JIncToBka: nadopmannn 3a norpebuTeNN

SIsoaap 50 mg/850 mg puamupann TabeTkH
Jivolar 50 mg/850 mg film-coated tablets
SAsonap 50 mg/1000 mg ¢uamMuapann TabneTkn
Jivolar 50 mg/1000 mg film-coated tablets
CHTAlNIMITTUH/ METPOPMHHOB XHAPOXJIOPHA
sitagliptin/ metformin hydrochloride

IIpoueTeTe BHHMATEIHO NAJATA JHCTOBKA, IPEAH AA 32AN0YHETE A NPHEMATE TOBA JIEKAPCTRO,

ThH KaTo Td CHALPXKA BaskHA 32 Bac sadopmanng.

- 3anasere Ta3M JHUCTOBKA. Modke J1a ce HAOXH N1a A npoYeTeTe OTHOBO.

- AKO MMaTe HIKaKBH JOITLIHMTEIIHA BBIIPOCH, NoNMTaiTe Bauusa nekap vy ¢papMalieBT.

- Tosa nekapcTBo € npeanncaHo au4yHo Ha Bac. He ro npeotcrbneaiite Ha apyru xopa. To Moxe
112 MM HaBpeH, HE3aBHCUMO Y€ TIPH3HAIIMTE HA TAXHOTO 3a6oNngBaHe ca chlMTe KaTo Bawure.

- AKO NOJYYMTE HEKAKBH HEXXEIAHH JICKAPCTBEHH peakiiii, yBegoMmere Bamua nexap KiH
(apmarieeT. ToBa BKMOYBA M BCHUKH BH3MOMXKHH HEXENaHH PeaKiMH, HEONHCAHH B Ta3H
JMCTOBKA. Bibkre Touka 4

HIMTMHUTENRHA ATEHILMR N0 REKAPCTBATA
W - Mpunowance 2 .

KaxBo cbALPXA TA3H JHCTOBKA

1. Kakpo npeacrasisea SIBonap K 3a KaKBO C€ H3MOI3BA y( A0 L *3/ __/ f_z_‘_ ____________
2. Kaxso rpsabBa na 3Haerte, npean Aa npHemMerte Slsonap Kot Po2. 1 v

3. Kax na npuemare Seonap PRIpOLIOHLS ”6',2 7 GF -& 1 3 -06- 2073
4. BB3MOXHH HEXKENaHH peakLHK BG/MAMP « oocrotiiilcssissssssinmenssnf sasinsnnescinassss ssnassmars
5. Kak na cpxpansasare SIponap 08 M oeeor osseerstssarmssaf cssscssesesmasarszsasa:

6. CobabpxkaHue Ha ONAKOBKATA M JOITBJIHHATEIHA HHGOpMAaLHs

1. Kakpo npeactaBissa fBojiap H 3a KRKBO Ce H3IM0/3BA

Asonap ceabpKA ABE Pa3IHYHH JIEKAPCTBA, HAPEYCHW CHTATIMITHH U MET(HOPMUH:
- CHTarfIMNTHH NPHHAJNCKH KbM KIac JeKapcTea, HapeueHH DPP-4 HHxHOWTOpH (AUIeNITHN
nenTuaasa-4 MHXHOHTOPH)

- MeT)OpMHH NPHHALIECKH KbM KJAC JIEKAPCTBA, HapeYeHH OHrBaHUAHHH.

Te peicTBaT eAHOBPEMEHHO, 3@ J1a KOHTPOJIMPAT HHBOTO Ha KpbBHATA 3axap NpH BB3pacTHH
NAUHEHTH ¢ popMa Ha xHaberT, HapeveH ,,3axapeH AuabeT Thn 2. Topa JekapcTBO MOBHLIABA HHBaTa

HAa HHCYHH, IPOH3BEICH CICHA XpaHeHe, i HaMaJaBa KOJIHYECTBOTO 3aXap, NpoM3BeAeHO OT Bamus
OpPraHH3bM.

3aeHO C AMeTa M YNIpaKHEeHHA, TOBA JIEKapCTBO NOANIOMAra HaManasaHeTo Ha Bamara kpbBHa 3axap.
Topa NekapcTBO MOXKE 114 C€ H3IION3BA CAMOCTOATEIHO MITH C ONpeAeNieHH APYrH JIEKapcTBa 3a [Haber
(MHCYJIHH, CYI(POHUITYPEs HIH TITHTA30H).

Kaxso npeacrasinasa guaber Tan 27
Anabet Tun 2 ¢ ChCTOAHME, NPH KOSTO BalnHAT OpraHH3bM HE MPOM3BEXKIA JOCTATHHHO HHCYI
NPOH3BEXNAHUAT HHCYNIHH HE ACHCTBA Taka nobpe, kakTo 6u Tpabrano. OceeH ToBa, opr
MOXKE [1a NPOM3BEXa TBLpE MHOro 3axap. Koraro ToBa ce ciyum, 3axapra (IIoKko3ar
B KpBBTa. TOBa MOXE ia MPUYHMHH CePHO3IHHM MEAHLIMHCKH NMPOOIIeMH KAaTO CHPAEYHO
OB0peuHo 3a0019BaHe, CIENOTA 1 AMITYTALMA.




2.  Kakso TpadsBa na 3HaeTe, npead Aa npueMeTte SIBonap

He npremaiiTe Boaap:

- 8KO CTe aJIeprHYHH KbM CHTAIJIMIITHH WIH METGOPMHH WIH KbM HAKOA OT OCTAHAJINTE ChCTABKH
Ha TOBa NeKapcTBO (M30pOEHH B TOUKA 6).

- aKO HMarTe CHITHO HaMajleHa 6B0peuHa QyHkius.

- aKO HMATE HEKOHTPOJIHpAaH AHabeT, HATIPHMEP C TEXKKa XHIEPTIIMKeMH (BHCOKA KPBBHA 3aXap),
raficHe, NOBphIlaHe, JHapHi, 6bp3a 3aryda Ha TeT0, IAKTATHA auMA03a (BIKTE ,,PHCK OT
JIAKTaTHA alj|/03a” N0-40/y) WK KeToauuao3a. Keroanmaosara € CbCTOSHHE, IIPH KOETO
BCIECTBATA, HAPEYCHH , KETOHHH Teaa™, C€ HATPYIBAT B KPBBTA H TOBA MOXE Ja A0Bele A0
auabetna npexoma. CHMITTOMHMTE BK/IIOYBAT OOJIKH B CTOMAXa, yYeCTEHO H ABI0OKO AMIIAHE,
CBHJIMBOCT WJIH HEOOMYACH NII0ZIOB apoMaT Ha abxa Bu.

- aKO MMAaTe TeXKa HHPEKIHA HIH CTC ACXMAPATHPAHH.

-  ako BH npeacrou u3cnearaHe ¢ peHTTCHOBH JIbYHM, KBACTO Lile BH MIDKEKTHPAT KOHTPACTHO
BemecTso. Tpsadea na cripere na npuemare SABonap no BpeMe Ha U3C/ICABaHE ¢ PeHTTCHOBH JIB4YH
H 2 MU IOBSYE JHM Cile/l TOBA, KakTo BM e npeanucan Bamuar nekap, B 3aBHCHMOCT OT TOBA KaK
paborat Bammre 6p6penu.

- aKO HACKOPO CTe MONYYHIH ChpAc4eH HHPAPKT WM HMATe TEKKN LIHPKYIaTOPHH NMPoOIeMH KaTo
»»HOK* WK TIpoOIIeMH ¢ JHILIAHETO.

- aKo uMare 4YepHOAPOOHH NpobiieMH.

- aKo IHEeTe aNKOXO0JI B TOJIeMH KOIHYEcTBa (BCEKH ISH HIIH CaMO OT BPpEME Ha BpeMe).

- 8KO KLpPMHTe.

He npuemaiire Slponap, ako Hewo ot no-rope H3bpoexuTe ce orHacs 3a Bac, u rosopere ¢ Bainus

JieKap 3a APYr'H HAYHHH Ha JedcHUe Ha Bamug nuaber. AKO He CTe CHUTYPHH, KOHCYJITHPaHTe Ce C

Bamusg nekap, papMaueBT HIH MEHLIMHCKA CECTpa, npean Aa npuemere Ssonap.

IpeaynpexseHHN H NPEANAIHA MEPKH
ITpu namMenTH, nony4apamy ABonap, ca cboblaBaHK CiTyvad Ba Bh3flalcHHE Ha NaHKpeaca
(nankpeatur) (BIXKTE TOUKA 4).

AKO TIOJly9HTe MEXYPH NO KOXKATA, TOBA MOXE /13 € IPH3HAK Ha ChbCTOSHHE, HAPCYCHO OYNIO3CH
neMdurou. BamusT nexkap Moxe 1a B nockBeTBa Aa cripete npHeMa Ha fBonap.

PHcK OT JaKTATHA ANBAO38

IBosnap MoXe f1a IPHYNEX MHOTO PAJKA, HO MHOTO CEPHO3HA HEXKEJIaHA peakiyi, HapeueHa JIAKTaTHaA
auuaosa, ocobeHo axo 6n6peunTe By He pyHKUKOHRHpAT NPaBWiHO. PHCKET OT pa3BHTHE HA JIAKTaTHA
alHI03a C€ YBEIHYABa M NIPH HEKOHTPOIHpaH AnadeT, TeXKH UHQEKIIMH, NPOAB/DKHTEIHO ITaxyBaHe
WIH NIPHEM Ha afKOXOJ, JEXHAPATalusA (BHXKTE AOITLIHHTETHA HHPOpPMALHS I0-7101Y ), YepPHOAPOOHH
npoblIEMH H BCAKAKBH CHCTOSHHA, NIPH KOWTO HacT OT TAIOTO HMa HaMalleHO CHaO/IABaHe ¢ KHCIIOPOX
(KaTo OCTPO MpOTHYAINA TexKka 00JIecT Ha CHPLETO).

AKO HAKOE OT H30pOoeHHTE NO-rope ce 0THACA 3a Bac, ropopere ¢ Banus nekap 3a JOIMB/IHHUTCTHH

yKa3aHHA.

Chopete nprema na SlBoap 32 KpaThK NEPHOJ OT BpeMe, AKO HMATE CHCTOSHHE, KOSTO MOXKE 1A
6n¢ CBLP3aHO ¢ AeXHAPATARESA (3HAUHTEIHa 3aryba Ha TeNCCHH TEYHOCTH) KATO TEXKKO
NOBpPBLIAHE, IHAPHS, TPECKA, H3IaraHe Ha TOTUIHHA WIH aKO IHETE MO-MajlkO TEYHOCTH OT
HOpMaNnHOTO. I oBOpeTe ¢ Bamua nekap 3a JONMBAHUATENHH YKa3aHHS.

Cnpete nprema na SIBosap H He320aBHO ce CBLPAKETE ¢ JeKap HIH HAR-0AHIK

AO KOMa.
CuMnToMETE Ha JTAKTAaTHA AIIHA03a BKIKOYBAT.



- NOBpPBIIAHE
- Dbonku B cromMaxa (KopeMHH 00/IKH)

- MYCKY/IHH CIIA3MH

- 00mo ycemaHe 3a HepasnoIoKEHHE, MPUAPYKEHO C TEXKA yMOpa
- 3aTPYJHEHO AMIIAHE

- NOHWKCHA TEJIECHA TEMIIEPATYPA H NYIIC.

JlakTaTHaTa aUHAO3a € CECTOSHHE, M3HCKBALIO CIICIIHA MEAHLIMHCKA TIOMOI, ¥ TpsabBa ja ce JIeKyBa B
ConHALA.

I'oBopere ¢ Bamua nexap win ¢apMauesT npeau aa npueMere Sponap:

- 8KO MMAaTe WIIH cTe HManu 3a0ongBaHe Ha naHkKpeaca (KaTO NAHKPEATHT).

- 8KO MMATe HJIH CT€ HMAIH KAMBHH B KTHYHHS MEXYP, AJIKOXOJIHA 3aBHCUMOCT HJIH MHOT'O BHCOKH
HHBa Ha TPHIMHIECpHAM (BH Ma3HHHHK) B KpbBTa. Te3u 3a0011BaHNng MOrar Ja MOBHILAT
BEPOATHOCTTA A MONYYHTE MAHKPEAaTUT (BHOKTE TOUKA 4).

- ako uMare auaber tun 1. [ToHdakora ce Hapu4Ya HHCYJTHHO-3aBHCHM JaHaber.

- aKO UMAaTe HJIH CTe HMAIIH aJlepPrHYHa peaklys KbM CHTATJIHITTHH, MeT(GOPMHH HIIM CHTATJTHITTHH/
MeTHOPMHH (BHXKTE TOUKA 4).

- aKo nmpueMare CyJIGOHHTYPEeHHO NPOU3BOAHO KM HHCYNMH, aHTHOHAOCTHH IeKapCcTBa 3a€JHO
CBbC CHTArNMITTHH/METHOPMHUH, Thii KATO MOXKE Ja HACTBITH CHCTOAHHE HAa HHCKA KPBBHA 3aXap
(xunormakemMun). BaluaT nekap Moxe Aa HaManH Ao3aTa Ha cyihOHUAYPEHHOTO NPOH3BOHO
WIH UHCYJIHNH.

Axo BH ce Hanara fa npeTspnuTe cepHO3HA OTiepalMd, TPAOBa 3aABIDKHTEIIHO Ja CIIpeTe NpHemMa Ha
SIzonap no BpeMe Ha H M3BECTHO BpPEME ClIEA TIpOoLCAypaTa. Baluuar nekap e petiy kora Tpabpa 1a
CIpPETE H KOra a Bb300HOBHTE Jie4eHHETO ¢ ABoap.

AKO He CTe CHTYPHH JalM HEInO OT H30POSHHTE NO-rope ce oTHacA 3a Bac, nonuraiire Bamus nekap
UM (papMalieBT, IPeaH Aa pHeMeTe SBonap.

ITo Bpeme Ha neueHneTo ¢ Sponap BamusaT nekap me npopepasa Op0peuHara Bu Qyskips note
BeIHBbK NOANIIHO HIH M0-YECTO, AKO CTE B CTAPUYECKA BH3PacT H/WIH ako UMaTe RiIolcHa 0s0peuna

pynxums.

Hella B OHOIIMA

Hena u ronomn nox 18 rogunu ve TpaOBa fa M3MOA3BAT TOBA JieKapeTBO. TO HE € eEKTHBHO NPH
Aela U FOHOIIH Ha Bb3pacT MexXay 10 u 17 romurn. He € ussecTHO Aany ToBa JIeKapcTBO € O6€30MacHo
H ¢()EKTHBHO, KOraTo ce M3M0N3Ba MpH AeLa Ha Bu3pacT nox 10 roguHw.

Apyra JexaperBa H SBoaap

Axo TpabBa n1a Bu 6bje nocraBeHa HIDKEKIM ¢ KOHTPACTHO CPEACTBO, ChALPKALLO HOJA, B
KpBBOOOPBIIECHHETO, HAIPHMEP B KOHTEKCTA Ha peHTIeH WITH CKEHep, TpadBa ia cripeTe MpHeMa Ha
Asonap npeAn MM TIO BpeMe Ha HIDKeKLUMsTa. Baluar jekap me peud xora TpaOBa fa CrpeTe H Kora
Aa Bb30OHOBHTE JICUEHHETO ¢ SBonap.

Tpabpa na kaxere Ha Bamus nexap nnu ¢apMalieBT, ako IIpHEMAaTe, HACKOPO CTE NPHEMAITH WIH €

BBE3MOXKHO J1a IPHEMATE APYrH JiekapeTea. Moxke a ce HaJI0XH I0-4€CTO Jla Ce H3CAeBa IJII0KOo3aTa

B KPHBTA H )YHKLIHOHHpaHeTO Ha O10pelnTe wid Bainuar nekap Moxe na kopHrapa aosara Jponap.

H3KmoOYHTETHO Ba3KHO € [1a CIOMEHETE CIEAHOTO:

- JIeKapcTea (ITPHETH NPE3 YCTATa, MPHIOKEHH Ype3 HHXANALHA WIH KATO HHXKS
33 JICYCHHE Ha BB3NATMTETHH 3a60N9BaHNA KATO aCTMa H apTPHUT (KOPTHKOCTE

- JIEKapCTBA, KOUTO YBENHYABAT OTACAAHETO HA YPHHA (TMYPETHIIH)




- JIeKapCTBa, H3MON3BaHH 3a NeueHue Ha 6onka H sp3nanenue (HCIIBC u COX-2 naXHOMTOpH,
KaTo HOYTIpO(dEeH H LeNeKOKCHE)

- HAKOH JIEKapCTBA 32 JIUCHHE Ha BUCOKO KpbBHO HasraHe (ACE-uaxuburops U aHrnoTeHsuH 11
PELERTOPHH AHTAOHUCTH)

- cnenMdHYHH JICKAPCTBA 3a JieyeHHe Ha OpoHxuanma actMa (P-CHMNaTHKOMUMETHLIH)

- HOAWpaHH¥ KOHTPACTHH BELECTBAa WIH JICKAPCTBA, CHALPKALIH ANKOXO

- ONpeAencHH JICKAPCTBA, H3TOJ3BaHH 32 TCYSHHE HA CTOMALIHH NPOoOIIeMH KATO HIMMETHIHH

- PpaHOJIa3HH, JIEKAPCTBO, H3MOA3BAHO 34 JIEUEHHE HA CTEHOKapAMs

- NONYTErpaBHp, JE€KapCTBO, M3MNO0A3BAHO 34 neucHre Ha XUB nndexuus

- BaHAaeTaHuO, IEKAPCTBO, M3MOJ3BAHO 33 JICUEHHE Ha CricHpHYCH BHA PaK HA IIHTOBHIHATA
XIe3a (MeQynapeH KapLHHOM Ha IMTOBUIHATA 3Kjie3a)

- JMIOKCHH (32 JIeUueHMe Ha HepaBWICH ChpACYEH PHTHM H APYTH chpAeqHH npobnemu). Moxke na
CE€ HAJIOJKH /13 C€ MPOBEPH HMBOTO Ha JHUIOKCHH B KpLBTa BH, aK0 ro npHeMare eTHOBPEMEHHO C
Asonap.

ABoaap ¢ xpaHa, HANATKHA H AJKOX0JE

Hzbarsaiite npexoMepHaTa ynorpeda Ha alKoXoJl N0 BpeMe Ha MpHeMa Ha Jponap, Thid KaTo TOBA
MOKe 13 YBEIMYM PHCKA OT JIAKTATHA aliAa03a (BHXKTE ToYKa ] IpeaynpexacHus ¥ npeanasHu
MCPKH').

bpeMenRocT, KhpMeHe H (PpepTHARTET
AKO cTe OpeMEHHA HIH KbPMHTE, CMATATE, Ue MOXKE Aa ¢Te OpeMEHHA WM IaHUupaTe OpeMEeHHOCT,
nocheeTRaiTe ce ¢ Bamus nexap i dapmanert npean ynorpedata Ha TOBA JISKAPCTRO.

He tpabra na npHeMaTe ToBa JIEKapCTBO 110 BpeMe Ha OPeMEHHOCT WM ako KbpMHUTe. BIDKTE TouKa 2
,,He npuemaire Aponap®.

IHlo¢mpane # pabora c MAaANA
ToBa JiekapcTBO He IOBNMABA HITH NMOBAHsABa npcHeGpekuMo crnocobHoCTTa 3a modmpane H padoTa ¢

MalllHHK, Boripeku ToBa ca crobliaBaHH CIydyan Ha 3aMaliBaHe H CBHJIHBOCT ChC CHTAIJIUIITHH, KOETO
MOXE Jla AoBJMge cnocobHocTTa By 3a mogHpane WM paGoTa ¢ MAIlIHHH,

IlpuemMBT Ha TOBA NEKAPCTBO B KOMOHHALIHA C JIEKAPCTRA, HAPEYEHH CYI(POHITYPEHU [IPOH3BOIHH
HJTH HHCYJIMH, MOXE [a PHYHHHE XHITOTIIHKEMH, KOATO MOXe /1a moeiusae Bamara cniocobHOCT na
modupate unn paborure ¢ MamyHH, WIH Aa paboTiTe 6e3 obe3onaceHa onopa 3a Kpakara.

Asoaap cuabpAxa HATpHHE
ToBa JekapcTBO ChaBbpKa no-Manko oT 1 mmol satpuii (23 mg) na Tabnerka, T.€. MOXe J1a C€ Kaxe,
ge NPaKTHUYECKH HE ChABPKa HATPHM.

3. Kak aa npHemare HABonap

Bunaru npueMaiTe ToBa JeKapcTBO TOUHO KakTo Bu e kaszan BamusT nekap. AKO He CT€ CHT'YPHH B
Heio, nomuraiTe Bamisg nekap wim ¢apMalerT.

-  Ilpuemaiire ¢nHa Tabnerka:

- JABa ITbTH JHEBHO MpE3 YCTaTa

- ¢ XpaHa, 32 ]a HAMAJIMTE PHUcKa OT CTOMALIIHO Hepa3NoNoXKEeHHE.
- Bammar nexap Moxe na 0DOBHLLIH Jo3ata By, 3a aa xonTponupa KpeBHaTa Bh 3
- Axo nMate HamaneHa 6u6peuna dyHkius, BamusT nexap Moxke 1a Bu npeann

Tpabsa pa npoawIDKUTE BHeTara, Npenopk4YaHa oT BaiMg nekap, 1o BpeMe Ha JIe
JICKApCTBO H /1A CJICOUTE NIpHEMa Ha BBIVIEXBAPATH Jla ¢ PABHOMEPHO pasfpeaerne



ToBa nexapcTBO CAMOCTORTENHO € MATIKO BEPOSTHO Ja MPUYMHH HeobHualiHO HHCKH HHBA Ha
KpBBHATA 3axap (XunoraMkeMus). Korato ToBa ieKapcTBO ce H3MON3BA Che CYIPOHHAYPEHHHA
JIEKAPCTBA WIM ¢ HHCYJIHH, MOXe 1a HACTRIAT HHCKH HHBA HAa KPbBHATA 3axap U BallMAT JIeKap MOXe
[la HaMaJIM 03aTa Ha CYNPOHHIYPEHHOTO NPOU3BOIHO WIH HHCYJIUH.

AKxo ¢Te Ipue/IH NoBeYe 0T HeodxoauMaTa fo3a Sronap

AKoO cTe npHe/TH NOBeYE OT NMpeANHCcAHATa J03a OT TOBA JIEKAPCTBO, He3abasHO yBeaoMeTe Balng
nekap. Oriugere B 60IHANA, KO MOIYMHTE CHMIITOMH Ha JIAKTATHA aliMA03a KATO YCEWAHEe 3a CTY A
WIH JHCKOM(OPT, TEKKO rajieHe Wi MoBpbilane, 6onka B croMaxa, HeoOscHHMa 3aryba Ha Terdo,
MYCKYJIHH KpaMITH HITH YY€CTeHO JHIIaHe (BIKTE TOUKa ,,JIpeaynpexaeHHs U npeana3Hi MEpKu™).

AKO cTe DponycHaAH Aa npaemere SBoaap

AKO cTe NpOMyCHANH 033, B3€METE s BEAHAra oM ce CETHTe. AKO HE € CETHTE IpeAH Aa AoHae
BpEME 3a ciieaBallaTa Ao3a, nponycHeTe 3a0paBeHaTa 1033 H ¢¢ REPHETE KbM peioBHATA CXeMa Ha
npHeM. He B3eMaiiTe nBoAHA 1033, 32 A2 KOMIICHCHpATe NPOITyCHATaTa A03a.

AKo cTe cnpe/iE npuema Ha SBoaap

IIpoasbmkaeaifre 1a npHeMaTe TOBA JCKAPCTBO TOJNKOBA ABIIO, KONkoro Bu e npenmican Bammsr
neKap, 3a Ja MOKe Aa NMPOABIDKUTE a KOHTPOJIMpATe CBOSTa KpbBHA 3axap. He Tpabpa aa cnupare
NpHEMa Ha TOBA JIEKapCTBO, €3 a ce KOHCYIITHpaTe mbpBo ¢ Balliug nekap. Ako crpeTe npueMa Ha
JBonap, Bamata xpbBHa 3axap Moxe 13 C€ NOBHIIH OTHOBO.

Axo0 HMaTe HAKAKBH AOITLIHATENIHH BHIIPOCH NpH yOoTpebaTa Ha TOBa JIEKAPCTRO, nNonuTaliTe Batnus
nexkap MM gapMalLieBT.

4. Bu3MOXKHH HEXKEIAHH PEAKNAHA

KakTo BCHUKH JIEKAPCTBA, TOBA JICKAPCTBO MOXeE 2 NPEAM3BHKA HEXXCNAHH peaklHH, BHIIPEKH Y€ HE
BCEKH I'Ml IOIy4aBa.

IPEKPATETE nprema na SIsoqap 1 He3a0aBHO ce cBLpxeTe ¢ Bamnsg jgexap, ako 3a0eexure

HSKOH OT CJICIHHTE CePHOZHA HEKeJJAHH PeAKIHE:

- CumHa M nocTosanHa 6051Ka B KopeMa (0012CTTa Ha CTOMaxa), KOSTO MOXE Jia CTHra A0 rbpda, Cbe
WK 6e3 rafieHe H MOBPBIAHE, Thii KATO TOBA MOXKE A ca [PH3HALM HA Bb3NaJ1eH NaHKpeac

(naHKpeaTHT).

CHrarnuirrii/MeThOpMHH MOXKE J1a fOBEE KO MHOMO paaxa (Moxe na 3acerne fo | Ha 10 000
AYIIH), HO MHOTO CEPHO3HA HEXXEJIAHA PeaKlia, HapeyeHa JIAKTATHA aLlHA03a (BHIKTE TOYKa

L Ipeaynpexnenus u NpeanasHu MEpKH™). AKO TOBA ¢& C/Iy4H, TPAOBa 3aTBHKHTENHO 1a CHPETe
npueMa Ha SBoJ2p u He3a0aBHO A ce CBLPXKETE ¢ JIeKap nIH Haili-0n3KkaTa OoNHENA, THH KaTO
JIAKTaTHATA alMA03a MOXe a JOBeae A0 KOMA.

AKO NOMyurTe CEPHO3HA aANIEPrHYHA PeaKIs (C HEU3BECTHA YeCTOTa), BKIIOYHTEITHO O0PHB,
YPTHKapHs, MEXYPH NO KoxkaTa/beema ce KoXka ¥ NOAYBaHe Ha JIMIETO, YCTHHUTE, €3HKA H I'BPAOTO,
KOSTO MOXKE J1a MPCSAW3BUKA 3aTPYAHEHHE B AULIAHETO WM NPEerTBINAHETO, IPpEKpaTeTe NpHEMa Ha
TORA JIEKAPCTBO H BEAHAra ce cBbpkere ¢ Bammma nekap. Bamyst nekap Moxe Aa Bu npeanuiie
JIEKapCTBO 3a JICYEHHE Ha allepru4HaTa peakums | Ipyro Jexapcrso 3a Bamua quaber.

Hsakou naijgeHTH, KOMTO NIpHeMaT MET(POPMHH, NMOTY4aBaT CIeAHHTE HEKENAHH pe
nobaBsiHe HA CUTATITHITTHH:
YecTn (MoraT na 3acerHar ao 1 Ha 10 aywH): HHCka KpbBHA 3axap, rajieHe, raso



HsaxoH naumMeHTH nomydaBaT JHapHia, raaeHe, ra3ose, 3anek, 60/Kka B cToOMaxa Wil NoBpbUIaHe,
KOTaTO 3aNOYHAT Jia NpUeMaT KOMOHHALIMATA CUTATITHIITHH H MET(GOPMHEH (MECTOTATa € ,,HeCTH ).

HakoH malHeHTH NoTy4yaBaT CJICAHATE HEXKEIaHH PpeakiiuM IOKATO NPUEMaT TOBA JIEKAPCTBO ChC
CYJIPOHIWITYPEHHO NMPOU3BOIHO KATO TTHMENMHPHA:

Mmuoro yecTr (Morar na 3acerHat noeeue ot |1 Ha 10 qynmin). HHCKH HABA HA KPHBHATA 3aXap.
YecTn: 3aneK.

HsixoH nalMeHTH Nony4Yasar clieAHATE HeXXellaHH PEaKLHH JOKATO MpUEMAaT TOBA JICKAPCTBO B
KOMOMHALIMSA ¢ ITHOTTIMTA30H:
YeeTH: NOAyRaHE Ha PBLETE HIH KpaKara.

HakoH NallMEHTH NOJTYYaBaT CNEAHNATE HEKEIAHH PSaKIMM JOKATO [IPHEMAT TOBA JICKAPCTBO B
KOMOMHALMS ¢ HHCYITHH:

MHuoro 4ecTa: HICKH HHBA Ha KrbBHATA 3axap.

HeuecTH: CyX0Ta B YeTara, riasodonue.

Hsakos nanMeHTH NOMY9YaBaT CIEAHATE HEXEJAHH peakl[UH IO BpeMe Ha KIIMHHYHH ITpOy4BaHMA,
AOKATO [TPHEMAT CHTATIMITTHH CaMOCTOATENHO (€IHO OT JISKApCTRaTa B ABonap) 1M NpH H3I0JI3BaHe
B TIEpPHOJIA CAE/ pa3peluaBaHe 3a yrorpeda Ha curarnunTHH/MeTPOPMHH WIH CHTATIMIITHH
CAMOCTOATETHO, HIIHM € APYTH aHTHAMaOeTHH NeKapCTea:

YecTH: HHCKH HHBA Ha KpBBHATA 3axap, Fliapobonie, HHPEKLHUA Ha TOPHATE JHXATEHH THTHINA,
3aNyHICH WIH TeYalll HOC H BB3NAJICHO I'bPNo, OCTeoapTPUT, 60JIKa B pHUETE WIH KpPaKaTa.

HeuecTn: 3amaiiBaHe, 3anek, CbpOex.

Peaxn: Hamanen 6poii poMOOLIHTH.

C nensBecTHA 9ecTOTA: NpobieMu ¢ 6bOperuTe (MOHAKOra HaNaraly AWaau3a), NospelllaHe, CTaBHA
Sonka, MyckynHa 6onka, Gonka B repda, HHTepcTHIMANHA OenoapodHa 6onect, Oyno3eH neMpHrona
(Bux MEXYPH 1O KOXaTa).

HAKOH NauHeHTH NOy4aBaT CJICAHETE HEXKEJIAHH PeakiLHH A0KATO IMPHEMAaT METQOPMHH
CAMOCTOSTEIHO:

MHoro gecTn: raaeHe, NoBphIIaHe, JHApHi, 60JIKa B CTOMaxa M 3aryba Ha aneTut. Te3H CHMIITOMH
MOKe Ja Ce MOABAT MPH 3a04BaHe Ha MpueMa Ha MeT(OPMHH H OOHKHOBEHO OTIITYMABAT.

YecTH: METAJIEH BKYC.

Muoro pegkn: HaManeHn HABa Ha BHTaMHH B12, xenatut (mpobnem ¢ sepHua apob), kOnpHBHA
TPECKa, 3a4cpBaBaHe Ha KOxaTa (0OpHB) WIH chplex.

Cro0maBage BA HEXKCJIAHH PeaKlnl
AKO NONy4YHTE HAKAKBH HEXEIAHH JEKAPCTBEHH PeakiyH, yBeaoMeTe Baluus nekap HnH (papMauesr.
ToBa BTIOYBA BCUYKH BB3MOXKHH HEOMHCAHH B Ta3H JIMCTOBKA HEXE/IAHM peakumH. Moxe chilo na
CHLOOIIMTE HEKEIIAHH PeaKLiMH AHPEKTHO Ype3 HAlMOHAIHATa CHCTEMa 3a ChofI1aBaHe:
H3nuJnATeIHA areHNHEd N0 JIEKADPCTBATA

yi. ,,Jlaman I'pyep” Ne 8

1303 Codun

Ten.: +359 2 890 3417

yebcaifT: www.bda.bg

Kato cxobmagate Hexenanu peakliii, MoOKeTe Ja JaZieTe CBOA MPHHOC 32 MOMy4yaBaHe Ha NoBeYe
HHPOPMAaLHA OTHOCHO 0e30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak aa chxparasare SIBoaap

I[a CC ChXpPaHABA HA MACTO, HCAOCTBIIHO 3a ACLIA.




He n3non3BaiiTe TOBa NexapCTBo cliel CpoKa Ha FOAHOCT, OTOeNA3aH BLpXY OnHcTepa H KApTOHEHaTa
onakoeka cnex ,,EXP“ n JJ'oaen no:“. CpoKbT Ha rOqHOCT OTTOBAaps HAa NOCACAHHA JE€H OT
NOCOMCHHS MECeELl,

Ja ce cexpanasa npn Temneparypa nox 30°C.
Crxpassasaiite 6mcTepHTe B KapTOHEHATa KYTHA, 3a Ja FH MPEANasHTe OT CBETIHHA.

He u3xpbpnsifTe nekapcTBaTa B KAHAMM3ALMATA WM B KOHTEHHepa 3a JOMAIIHH OTNAaNbIIH.
IlomuraiiTe Bamms ¢rapManieBT Kak Aa H3XBBPAATE JEKapCTBAaTa, KOWTO Be4e He H3mon3pare, Te3n
MEPKH 1€ CIOMOTHAT 33 OIa3BaHE Ha OKOJIHATA Cpeaa.

6. Crpabpxanne HA ONAKOBKATA H JONBIHHTE/NIHA HRPOPMANHA

Kakso ¢coabpxa fAnonap

- AKTHBHMTE BELIECTBa Ca CHUTAIJIHIITHH K METQOPMHHOR XHAPOXIIOPH.

SAsonap 50 mg/850 mg dunmupanu Tabnerku: Beaka punMupana Tabnerka cpabpiKa
CHTAarJIMIITHHOB (pocdaT MOHOXHAPAT, eKBHBaJIEHTeH Ha 50 mg curarmumnTrH H 850 mg
MeTHOPMHHOB XHAPOXNAOPH.

JBonap 50 mg/1000 mg prnmupany Tabnetku: Beaka punMupana Tabnerka CeabpxkKa
CHTarTAITHHOB GocdaT MOHOXHAPAT, eKkBHBaIEHTeH Ha 50 mg curarnunTiH 1 1000 mg
METHOPMHHOB XHAPOXIOPH.

-  Hpyrure cucTaBKH ca: Adpo Ha mabaemxama. MAKPOKPHCTaNHA Lemynosa E460, nosuioH
E1201, natpuer naypun cyndar E487, Harpues creapun dyMmapar; Quimoeo nokpumue:.
MOJIHBHHWIOB QJIKOXOJ — YaCTHYHO Xuaponau3upas E1203, Turanos auokcny E171, Makporon
E1521, tanx E553b, uepsen xenezen okcua E172, yepen skenezen okcua E172.

Kax m3raexaa SIBonap 2 KAKBO CLAbPAA ONAKOBKATA

SBonmap 50 mg/850 mg dunMupanu TabneTKH

PozoBu, opanHu, ABOHHOM3ITEKHANY (GHIMHpPaHH TAOlIETKH, IIAOKH OT e[JHAaTa CTPAaHa H ¢ peaedHo
osHaucHre “MC” or apyrarta, ¢ pa3MepH Ha sapoto 9,8 mm x 20,1 mm.

Asonap 50 mg/1000 mg punmupanu TabneTky
KepeMuacHOUEpBEHH, OBATHH, ABOHHO3HITEKHAIM (PHIMHpaHH TabETKH, MMaaAKH OT €HaTa CTpaHa H
¢ penedno noro Ha Menokemn or gpyrara, ¢ pasMeps Ha saporo 10,2 mm x 21,2 mm.

Henpospaunu PVC/PE/PVDC-anyMunuess ONUCTEPH.
OnakoskH ot 14, 28, 30, 56, 60, 112, 168, 180, 196 dunmupanu Tabnerk.

He BCHUKHM BHIOBE ONAKOBKH MOTAT Aa ObAaT MyCHATH Ha Mmasapa.

IpuTexarTes HA paspemieHHETO 3a yHoTpeba
Medochemie Ltd., 1-10 Constantinoupoleos Street, 3011 Limassol, Knmmsp

IIpon3BoanrTen
Medochemie Ltd, Factory AZ, 2 Michael Erakleous Street, Industrial Area Agios Athanassios, 4101
Limassol, Kunep

3a AONMBJIHHTEIHA HHPOPMALMSA OTHOCHO TOBA JIEKAPCTBO, MOJIA, CBBPXKETE C€ C JIOKATHHA
MPEACTABHTEN Ha TNIPHTEXKATEIA HA paspelICHHETO 3a ynoTpeba.

JaTa Ha NocJeAHO NPepasriekKIane HA JACTOBKATA: 23 anyapu 2023,




