Ha XPaHEHE WX HEMOCPEACTBEHO ClIC]

xpaHene. [IppeMbT Ha TabneTkaTa cjie/| XpaHeHe e HaMalli PUCKa OT pa3JpasHeHUe Ha CTOMaxa.

[IpoabipkaBaiitTe fAa CHa3BaTe BCHUKH NPENOPHKY 3a AHeTa, kouTo Bamuar iekap Bu e nan. OcobeHo ako
cria3BaTe AYETa 3a KOHTPOJI Ha TEMIOTO NpH AuabeTt, Mpoab/rkapaiiTe ¢ Hesl, IOKATO npdemare J(MNTUBHII

Hyo.

AKo cTe npHeJH noseye or Heobxoaumara no3za Iuntusua Jlyo, oTkoakoro TpsidBa

AKo cTe npuenu noseue tabnetku Juorusun Jlyo, oTkonkoTo TpabBa, Wi ako HIKOH apyr e npuen Bamure
TabneTky, He3abaBRO ce CBBPKETE ¢ Jexkap uan papmanesT. Moxe /la C€ HATOXKH MEJHUMHCKA MTOMOLLL.
Ako Tpa6Ba 1a OTHJETE Ha Jiekap WM B 0O/THHLA, B3EMETE ONAKOBKATa M Ta3H JIMCTOBKA Che cede cu.

Axo cTe nponycaanu aa npaemete Annrurna Jlyo
Axo cre nponycHau aa npHeMete TabrneTka, B3emere g ¢ BalueTo cieiBalllo XpaHEHe, OCBEH aKO BEYE HE ©

BpeME 33 C/Ie/IBaLlaTa 1034.
He s3eMaiite aeoitHa no3a (Be TabNETKHM HaBEHBXK), 3@ /1a KOMIEHCHpATe NpoilycHaraTa Tabnerka.

Axo cre cnpeau npueMa Ha Jluntusnda Iyo
[TpoabiKeTe 1a IPUEMATE TOBA JIEKAPCTBO TOJKOBA JbJIN0, KOJAKOTO Bamuar nekap By ro npeanucsa, 3a aa

MpOAB/LKM J1a KOHTPOJIMpa KpbBHaTa By 3axap. He cnimpaiite na npremare JMNTHBHIL
BawusT nekap He By kaxe. AKO MMaTe BHIIPOCH 38 TOBA KOJIKO ABJIro TpadBa Aa npue

rosopere ¢ Bauiua nekap.

dapMalieBT UM MEOULIMHCKA CEeCTpa.



4, Bh3MOXHA HEXKeJAHH peaKnuH

KakTo BCHUKHM JIEKAPCTBA, TOBA JIEKAPCTBO MOJXKE J1a NPEAH3BHKA HEXKE/IaHH PEaKUWH, BBLIPEKH YE HE BCCKH

r'd NoJy4apa.
Tps6sa aa cnpere npdema Ha Juntueun Jyo u HezabaBHO Ja ce CBBPKETE C Balllia ieKap, ako nojyuuTe

CNEAHUTE HEXKETAHH peakLU:
° JlakTaTHa aumaosa (MHOrO paaka: Moxe aa 3acerde a0 1 Ha 10 000 aywu):

JTanrusun Jlyo Moxe Ja npein3BUKa MHOIO psi/JIKa, HO MHOIO CEPHO3HA HEXKEJIaHA PEaKlkd, HapeicHa
NaKTATHA aLM03a (BHOKTE TouKa , JIpeaynpeskIeHHs U MpeanasHi Mepku™). Ako ToBa ce CiiyuH, TpAOBa
He3abaBHO Ja cnpere npueMa Ha Juntusun Jyo M Aa ce CBBPIKETE C JieKap WK Hak-6/mskara bonHHIA, THH
KaTO JlaKkTaTHaTa auuMj103a MOXKE [a 0BEJIC A0 KOMa.

o AHrvoeaeM (paaka: Moxe aa 3acerde ao 1 na 1 000 gyun):
CHMIOTOMHTE BIJIIOYBAT NOAYBaHE Ha JIMLETO, €31UKa WK I'bPJIOTO, 3aTPYXHCHO NIPENThINAHE, 3aTPYAHEHO
JMILIaHe, BHE3alNHa nossa Ha oOpHB WIH YPTHKAapHs, KOSTO MOXe 114 € MPH3HAK 3a peakuMs, HapeUueHa

e
LAHrHoeaeM"™,

. YepHoapobHo 3a6onasane (xenarur) (Hewecta: Moxke Aa 3acerde 1o 1 Ha 100 aymn):
CHMOTOMMTE BKJIFOYBAT X BJITA KOXKa U O4H, raaeHe, 3aryba Ha aneTHT WK TbMHa YpHHA, KOMTO MOTaT /ia ca

MpM3HaK 3a yepHoapobHo 3abonaBane (XeNaTur).

. Bn3naneHue Ha naHkpeaca (IaHKpeaTut) (HeuecTa: Moxe Ja 3acerde Ao | Ha 100 gymn).
CHUMITTOMHUTE BKJIIOUBAT CWIHA M NPOOLIKATENHA D0JIKa B KOpeMa, KOATO MOXE J1a C€ pa3npoCTpaHaBa KbM

repba, KakTo ¥ raZieHe ¥ NnoBpbllaHe.

JApyrua Hexxe1aHH peaKIHH

Hsikou naiMeHTH ca cLOBIMMIN 3a CAeHUTE HEXeaaH peakuMu npy npueM Ha Juntusun Jlyo:

. Yectu (Moxce n1a 3acerdar Ao 1 #Ha 10 gywu):

BnananeHo r'epiio, XpeMa, BACOKA TeMIeparypa, Cbpoai o6puB, IPEKOMEPHO H3MOTABaHE, OOJIKK B CTABUTE,
3aMasgHOCT, aBobo/IMe, HEKOHTPOJIUPYEMO TPEnepeHe, 3amnek, rajeHe (No3HUBM 32 NMOBpPLIIAHE), MOBpbILAHE,
[HapH, ra30Be, KUCEJIHHH, BONKH B M OKOJIO cTOMaxa (kopemHa Gosika).

° HeuectH (Moxke na 3acerdar 40 |1 Ha 100 ayuum):
YMmopa, cnabocT, MeTaneH BKYC, HUCKA KPbBHA 3axap, 3aryba Ha aleTHT, I0/lyBaHe Ha JUIaHuTe, [NIE3CHUTE

WK cThnanara (OTOK), BTpUCaHe, Bb3NaleHUe Ha MaHKpeaca, MyCKyJIHH OONKH.

. MHoro peaky (Moxe Aa 3acerdart Ao 1 Ha 10 000 aywmn):
[Ipu3HaLK 32 BHCOXO HUBO Ha MIIEYHa KHCENIMHA B KPpbBTA (JIAKTATHA al(/103a), KATO CHHIHBOCT WIN

3aMafgHOCT, CHJTHO TaficHe WIH NoBpbillaHe, Oo/ika B KOpeMa, HEpaBHOMEPEH ITYJIC MITH 1LIDOKO, YYECTEHO
NMILaHe, 3a4epBsBaHe Ha KoXaTa, chplex; HamayieHH H1Ba Ha BuTaMuH B12 (bnennoct, yMmopa, NCHXUYHH

CHMITTOMH KaTO 0OBPKAHOCT HIIM HAPYILEHHS B [1aMeTTa).

CreJ mycKaHeTo Ha TO3HW NMPOAYKT Ha Ma3apa ca CbODIEHH H CJICAHUTE HEXENaHU peaKLMH:

. C Heu3BecTHA 4eCTOTA (OT HAIHYHHKTE JAHHK HE MOXe Ja Ob/i€ HalpaBeHa OLIEHKA):
JlokanuzupaHo GenleHe Ha KOXKaTa WM MEXYPH, Bh3NajieHue Ha KpPbBOHOCHHTE ChJI0OBE (BACKYJIHT), KOETO
MO3KE J1a 10BeAe 10 KOXEH 00pHUB HIH MAIKH, IUI0OCKH, YEPBEHH, KPBIJIH METHA NOA KOXaTa Wi CHHHHH.

ChobmaBaHe Ha HeXeJIAHH peaKlHH

AKO NONYYHTE HAKAKBK HEXENAHH JICKApCTBEHH pEaKLHH, ysenomMeTe Bauius nekap WiK malieBT. ToBa

HeXeNaHH peaKkLMH JUPEKTHO 4pes: .
HAznbnuuTenHa areHIMA 10 AeKapcrearta APt g =,
yi. ,,JlaMaH I'pyes” Ne 8 AR TR
1303 Codmus

Ten,: +359 2 8903417

yebcanT: www.bda.bg



KaTo ¢cboblIaBaTe HEXXENaHH peakuMM, MOXKETe J1a NafeTe CBOS MPHHOC 32 MOMyHaBaHe Ha NMOBeHE
nHOpMailng OTHOCHO 6€30NaCHOCTTA HA TOBA JICKApCTEO.

5. Kak na coxpaunssare Juntusua Jyo

CoxpaHsaBaiiTe TOBa N€KAPCTBO Ha MACTO, HEAOCTBIHO 34 ACLA.

He n3mon3eaiiTe TOBA JIEKAPCTRO CJjlel H3THYaHE Ha CPOKa Ha FOAHOCT, otbens3zaH BpXy OnUCTEpA H
kapToHeHaTa onakoska cief ,,EXP/T'ofeH 0™, CpoK®T Ha rOAHOCT €€ OTHACA 3a NOCCAHNA AeH OT
NOCOYEHHS MECELL

Crxpanssaitte npy Temnepatypa nog 30°C.

He w3xpppndiiTe NeKapcTsa 4pe3 0TNalb4yHH BOAW WK 6uToBH oTnambud. Ilondraitte Bawus gapmauesT
Kax Ia M3XBBPIIMTE IEKapCTBATA, KOUTO BEUE HE u3nonspare. Te3H Mepky Liie MOMOTHaT 3a Ona3BaHe Ha
OKOMHaTa cpena.

6. CoabpKanne HA ONAKOBKATA H AONBJAHHTEIHA nHopMauHa

Kakso ceabpxa Juntusna Ayo
AKTHBHHTE BELLECTBA Ca BWIAATIIUITHH U MET(HOPMHH XHUIPOXJIOPHI.

Beska hunMupana tabnerka Juntuena [yo 50 mg/850 mg chabpxa 50 mg sungaraunTuH U 850 mg
METQOPMHH XHAPOXIOPHA (CHOTBETCTBALIN Ha 663 mg MeTHOPMHH).

Beaka prnmupana Tabnerka Junmusun Jyo 50 mg/1000 mg chabpxa 50 mg sunparnunTiH ¥ 1000 mg
MeT(GOPMHH XHAPOXJIOPHI (ChOTBETCTBALIN Ha 780 mg MET(HOPMHH).

JpyryuTe CbCTABKH Ca.

CupueBuHa Ha Tabnerkara: XHAPOKCHNPONKALCTYN032 (E463), MarHe3ueB cTeapar.

duamono nokputne: Xunpomenosa (E464), xxeneseH OKCHA XKbAT (E172), Tvtanos aokenn (E171),
makporon 8000 (E1521), Tank (E553b).

Kak n3rinexaa JuonTaBui Jlyo H KAKBO ChABPXKA ONAKOBKATA

. dunmupanute Tabnetkn Junrusun dyo 50 mg/850 mg ca xKbATH, EITUMCOBHAHH TabneTky ¢ HaaANuC
,M“ or eqHaTta cTpaHa H ,,V 12 oT Apyrarta cTpaHa.

. ®unmupannre Tabnetkn Junrusun Hyo 50 mg/1000 mg ca TBMHOKDBTH, ENHNICOBUAHH Tabnerky ¢
Haanuc , M OT eaHara cTpaHa 4 ,,V 13" OoT apyrarta cTpaHa.

. Iuntueua Jlyo ce npeanara 8 ONakoBkH, Chabpxkaliy 30, 60 niu 180 dunmMupany TabneTky.

He BCHUYKH pa3MepH Ha ONAKOBKWTE MOXE Ja ¢a IyCHATH Ha nasapa.
MpuTexaren HA pa3pelIcCHHETO 32 YROTPeda i NPOKIBOANTEN

MpuTexaTesl HA pa3pelIeHHETO 32 ynoTpeda
MSN Labs Europe Limited

KW20A, Corradino Park

PLA 3000 Pacla

ManTta

IIpou3sBoauTe]
Pharmadox Healthcare Ltd
KW20A Kordin Industrial Park

PLA 3000 Paola
Manta

MSN Labs Europe Limited
KW20A, Corradino Park
PLA 3000 Paola

ManTa
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To3u JIEKAPCTBEH NPOAYKT € paspelleH 3a ynotpebd B Apprkasute wieHky Ha EWII noa creaHuTe nMeHa:

HaHus 1. Diptivil-M2. Diptivil-Met
3. DiptivilM

Yexus 1. Diptivil-M
2. Diptivil-Met
3. DiptivilM

YHrapus 1. Diptivil-M 50 mg/850 mg filmtabletta
2. Diptivil-Met 50 mg/850 mg filmtabletta
3. DiptivilM 50 mg/850 mg filmtabletta

[Tomnua 1. Diptivil-M
2. Diptivil-Met
3. DiptivilM

PyMLHHUS 1. Diptivil-M 50 mg/850 mg comprimate filmate

2.Diptivil-Met 50 mg/850 mg comprimate
filmate

3. DiptivilM 50 mg/850 mg comprimate filmate

1. Diptivil-M 50 mg/1000 mg comprimate
filmate

2.Diptivil-Met 50 mg/1000 mg comprimate
filmate

3. DiptivilM 50 mg/1000 mg comprimate
filmate

CnoBakus 1. Diptivil-M 50 mg/850 mg
2. Diptivil-Met 50 mg/850 mg
3. DiptivilM 50 mg/850 mg




Brarapus Tunmusun yo 50 mg/850 mg puamMupaHH
TabaeTku

Nuntusua Jyo 50 mg/1000 mg duiamMupanu
TabaeTKH

Ila*ra HAa NOCJEAHO OpepasrjekKiane Ha JIHCTOBKATA
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