Jo/e SRS

JIucroBka: Madopmanus 3a norpedbureis

- 68332 2005

I''THIOKO®AXK 850 mg puamupann TadieTKkn
GLUCOPHAGE 850 mg film-coated tablets

MeT(POPMHHOB XHAPOXJIOPH/
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[IpouyereTe BHHMATEIHO USJIATA JIHCTOBKA, NPEeJH A 3aM04YHeTe 1a IpHeMaTe TOBA JIeKapCTBO,

Thil KATO TH ChABbPKAa BaxkHa 3a Bac nuadopmanus.

- 3anaszere Ta3M JUCTOBKA. Moxke 1a ce HAJIOXKHM 1a A MPOYETETE OTHOBO.

- AKO MMaTe HAKAKBH JIOIMBbJIHUTEHH BBINPOCH, NonuTaiTe Bamius nekap win papmaliesr.

- Toga nekapcTBO e npeanydcaHo JUYHO Ha Bac. He ro npeorcreneaiTe Ha aApyru xopa. 1o
MOJKE J1a UM HaBpeIHu, HE3aBUCHMO Y€ MPHU3HALMTE Ha TAXHOTO 3a00J19BaHe ca ChLIUTE KAKTO
Bamure.

- AKO NOJIYYUTE HAKAKBH HEXKEJIaHU JIEKAPCTBEHU PeakLUMH, YBeJoMeTe Baluus 1ekap WiM
¢apmaneBT. ToBa BK/JIIOYBA U BCUYKH Bb3MOXKHHU HEXXEJIaHHU peaKLMH, HEOITUCAHH B Ta3H
NUcTOBKA. Brkre Touka 4.

KakBo cbabpka Ta3H JHCTOBKA:

KakBo npeacrasnsaBa ['mokogax U 3a KaKBO €€ M3M0JI3BA
KakBo TpsaOBa na 3Haete npeau aa uznonaseare [ mokodax
Kak na w3nonszeare | mokodax

BB3MOXHH HEXeJlaHU peakiluH

Kak na cbxpansBare ['mokodax

CbabpKaHUe Ha OMaKOBKaTa U JOMbJIHUTEIHA HH(pOpMaLIUS

i LN g AB) B

1. Kakso npeacrasasBa I /niokodaxk H 3a KAKBO ce H3I0/13BA

['mokodax cbabpka MeTGOpMHH, JIEKapCTBO 3a JiedeHHe Ha auaber. To cnaja keM rpyna
JIEKapCTBEHM INMPOAYKTH, Hape4yeHH OUrBaHUIH.

MHCYyIMHBT € XOpPMOH, NMPOM3BEXAaH OT NMaHKpeaca, KOMTO croMara 3a yCBOSIBAaHETO Ha IJIF0KO3aTa
(3axapTa) OT KpbBTa. BallMsaT OpraHu3bM M3MO0JI3Ba IVIKOK03aTa, 32 /1a NPOM3BEXK/1a EHEPrus Wiy 3a
CKJIIMPAHETO il KaTo pe3epB. Ako uMare auaber, BaliusaT naHkpeac He NpPOU3BEXKAa JOCTATbYHO
MHCYJIMH WM OpraHu3MbsT BU He MOXKe 1a U310J13Ba MbJIHOLEHHO MPOU3BEAeHHUS MHCYJIMH. ToBa BOM
710 MOBMIIIEHO HUBO Ha IJIIOKO3a B KpbBTa. | MoKO(gax nomara 3a HamajiiBaHE Ha INIK0Ko3aTa B KPbBTa
10 HOPMAJIHOTO HHUBO.

Ako Bue cTe Bb3pacTeH NMalMeHT ¢ HAAHOPMEHO TEerjio, NMPOAb/DKHUTETHUAT NpUeM Ha [ mokodax
IoMara ChlIO 3a HaMaJIsBaHe PUCKA OT YCJI0XHEHHUATA, CBbp3aHH ¢ AMabera. Ynorpebara Ha
['mokodax ce CBbp3Ba ChC CTAOUIM3UPAHE HA TEJIECHOTO TETJIO MM C yMepeHa 3aryba Ha TerJio.

["mrokodax ce U3nmos3pa 3a jeyeHue Ha Aualet Tun 2 (HapeyeH ChLI0 UHCYJIMH-HE3aBUCHM aHader),
TOraBa KoraTo Juerara U pu3M4ecKuTe ynpakKHEHHUS HE ca JOCTAThYHHU 3a KOHTPOJI Ha HUBOTO Ha
rimoKo3ara B KpbBTa Bu. [lo-cneuuaiiHo ce u3nos3ea npu nauMeHTH ¢ HaAHOPMEHO TETIO.

Bb3pacTHH naleHTH Morar Ja npuemart [ iokodax caMOCTOATEIHO WM C ApYT
NMPOJAYKTH (JIeKapcTBa, MPHEMAHH Mpe3 yCTaTa WK HHCYJIUH).

Jlena Ha 10 roauHM, No-rojeMM WIM FOHOLIM Morart aa rnpuemar [ mokodax cam
KOMOHMHALIUA C HHCYJIHUH.

NI



2. Kakpo TpafBa ga 3aeTe nmpead Aa Banonisare I moxodax

He m3nonssaiite I'moxkogan

L AKO cT€ alepri4Hi KbM MeTQOPMHUH WIIH KbM HAKOS OT OCTAHAJIMTE ChCTABKH Ha TOBRA
nekapcTro {M30poeHHU B TOYKA 6).

. AKO HMaTe HapylleHa YepHOapoOHa QYHKLMSA.
. AKO HMaTe CWIHO HaManeHa OB0pedHa GpyHKLHA.

. AKO HMaTe HEKOHTPOJIHpaH AHA0eT, HaNpUMEp C TeXKA XUNEePrivkeMus (BHCOKA KPpbBHa
3axap), raacHe, NOBpbIUaHe, NHapys, Obp3a 3aryba Ha Terjo, JJAKTATHA auuao3a (BwkKTe ,,PUck
OT JIAKTATHA allHz03a” 10-A01Y) WK KeToauuao3a. Keroauuaosara € CbCTOAHHE, ITPUH KOETO
BellleCTBaTa, Hape4eHH ,,KETOHHH Te/a“, Ce HATPYIBAT B KPBBTA M TOBA MOXe a JOBeIe A0
nuabeTHa npekoma. CUMITTOMHTE BKTIOYBAT OOJKH B CTOMaxa, YYeCTEHO M AbMOOKO AulllaHe,
CBHJIMBOCT UM HeoOHUaeH ILUIOA0B apoMaT Ha abXa Bu.

. [1pu ronsama 3ary6a Ha TeqHOCTH (AeXHaApaTaLug ), KakTo NMopaau MPpOAB/DKUTEIHA HIIH TeXKa
IDHApHA, TAKa U CJIe]] HEMPEeKbCHATO NOBpEIIaHe. JexuapaTalMaTa MOXe J1a JOBeae X0
OBOpeYHH YCIOXKHEHHA, KOETO 13 YBEJIMYM PUCKA OT IakTaTHa auuao3a (Brok
“IlpexynpexaeHus H NpeArasHy MEpKU™ ).

. B cnyuaii Ha Texxka nHekuus, Hanp. 6enoapodbHa, OpoHxHanHa Wi 6sOpeuHa. Texkkure
HH}EKUMH MOraT Aa goBegat a0 6b6peunu npobneMu, KOeTo Aa YBEJIMYH PMCKA OT 1aKTaTHa
aumnnosa (Bmx “IlIpenynpexaeHus U npeanasHu MepKH™).

. B cny4aii Ha ocTpa chpaeuYHa HEJOCTATBYHOCT WIK HACKOPO MpeKapaH HHQapKT HA MUOKapAa,
CEepPHO3HH LMPKYNaTOpHH MpobiieMH (Harlp. IOK) WK 3aTpyAHeHuUs B AMlIadHeTo. ToBa MOXxe Aa
IoBee A0 HeAOCTaThYHO CHAbIgaBaHe HAa THKAHHUTE C KHCNOPOH, KOSTO Aa YBREIUYH PUCKA OT
nakraTHa auuaosa ( Bk “IlpegynpexacHus ¥ npeana3Ha MEpKU™).

. [Tp1 noOBHIIEHA KOHCYMALMA HA ANTKOXOTHH HalIUTKH.

AKO HAKOE OT No-rope U3bpoeHHTe CHCTOAHUA C€ OTHAcA 00 Bac, ce nochBeTRalTE ¢ NIEKaps CU NMpeau
7a 3alloyHeTe Ja NpueMaTe TOBa JEKAPCTRO.

HenpeMeHHO ce KOHCY THpaiTe ¢ Baiua nexkap axo:

. Bu npeacTod peHTreHOBO M3C/I€ABAHE WIH CKAHHpaHe, CBbP3aHO C HHTPABEHO3HOTO
NPHJIOKEHHE HA KOHTPACTHH BELICCTBA, ChAbPMKALIM HOA.
. Bu npeacTOH XMpypru4dHa onepaums.

Tpabra na npeycraHoeute ynorpebara Ha [ TIOKODaxX 3a H3BECTHO BPEME INPEIH H CNIEN U3CIICABAHETO

HJIH ONICpalHATA. Bauusar JICKAp LIC PCIUIHA JANIH €€ HYAKJACTC OT AJONMBJIHHTCIIHO JICHCHHC. BaxHo e
BHHAryv ja H3IbJHABATE CTPHUKTHO HHCTPYKLIHHUTC Ha Bamusa JICKap.

IIpexynpexaesns B npeANA3HE MEPKH




Puck OT JAKTATHA ANKHI034A
[ nokodax MOKe Aa NPUHHHH MHOTO pAAKa, HO MHOFO CEPHO3HA HEXE1aHa peakuys, Hape4ueHa

naKTATHA aUMao3a, ocobero ako GbGpeunte Bu HE PYHKLMOHUPAT NPaBHIIHO. PUCKBT OT pa3BHTHE
Ha NaKTATHa alnA03a Ce yBeanuasa v npyH HEKOHTPOIMPaH auaber, TeXKKH HHPEKLHH,
[POABL/DKHTENHO [NAAyBaHE WK NPHEM Ha AJIKOXO, gexuapaTaiua (BIKTE Ollle HHPOPMALIMA T0-
nony), HepHoapoOHH npobneMu 1 BCAKAKBU ChCTOAHUA, TIPH KOMTO 4acT OT TAJIOTO HMa HAMAJICHO
cHaOnsBaHe ¢ KHCAOpOA (KaTo OCTPO NpOTHHALILA TCHKKA GonecTt Ha CbPLETO).

AKO HSIKOE OT W3BpOeHHUTE No-rope ce oTHacA 3a Bac, ropopeTe ¢ Bawus jiekap 3a 40NTBJIHHTC/THH
yKa3aHu#.

Cnpete npaema na [okodax 3a KpaThK NepHon o1 BpeMe, aK0 HMaTe 3a00/19BaHe, KOETO
MOJKe Aa 6bie CBBPIAHO ¢ AeXHApATaANHS (3HAUHTE/HA 3ary6a Ha TENeCRH TEYHOCTH) KaTO TeXKO
MoBphILAHE, HAPHS, TPECKa, H3NlaraHe Ha TOTUTHHA HiTH dKO aueTe No-MaIKO TEYHOCTH OT
HopManHoTo. ['osopeTe ¢ Bawns nekap 3a 1OMBJIHUTENHHA yKa3aHHA.

Cnpere npiema na I'1ioKodax 1 He3aGaBHO Cce cBBPIKETE € JeKap HIH HaH-0/1H3KATA
GoHKIA, AKO HMATE HIKOH OT CHMATOMHTE HA JAKTATHA AUKA034, Th# KaT0 TOBA CHCTOAHHE
MO3Ke Ja A0BERE A0 KOMA.

CHMOTOMHTE Ha JIAKTATHA alda03a BKIKOUBAT:

IOBPbLUIAHE

6o/KY B cTOMaxa (kopeMHU BOJIKH)

MYCKYJIHH CMa3MH

o6LIo yeellaHe 3a HEPa3NOoNoKeHUE, NPHAPYIKEHO € TEKKA yMopd
3aTPYAHEHO AHILAHE

NOHHIXKEHA TenecHa TeMneparypa A nync

TTaKTATHATA ALMA03a € ChCTOAHHE, U3UCKBALLO CNELHA MEJHULIMHCKA TOMOLL, W Tpabea Aa ce
nekyBa B OonHuLa.

"oBopere ¢ Bauuusa nexap Beqtara 3a AONBIHUTETHH yKa3aHHA.

. 4KO € YCTAHOBEHO, Ue CTPAAATe OT HACAEACTBEHO FEHETUHHO 3ab0/1ABaHe, NOBAHABALILO
MUTOXOHAPHUTE (KOMITOHEHTHTE, KOUTO MPON3BEXKAAT CHEPrUA B KJIETKUTE), KATO CHHIPOM Ha
MHTOXOHAPHANHA eHUedanonaTkA ¢ JIaKTaTHa aunao3a ¥ MHCYATOTIOACOHH €NH304H
(Mitochondrial Encephalopathy, myopathy, Lactic acidosis and Stroke-like episodes, MELAS) niau
HacnencTBEH AMABET v MyXoTa No MaiunHa nuHks (Maternal inherited diabetes and deafness,
MIDD).

¢ aKO MMATE HAKOM OT TE31 CHMNTOMH CEA 3aMo4BaHe Ha JIEHEHHE C MET(POPMHH:
NPMNaAbK, HAMANEHH MMO3HABATE/1HH cMOCOBHOCTH, 3aTPYAHEHH JBHKEHHA HA TIOTO, CHMITTOMH,
[oKa3aTe/HH 32 YBPEXKAAHE Ha HepBUTE (Hanp. bonka HiH W3TPBLIBAHE ), MUTPEHA M FITyXOTa.

Ako BH ce Hasara aa NpeThpnyTe cEpUO3Ha onepaums, Tpi6Ba 3a0BIKUTENHO fa CMIPETe fipHEMa Ha

[ moxoax No BpeMe Ha M W3BECTHO BPEME CNEA NPOUCAypaTa. BaluaT siekap Lie peLly kora Tpaosa
Aa Chpere U Kora Aa 8L300HOBHTE JICHEHHETO C ["mokodax.

AKO Ce npHeMa caMOCTOSTENHO, [iokodaK He BOAM A0 XHITOMTIHKEMHUS (TBBpAE HUCKO HHBO Ha
r110Ko3a B KpbBTa). Ho axo npuemare ['mokopax ¢ ApyrH aHTHAHaOEeTHH NMpox 200
XUMornukeMus (CyndaHuiypeHU CPpeACTBA, HHCYJIUH, MEJIMTHHUAM), PHCKHP ' ce
yBEHYaBa. AKO YCETUTE CHMMATOMH HA XHTOTTTHKEMHUS KATO cnabocT, CbHI /

W3MOTABAHE, YUECTEH NYJIC, 3PHUTENHY HAPYILCHHA WK 3aTPYAHCHA KOHLC
pyeMeTe TEHHOCT HIK XPaHa, CbAbPXKaLUa 3aXap.




[To Bpeme Ha JIEUEHHETO C [mokodax BawMsT nexap 1ie npoBepABad 6bOpeunaTa By QyHKUHA NTOHS
BeHDBK FOAULIHO MK MO-YECTO, aKO CTE B CTAPHECKd BBH3pAcT W/HNH aKO HMATE BJIOLICHA Obbpeuna

byHKLHS.
[pyru Jexapersa i [okogax

Axo Tps6Ba aa Bi Gbae noctapeHa HHKEKLNA C KOHTPAcTHO CPeICTBO, ChABPKALIO Hon, B
KpBHBOOOPBILEHHETO, HATIPUMEP B KOHTEKCTA Ha PEHTTEH WIIH CKEHEP, tpsbBa aa cnpere npueMa Ha
[HoKOGhXK NPEAV HilH NO BPEME HA HHKCKLIMATA, BawpsT jeKap lie peLy kora Tpabsa aa cnpere U
KOra 1a Bb300HOBHUTE JIEYCHHETO C [ mokogax.

Hndopmupaiite Bauiya nexap, ako NpHeMare, HACKOPO CTE NMPHEMAH WK € BB3MOXKHO 214 npyemare
Apyry jiekapcTsa. Moxe aa ce HanoxH MO-4ecTo Ja Ce U3CAeABa MNI0KOo3aTa B KpbBTa H
QYHKLUHOHWPAHETO Ha 6p6peunTe Wy BamusaT ekap MOXe 1a KOpWrupa i03ara I"mioxodax.
UsKA09MTENHO BaXKHO € Aa CMOMEHETE CNEAHOTO.

. neKapcTBa, KOMTO yBENN4aBaT OTACAAHETO Ha ypuHa (AMypEeTHLM);

. NleKapeTsa, U3MNOJI3BaHU 32 IEHEHHE Ha 6onka v sh3nanesne (HCIIBC u COX-2 uHXHOUTODH,
KaTo HOYNpodeH W UeNeKokcHo);

C HAKOM JIEKAPCTBA 3a JIEYEHHE HA BUCOKO KPBBHO HAIATAHC (ACE-uHXHOUTOPH U aHTHOTEH3NH 1
DELENTOPHH aHTACOHUCTH);

° Gera-2 arOHUCTH, KaTo canbyTaMon Wiu TepOyTanud (3a 1eUCHHE HA acTMa);

. KOPTHKOCTEPOMIK, U3MOI3BAHH 34 JICHCHHUE Ha pefrua CbCTOSHHS, HAMP. TOKKH KOKHU
Eb3NATEHHS UK acT™Ma);

. fexapcTBa, KOWTO MOTaT [a MPOMEHAT KO/IMHECTBOTO Ha 'miokodax B kpbBTa By, 0cobeHo ako

uMaTe HamaieHa 61nopeuna pyHKuMs (KaTO BepanaMmui, pudaMNULKH, LUMETH/IHH,
[ONYTEraBUp, paHONa3KH, TPUMETOMPUM, paHaeTaHuO, ncaByKOHa30Jl, KpU30THHUG, onanapHO)
. ApYTH NEKapCcTBa 32 JIEHeHUe Ha nuader.

FCaoxkodax ¢ aJJKOX0JI

U36arsaiiTe npekomMepHara ynotpeda Ha ajlkoXoJl IO BPEME Ha npueMa Ha [okopax, Thi KaTo TOBA
MOKE [a YBEJMUH PUCKa OT JaKTaTHa altnia03a (BioxTe TOUKa , [ IpexynpexacHus W Npearastii
MEPKH™).

BpeMeHHOCT H KbpMeHe

VpeaomeTe Bawus nexap ako cre HpemeHHa, npeanonarate Wik nnaHupate GpeMEHHOCT, 3a a Oblie
KOPHTMpaHo nevexneTo By nin na GbaaT npocneseHy HUBaTa Ha KpbBHATA Bu 3axap.
ToBa JIEKAPCTBO HE CE NPENOpbUBA OKATO KbPMHTE HIlH Bu npeactoy 1a KbPMHTE,

Illogupasne u pabora ¢ MAIHHH

AKO ce NMpyeMa CaMOCTOATEIHO, [mokodaxk He BOAM A0 XUTMOTMUKCMHUA (TBBHpE HUCKO HMBO Ha
FTIOKO33 B KpLBTa). TOBa 03Hauapa, ue HAMa 1a MOBIUAC na criocobHocTTa BH 3a wogupane u pabora
C MallUKHH,

Bce nax € HeoBxoaumMo NMOBHILEHO BHUMAHHUE, aKO NPUEMaTe [ miokodax 3aeaHO C ApYyTrH
aHTHAHAOEeTHH NeKapCTBa, BOACILH 10 XUTTOTIMKEMAA (cyndaHWITypeHHU CPEACTBA, UHCYIHH,
ruHuan). CUMNTOMWTE Ha XHITOTAUKEMHUA BKITIOYBAT c1ab0CT, CHHIMBOCT, YBEIHIEHO H3NMOTABAHE,
y4ECTEH MYJIC, 3pUTEIHN HAPYLICHHUA WK 3aTPyJHEHA KORLEHTpaLHa. AKO yCoF
CHMITTOMH, He Wohupaiite 1 He paboTeTe ¢ MaLKHH.

3.  Kax na n3noassare ['nokogax



BuHaru npuemaiite TOBa IEKapcTBO TOYHO KakTo BU e kazan BauiuaT nekap unu ¢apMaLeBT. AKO He
CT¢ CUI'YPHH B Helno, nonuraite Bamug aexkap Wi ¢papmalesT.

['moxodax He MOXKe 4a 3aMECTH 3PaBOCIOBHHUS HauMH Ha xxMBOT. [Ipoasipkapaiite na criaspare
AHeTaTa, KosTo B e npenopbyan BamuaT nekap U peJoBHO NpaseTe yNpakHEHHS.

Ilpenophtllrre.rma A03a

OOUKHOBEHO HauaJIHaTa [03a 3a Jeua Ha 10 rogunu v wHomM ¢ 500 mg wm 850 mg I'mokodax
BeJHBXK AHEBHO. MakcumManHaTa qHeeHa f103a e 2000 mg, pazaeneHa Ha ABa WM TPH MPHEMA.
JleueHueTo Ha aena Mexay 10 v 12 roguHy ce npenopb4Ba caMo Cliell IeKapcKo npeandcadue, Thi
KATO KIIHHMYHHAT OIIMT IIPY Ta3H BB3pacTOBA IPyna € OrpaHH4YEH.

O6uuaiiHaTa Ha4vaHa Ao03a npH Be3pacTHH € 500 mg wiu 850 mg ['mokodax ABa WK TpH MBTH
aHeBHO. MakcuManHaTta aHeBHa f03a € 3000 mg, pa3neneHa Ha 3 OTHETHH IIpUEMA.

AKo HMare HamMaieHa Os0peuHa ¢pyHkuMsa, Baiuar nekap Moxke Aa Bu npeanuiie rno-HUcKa ao3a.

AKo NpueMaTe H HHCYJIHH, Bamuar JICKap HIC BH kaXe Kak Aa 3allo4YHeTe JISHEHUETO ¢ Fﬂfﬂl{ﬁtbaﬂ{.

KoHTpoa

¢ BamuaTt nekap 1e u3cneAsa peAOBHO HABATA HA KpbBHaTa Bu 3axap d L€ anantypa ao03ara Ha
I'mokodax cnopen HUBOTO HA 3aXapTa B KpbBTa Bu. Pe1oBHO ce KOHCyNnTHpaiTe ¢ Nekaps CH.
ToBa Baku 0ocobeHO 3a Aela, FOHOIIM WIH 32 NNallHeHTH B HallpeHajla Bb3pAacT.

. [Tone BenHx roauiHo BamuaT nekap me nporepsapa u 66peunara Bu ¢pynkums. Moxe na ca
HeOOXOAHMH MO-4YeCTH H3CNeABaHHUA, aKO CTe B HaNpeAHasIa Bb3pacT UM ako uMaTe O10peuny
HapyLIEeHMS.

Kak aa a3nosBare I 1oxodax

Ilpuemaitre I'mokodax no BpeMe WM ciel XpaHeHe. Taka e nibernere He)KeJlaHHWTE JIEKAPCTBEHH
peaklvH, BIHACIIH HAa XpaHOCMIIaHeTo BHu.

He uynere 1 He ABBuUeTe TabneTrxure. [lorrsiuakTe Bcska TabneTka ¢ yama Boaa.

. AKO npHeMarte eaHa 103a JHEBHO, B3HMANTE A CYTPHH (Ha 3aKycKa)

. AKo ao3ara Bu e pasnpeaeneHa Ha Jpa rnpueMa, B3uMaiiTe ru CyTpHMH (Ha 3aKycka) U Beuep (Ha
BeUepA)

. AKo go3aTa Bu e pasnpeneneHa Ha Tpd IIpHeMa, B3UMaHTe 'd CYTPHH (Ha 3aKycka), rmo oben (Ha

0041) 1 Beuep (Ha Beueps).

AKo ¢cnen usBecTHO BpeMe Bue peinute, ve epexkThT Ha [ ioko(axk € TBbpAe CWISH WIM TBBpAE cnad,
ce KOHcyJITupalite ¢ Bawunsa nekap wiu dapMaleBT.

AKO CTe npHeIH IoBeYe oT HeobXoaRMAaTa 103a I mokodax
AKO cTe NpHENH noseye oT HeobOxoauMara ao3a I'mokodax, MoXe Ja yCeTHTE IPU3HALIM Ha JIAKTaTHA
anuroza. CHMITTOMUTE Ha JIaKTaTHa alM03a ca HecneunpHYIHH KaTo NMOBpbllaHe, KOpeMHa 00JIKa ¢
MYCKYJTHH CIa3Mu, 06100 Hepa3nonokeHHue ¢ YYBCTBO Ha CWIHA yMOpa H 3aTPYAHEHO AHLIAHE.
JlOIMBJIHUTEIHH CHMITTOMH Ca NOHIDKEHA TeJIECHA TEMIIEPATypa H ChpAe4YHA YECGPL
Axo 3a6esie)xHETe HAKOH OT Te3H NPH3HARH, TPEOBa BEe3afaBHO 1a HOTHPY / L
NOMOIN THH KATO JAKTATHATA AUHA03a MOXKe Aa AoBedae 10 koMa. Cpe
H He3aDABHO ce CBLPAKeTe ¢ JIeKap HIH ¢ Haki-Ounikara 6onnnna.

AKO cT¢ nponycHAJIH Aa npaemere I noxodak




He B3emaiiTe ABOiiHA f03a, 32 1a KOMIIEHCHPATE NpomycHaTara Tabnerka. Baemere cneapaiara no3a B
0bHUYafHOTO Bpeme.

AKO MMaTe HIKAKBH JOITHIHHTEHH BBIIPOCH, CBBP3aHHU ¢ ynoTpebaTa Ha TOBa JIEKapCTBO, MOJA
nonurtaire Baluus nekap Wi gpapMalesT.

4. BBb3IMOXKHH HEXEJIAHH PeAKIHH

KaxTo BCHYKH JieKapcTBa, TOBA JIEKAPCTBO MOXE 13 NMPeIU3BHKA HEXENIaHH peaklUMH, BLIPEKH Ye He
BCEKH 't MoTyuaBa. CreIHUTE HexeNlaHH peakUWH MoraT Jia ce HabmogaBar:

["moxodax MoXe ga JoBee 00 MHOTO psanka (Moxe fa 3acerde 10 | norpeduren Ha 10 000), Ho
MHOI'0O CEpHO3Ha He)XeJlaHa peaKlUMa, HapeueHa JIaKTaTHA aluao3a (BHXKTe TO4YKa ,,IIpexynpe:xxaeHus U
npeana3sHi MEPKK ). AKO TOBA c€ CITy4H, TPAOBa 3aIB/DKUTENHO Ja cnpeTe npaeMa Ha Imokodax
He3a0ABHO 1A ¢e CBBbpIKeTe ¢ JeKAp HIH Hal-01r3KkaTa 60JIHANA, THil KaTO JIAKTaTHATA allM03a
MOKe Ja JOBEeAE J0 KOMa.

MHOro 9ecTd HexKeJIAHH peaknul (Moxe Ja 3acerge nosede or 1 na 10 nannenTn)

. CTOMALIHO-YPEBHU HAPYLIEHHA K&TO MpUiomaBane (raaeHe), NOBpblUIaHe, AMapud win 6onka B
KOpeMHaTa 001acT H 3aryba Ha aneTuT. Te3d HexxeNnaHW peakLiuM ce MOABABAT Ha-4yecTo B
Ha4anoTo Ha jeucHueTo ¢ 'mokodak. OT nonsa B Te3u cayyal Lie Obae Aa pasnpeaeuTe
npueMa Ha J03HTeE Npe3 JeHd U npuemare [mokogax no BpeMe Wik HEHOCPEACTBEHO Clie
XpaHEeHe. AKO Te3H CHMITOMH OCTAHAT, cupeTe npAema na I'nokodax 1 ce
KOHCY  THpaliTe ¢ Bamnasa Jexap.

YecTH BeXeJIAHHA peakKmBan (Moxe 18 3acerue 10 1 na 10 nanrenTn)
* IPOMEHH Ha BKYycCa.

° HAMAJEHH HJH HECKH HABA HA BATAMEH B12 B KpbBTA (CHMIOTOMHTE MOTAT A4 BKJAKYBAT
CHJIHA YMOpA (YMOpAa), BB3MAJIEH H 3a9€PBeH €3HK (IIOCHT), YeemaHe 33 HITHYKHA 00
KOKaTa (mapecTte3ns) HIH 6/1eaa HAH KBJATA KOKA). BamHaT Jexkap Moxe XA
HACPOYN/NpOBEAe HAKOH TECTOBE, 332 Aa pa3bepe npaYHHATA 32 BamATe CHMIOTOMHA, THH
KATO HEKOH OT THX MOXKE 4 CA IPAYHHEHH 0T ZAADET WJIH NOPAJH APYIrH HECBLP3AHA
3APABOC/IOBHH NPobieMu.

Muoro peikH HeXXeJIaHH peakiiad (Moxe a4 3acerde Ao 1 na 10 000 naguesTR)

. NAKTaTHA aurao3a. ToBa € MHOTO PAKO, HO CEPHO3HO YCIOXKHEeHHe, ocobeno ako 6n6peunara
Bu dyHKLMS ¢ yBpeAcHA.
CHMIITOMHTE Ha JIaKTaTHa aluao03a ¢a Hecneuu@uyHy (BHKTe Touka , I IpeaynpexxaeHus u
npearna3sHy MepKHu®).

° aHOMAJIMH NPH W3CNIeABAHETO Ha YepHOApoOHaTa PyHKUHA WIH XElIATHT (BBb3NalieHHe Ha
yepHHA Apo0; ToOBa MOXKe Ja AOBeAE IO YMOPSEMOCT, 3aryba Ha aneTwT, 3aryda Ha Ternio, Cbe
Wik 6e3 NOXBJITABAHE HA KOXKaTa WiH ounTe). [IpH Te3n cnyuau cnpere npHeMa HA
I'moxopax 1 He3abaBHo ce cBLpKeTe ¢ Bamns Jekap.

. KOXKHH peaKilMM KaTo 3auepBiBaHe Ha Ko)KaTa (epurema), Chpbexx win cppdbain obpus
{(cunaHuua).

lena B WHOMHA
OrpaHHYeHH JaHHH OT JIEYEHHETO HA LA M IOHOLLM MOKA3BAaT, Y€ HEXEIIAHUTE pe
MO BHJ H TEXKECT Ha HaOMmoaaBaHHTE MPH BB3PACTHH TNALHEHTH.




CrobmaBane HA HeXKeJIAHH peaknHA

AKO NOJYYHTe HAKAKBH HEXKEJIaHH JICKAPCTBEHH pPeaKUMH, yBegoMeTe Bawus nekap wid ¢apmanesT.
ToBa BKIKOYBA BCHYKH Bb3MOXKHH HEONHCAHH B Ta3H JIMCTOBKA HEXENAHH pEaKkLMU. Moxere cblIo Ja
CcHOOIIMTE HEXKENTaHH peakKUHH JAPEKTHO vpe3

H3ImenHUTeIHA areHUMs 1o JICKapCcTBaTa
yi. ,,JlamsH I'pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebGealT: www.bda.bg

Kato ¢robuiaBaTe HeXENaHH peaKLiMH, MOXKETE 1a AAACTE CBOA NMPHHOC 33 MOTyYaBaHe Ha MoBeye
uHopMaLua OTHOCHO 0€30MacHOCTTa Ha TORA JIEKApCTRBO.
5. Kak aa cbxpanssate I'mokodax

Ia ce chxpaHaBa Ha MACTO, HEJOCTBITHO 32 Aeula. AKO JeTe ce JeKkyBa ¢ [ mokodaxk, poaHTENHTE U
OnuskuTe My TpaOBa 1a HaAbMOJARAT KaK ¢€ NpUiiara JeKapCTBOTO.

To3K nekapCcTREH MPOAYKT HE U3HCKRA HUKAKBY CNELIHATHM YCAOBHUA HA ChXPAaHEHHE.

He w3nonzsaiire TOBa IEKapCTBO CJIEA CPOKA Ha TOGHOCT, OTOENA3aH BbPXY KapTOHEHATA OTMAKOBKA
win Ha 6nucrepa cnea , J ogen po*. CpokbT Ha roAHOCT OTFOBaps Ha NOCICAHMA ACH OT NOCOYEHUA
Mecell.

He H3XBBpNAATE 1EKAPCTBATa B KaHANW3aLMATA WIM B KOHTEHHepa 3a AOMAILHH OTIaAbLIH.
[lonuraiTe Bammna ¢papManieBT Kak Ja U3XBBPIATE JIEKAPCTBATA, KOMTO BEUE HE M3MON3BATE. |€3H
MEPKH L€ CIIOMOTHAT 3a ONa3BaHe Ha OKOJIHATA cpeaa.

6. Coabpxanne Ha ONAKOBKATA H JOWbJIHHTEIHA HEPOPMaNMHSA

Kakso cpanpxa ['miokodax

. AKTHBHOTO BELECTBO € METHOPMHHOB XHApoxyiopua. EnHa ¢punmupana rabnerka ['mokodax
850 mg cuawppxka 850 mg MeTHOpMHUHOB XMIPOXJIOPK, CHOTBETCTBAILYU Ha 662,9 mg
mMeTdopMHH 6a3a.

. Hpyrute cbecTaBKHU ca: noBHAOH K30, MarHesnes creapar, XMnpomesnosa.

Kak m3raexaa I'niokodax B KAKBO CHABPAKA ONAKOBKATA

'mokodax 850 mg dunmupanu Tabnerku ca Genn, kperay, 13,5 mm B AMamMeTsp M 6,6 mm BUCOUYHHA
H W3ITbKHAJIH.

Tabnetkure ca onakoBaHH B 6nuctepu or no 1 (x100), 8, 9, 10, 14, 20, 21, 30, 40, 50, 56, 60, 84, 90,

100, 120, 300, 600 unu 1000 Tabnerkyn 1 B mnacTMacoBy GYTWIKH, KOUTO HE MOraT Aa C€ OTBapAT OT
aeuna, ¢ no 30, 60, 200, 300 wiu 600 Tabnerky.

He Bcyu4KM BUIOBE ONaKOBKH MOrart fa 6baaT mycHaTtH B npoaaxoda.

IIpaTexaresr Ha paspenmenneTo 3a ynorTpeba:

Merck Santeé S.A.S,,
37, rue Saint-Romain




69008 LYON
OpaHuus

IIpon3BoanTEIN:

MERCK SANTE SAS
2, rue du Pressoir Vert
45400 SEMOY,

DpaHuns;
WIH

Merck Healthcare KGaA
Frankfurter Str.250

64293 Darmstadt
['epManus;

HITH

Merck S.L.

Poligono Merck

Mollet Del Valles 08100 Barcelona
HUcnauus;

WM (caMo 3a [ vpumsa)

Petsiavas S.A.

Agton Anargyron 21, Kaliftaki,
Kato Kifissia, Attiki 145 64
['spLus

To3: JeKAPCTBEH NPOAYKT € paspenier 3a ynorpeda B crpannTe — wieHKH Ha EEO non
cCNeNHATE AMEeHAa:

Hcnanua: Dianben

ABcTpHui, brarapus, benrus, Kumsp, Yexua, @panuusa, I'epmanus, ['spuua, Uenanaus, Upnanaua,
Hranus, Troxcembypr, Hopeerus, IMonma, Pymbausa, Cnosakus, Cnosenus, 11seuus,
Bennkobpuranusa (Cepepra Upnanaua): Glucophage

Yurapusa: Merckformin
[TopTyranua: Risidon

Jara Ha mociaeqHO Opepasraexaane Ha rekcra: 03/2025




