b. IHCTOBKA



JlucroBka: EnGOpMARES 38 NAUHEHTA

Cemedpo 50 mg/850 mg dpusmupans TabreTkn
Semefro 50 mg/850 mg film-coated tablets

Cemegipo 50 mg/1000 mg bumapaun Tabierkn
Semefro 50 mg/1000 mg film-coated tablets

CHTACIHNTHH/MET)OPMHUHOB XUAPOXAOPHA
sitagliptin/metformin hydrochloride

IIpovereTe BHRMATENHO NHJIATA THCTOBKA, NPeH Aa 3aN0YHETE A NPHEMATE TOBA NEKAPCTBO,
T KATO T4 cHAbLPAKA Baxua 3a Bac undopmanus.

- 3anazere Ta3H AKHCTOBKA. MOXe A2 ce HANIOKH [a A IPOUCTETE OTHOBO.

- AKO HMaTe HAKAKBH JOITbAHUTENHHA BRIPOCH, nonuTaiite Baums nexap, hapmanest unu
MEHOHHCKA CEeCTpa.

- Tosa nexapcTso € mpeanucaso Mu4HO Ha Bac. He ro npeorcrenBalite Ha Apyru xopa. To Moxe Aa
HM HABPEIY, HEFABUCHMO Y€ NPH3HAIMTE HA TAXHOTO 3a6onsBaHe ca chlnATe KaTo Batourte.

- AKO NOITy4YHTE HAKAKBH HEXKENAHH JEKAPCTBEHH PeaKiMu, YBEAOMETe Baiks nekap, gapmanest
HJI1 MEAHIMHCKA cecTpa. ToBa BKIIKOYBA H BCHYKH BbIMOKHH HEXETAHH PEaKliHH, HEONHCAHH B
Ta31U NUCTOBKA. BiokTe Toyka 4.

Kakso chabpka Tasu JHCTOBKA § G3THAHATENHA ATEHLMS NO SIEKAPCTBATA

1. Kaxso npegcTapnssa Cemedpo i 38 KakBo ce nanomdhgemoone - fpuoxeriue 2 2 / p
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. ak na npuemare Cemedpo - _
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5. Kaxk na crxpaussate Cemedpo ‘ n i m_ 2022
6. CopappkaHAe Ha ONAKOBKATA H JONBIHUTENHA HH: N,
1.  Kaxpo npeacrasnana Cemedpo B 38 KAKBO ce H3N0A3BA
Cemedpo ChabpiKa BE Pa3NHYHY IEKBPCTRA, HAPEUSHH CHTAMTHNTHH H METGOPMAH.
. CHTATAUNTHH MPHHANIENH KbM KJIac NekapcTra, HapeweHu DPP-4 unxuburopu (munenta

nenTHaasa-4 UHXKHOUTOpH)

. MeT(OPMHH NPHHANEKH KbM KIAC JIEKapcTBa, HapeueH OHrBaHHAHRMY,

Te pelicTear eqHOBPEMEHHO, 32 A8 KOHTPOIMPAT HHBOTO HA KPBBHATA 3aXap NPH BL3PACTHH OAIHEHTH ©
dopma Ha juabet, HapeyeH ,,3axapen auaber Tan 2, ToBa IGKAPCTBO NOBKIIABA HUBATA HA HHCYNMH,
OPOHIBEIEK CIIEH XPAHEHE ¥ HaMANISEA KOJKYeCTBOTO 3aXap, NPOM3BEAEHO OT Ballina opraHussM.

3aeqHo ¢ 1¥ETA B YIPaXHEHNUY, TOBA IEKaPCTRO NOANOMAra HaMaleHneTo Ha Bawara kpbBHa 3axap.
ToBa nekapcTBO MOXKE 1a Ce H3MO/3BA CAMOCTONTENHO UM C ONPENENSHH APYTH NEKAPS
(uHCYNH4H, CynbOHUIYpes WIH [IUTA30H).

Kakpo npeacrasngea aualer Tun 27



Auaber THn 2 e cecToAHKE, NPH KOETO Bavar oprann3sm He NPOU3BEX A JOCTATBYHO HHCYIHH,
OPOH3BEXKIAHUAT HHCYIHH He nelcTBa Taka zobpe kaxTo 61 TpaOrano. OcseH TOBA OpraumsmMbT By Moxe
Aa NPOHIBEXAA TELPAE MHOTO 3axap.

ITpu Topa nonoxenue, 3aXapTa (IMOKO3ATA) C& HATPYNBA B KPbETa. TOBA MOXKE A& IPHIHHH CEPHOIHM
MEIHLYHCKH TPo0IeMy KaTo chpedHo 3abonaBane, 6p0pedno 3a60omsiBane, CIENOTa ¥ aMIYTAUHA.

2. Kaxso TpafiBa 52 3aaeTe, npesu A2 npuemere Cemedpo

He npuemaiite Cemedpo:

- 4KO CTe aJeprdYHy KbM CHTANTHITHE HIH MeTHOPMUH MIH KbM HAKOS OT OCTAHANHTE ChCTABKH HA
TOBA NEKApPCTBO (M30poeHH B To4Ka 6);

- aKko uMare CHIHO HamManeHa GnOpeyna dynxumus;

- aKo HMaTe HEKOHTPONHpPaH Nualer, HATIPHMEP © TEXKA XHIIEPIIHKEeMHs (BHCOXA KPhBHA 3axap),
rafese, noBphiliaHe, JH2pHA, Obp3a 3aryfa Ha TErJo, NaKTaTHA aNMA033 (BIDKTE . PUCK OT NaxTaTHa
alin03a” No-10ITy) Wik KeToamuosa. Ketoauuzao3ara € ChCTOAHHE, OPH KOETO BELESCTBATA,
HApe4eHH ,,KETOHHN TENA“, ce HATPYNBAT B KPLBTA ¥ TOBA MOXe 1a A0Bene X0 AuabeTHa npexoMa.
CuMnroMuTe BKIIOUBAT GO/IKH B CTOMAXA, YYECTEHO H ABNOOKO AUIUAHE, CHHIKBOCT MIIH
HeoOHYaecH ANOXOB apOMAaT Ha AbXa Ba,

- aK0 HMATE TEXKKA MHEKIHAS HITH CTE AEXRAPATHPAHH,;

- ako Bu npencTon u3cnenBaHe ¢ pEHTreHOBH JTbYH, KbAETO Lie BH HHKEKTHPAT KOHTPACTHO
penliecTBO. TpadBa ga cnpere na npaeMate Cemedpo N0 BpeMe HA M3C/IEABAHE ¢ PEHTTEHOBH JTBYH
H ABa W NOBEYE ARH clIeA T0Ba, kKakTo By e npeanucan Bamust nexap, B 3aBHCHMOCT OT TOBA KaK
patorar Baomre e0penu.

- 8K0 HACKOPO CTe MOMYUUIH ChPIE4CH HHPAPKT MH HMATE TEXKH HHPKYNATOPHH MPOGNeMH, KaTo
LI0K™ WM npobJieMH ¢ QHILAHETO,

- ak0 HMarTe YyepHoApobHE npobaeMn;

- 4KO MMUETE AJKOXO0Jl B rojieMY KOMYeCTBA (BCeKH AeH HIH CAMO OT BpeMe Ha BpeMe);

- aKo KkpMUTE.

He npremaiite Cemedpo, axo Hewo or no-rope nabpoeBuTe ce oTHACA 32 Bac u rosopere ¢ Bawus nekap
34 IPYTH HAYKHE Ha feueHne Ha Bamma quaber. Ao Re cTe cHrypHH, KOMcyITHpaliTe ce ¢ Bawns nexap,
dapmaliesT unm MeauUUHCKA cecTpa npean Aa npuemere Cemedpo.

Hpenynpexaenun § opesnasHy MEPKN
IMpu nagueHTH, noay4asaicy Cemetpo, ca cxoblnaBanu cilyyayd Ha SbINANEHYE HA NIAHKpeaca
(mankpeatut) (BHKTE TOYKA 4).

AKO DOnyduTe MEXYPH IO KOXKATa, TOBA MOJXKE [13 € NPU3HAK HA CHCTOAHUE, HApeUeHO Oynoien
nemrons. Batust nexap Moxe aa Bu noceeersa aa cripere npuema Ha Cemedpo.

Prck OT JAKTATHA ANHA03A
Cemedpo MOXke 12 IPHMMHR MHOTO PALKA, HO MHOTO CEPHO3IHA HEXKENAHA PEaKLHs, HAPEUEHE JIAKTATHA

aunzo3a, ocobeno axo bubpenute Bu He HYHKLHOHHMPAT NPaBUAHO. PHCKET OT Pa3BUTHE HA NAKTATHA
alUI03a ce yBEAUYABA H NIPH HEKOHTPONHPaH JuabeT, TeXKu WHEKURH, TPOTEIDKHTENHO TAAYBAHE KU
NPHEM HA ANKOX0l, AEXUAPATANHS (BUKTE OIIE HHQOPMAaLHA [I0-J0Y), YEpHOIPoOHY npobaemMu U
BCAKAKBY ChCTORHMSA, [IPH KOKTO HacT OT TANOTO HMa HaMaNeHo cHA0MsABAHE ¢ KHCJIOPOX (KaT
NpOTHYALNA TeXKKA OONECT HA CHPUETO).

AKO HAKOE OT H3bpoeHuTE NO-rope ce oTHacd 3a Bac, ropopere ¢ Bawus nickap 3a 1t
YKa3aHAA.




Cnpere npuema Ha Cemedpo 38 KpaTbk nepHo] OT Bpeme, aKko nMare 3afo/gBane, KoeTo MOXxe aa
Gbae cBBP3aHO € JeXHAPATANHESA (3HAUMTE/IHA 3ary(a Ha TSJIECHH TEYHOCTH} KATO TEKKS HOBPLUIAHE,
AMADHA, TPECKS, A31arane Ha TOIVIHHA HIM aKO IMeTe 10-MAJKO TeYHOCTH OT HopMaiHoTo. ['osopere ¢
Bamusg nekap 3a JOMBIHATEIHH YKa3aHAA.

Cnpere npuema Ha Cemedpo m ne3afaBHO ce cBbKeTe ¢ jTexap uau HAH-6ia3KkaTa GoaHANa, aKo
HMATE HAKOHM OT CHMATOMHTE H& JIRKTATHR AHHA034, THH KaTO TOBA ChCTOAHRME MOXeE Ja AOBEIE 40
KOMa,

CUMNTOMATE Ha TAKTATHA ALHA03A BKJIOYBAT;

- NOBpbILIAHE;

~ Gonkn B croMaxa (KopeMHH O6ONKH);

- MYCKYJ’IHH CIiasMH,

~ o010 ycellaHe 33 HEPa3NoNoKEeHHE, NPHAPYKEHO ¢ TEKKA YMOpa,

- 3ATPYOHEHO AALIAHE,

- NIOHMKEHA TENIECHA TEMUepaTypa | mync.

JlakTaTHATA 2WHAO3A € CHCTOSHEE, HIHCKBAILD CELIHA MeIHITMHCKA oMo, H TpA0Ba aa ce NleKysa B
OonHHNA.

Il'oBopere ¢ Baius nekap win gapmaiesr npeau aa npaemere Cemedipo:

- aKO HMaTe MY cTe HMany 3abondrane Ha nankpeaca (KaTo NAHKPEaTTY,

- 2KO0 MMaTe KM CTE HMAJIH KAMBHH B XKITbYHUA MEXYP, a1KOX0/1HA 3aBUCHMOCT MJTH MAOIO BHCOKH
HHBA HA TPHrAMUEPHAH (BN Ma3HHHH) B KPLBTA. Te3u 3a00NABaHHA MOTAT Ja NOBHILAT
BEPOATHOCTTA [ NONYYHTE IBHKPEATUT (BHKTE TOUKA 4);

- axo umare guaber Tan 1. [ToHskora ce HapHYa HHCYTHHO-3aBHCHM [HaleT;

- 8KO MMATE UJTH CTE HMANH aleprHYHa PeakUAa K=M CHTArAuNTHA, Mer@opmul win Cemedpo
(BuxTe TOUKa 4); .

- aKo npueMare cynoHUNYpeHHO NPOR3IBOAHO MM KHCYJIMH, AaHTHAMA0ETHO IEKapCTBO, 38€0HO CBC
Cemedpo, Thil KaTo MOXKE Aa HACTHIH CHCTOAHUE HA HUCKA KPBBHA 3axap (XUIOriHKeMHEs).
Bammdar nexap MOXe 1a HAMATH A032Ta Ha CyTPOHEAYPeHHOTO NPOH3BOAHO KK HHCY/IHH.

Axo B ce yanara a npeTbpinHTe CEpHO3HA onepaus, TpAOBa 3aMbIDKUTENHO A4 CIPETe PHEMA Ha
Cemedpo no BpeMe Ha ¥ HIBECTHO BpeMe cAe Npoieaypara. Baumsar nexap we pewm kora Tpadsa aa
crpere ¥ KOora 12 Rb306H0BHTe neucnnero cke Cemedpo.

AKO He CT€ CHTYDHH, JaJIH Helmo oT u3bpoenuTe no-rope ce otuacs 3a Bac, nonuralite Bamms nexap wiu
dapmauesT npeau na npuemere Cemedpo.

Ilo Bpeme Ha neuenueto cuc Cemedpo Bamust nexap e nposepasa 6p6peunata Bu pynkuus moxe
BEAHDBX FOAKIIHO UK 0-4ECTO, aK0 CT€ B CTAPHecka Bb3PAcT WM ako uMarte Biomena GuGpeuna
GyHKLMA.

Jena n ioHomu
HJeua n joromu nox 18 ronuuu He TpaOBa Ja U3MON3BAT TOBA NEKAPCTRO. TO He € eEKTHBHO NpH AL ¥
IOHOILIH Ha Bb3pacT MexAy 10 u 17 romuuu. He e H3pecTHO fanu TOBA nexapcTeo e §e3onacHo U

eheKTHBHO, KOraTO C& H3NO0/I38a NpH ACUa Ha Bh3pact nog 10 roguun.




Apyrn nexkapcrsa u Cemedpo

AKko TpsbGBa fa Bu 634¢ NocTaBEHA HHNKEKIHA C KOHTPACTHO CPEACTBO, ChABPKALIO Hol, B
KPBBOOOPBILECHHETO, HA[PUMED B KOHTEKCTA HA M3CNeNBaHe C PEHTIeH WK CKeHep, TpabBa Aa cnpere
apuema Ha CeMedpo npean WiH no BpeMe Ha HHXEKIHATA, Baumar nekap me pemd kora TpaGea na
crpeTe H xora Ja BE300HOBUTE NeueHneTo ¢be Cemedpo.

Hadopmupalite Batms nekap unu dapManest, ako npuemare, HaCKopo CTe MPHEMAaTH HIH € Eh3MOXHO
Aa IpHEMETe JPYTH JekapcTBa. Moxke fia ce HAIOKH No-4ecTo Aa Ce U3CNeABa MMIOK03aTd B KPHBTA U
GbynxuuoHupanero Ha 6n0pennte i Baluar nexap Moxe aa kopurapa nosara Cemedpo.
HzkmounTenno BOKHO € 1a CIOMEHETE CAERHOTO!
. AeKapeTBa (IPHETH NPE3 YCTATa, IPWIGKEHH upes HHXANAMs WIHA KATO HHAKEKLH), H3NOI3BaHK 38
NeYeHHE Ha Bh3NANMTENHY 3a00NABaHAA KATO ACTMA H ApTPAT (KOPTHKOCTEPOMAH);
NEKapCTBa, KOUTO YBENHYABAT OTACIAHETO HA YPHHEA (IHYPETHIH);
JIEKApCTBA, H3M0M3BaHy 38 JeveHHe Ha Honka u peananeane (HCIIBC u COX-2 upxuburopy, kato
uGynpodenr 1 uenexokcus);
. HAKOM JIeKapCTRA 32 NeYeHHE Ha BUCOKO KpLBHO Hansarade (ACE-uEXHORTOPH ¥ AHTHOTEH3HH 11
PeLENTOPHY AHTArOHHCTH Y,
crendHyHY NeKapCeTBa 3a Nedenune Ha OpoHxuanda actMa (B-CHMIAaTHKOMHBMETHIIH);
HopupaHy KOHTpaCTHH BELECTBA WM JIEKAPCTEE, ChIBPKALH ATKOXOIL,
Onpe/eneHH NeKapcTRa, H3NON3BAHY 33 NEYSHHE Ha CTOMAMHH MPOGAEMH KATO [HMETHIHH;
PAHONA3INH, JIEKApCTBO, H3MONIBAHO 33 JICHEHHE HA CTCHOKAPIHA;
DOy TErPABHP, IEKAPCTBO, H3NOA3BAHO 3a JeueHue na XHB undekius;
BaHJeTaHHO, NeKapCTBO, M3NMOA3BAHO 34 JieYeHHe Ha cnenn(uyeH BHA pak Ha IHTOBUAHATA XKIIE3a
(MeIynapeH KapllMHOM HA MIUTOBHHATA 3e3a);
. QUIOKCHH (32 1eUeHHE Ha HeMpPaBHIeH ChpAe4eH PUTEM H IPYTH CEPAEYHH NpobieMu). Moxe oa
ce HAMOXKH Aa ¢e IPOBEPH HUBOTO Ha AMIOKCHH B KPHBTA BH, ako ro nppeMate eJHOBPEMEHHO CHC
Cemedpo.

Cemedpo ¢ xpana, HANHTKH 4 ATKOX0
Habareaiite npexoMepraTta ynorpeba Ha aKoXol 110 Bpeme Ha nprema Ha Cemedpo, Thii KaTo TOBA MOKE
Iia YBEJIHYM PHCKA OT NaKTATHA A1l1103a (BHxkTe TOUKA ,,[Ipeaynpexaenns U npeanasHi Mepku™).

BpemMennoOcT, KppMmete B (hepTRInTeT

Axo cTe OpeMeHHA HIIH KbPMHTE, CMATATE, Y€ MOXe Aa cTe OGpeMeHHa NH nlaHupate OpeMeHHOCT,
noceserBaiite ce ¢ Bamus nexap unu dapMauest npedn ynorpebara Ha ToBa jekapcTo. He tpabea ga
IIpHEMATE TOBA JEKAPCTBO NO BpeMe Ha OpeMENHOCT UAK aKo KbpMHTE. Bukte Touka 2 He npuematite

Cemedpo.

Ilodupane n pabora c MamEan

ToBa nexapcTBO HE NOBIKABA MY MOBJIHBA MPpeHEOPeRUMO CIOCOGHOCTTA 32 1WodHpane 1 padora ¢
MamyHy. Bunpeku Tosa ca chofiLaBaHH cly4ay Ha 3aMaiiBaHe U CLHIMBOCT CbC CHTATNMOTHH, KOETO
MOKE [a MOBMHAE CIOcoOHOCTTa BH 3a mogHpane unH paGota ¢ Malnuay,

[TpueMBT HA TOBA NEKAPCTBO B KOMOUHAIIUA C NEKAPCTRA, HAPEYSHH CYIDOHATYpEeHHH NTPOHIBOAHH HITH
HHCYIUH, MOXE /13 IPHYHHY XHIIOTIMKEMHS, KOATO MOXKe Aa nopiuse Bamara cnocobuoct na wodupare
WM paboTuTe ¢ MallusK, WK aa paGoture 6e3 obezonaceHa onopa 3a Kpakara,

Cemedpo cbabpka HATpHI
ToBa nexapcTBo chAbPXKA T0-Manko 0T 1 mmol Hatpuii (23 mg) Ha Tabnerka, T.e.
NPaKTHYECKY HE ChABPKA HATPHIL.
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3. Kax na npnemarte Cemedipo

Bunarn npruemalite ToB2 JIeKapcTBO TOHHO KakTo BH e kasan Bawmsr nexap. AKO HE CT€ CHIYDHH B
Heio, nonutaiite Bang nexkap nan dapmaiiesr.

. Ipuemaiite exna Tabneta:
® 183 ITbTH AHEBHO NPE3 YCTATa
¢  C XpaHa, 33 12 HAMAIHTE PHCKA OT CTOMALIHO HEPA3NONOKEHHE.
. Bawust nekap Moxe na NopHIuK fo3ata Bu, 3a na koHTposupa kpeBHaTa Bu 3axap.
. AKO umare HamaneHa 6p6peuna dynxuua, Bammsr nekap Moxke 1a Bn npeanmue no-uucka 1o3a.

TpaGsa na mpoxbHKHTE AMETATA, NPENOPEHaHa 0T Bamuud nexap no speMe Ha JeueHue C TOBa IeKapCTRO
H A3 CIeUTe NpUeMa Ha BLITIEXHAPATH A8 € PABHOMEPHO pa3npeaeiied npe3 AeHA.

Topa nexapCTBO CAMOCTOATENHO € MAJIKO BEPOATHO Aa NPHYHHY HEOOHJYAlfHO HUCKH HHBA HA KPLBHATA
3axap (xunoriMkemus). Korato Toea nekapcTBo ce M3MON3Ba Cbe CyNOHHMypefiHH IeKapcTBa Wi C
HHCYJIHH, MOXE Ad HACTLIAT HHCKH HHBA Ha KPbBHATA 3axap ¥ Baiiug nexap MOxe Ja HaMally io3ata Ha
cynthoHUITYpetHOTO NPOH3BOAHO HITH HHCYJIHH.

AKo cTe npuean noBeve oT ReobxogumaTa noza Cemedpo

AKO cTe npueny noBeye OT IPeAmUCcanaTa 1032 OT TOBa NeKapCTeo, HezabasHo yBenoMere Baimus nexap.,
OTPIJIETC B Gommua, axKo NONYYMTE CHMIITOMH HA TAKTATHA alHA 032 KaTO yCellaHe 3a CTYA HAH
auckoMGopT, TEXKO raaeHe KM noBpEade, Gonka B cTomaxa, HeoOACHUMA 3ary(a Ha Terno, MycKy/IHH
KpaMITH 4JH yHecTEeHO Auliane (BHKTe Touka Jlpenynpexaenud 1 npeanasayu Mepku‘).

Axo cré nponycaann aa npuemete Cemedpo

AKO CTe NPONYCHANM 7032, B3SMETE S BeHAara LOM ce CeTHTe. AKO He Ce CeTHTE peJH Aa Aokiae speMe
32 creABalaTa n03a, TponycHeTe 3abpaBeHara 1032 H ¢e BbpHETE KbM PelOBHATA CXEMa Ha IIPHEM.

He nprematite npoiiHa n03a OT TOBA NEKapPCTBO.

AKO cre cnipean npuema Ha Cemedpo

[Mpoagsimkasaiite qa npueMare TOBA JIEKAPCTBO TOAKOBA ABIrO, KOIKOTO BH e npeanucan Bamusr nexap,
33 ia MOKE /1a IPOTBIDKATE 1a KOHTPOJIMPATE CBOATA KphBHA 3axap. He TpaGra aa cnupare npuema Ha
TOBa JIEKapCTBO, €3 Na ce KOHCYNTHpaTe MEpBO ¢ Bawmua nekap. Axo cnpete npuema Ha Cemedpo,
Bamara xppBHa 33Xap MOXE Ja CE MOBHIIH OTHOBO.

AKO HMaTe HAKAKBH AOILJIHHTENHK BbNPOCH NpH ynoTpebaTa Ha TOBA EKAPCTBO, MonuTaiite Bammns
nexap Hi1y QapMalesT.

4. Bp3MoxHHA HexeIaHH PeaKIHH

KaxTo BCHUKH N€KapcTBa, TOBA IEKAPCTBO MOKE /13 IPEAM3BHKA HEXKeIdHY PEaKIui, BRIIPEKH Y€ He

BCEKH CH MONTy4aBa.

OT CICAHHTS CEPUO3HH HEXKC/IAHU PEAKIIHN:




* CHJHa ¥ nocTosHHa Honka B kopeMa (ofnacTra Ha CTOMaxa), KOSTO MOXE Aa CTUTa o repha,
cBbC Han 6e3 raneHe U noBphINAHE, Thil KATO TOBA MOKE Aa Ca IPH3HALH HA BH3MANCH MAHKpeac
(naHKpeaTyT).

Cemedpo Moke na noBeAe 10 MHOTO panka (Moxe na 3acerse ao 1 morpebuten na 10 000), Ho MuOrO
CepHO3HA HeXE/IaHa PeaKiys, HapeueHa JaKTATHA aliA03a (BIbKTe To4ka , JIpenynpexneHns ¥
ApeanasHd Mepku“). AKO TOBa C& CAy4H, TpSOBa 3abDKHTENHO Ja cnpere npuema Ha Cemedpo 1
He3abaBHO Aa C€ CELPXKETE C JeKap iy Hali-6in3kata Gonnuna, Tl KaTo nakTaTHATa aUUI03a MOKE A8
JAoBene 10 KOMa.

AKO NOMY4KTE CePHO3HA AIEPrAYHA peakilRL (C HEHIBECTHA YECTOTA), BRIOMHTENHO ODPHB, ypTHKapHS,
MeXypH 110 koxkara/fenema ce Koxka i IOJYBaHE HA JHLETO, YCTHUTE, e3UKA U [BPIOTO, KOETO MOKE 112
Npeau3BHKa 3aTPyIHEHHE B AMIIAHETO Wi TBJITAHETO, IPEKpATeTe NPUEMa Ha TOBA IEKAPCTBO H BEAHAra
ce CBBpkeTe ¢ Bainnsa nexap. Bamuat nekap Moxe Ja Bu npenmumue nexkapcTso 3a JeHEHHE Ha
aIeprHYHATS PeaKuHA H Qpyro JexapcTBo 32 Bamns qualer.

Haxoun nannestH, Kouto npuemat MeThOpMIH, HOMyUaBaT CIEAHHATE HeKENAHH peaklHy NpH N0GaBsiHe
HAa CUTATTHNTHH:

Yecty (Moxke Oa 3acerHar o 1 Ha 10 nyloM): HMCKa KpBBHA 3aXap, rajieHe, ra3oee, NOBPLIUIAHES
Heuecrn (Moxe na 3acersar ao 1 Ha 100 aymum): 605ika B cTOMaxa, AMApHs, 3a1eK, CHHIMBOCT,

Hskou namgHeHTH nONY4AaBaT AHAPHA, FajieHe, ra3ope, 3anex, 00ika B CTOMAXA HIIH NOBPHIAHE, KOTATOo
3aMOYHAT A3 IPHEMAT KOMOHHALMATA CUTATTHIITHH 1 METHOPMHH (4eCTOTATa € ,4ecTu’).

Hsxon nalneHTH NOTy4aBaT CAEAHHTE REXKENAHH PeakilHH AOKATO NPHEMAT TOBA JIEKAPCTBO ChC
cynpoHnIypeiiHo NPOH3BOAHO KATO INIHMENHPHL;

Msoro yectu (Moxe Aa 3acersaT nosese or 1 Ha 10 aymd): HuCKM HHBA HA KPBBHATA 3aXap
Yectn: 3anex

Hsikon nanueHTH NOMyYABAT CHCAHHTE HEXEIAHH PEAKLHH JOKATO MPHEMAT TORA JIEKAPCTBO B
KoMOMHALMA ¢ INOTIHTAZ0H:

YecTu: nofyraHe Ha PhUETE HAN KpaKaTa.

Hskou nauueHTH NONMy4aBaT CeJHHTE HeKENaHu peakiuy, AOKATO NpHEMAT TOBA NEKAPCTBO B
KOMOMHAONA ¢ HHCYIIHE:

MHOro 4ecTr: HUCKH HUBA HA KPBBHATA 3aXap

HedecTn: cyxota B ycrara, rnapobonue

HsAKoH nanyeHTH noMyyaBar CJICHHUMTE HEXKENaHH PEaKUWH MO BPEME Ha KIMHHYHA OpOyIBaHHA, JOKATO
HpHEMAT CHTarARITHH CaMOCTOSTENHO (eHo o AexkapcTpata B CeMedpo), HIH NpH U3NON3BAHE B
TIEpUO/A Clej paspeilanane 3a ynorpeba Ha Cemedpo MM CHTArTHOTHH CAMOCTOATENHO, HIH C APYrH
aHTUaUabeTHH NeKapcTBa;

YecTyn: HUCKK HUBA HA KPBBHATA 3aXap, rnaBofonue, HHGEKIHA Ha FOPHHTE JUXATEHH DhTHINA,
3alyINEeH MY TeYall] HOC U Bb3NANEHO FBPIIO, OCTE0apPTPHT, GONKA B PBUETE UK KpakaTa

Heuectu: 3amaiipate, 3anek, cepbex

Penxu: uamanes Spoft tpomGouuti

C "eHsmecTHA "ecToTa: npobnemu ¢ Gu0pennTe (IoYIKOra HANArany QUanuia), NoBpblaHe, CraBHA
Gonka, MycKyiHa 6onka, 6onka B rypba, HHETEpCTHIMANHA Genoapobua Gonect, Gyiosex ne
MEXYPH MO KOXKaTa).

Hsikoy nanuesTH NONYYABAT CIEAHKTE HEKEIAHH PeaKiHd JOKaTO mpHeMar MeTho



Muoro 4ecTH: rafeHe, nospulliane, Anapus, 60aka B cTOMaxa w 3aryfa Ha ameTHT. Te3H CHMATOMH MOXKe
Aa ce DOABAT NPH 3a1049BaHE HA IPHEMA Ha METQOPMHH ¥ OGUKHOBEHO OTLIYMSBAT.

YecTn: MeTaneH BKYC

MHuoro pesky: HaManeHH HHBA Ha BUTaMiH B12, xemarur (mpo6neM c uephus apoG), KonpuUBHA TpPecKa,
3ayepesaBaHE Ha KoXata (00pHE) HIH Coplex.

Crobwasane HA HeKEAAHR PEAKIHH

AXO MONy4HTE HAKAKBA HEXENAHHU JIEKADCTBEHH PEaKiiy, yBeaoMere Bamus nexap nnu dapmauesrt.
ToBa BKIF04BA BCHYKH RE3MOYKHE HEOIIHCAHH B Ta3M JIHCTOBKA HEXENaHk peakuuy. MoxeTe chluo aa
ChoBLIATE HeXKENaHH PeaKiiH THPEKTHO upes:

HanbiHuTenya areHUMA Mo gekapcersara

VI ,.Jlaman I'pye” Ne 8

1303 Codusn

TeM.: +35 928903417

yeOcaifr: www.bda.bg

Karo crofimaBare Hexxenanu peakiiul, MOXETE /1a JaficTe CBOS NPHHOC 32 10Jy4aBaHe Ha [I0Be4e
unbopMalKd OTHOCHO 6e30MacHOCTTa HA TOBA IEKAPCTEO.

5. Kak aa coxpauspare Cemedpo
Ha ce chbxpansBa Ha MACTO, HEROCTLIHO 33 ACIA.

He u3non3eaiite TOBa IEKaPCTBO CCH CPOKA HA NORHOCT, 0TOeNs3aH BhPXY B1HCTEPa H KAPTOHEHATA
onaxoska. CpoKbsT Ha roJHOCT OTT0BApA HA NOCNEAHNA JeH OT NOCOMEHUS Mecel.

Tosa JIEKAPCTBO HE H3UCKBA CHCIHANHY YCJIOBHUS 38 CbXpAHCHHUE.

He u3xenpasiite aexkapcrsaTa B KAaHATHIALHAT2 WM B XOHTeliHepa 33 JOMalllHH OTNANBLH.
Ionuraiite Baums dpapManeBT kak fa H3XBPBPIATE 1EKaPCTBATA, KOHTO Beue He H3nojisBare. Te3u MepKH
1€ CIOMOrHAT 32 ONa3RaHe Ha OKOJIHATA cpena.

6. CuoabpikanHe Ha OBAKOBKATA H NONLIHATENHA HRGOPMALNY
Kakro ebaepxa Cemedpo

- AKTHBHHTE BELIECTBA €4 CHTAIMANTHH H MeTQOPMHH.

. Bcesaxa gunmnpana tabaetka Cemedpo 50 mg/850 mg chabpika CHTArIRITHHOR
XHAPOXIOPU], €KBHBANICHTEH HA 50 mg cuTarmmiTHy, 4 850 mg, Mmerdopmanon
XHAPOXJIOPHA.

. Beaxa punMupana Tabnetrka Cemedpo 50 mg/1000 mg ), cbABpxka CHTATNMNTHHOBR
XHAPOXIOpUL, EKBHBAIEHTEH Ha 50 mg curarmunTuy, u 1000 mg, MeTdopMutos
XHJAPOXTOPHE,

— Jpyrute chCTABKM Ca:
— Hopo na mabremrxama: MUKPOKPUCTAIIHA UEMYNO3a, NOBUAOH, HATPUE,
HATpHEB cTeapridymapar;




- Quamosomo noxpumue: nolu{Buaunos ankoxon) (E1203), nonuerunes ravkon (E1521),
TaIk (E553b), TutaHos quokcun (E171), uepsen xenesen oxeun (E172) 1 uepeH xeneies
okcug (E172)

Kak m3rnexga Cemedpo A KAKBO ChLPKa ONAKOBKATA

- Cemetpo 50 mg/850 mg punrmupanu TabneTkH ca po30RH NPOIBITOBATH ABOKHO H3MBKHANK
¢unmupanu TabneTky, ¢ rpapapan Haanuc ‘850" ot eaHATA CTPAHA W IIAAKH OT APYyraTa.

- Cemetppo 50 mg/1000 mg dunmMupann TaGNeTKH ¢a SepBEHH MPOTL/IrOBATH ABORHO H3NEKHAIA
(unmupann TabnetkH, ¢ rpaBrpau Hagnuc 'VEN' ot epHara crpaHa u rnafxs OT apyrara.

Onaxoska: Henpospauen 6mictep or PVC/PVDC/anymuunuit ¢ mo 14, 28, 56, 84, 112, 168 uinu 196
dunMupany TabneTky B KAPTOHEHA KYTHS, 3a¢AHO ¢ THCTOBKATA 34 MAlHeHTa,

He BcH'IKH BHAGBE ONAKOBKY MOTraT ja OBaT mycHaTH Ha 1a3apa.
IIpuTeskaTen HA pa3pelieHAETO 33 yNoTpela B NPOH3BOANTEN
waafikadapma Bucokokauectrenate Jlekapcrea” AJl

Oyn. "I". M. lumurtpos” Ne 1, Codust 1172, Benrapus

Tel.: +359 2 962 54 54

takc: +359 2 9603 703

e-mail: info@tchaikapharma.com

Jara Ba nocaeano npepasraexane na aucropkara: 10am 2022




