W3MLAHUTENHA ATEHLNA NO AEKAPCTBATA

LMuemoBia - flpuroxenue 2

JIncToBka: REGoOpMAaNEY 32 NANH ¢HTA ,,ZjO A309257 /26 i Z

KbM Pes. No ..........................................................

Merdoanad 500 mg pamupann Tadne'mil U g’/ Yard o i"”//' 6 /J"v'o"
Metfodiab 500 mg film-coated ta DELUBHUE N2 il cesssimsd sisinerenscossrensnaassninne

v MeTtdonnab 850 mg duamapann Talmgigero Mo oo 05“22[}23

&

Metfodiab 850 mg film-coated tablets

Merdoanad 1 (00 mg pramupann TROIETKH
Metfodiab 1 000 mg film-coated tablets

MeTdgopMHHOB XHapoxyopHs (metformin hydrochloride)

IIpoueTeTe BHAMATENHO NWIATA JIHCTOBKA, HPEIH 3 3al09HeTe 12 NPHEMATE TOBA JIEKAPCTBO,

Thil KATO TH CHALP*a BaxkAAa 3a Bac nadopmanns.

- 3anasere Tasu aucToBka. Moske Aa ce HANIOXKH 1a % MpoveTeTe OTHOBO.

- AKO HMaT¢ HAKAKBH AOITHIHMTETHH BBIIPOCH, MOMHTakTe Bamma nexap wix gapMalesT.

- Toea nexapcTBO € npeaAmicaHo nHyHO Ha Bac. He ro npeorcreneaiite Ha ApyrH xopa. To Moxke
Jla UM HaBpeH, He3aBHCHMO Y¢ TIPH3HAIMTE Ha TAXHOTO 3ab0sBane ca ChIATe kato Bammre.

- AKO TIONYUHTE HAKAKBH HEXeJaHu peakumH, yseaomere Bauas nekap unH dapmanest. Toea
BKJIIOYBA H BCHUKH BL3MOXKHH HEXelIaHH PeakLiiK, HEOHCaHH B Ta3H JHCTOBKA. BixTte
TOuKa 4,

KakBo ¢bAbpxa TAZH JHCTOBKA:

Kakso npezacraenasa Merdgoauab u 3a KakBo ce H3NOI3BA
Kakeo Tpa6pa na 3Haere, npeau Aa npreMere Merdoauab
Kak na npuemare Mergomuab

BB3MOXKHH HeKeIaHH PeaKiu

Kax na cexpanspate Merdoauad

CrappiaHHe Ha ONAKCBKAT2 B AOIMHIHHUTE/IHE HHOOPMALHA

Sl o

1. Kakso npeacrapassa Merdoaual B 3a KaKBo ce H3M0/13Ba

Metdonnab cpanpxa MeTgopMHH, JIEKAPCTEO 3a JTevyeHHe Ha AMaber. To cnama KbM rpyna
NIEKAPCTBCHK MPOAYKTH, HapeHeHH GHIrBaHHH.

HHCYTHHBET € XOPMOH, POH3BEXAAH OT MAHKpeaca, KOHTO CoMara 3a yCBOABaHETO Ha IN0Ko3aTa
(zaxapra) OT KpBETA. BallleTo TANO H3NMOI3EA NIIOKO3aTa, 324 Ja [IPOH3ECKIA CHEPrHd HIH Ja A
chXpaH#ABa 3a Objema ynorpeba.

Axo HMate auaber, Bamuar naHkpeac He NPOH3BEKAA AOCTATHYHO HHCYITHH HITH OpPraHH3MET BH He
MOZKE 4 H3MON3BA MBJHOLECHHO NIPOH3BCACHHA HHCYITHH. Toea BOAM A0 MOBHINCHO HHBO HA IMIOKO3a
B kKppBTa. MeTdhoanat nomara 3a HaMaNndBaHETO Ha TTHOK034aTa B KPBBTA J0 HOPMANHH HHEA.

Axo Bue cTe BBIpacTeH NANHEHT C HAJTHOPMEHO TETJI0, MPOALDKHTENHAAT npHeM Ha Metdoanab
TOMAra CHIIO 33 HAMANABAHE PHCKA OT YCIIOKHEHHA, CBEP3aHH ¢ quabera. Ynorpebara Ha
Mergonnal ce CBBp3Ba Ch¢ cTAOWIM3HPaHE HA TEMECHOTO TELJIO HWIH ¢ YMEpeHa 3aryba Ha Tero.

MerdoauaG ce H3ncnsea 3a nedeHue Ha aHader tin 2 (T.Hap. HEHHCYTHHOZABHCHM
caMo aueTa H pH3HYecka aKTHBHOCT HE ca JOCTAaTh4HH, 3a Ja ce KOHTPOJIHpaT
KpbBTa. H3nonzea ce ocobeHO NpH naleRTH ¢ HAAHOPMEHO Terno.

Brapacthure Morar na npueMat Mergoaual caMOCTOSTENTHO HIH C APYTH NPOTH
JieKapcTBa (NEPOpanHy JISKapcTBa HIH HHCYIIHH).
Jeua Han 10 rogusn Morar fa opreMaT Metdoanab caMOCTOSTENTHO HIH C HHCY.
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2.  Kakso TpaGsa na 3Haere, npeas Aa npaemere Merdonnab

He npnemaiite Merdoanab:

- AKO CTE aNleprHYHH KbM MeT(GOPMHH WIH KEM HAKOS OT OCTAHAIIMTE CHCTABKM Ha TOBA JIEKAPCTBO
(m36poeHn B ToUKa 6);

- aKo HMaTe mpobneMH ¢ YepHHA apo0;

- aKo HMAaTe CHJIHO HamalicHa Or0peuHa QyHKImS;

- aKO HMaTe HEKOHTPOJIHpaH AHabeT, Hanp. ¢ TeKKa XHUNEPIIIHKEMHAA (BHCOKa KPLBHA 3axap),
rajieHe, IOBpbIIaHe, THapHA, OBp3a 3aryba Ha Terio, IaKTaTHa aluaoe3a (BukTe ,,PHcK OT
NMaKTaTHA allkfo3a™ No-10iTy) WIH Keroalmao3a. Keroalmaosara e cbCTOAHHEE, [IPH KOETO
BEINECTRA, HapeyeHH ,,KSTOHHHM TeNa™ C¢ HATPYNBAT B KPLBTa H TOBA MOXKeE Ja JI0Be/E A0
IJHabeTHa npekoma. CHMITTOMHTE BKJIFOYBAT OOJIKH B CTOMaXa, yIeCTeHO H ABIO0KO AMINaHE,
CBHJIMBOCT, HITH HeoOHYaeH IUTOJIOB apoMaT Ha JbXa BH.

- @Ko CTe 3aryOHIH TBEpIE MHOTO BOJA OT TAJIOTC CH (Z€XHIPATALH), KAKTO MOPajH
TIPOTBIDKHTEITHA WITH TeXKKA AHAPHA, TAKA U ClIe] HENPEKLCHATO NMoBphiaHe. Jexnparanuara
MOKe Aa Jopenie Ao OBOpeuHM YCI0KHEHH, KOETO Aa YBEIMYH PHCKA OT JIAKTATHA allH03a
(smkre , Jlpenynpexaenns v npeAnasHin MEPKH®).

- aKO HACKOPO ¢T€ NpeKapaii TexXka HHpeKis, Hanp. 6enoapobHa, Oponxuanna Wik 6x0peuna.
TexxuTe HHGEKIH MOTaT Ja JOBeAaT A0 OEOpedHM MpOGIEeMH, KOETO Aa YBEIHYH PHCKA OT
NIaKTaTHA almzo3a (BIKTe ,JIpeaynpexaenta U NpeamasHH MEpKH™).

- BCJyvali Ha OCTpa ChPACYHA HEHOCTATHYHOCT HIH HACKOPO NMpeKapaH chpAetieH HHpapKT,
CEpHO3HH LIMPKYJIATOPHH HAPYLUSHHA (HAIp. IOK) WM 3aTpyAHEHHS B IHINAaHETO. TOBa MOXKeE Ja
J0BeE 10 HEAOCTATHYHO cHAbAABAHE HA THKAKHTE C KHCIOPOJ, KOETO Aa YBEIHYH PHCKa OT
NAaKTATHA ALMKO3a (BIDKTe ,, [Ipemynpexnenns u npeamasHy Mepka™);

- axo woynorpebaBaTe ¢ KOHCYMALMATA Ha aTKOXOJ.

AKko HiKOE OT N0-rope H30pOeHHTe CHCTOAHKA Ce OTHacA Ao Bac, moceeeTBaiiTe ce ¢ nexapsa cH npenH
Jia 3a7I09HETE AAa NpHEMaTe TOBA JIEKAPCTBO.

Hemnpemenno ce KoHCyJITHpaiiTe ¢ Bainus nekap, ako:

-  Bu npeactou peHITEHOBO H3CNEABAHE HIH CKAHUPAHE, CBBP3aHO ¢ HHTPABEHO3HO NPHIOKEHHE
Ha KOHTPACTHH BELICCTRA, ChABPKAINH HOJ;

- Bu npeacrou xupyprutHa onepaims.

Tpabsa na npeycranosute ynotpebara Ha Merdonnab 3a H3BeCTHO Bpeme NPeH H cef
H3CJIEBAHETO, HITH onepaurATa. Banmat nexap me pems AanH ce HyXkAaeTe OT JOMBIHHTEIHO
nedeHve. BaHO € BHHATH Ja M3MLJIHABATE CTPHKTHO HHCTPYKIMUTE Ha Bamusa nexap.

Ipeaynpexgenns H OpeNAIHA MEPKH

PHcK 0T JAKTATHS aN4no3a
Metdonuab Moxe Ja NPHYMHA MHOTO PAKA, HO MHOTO CEPHO3HA HEXKEJIAHA PEaKi|i, HapeueHa
JIaKTaTHa auH03a, ocobeHo ako 6u0penuTe Bu He QyHKIMOHHPAT NPaBWIHO. PHCKBT OT Pa3BHTHE Ha
JIaKTaTHA alfHA03A CE YBEIMYARA H ITPH HEKOHTPOITHPAH IHabeT, TEXKH HHDEKIMH, MPOALDKHTEITHO
I7alyBaHe HITH NPHEM Ha ANKOXOJI, AEXHApaTaums (BEDKTE Ol HHPOpMaIHA Mo-A0xy), YePHOAPOOHH
NMpobIeMH H BCAKAKBH CHCTOAHHA, IPH KOUTO YacT OT TAJIOTO HMa HaMalleHo CHabAdBaHe ¢ KHCIAOpon,
(kaTo OCTPO NPOTHUAINA TEXKKA DONECT Ha CHPLETO).

Axo HAKOe oT H3bpoeHHTe No-rope ce oTHac 3a Bac, ropopete ¢ Bamua nexap
yKazaHu1.
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NOBpPBINAHe, THAPHA, TPECKA, H3IaraHe Ha TOIUIMHA WIH ako NHeTe No-Majko TEYHOCTH OT
HopManHoTo. I'oBopere ¢ Bamusa nekap 3a JOITBIHATEHA YKA3aHHA.

Copere nprema Ba MeTdoanal u ne3aGaBHO ce CBLPAETE ¢ JeKAD HAN HAl-DaA3KATA GoTHANA,
AK0 HMATE HEKOH OT CHMITOMHTE Ha JIAKTATHA ANHA034, ThH KATO TOBa CHCTOSHHE MOXE Aa
NOBEAE OO0 KOMa,

CuMIITOMHTE Ha JIAKTATHA AlTHA03A BKIIOYBAT:

. NOBpHINAHE;

OOJIKE B cTOMaXa (KopeMHH OO0NKH);

MYCKYJ/HH CHA3MH,

o0Mo ycelllaHe 33 HEPA3NONIOKEHHE, MPHAPYKEHO ¢ TeXKKa yMOpa,

3aTPYAHEHO JUINAHE;

MOHKKEHA TEJIECHA TEMIIEpATYpa U IyJc.

JlakraTHaTa aIgHAO3a € ChCTOSHHE, HAHCKBALLO CTEIIHA MEAHIIHHCKa ToMoLl H Tpabea J1a ce NeKyea B
OOJIHHIA.

Axo Bi ce Hanara na npersprure cepuosHa onepaunsd, TpaOBa 3aBDKHTCIIHO a CrpeTe NpHeMa Ha
Merdonuab mo BpeMe Ha npolieAypaTa H H3BECTHO BpeMe ciel TOBa. Bammuar nexap oie peiun kora
TpsaGra aa cnpere ¥ Kora na Br300HOBHTE JeueHnero ¢ Mergommadb.

AKO ce IpHeMa caMocToATeNHO, Metdoaual He ROJH 10 XHIIOTJIMKEMHS (TBBP/E HHCKO HHBO Ha
rMmoko3a B kpeeTa). Ho ako npuemare Merdoanab ¢ apyru nporusoanabeTHH NpoAyKTH, BOACIIH A0
XHNOrNHKeMHS (CyndaHiTypeiin cpecTBa, HHCYITHH, MEMIMTHHI/H), IMa PHCK OT XMIOTJIHKEMHA,
AKO yCeTHTe CHMITTOMH Ha XHMIIOTJIHKEMHS KaTo ¢1abocT, CHHIMBOCT, yBENHYEHO HANOTABAHS,
Y4eCTeH IyJIC, 3PHTEIHH HAPYINEHHA HWIH 3aTPyAHEHa KOHIEHTpalHs, Ce MPerophyBa Aa pHeMeTe
TEYHOCT HIH XPaHA, ChAbPXKAINA 3aXap.

ITo Bpeme Ha nevenuero Bu ¢ Merhonual Bammust nexap mie npoeepaea 6x0peunara Bu dyHkins
NOHE BEAHHK NOJHMINHO WIHN [O-4Y€CTO, aKO CTE B CTapyecka Bh3pacT WHJIH ako HMaTe BIOLIEHA

6BOpeyHa pyHKImA,

Apyra aekaperea B Merdoanab

Axo Tpabea na Bu 6be HanpaBeHa HEDKEKIIHA C KOHTPACTHO CPEACTEO, CHABPKAMIO oz, B
KpBBOOOAIICHIETO, HATIPHMED B KOHTEKCTA Ha PEHTTEH WIH CKeHep, TpA6ea Aa cnpeTe MpHeMa Ha
Met¢oauab npeu wik 1o BpeMe Ha MHxeKUHsTa. BamuaT nexap me pelid Kora TpAGBa 1a CripeTe H
Kora aa Be300HOBHTE NevenneTo ¢ Merdoanad.

Tpabra aa xaxere Ha Bamms siekap, aKO HACKOPO CTE MPHEMAITA WIH € BE3MOXKHO JIa [IPHEMATE APYTH
nekapeTBa. Moske Jla ce HATOXKM MO-4ECTO Aa ¢¢ H3C/e/IBa [IOKO3aTa B KPEBTA H YHKIMOHHPAHETO
Ha 6B0peryTe, WK Baimuar nexap Moxke ia KopHrupa aosara Merdonnab.

H3KMI0YHMTeNTHO BaXHO € Aa CTIOMEHETE CIIETHOTO!

JIEKapCTRa, KOMTO YBEIIHYABAT OTAEISHETO Ha YPHHA (IHYPETHIIH);
neKapcTea 3a neuenue Ha 6onka u p3naneiue (HCIIBC u COX-2-HHxHOHTOpH, KaTO
ubynpodeH H LenekokcHd);

. JIEKAPCTBA, H3MON3BAHH 3a ICYEHHE Ha BHCOKO KpbBHO HanaraHe (ACE aaxuburopH u
anrHoTeH3uH Il penlenropHy aHTarOHACTH);

Gera-2-arOHHCTH, KaTo canbyTaMOn WIH TepOyTanHH (3a JICYCHHE Ha aCTMA);
KOPTHKOCTEPOHAH, H3MOA3BAHH 33 JICYCHHE HA PEIHLIA CHCTOAHHA, HAIP. TEXKKH KOXKHH
BB3TIANICHHA HIH acTMa;

. NleKapcTBa, KOUTO MOTAT A IPOMEHAT KonHyecTBoTo Ha Merdonuab B
HMaTe HamaneHa Os0peuna QyHKIpA (kaTo BeparnaMi, pHbaMITHIMH,
JONYTErPpaBHp, PaHONA3HH, TPHMETOIPHM, BaHIeTaHHO, HCcaByKOHAa307
onanapub);

. JpyTH JIeKapCcTBa 3a JieueHHe Ha Auaber.
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MeTtdoanab ¢ aaxoxon
His6areaiite npexomMepHaTa ynorpe6a Ha almkoXos 1o BpeMe Ha npriema Ha Mergoaual, Tbil kaTo ToBa
MOJKe A YBETHYH PHCKa OT NaKTarTHa aipno3a (Brokre ,,IIpeaynpexaeHns 1 npeanasHl MEPKH®).

BpemeBHOCT H KbpMEHE

Axo cTe H6peMeHHa, CMATaTe, 4e MOXKE Ja cTe OpeMeHHa WK IaHHpaTe OpeMEHHOCT, IOCHBETBaHTe
ce ¢ Bamma nexap npeau ynorpebata Ha TOBA JIEKapcTBO, B Cy4aii, He ce Ha/IOXKH KaKBaTO M Ja €
MPOMAHA B JICYCHHETO HWIH NPOCNeAIBaHe Ha HHBATA Ha KpeBHaTa Bu 3axap. Ymorpebara Ha ToBa
JIEKAapPCTBO HE CE NPENOpPbHBa AOKATO KEPMUTE WITH aKO TUTaHMpare Ja kbpmuTe BameTo Gebe.

Ilo¢urpane B pabora ¢ MAMHBA

Koraro ce npwiara camoctoarelio, Merdonnab He npea#3BHKBA XUITOTIMKEMUS (TBBPIAS HECKO
HHBO Ha I'TIOK03a B KpheTa). ToBa 03HauaBa, Ye HAMa Ja TOBNIMsE Ha crniocoOHocTTa BH 3a modHpane
H paboTta ¢ MallMHH.

Bce nak e HeoOXoaHUMO NOBHIIEHO BHUMAaHKE, ako npHeMarte Merthomnualb 3aexHo ¢ apyrH
NPOTHBOAHAGETHH JIEKApCTBA, BOAESLIH A0 XHIIOTTTHKeMEA (CyNdanunypeiiii CpeAcTBa, HHCYTINH,
MernuTHHIAH). CHMITTOMHTE HAa XMIOTTIHKEMHS BKJIIOYBAT ¢1aD0CT, 3aMadHOCT, YBENHYEHO
H3NOTABAHE, YIECTEH MYJC, 3PUTE/IHA HApYIIEHHS WK 3aTPy/IHeHa KOHLICHTpalMa. AKO YCeTHTE
moaoCHH CHMITTOMH, He modupaiite H He paboreTe ¢ MALITHHA.

3. Kax na npremate Metdoanalb

Bunarn npuemaiiTe TOBa JIEKAPCTBO TOYHO KakTo B ¢ kazan BamuaT nekap. AKo He CTe CHTYPHH B
Hemmo, nonuraifte Bamua nexap win $papManest.

Metdomuab ne MoXke a 3aMecTH 3ApaBOCIIOBHHA HaYMH Ha ¥HBoT. [IpombpkaBaiiTe Aa cra3pare
aueTtata, KogTo BH e npenopruan Bamns nexap i pefOBHO NpaBeTe YIPaKHEHHA.

IIpenopbauTena 034

O6HKHOBEHO HAYATHATA 032 3a Aena Haa 10 roaunu W roHomH e 500 mg unu 850 mg Merdomuab
BEIHEX NHeBHO. MakciMansaTa qHeBHA Jo3a e 2 000 mg, pa3jencHa Ha {Ba HITH TPH NpHEMa.
Jleyennero Ha mena Mexgry 10 1 12 ropmnni ce nmpenoppuBa caMo clief JIEKapCKO MpeAIHCaHHe, Thi
KATO KIIHHWIHHAT OITHT MPH TA3¥ BH3PACcTOBA IPYIIA € OrpaHH9eH.

O6uyatinaTa HaYanHa J03a NpH Bb3pacTHH ¢ 500 mg unu 850 mg Merdonnab BenHDK AHSBHO.
MaxkcumanHata gHeBHa 103a e 3 000 mg, pasneneHa Ha TPH OTHEIHH NpHEMa. AKOC HMaTe HAMAJICHA
On6peuHa ¢pyHKIHA, Bammar aekap Moxe fa Bu npeanuine no-HUCKa A03a.

Axo npuemare MHCYITHH, BamuaT nekap me B xake Kak fia 3an049HeTe edeHHeTo ¢ Merdonmad.

Kourpon

. BanmsT nexap me H3clieBa peIOBHO HHBATA HA KpbBHAaTa Bi 3axap W 1ne ananTupa xo3ara Ha
Metdoauab criopes HUBOTO Ha 3axapra B KpbBTa Bu. Penosno ce koHCynTHpaiiTe ¢ Iekaps CH.
ToBa BaxH o0cobGeHO 3a Kela, IOHOIIH HIIH 38 MALMEHTH B HANIPEIHAJA BB3pacT.

. [Noxe BenHbXK rogHIIHO Bamuar sekap me nposepasa 1 6s0peuHaTa Bu ¢pyHxkrws. Moxe xa ca
HeOOXOAMMH TI0-4€CTH H3CICABAHHS, AKO CT€ B HANpeAHAIIa BE3PAcT WIH ako HMaTe 656 peaHH
HapyleHHs.

Kax aa npaemarte Mergoanat
Ipremaiite Merdoaual no Bpeme Wi ciien XpaHeHe. Taka me usbernere He
peaxiiy, BaMAey Ha XpaHocMinaHeTo Bu.

He uynere 1 He aAnBueTe Tabnerkure. [Normbmaiite Bedaka TabneTka ¢ qama
. AKO npHeMaTe elHa 1032 JHEBHO, B3UMaliTe A CyTpHH (Ba 3aKycKa)
. Axo zo3ara Bu e pasnpeaenesa Ha ABa npHeMa, B3HMAHTe MM CYTPHH

o
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. Ako noszata Bu e pasnpefieNieHa Ha TpH NpHeMa, B3HMaiiTe MM CYTpHH (Ha 3aKycka), 1o obe (Ha
06a1) 1 Bedep (Ha Beveps).

Axo cneq H3BecTHO Bpeme BHe pemrnte, de edexkTsT Ha Merthoauab e TBbpAe CHIEH WM TBBPIE
cnab, koHcyIrTHpaitte ce ¢ Bamma nekap umn gapManienT.

AKo cTe mpHeaH noBede 0T HeoGxoaAMaTa A03a Merdoanad

AKO CTe TIpHeJTH NoBeye oT HeoOxoaumaTa no3a Metdoanab, Moxe 1a yCeTHTE IPU3HALH Ha
JIaKTaTHa auuno3a. CHMITTOMHTE Ha JJAKTaTHA aHuho3a ca Hecnel(pHYHH KaTo MOBphINaHe, KOPEMHA
6onka ¢ MycKyJIHH cna3my, o510 Hepa3NoJIoKEeHHE C YyBCTBO HA CHITHA YMOPA H 3aTPyAHEHO
nHinage. JIOMBIHHTEHH CHMITTOMH Ca MOHHKEHH Te/IeCHa TEMIEPAaTypa H ChpAeYHa YeCTOTa.

Axo 3a0e1exXHTe HEKOH OT Te3H NPHIBANH, TPalBa He3ab6aBHO Aa NOTHPCHTE MEARIHHCKS
NOMOI, THil KATO JAKTATHATA ANMHA03A MOXe 72 A0BeJe A0 kKoma. Copere npaemMa Ha
Merdoanat a Be3aGaBHO e CBBPXETe ¢ JeKAp H/IH ¢ Hal-0.1A3KaTa GoaAnAHDA.

Axo cTe nponycHaJIH Aa npueMere Merdoauad
He paemaiire aABoitHa 034, 32 ja KOMIIEHCHpATe NMponycHaTaTa Tabnerka. Bizemere cirenpainara 1o3a B
00HualiHOTO BpeMe.

AKO HMaTe HAKaKBH JOMLIHHTE/IHH BBIIPOCH, CBLP2aHH ¢ YIIOTpeDara Ha TOBA IEKAPCTBO, IOTHTaiiTe
Bamusd Jickap MiH ¢apManesT.

4. BL3MOKHE HeXKeN2HH PEARIMHA

Kakro BCHUKH JIEKAPCTBA, TOBA JICKAPCTBO MOKE A NPSAH3BHKA HEKC/IAHH PCAKITHH, BRIIPEKH i HE
BCCKH TH IIOTTy4aBa.

CreaHuTe HEXENIAHN PeaKilMH MOraT Ja ce HabmojaBar:

Merdonuat moxe na noeefie A0 MHOTO paaxa (MoXe na sacerne xo 1 norpeduren Ha 10 000), Ho
MHOI'0 CEpPHO3HA HEXE/IAHA PEaKilii, HapeyeHa TaKTaTHa anpuAo3a {BikTe TouUKa , JIpegynpexnenns 1
TIpeAnasHE Mepkn™), AKo TOBa ce Cyqs, TpA6Ba 3aABIDKHTENHO Aa caopeTe npHeMa Aa Merdoanab
H He330aBHO Ja ce CBBPEETE C JIeKap HIH Hajfi-01H3KaTa GOJHANA, THi KATO TAKTATHATA Al[HAO3a
MO3Ke Jia IOBEZE A0 KOMa,

Muoro gecTn (Morar aa 3aceraat nogeue ot 1 sa 10 nannentn):

- CTOMALITHO-YPEBHE HAPYIIEHHUA KaTO NPUIOLIaBaHe (TafReHe), MOBpPLUTaHE, THApHA, Oonka B
obsiacTTa Ha KOpeMa H 3ary0a Ha aneTHT. Te3H HeKeJIJaHH peaKIHH HACTHIBAT Hali-4ecTo B
HauanoTo Ha nedenneTo ¢ Merdoanab. Ot nonsa B Te3H cayuau e 6b1e Aa pasnpeneaure
TIPHEMA Ha JO3HTE [pe3 JcHA ¥ ipHeMaTe Merdoanab no BpeMe HITH HEOCPENCTBEHO ClIe
XpaneHe. AKO CHMITOMHTE NPOXL/DKABAT, clipeTe npaemMa Ha Merdoanal H ce
KOHCYATHpakTe ¢ Bamng aexap.

YecTH HexeJAHH peaknad (MOraT Aa 3acersar Ao 1 Ha 10 nanneHTH)

- NPOMEHH Ha BKyca.

- HaMaJIeHH HJTH HHCKM HHBA HA BHTaMuH B12 B KpBETA (CHMITTOMUTE MOTAT A3 BKMIOYBAT CHITHA
yMopa (H3TOIIEHHKE), BB3MANICH H 3a9¢pBCH €23HK (TTIOCHT), YCEIaHe 34 HITTHYKH IO KOKaTa
(mapecresns), WK GleNia WIH XKKITTAa KOXa. BalmuaT nexkap Moke ia HACPOUH/TIPOBEAE HAKOH
TECTOBE, 3a Jia pa3bepe MpHYMHATA 3a Bamure CHMITOMH, Thii KaTO HAKOH OT TAX MOXE Aa ca
TIPHYHMHEHH OT AHabeT WK NopagH APYTH HECBBP3aHH 3APaBOCIIOBHHA NPoGIeMH.

Muoro peaxs HexelaHHE peaknuu (MoraT ga 3acernart Ao 1 a2 10 000 nanm. ’ﬂ\

- JIAKTATHA alURo3a. ToBa € MHOTO PAJAKO, HO CEPHO3HO YCIOKHEHHE, OC ?‘"’ 0.4
Bu dyuxius e yspenena. CHMITOMHTE Ha JIAKTaTHA aIfa03a ca Hecnel gl
»] [pelyTIpeKICHAA ¥ NIPeATIa3HU MepKH ™).

- AHOMAIIHH IIPH H3CTIEBAHETO HA YepHOAPOOHATA dYHKIHA HIH Xena
uepHuA Apob; ToBa MOXKeE Na AOBERE IO YMOPAEMOCT, 3aryba Ha an
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MM 6€3 NOXKBITABAHE Ha KoXaTa H oumre). [Ipu Tesu cnyuan copere nprema ga Mergoanad
H ce cBbp:keTe ¢ Bamna gexap.
- KOYKHH PeakiiH KaTo 3a4epBABaHe HA KoXaTa (epuTeMa), crpOe niH crpbam obpus

(ypTHKapus).

Jena B OHOIIA
Orpamlqex-m JAHHH OT JICYCHHETC Ha Je1a H FOHOUIH MOKA3BAaT, Y€ HOXKCIAHHTS PCaKIHH ca I[OI[OSI{H
IO BHA H TEXECT Ha HabIIOaBAHHTE TIPH BH3PaCTHH MAlHEHTH.

CrofmaBane Ha HEXENAHY PeAKIHHA

AKO TOTyYHTe HAKAKBH HEXEIaHH EKAPCTECHIA PeaKiuy, yBeromMere Bauua nexap Wi ¢gapMaLesT.
ToBa BTIOYBA BCHYKH BE3MOKHH HEOIMHCAHH B TA3H JHCTOBKA HEXKENAHN peaklHd. Moskere chulo aa
cboOIHTE HeXeTaHH PeaKLMH AUPEKTHO Ype3 M3mbIHKTE I HA areHL|A 10 IeKapeTBaTa, Y. ,,JlaMaH
I'pyer” Ne 8, 1303 Codus, Ten.: 02 8903417, yebeaiit: www.bda.bg. Karo crobimasare HexelaHH
PeaKIlHH, MOXKETE Aa AafieTe CBOA NMPUHOC 3a NOMydasaHe Ha MoBeye HHOpMalHA OTHOCHO
6e30macHOCTTa HA TOBA JIEKAPCTEO.

5. Kak aa coxpanaBare Metdoauad

Ja ce chxpaRqpa Ha MACTO, HEAOCTHIIHO 3a JENa.
Axo nere ce nekypa ¢ Merdoana6, ponurenute u 6muskure My Tpa6Ba Ia HabMOAABAT KaK e
TPHWIAra JIEKApCTBOTO.

To3u nexapcTBeH NPOAYKT He M3HCKBA HUKAKBH CIIEIMAITHH YCIOBHA HA CEXpaHEHHe.

He mnomspatite ToBa neKapeTBO CIEH CPOKa Ha MOXHOCT, OTOCIA3aH BPEPXY KAPTOHEHATa ONAKOBKA
HIIH Ha Onmcrepa cne I omen no“. CpoKbT Ha rOAHOCT OTTOBapA Ha [IOCTIEHHA A€H OT NOCOUCHHA
MecelL.

He u3xBrpasiite nekapcTpaTa B KAHANHALMATA WIH B KOHTelHepa 3a JOMAITHH OTHAXBLH.
TTonmratite Bamuia dapmanlesT KaK Ja A3XBBPIATS JEKAPCTBaTa, KOMTO Bede HE H3romspare. Tesn
MEpKH Ilie CIIOMOrHAT 3a ONa3BaHe Ha OKOJIHATA cpela.

6. CoabpxaHHe HAa OIAKOBKATA H 0NLJHHTEJNHA HEGopMaNAs
Kaxpo cpabpxa Merdonnad

- AKTHBHO BeIleCTBO: MET(OPMHHOB XHIPOXIOPHA,
Beska ¢unmMupana Tabnerka Merpomana6 500 mg ceaspxka 500 mg MeTOpMHHOB XHAPOXIOPHA,
CHOTBETCTBAlIM Ha 390 mg MeTdopmuH Gasa.
Besxka dunmupana Tabnerka Merdonnab 850 mg craspka 850 mg meTdhopMHHOR XHAPOXIOPH,
CHOTBETCTBALIM Ha 662,9 mg MeTdhopMiH 6aza.
Bcaxa ¢unmupana Tabnerka Merdomna6 1 000 mg cuanpxa 1 000 mg MeTdpopMHHOB
XMAPOXJIOPHT, CLOTBETCTBAINHN Ha 780 mg meTdopmun 6aza.

- JpyTH CECTABKH:
Anpo: NoBHAOH, KOMCHAEH, Ge3p0/ieH CHIMITHEB IHOKCHA K MarHeznes creapar (E470b).
CrpuesnHa: xunpomenosa (E464), ruranos auokcun (E171) n makporon (E1521).

Kaxk msriexna Mergoanad B KAKBO cLALPXKA OMAKOBKATA

Tabnetku ot 500 mg: bana xo nourn 64na, npoxEIroBaTa puIMHpaHa Tadn
eJlHaTa CTpaHa K “48” ot Apyrara, ¢ npuOIH3MTENHN pasMepH 15 mm x 8 mm
Tabnerxu or 850 mg: bana o nourn Gana, mpogbiaroara GpuMHpana Tabn
enHaTa crpaHa u “49” ot apyrara, ¢ npuOnH3ATENHH pa3MepH 18 mm x 9 mm.

6
DE/H/7014/001-003/DC



Tabnerku ot 1 000 mg: Bana ao nout 6ana, npoxearoeara Gpunmnpana Tabnerka, O3Ha4YeHa OT
eAHaTa CTpaHa ¢ ,,9% OTABO H ,,3“ OTAACHO Ha Je/WTe/IHATA YepTa H OT ApyraTa cTpaHa cue ,,72%
OTNSBO W ,,14% OTAACHO Ha ENMTENHATA YepTa, ¢ NIPHOTM3HTEHU pasmepH: 19 mm X 9 mm.

,[[enm‘enﬂa'ra yepTa € CaMo 3a YJSCHABAHE HA CUYNBAHETO 34 MNO-JIECHO MpernbiiaHe, a He 33
PA3dcAHe Ha paBHH JO3H.

bnncTepHH ONAKOBKM:
OnakoBk# ot 20, 28, 30, 40, 50, 56, 60, 80, 84, 90, 100, 105, 120 u 180 ¢unMupanu TabneTky.

HDPE GyTiiKH ¢ NPONHASHOBA Kanayuka H CYIIHTE/, ChAbPIKALIH:
Merdoauab 500 mg: 100, 105, 330, 400 ¢unmupann TabneTky.

Merdoanab 850 mg: 100, 105, 200, 400 ¢punmupann tabneTru.
Metdoauab 1 000 mg: 60, 100, 180, 210 ¢punmMupanH TabneTxu,

He BcHUKH BHIOOBE OLAKOBKH Morar Aa OBJaT IycHaTH B npoaaxba.

IIpuTexaren Ha pazpelieHHETO 3a ynoTpeba:
TevaB.V.

Swensweg 5

2031 GA Haarlem

Hupepnanaus

IlponsBoanTenn:
Teva Czech Industries s.r.o.
Ostravska 305/29, 747 70 Opava-Komarov

Yewka penybaunka

Teva Pharmaceutical Works Private Limited Company
Pallagi ut 13, 4042 Debrecen
Yurapus

Tora JleKapcTBO € pa3penieno 3a ynorpeba B AbpxasHre — Wienka na Esponeiickoro
HKOHOMHYECKO MPOCTPAHCTBO NOJ CAEAHHTE HMEHA:

ABcTpHs Metformin ratiopharm GmbH 850 mg Filmtabletten
Metformin ratiopharm GmbH 1000 mg Filmtabletten
Bunrapus Merhoanab 500 mg dunmupany TabneTkH

Metdonuat §50 mg dpunMupany rabneTku
Merdoauat 850 mg duamMupanH Tabnetku
[epmanus Metformin-ratiopharm 500 mg Filmtabletten
Metformin-ratiopharm 850 mg Filmtabletten
Metformin-ratiopharm 1000 mg Filmtabletten

Jauus Metformin Teva B.V.
Henanpus Metformin Teva B.V.
Henanua Metformina Tevagen 850 mg comprimidos recubiertos con pelicula EFG

Metformina Tevagen 1000 mg comprimidos recubiertos con pelicula EFG
Hopeerus Metformin Teva B.V.

PyMbHHA Metformin Teva 500 mg comprimate filmate
Metformin Teva 1000 mg comprimate filmate
YHrapus Metformin-Teva 500 mg filmtabletta

Metformin-Teva 850 mg filmtabletta
Metformin-Teva 1000 mg filmtabletta

Ounnangus  Metformin ratiopharm 500 mg tabletti, kalvopéillysteinen
Metformin ratiopharm 850 mg tabletti, kalvopiillysteinen
Metformin ratiopharm 1000 mg tabletti, kalvop#illysteinen
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IIserpas Metformin Teva B.V.

Jata Ha HOCHEAHO Npepasraexkiane HE JTHCTOBKATA
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