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Merdoanab 500 mg dpuamupann Tabaerkn— & S 047 -A 07 -07- 2025
Metfodiab 500 mg film-coated tablets

MeTtdoanad 850 mg puamupann TablieTku
Metfodiab 850 mg film-coated tablets

Merdoauad 1 000 mg puamupanu TabieTku
Metfodiab 1 000 mg film-coated tablets

meThopmunoB xuapoxnopua (metformin hydrochloride)

[Mpouerere BHHMATEIHO USJIATA JHCTOBKA, NPE/1H /12 3aN0MHETE /1a IPHEMATE TOBA JIEKAPCTBO,

Thil KATO T8 ChAbPXKA BaxHa 3a Bac nndpopmanns.

- 3anasere Ta3u NUCTOBKA. MOXe /1a ce HaJIOXkKHM /1a g NpoyYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JIOITL/IHUTEIHH BBIIPOCH, NnonuTaiTe Bawms nekap wim ¢papmauesT.

- Tosa nekapcTBo € npeanucado JuuHo Ha Bac. He ro npeorcrbnsaitte Ha apyru xopa. To Moxke
J1a UM HABPE/IH, He3aBHCHUMO Y€ NMPH3HALIMTE Ha TAXHOTO 3a00/1sBaHe ca chluMTe Kato Bawuure.

- AKO NOJIy4yHTe HAKAKBH HEXEJaHH peakluu, yBeaoMere Bawus nexap wiau papmauest. Topa
BKJIKOYBA W BCHYKH Bb3MOXKHH HEXKEJIaHW PEakLIMK, HEOTIMCaHHU B Ta3u JIMCTOBKA. Buokre
TOYKa 4.

KakBo ¢baABbpAKa Ta3H JIHCTOBKA:

KakBo npeacrasnsasa Metdoauad u 3a KakBO ce H3M0J13Ba
Kakso TpsGBa na 3Haere, npeam aa npuemere Merdoanabd
Kak na npuemare Metdoaunad

Bb3MOXKHH HEXkKeJlaHU peaKkLMH

Kak na cexpansate Merdoamnad

ChbabpKaHHE HA ONAKOBKATa M JIOMbJIHUTEIHA HH(pOpMaLIU
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1. Kakso npeacrasiasasa Merdgoanad n 3a KaKBO ce H3M0J/I13BA

MerJo,unaﬁ ChABbPkKa MeT(POPMHH, JIEKAPCTBO 3a JieueHue Ha auader. To cnaja KbMm rpyna
JIEKApCTBEHH MPOAYKTH, HapeYeHH OUrBaHH/IM.

MHCYJIMHBT € XOPMOH, NMPOU3BEXKIaH OT NaHKpeaca, KOWTO cromara 3a yCBOsSBaHETO Ha IJIHoKo3ara
(3axapra) OT KpbBTa. Bawero 4710 U3no13Ba riaoKos3ara, 3a /1a NpoH3BekK/1a €HEPrus Wi /a s
cbhXpaHsBa 3a Objelua ynorpebda.

Ako umare nuaber, Balusar naHkpeac He NPOM3BEXKAA 10CTATHLYHO HHCYJIMH WIH OpraHu3MsT Bu He
MOJKE J1a H3I0J13Ba MBJIHOLEHHO MPOU3BEAEHHS HHCYIHH. ToBa BOJIM /10 MOBHIIEHO HHBO HAa IJIHOKO3a
B KpbBTa. MeTdhoauad nomara 3a HaMaasBaHETO Ha IJIKOKO3aTa B KPbBTa /10 HOPMaJIHH HHBA.

Ako Bue cre Bb3pacTeH NalMeHT ¢ HaJIHOPMEHO TErJ10, MPOAb/IKHUTEIHUAT npuemM Ha Metdoanad
omMara Chblilo 3a HaMalissBaHe PUCKa OT YCI0KHEHHs, CBbp3aHu ¢ auabera. Ynorpebara Ha
Metdoanal ce cBbp3Ba cbhe cTabWiIH3HpaHe HAa TEJIECHOTO TEIJI0 MK ¢ yMepeHa 3aryda Ha TerJo.

Metdoanalb ce u3nonspa 3a jieyeHue Ha anadber Tin 2 (T.Hap. HEMHCYJIHHO3aBUCHUM 1MA0eT), KOraTo
caMo /iHeTa U (pU3HyecKa aKTHBHOCT He €a JIOCTaThbUYHH, 3a J1a C€ KOHTPOJUpaT HUBaTa Ha,mfcﬂqmafm B
KpbBTa. M3non3ea ce 0cobEHO MpH NauMHeHTH ¢ HAJIHOPMEHO TETJIO. - %
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Bw3pactHuTe Morar aa npuemat Metrdoamnad caMOCTOSTEIHO WK C IPYTH NPOTHBOAHA0ETHH

neKapcTBa (NepopaiHM JIEeKapCTBa HJIH HHCYJIHH).
Jlena nHan 10 roaunu morart aa npuemat Metdoanad camOCTOATETHO HITH C MHCYJIHH.
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2. Kakspo TpafBa Az 3uaeTe, npean na npuemete Metdonnab

He npremaiite Metdoanab:

- aKO CTe aepriiyHH KbM METPOPMHH WIH KbM HAKOA OT OCTAHA/IMTE ChCTABKM Ha TOBA JIEKAPCTBO
(u36poeHH B TOUKA 6);

- aKo HMare npobneMH ¢ yepHus apod;

- aKo MMaTe CHIIHO HaManeHa 6bOpeuna pyHKLMA,

- aKo HMaTe HEKOHTpPONHpaH AnaleT, Hamp. C TeXKa XHUIIEPriIMKeMHA {BUCOKa KpPbBHA 3axap),
raaeHe, NOBpPbLIAHE, 1HapHs, Obp3a 3aryba Ha Terno, nakrarHa auuaosa (Bwxre ,,Puck or
AaKTaTHA auMAo03a” Mo-A0y) WK KeToauuaosa. Keroaipnozara € CLCTOSHHE, [IPH KOETO
BELECTBA, HapeUeHH ,,KeTOHHH Te/a* ce HaTPyNBaT B KPbBTa K TOBa MOXeE Ja I0BeAe A0
auabetHa npexoMa. CHMITOMHTE BKIKOYBAT OONKU B cTOMaxa, y4eCTeHO H ABI00KO AuiLaHe,
CHHIMBOCT, WK HeoOH4aeH NIoA0B apoMaT Ha anxa Bu.

- 8KO CT¢ 3aryOWIH TBBpAE MHOIO BOJA OT TANOTO ¢H (AEXHMIpATaLINA), KAKTO NOpanH
NPOABL/DKHUTENHA WM TEXKKA JHapHs, TAKA M CICA HENPEKLCHATO nospblnade. Jexuaparanusara
MOeE aa aoBese 10 6OpeUHH YCIOXHEHHS, KOETO Ja YBEAHYH PHCKA OT JIAKTaTHA aln03a
(Buwxre , [lpenynpexxaeHus U Npeana3Hi MEpKH*).

- aKo HacKOpO CTe MpeKapali TeXKa HHdekIHs, Hanp. 6enoapobHa, GpoHXHaNHa WK 6B6peyHa.
Texkure nHpEKUMH MOTaT Aa JoBeaar Ao 6L0peuHHn npobiieMH, KoeTo Aa YBEeJIMYM PHCKA OT
naxTaTHa aumaosa (Brwkre ,IlpeaynpexxaeHus ¥ npeanasHi MEpPKH®).

- B CIy4a#l Ha OCTPa CHPACHHA HEAOCTATHYHOCT WIH HACKOPO NMpEKapaH CbpaeyeH HHpapKT,
CEpPHO3HH LIMPKYJATOPHH HapyllIeHHA (Harp. WOK) WK 3aTpyIHEeHHA B AHLIaHeTo. ToBa MOXe Aa
AOBeZie A0 HeAOCTaTbUHO CHabAABaHe Ha ThKaHUTE C KHCIOPOA, KOETO Aa YBEJIWYH pPUCKa OT
JIaKTaTHa auMao3a (BkKTe ,, [IpexynpexxaeHus ¥ npeanassu Mepku™);

- axo 3noynorpefsBaTe ¢ KOHCYMALHATa Ha aJIKOXOJL. '

AKO HSKOE OT Mo-rope H3bpoeHUTe CLCTOAHHKA Ce OTHACH N0 Bac, nocheeTBaiTe ce ¢ IeKaps CH Npeay

Ia 3aMoYHETE Ja NMpHEMAaTe TORA JIEKAPCTRO.

HenpeMeHHO ce KOHCYATHpalTe ¢ Bawing aekap, ako:

- By npeacron peHTreHOBO U3C/CABAHE WM CKAHMPAHE, CBBP3aHO ¢ HHTPABEHO3HO NMPHIMKEHHE
Ha KOHTPACTHH BEILLECTRA, ChAbPXKaLUU HOI;

- By npencTou xupypruuHa onepams.

Tpabsa na npeycraHosure ynorpedbara Ha Metdoauab 3a H3BECTHO BpeMe NMPENH H Cliek
H3CJ/IEIBAHETO, WM onepauusaTa. Bammsar siekap uxe peluy gany ce HyXXIacTe OT AONBJIHHUTEIHO
neyeHue. BaXxHO € BUHATH J1a H3THITHABATE CTPHKTHO HHCTPYKLUMHUTE Ha Bawiug nekap.

IpeaynpexxaenKs H Npelna3HH MePKH

PHCK OT JAKTATHA AIHA032

Merdoanad Moxke 1a NPUYHHH MHOTO PAAKA, HO MHOIO CEPHO3HA HEKENaHa peakLius, HapeueHa
JaKTaTHa auuao3a, ocobeHo ako 6u6peuuTe Bu He pyHKLHOHUpAT npaBWIHO. PUCKBT OT pa3BHTHE Ha
NIAKTATHA alKA03a CC YBEIHYABA U NTPU HEKOHTPOIHPAH OHA0CT, TEXKKH HHOCKUMH, NPOTKIKHTEIHO
rNaayBaHE WIH NPUEM Ha AnKOXOJ, AeXUapaTauua (BIXKTE oue HHGOopMalUMa No-10My ), 4epHOAPOOHH
npobneMn ¥ BCIKAKBH CHCTOSHHUSA, NPH KOKWTO YaCT OT TAOTO HMa HaMaieHO CHabaaBaHe ¢ KHCopon
(KaTO oCTpO NpoTH4ALA TEXKa BONECT Ha CHLPLETO).

AKO HAKOE OT HEISPOBHHTE no-rop< €€ OTHACA 3a Bac, FOBOPETE C Baiiius JIEKAap 3a a0
YKa3aHHA.

Cupete npueMa Ha MeTdoauad 3a KpaTbK DEPHOA OT BpeMe, AK0 HMaTe 33604 "1’* ¥O. !
MOke A3 Obae CBBP3aHO ¢ AeXHAPATANASA (3HAUMTENHA 3aryba Ha TeNeCHH TEYHOCT, ._)"f;am wm
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MoBpPbIUAHE, AHAPHA, TPECKA, H3AaraHe Ha TOIUIHHE WIH aKO NHETE NO-MankKo TEHHOCTH OT
HOPMAaNHOTO. FOBOPCTE ¢ Baius JIEKap 32 JOIMLJIHUTEIIHHA YKa3aHN4.

Cuaperte nprema Ha MeTdoanal » He3abaBHO ce CBLpikeTe ¢ JeKkap BAH Hai-0nA3KkaTa GonnANa,
AK0 HMATE HAKOH OT CHMINTOMHTE HA JAKTATHA MMA034, Thil KATO TOBa CHCTOAHHE MOXE 4
AOBEAe A0 KOMa.

CHMNOTOMHUTE Ha TAKTATHA ALUM034 BKHOYBAT!

. NOBPBIILAHE,

6oaKH B cTomMaxa (KopeMHH Bonk);

MYCKYJIHH CMa3MH;

o010 ycellane 3a Hepa3NoNoXKeHHe, NPUIAPYKEHO C TEXKKA YyMOpa;

3aTPYAHEHO AHLLIaHE;

NOHIDKEHA TENECHa TeMneparTypa u nync.

JlakTaTHaTa alLMA03a € CHCTOAHUE, W3KHCKBAILO CNEliHa MEeAHLIMHCKA oMol M TpaOBa 2a ce neKysa B
6onuuua.

T'oBopeTe ¢ Bamna Aexap He3a0aBRO 32 JONLAHHTEHE YKAZAHHS!

- 8KO € YCTaHOBEHO, 4¢ CTpaaaTe OT HACIEACTBEHO rEeHEeTHYHO 3abonsBane, NOBNHABAILO
MUTOXOHAPHHUTE (KOMITOHEHTHTE, KOHTO MPOU3BEXKAT EHEPrus B KIETKHUTE), KaTO CHHAPOM Ha
MHTOXOHJPHAJIHA eHUe(aTONaTHA C JIAKTATHA auKa03a H uHeysrronoaobuy envsoan (MEJIAC
CHHIPOM) WK HacneaAcTBeH AnabeT U ryxoTta no MalyuHa nunns (Maternal inherited diabetes
and deafness, MIDD).

- KO HMare HAKOH OT Te3H CHMIITOMM CNe/l 3aMOMBaHE HA JieueHHe ¢ MeTQOPMHH: NpHNanbK,
HaMaJleH! MO3HABATENHH COCODHOCTH, 3aTPYAHEHH ABKDKEHHS Ha TAJIOTO, CHMITTOMM,
NOKa3aTEJIHH 32 YBPEKIaHE HA HEpBUTE (Hanp. Honka WAK U3TPLIIBAHE), MUIPEHA H [IYXOTA.

Axo Bu ce Hanara ia NpeTHpNMTE CEPHO3Ha ONepalLivs, TpAOBa 3aAb/DKHTEIHO A4 CIIPETE NpHEMa Ha
Merdonnab no Bpeme Ha poLieAYpaTa U H3BECTHO BpEMe cnel ToBa. Balluar .nexap llie peLly Kora
Tpa0OBa Ja crnpeTe W Kora ia Bb306HOBHTE JieyeHHeTo ¢ MeTdoauab.

AKO ce npruemMa caMocToATeNIHO, MeTdoanab He BoaM 10 XHITOMIMKEMHS (TBLPAE HHCKO HHBO HA
rnokosa B KpesTa). Ho ako npueMare Merdoanab ¢ Apyrs npotnBoaHabeTHH NPOLYKTH, BOACLIH 10
XHNOrnukeMns (CyndaHWIypeHHH CpeacTBa, HHCYNHH, METJIMTHHHH), HM& PHCK OT XHITOTTTHKEMHS.
AKO YCETHTE CUMITTOMM Ha XHNOrMUKEeMUs KaTo ¢1aboCcT, CbHINBOCT, YBEJIHYEHO H3NOTABaHe,
y4ecTeH MyJic, 3pUTENHH HapYWEeHHS WK 3aTPpyAHCHA KOHLICHTPALIMA, CE MPENopbyBa jia NpHeMeTe
TEYHOCT WIK XpaHa, ChAbpikallla 3axap.

[To BpeMe Ha neuerHeTo Bu ¢ Merdoanab Bawuat nexap we nposepsapa 6nOpeuHara Bu pyHxuns
NOHE BeAHDBX I'OAMLIHO HJIH NO-YECTO, AKO CTE B CTApPUECKA Bb3pacT WIH aKO HMATE BIOLIEHA

Op6peuna ¢pyHkuuS.

Apyrn sexapcTtia 1 Merdoanab
Axo TpaGsa 1a Bu Obae HanpaBeHa HHDKEKLIMA ¢ KOHTPACTHO CPEACTBO, ChAbPXKALUO Hoa, B

KpBBoODOpallleHHeTO, HANPHMEP B KOHTEKSTA HA PEHTTEH WIH CKEHep, TpaOBa na cripere Mp1HeMa Ha
Metdoanab npeau iy no BpeMe Ha HHXKEKLMATA. BawmaT nekap wie peiuu kora Tpadea aa cnipere H
Kora aa Bb»300HOBHMTE JieueHHeTO ¢ Merdonuab.

Tpabsa na xakere Ha BaluHa nekap, ako HACKOPO CTE NPHEMANTH WIH € Bb3MOXXHO fia NpHeMaTe ApyrH

nexapctea. Moxe na ce HA/IOXKH MO-YECTO Aa C€ M3CiIe/iBa INIIOK03aTa B KpbBTa # OYHKIHOHUPAHETO

Ha 6B0peunTe, WK BawusaT nekap Moke Aa kopHrupa no3ata Mergoana0.

H3knoYUTENHO BAXKHO € Aa CIIOMEHETE CNEAHOTO!

. JIeKapCTBa, KOMTO YBEJIHYABAT OTAENAHETO Ha YPHHA (AMYPETHLN);

. nexapcTna 3a neueHue Ha 6onka u pp3naneHne (HCITIBC u COX-2-unxub
HOynpodeH 1 uenekokcuo);

OF 17014001 00310A004:G




o neKapcTBa, M3MON3BaHU 33 JIeUEHHE Ha BHCOKO KpbBHO HanaraHe (ACE nHxuburopu u
aHruoTeH3uH [l peuenTopHH aHTarOHUCTH),

OeTa-2-aroHucTH, kaTo canbyraMon Wnu TepOyTanHH (3a NeYeHHe Ha acTMa);

. KOPTHKOCTEPOHIH, H3MON3BAHH 38 JICYEHHE HA PEAHLIA CbCTOSHHUA, HAMP. TEXKKH KOXHH
BbL3MAJIEHHA WIH ACTM4;

. JIEKApCTBAa, KOMTO MOTAT Ja IIPOMEHAT KonHuecTBoTo HA Merdoanad s kpueTa Bu, ocobeno ako
HMaTe HamaneHa 6bp6pevHa dyHkuMA (KaTO BepanaMwi, pudaMNHUMH, UMMETHANH,
OONTYTErPaBKp, paHONa3HUH, TPHMETONPHM, BaHAeTaHUD, HCABYKOHA30J1, KpH30THHHG,
onanapub),

. ApYTM NEKapCcTBa 3a JeyeHHe Ha axaber.

Metdoanab ¢ aaxoxon ‘
H36arsaiiTe npexoMepHaTa ynorpeba Ha ankoxon no BpeMe Ha npreMa Ha Mergoanadb, Toit kaTo TO

MOXKe [Ia YBE/THYH PHCKA OT NaKTaTHa auMaola (Bwkre , JlpeaynpexaeHus v npeanasHH MEpKH™).

bpeMeHHOCT B KbpMeHeE

Ako cTe OpeMeHHa, cMATaTe, Ye MoXe Aa cTe OpeMeHHa WK NhaHHpare OpeMEHHOCT, NOChBETRAMTE
ce ¢ Bauuna nexap npeau ynorpebara Ha TOBa 1ekapcTBo, B CiTyyal, ye ce HaNoXKH KakpaTo H Nia e
MPOMSHA B JIEYSHHETO WM NPOCNEAIBaHEe Ha HUBAaTa HA KpbBHaTa Bu 3axap. Ynorpebara Ha ToBa
NeKapCTBQ HE Ce NMPENophYBa ROKATO KbPMHTE WIH KO IIaHHpaTe Aa KbpmHTe Bawero 6ebe.

[llopnpane » pabora ¢ MamMBNH

Korato ce npunara camocrosrenHo, Mergoanab He npean3sHkBa XMNOTJIKKEMHA (TBbPAE HHCKO
HHMBO Ha IJTKOK03a B KpBBTA). TOBa 03Hauyapa, 4Ye HAMA Ja NoBnxAe Ha cnocobrocTTa Bu 3a wogupaxe
u paboTa ¢ MauIHHHM, |

Bce nax € HeoOX0AMMO NMOBHLLIEHO BHUMaHKe, ako npueMate Merdonuab 3aeano ¢ apyru
NpoTHBOAHAOETHH NIeKapCTBa, BOAEUIN A0 XHNOrIHKeMHS (CyndaHHTypeHHH CpeACTBa, HHCYJIHH,
MErJIHTHHUAK). CHMIITOMHUTE Ha XHIMOMTHKEMHS BKAIOUYBAT ¢1a00CT, 3aMasgHOCT, YBEAUHYEHO
M3MOTABAHE, YUECTEH MYJIC, 3pHTECNHH HAPYLUEHUS HIH 3aTPYAHEHA KOHLCHTPALUHA. AKO YCETHTE
noaoGHU CUMITTOMH, He WodHpaiiTe U He paboTeTe ¢ MALLIMHH.

3. Kak aa npuemarte Merdoanab

BuHary npuemMaiiTe TOBa IEKapCTBO TOYHO KaKTO BU € kazan Baluuar nekap. AKO He CTe CHIYPHH B
Helo, nonuTalite Bawiua nexkap niu gapmauesT.

Metdoanab He Moxke na 3aMeCcTH 3APABOCIOBHHMSA HAYMH HA KHBOT. [Ipoas/kaBaiire Aa cna3pate
adveraTa, Koato Bu e npenopbuan Bailuna nexkap ¥ peAOBHO MpaBeTe ynpaKHeHHS.

[IpenopnunTeIRA 1038

OOHKHOBEHO HavanHaTa J03a 3a geua Haa 10 roanny H woHowu ¢ 500 mg unu 850 mg Merdoauad
BEAHBK AHEeBHO. MakcuManHaTa AHeBHa 103a ¢ 2 000 mg, pasnenena Ha ABa WM TPH ITPHEMa.
JleueHueTo Ha aeua Mexay 10 v 12 roouHu ce npenopntipa caMo Cnea NeKapeko npean1calHe, Thi
KaTO KIIHHHUYHHAT OMHT NPH Ta3H Bb3PACcTOBA I'Pyna € OrpaHHuEH.

O6uualinaTa HavanHa n03a npH pb3pacTHH € S00 mg nnu 850 mg Merdoauab BeaAHBK IHEBHO.
MakcuManHaTa AHeBHa no3a e 3 000 mg, pazaeneHa Ha TPH OTAENTHHA MPHEMA. AKO HMATE HAMA/IEHa
OnOpeyHa PyHkuma, Bawunar nekap moxe na Bu npeanuine no-Hucka no3a.

AKQ MpHEMATE HHCYAHH, BamuaT nekap e By kaxke xak aa 3anovHere aeveHHero ¢ M

KonTpoa Ny
v L
. BalHaT nekap Lue Hic/ieaBa peiOBHO HWBATA Ha KpbBHaTa By 3axap M we aganiupa

Metdoanab cnopea HUBOTO Ha 3axapTa B KpbBTa Bu. PeI0BHO ce KOHCY :
Tora Baxku 0cob€HO 3a eua, IOHOLLH WIH 38 MTALMEHTH B HANPEAHana Bs3pact. .

Wb
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o [lone Beanbx roguiuHo Bawnar nexap uie nposepasa U 6n0peynara Bu ¢pyukuus. Moxe na ca
HeOOXOIHMHM NO-4YECTH H3CIIEABAHHA, aKO CTe B HanpeHaTa Bb3pacT HIH ako uMmare 6b0peunn
HapyllIeHH4.

Kak na npaemare Metdonnad
[Mpuemaiire Merdoaual no speMe unH cnen xpaHeHe. Taka Liie n3berHere HexxelaHWTe JIeKapCTBeHH

pe€akLUHH, BJIHACLIA HA XPAHOCMWIAHCTO Bu.

He HyNneTe H HE AbBYUCTC tabneTkuTe. [lorneiaitTe Bcska Tabnerka ¢ yawia Boja.

- AKO npueMaTe eIHa A03a AHEBHO, B3UMANTE A CYTPHH (HA 3aKycKa)
° Ako no3ata Bu ¢ paznpeaencHa Ha 1Ba NpUeMa, BIHMAKTE I'M CYTPHH (Ha 3aKyCKa) U Beuep (Ha
BEeueps)
. AKo no3ara Bu e pasnpenencHa Ha TpH NpHeMa, B3uMaiite ru CyTpHH (Ha 3akycka), no oben (Ha

obsn) ¥ Beuyep (Ha Beuepa).

AKo cnen u3BecTHO BpeMe Bue pelunre, ye edexrsT Ha Merdoanad e Tebpae CIHIEH WIH TBbpAE
caab, koHcysrTHpaiiTe ce ¢ Bawus nexkap unu papmalesrt.

AKo cTe NIpHEJIH noBede oT HeobOxoanMaTa 1032 Merdoanad

AKO CTe NMpHend nopeye ot HeodxoauMara ao3a Merdgoanad, Moxke Aa YCETHTE NpH3HaLUH Ha
naKTatHa anuao3a. CUMNTOMHTE Ha NTAKTAaTHA alM03a ca HecreLMHYHM KaTo MOBPhILaHe, KOpeMHa
Bonka ¢ MyCKYJIHM cnia3MH, 001110 HepasloloKeHHe ¢ YyBCTBO Ha CHIHA YMOpa H 3aTPYAHEHO
aviane. JOImMbIHUTENHH CUMITTOMH €4 NOHWXXEHH TeNeCHa TEMMNEPATYpa U ChpJeyHa 4ecToTa.

AKo 3a0enexxnTe HAKOH OT Te3W NPH3HALR, TPAOBA He3a0aABHO 1A NOTHPCHTE MEAHIIHHCKA

. NOMOM, Thii KATO NAKTATHATA ANHI03a MOe Aa AoBeAe 10 KoMa. CnpeTe npHEeMa HA
Merdoanab u He3abasHo ce CBLpXKETE ¢ eKap WiK ¢ Hai-61n3kaTa GonnAna.

AKO cTe DpOnycHAJH A npuemMeTe MeTdoauad
He B3emaiiTe aBoiiHa po3a, 3a 1a KOMNEHCHpaTe nponycHarata tTabnerka. Biemere cneasaiiara f1o3a B
obuualiHOTO BpeMe.

AKO MMAaTe HAKAKBH JOITHIIHHTEIHH BBIIPOCH, CBBP3aHH ¢ yrnoTpefaTa Ha TOBa JIEKAPCTBO, MOMMUTAMNTE
Bawuus exap wnu gapMauesT.

4, Bb3MOKHH HEXKeJAHH PEAKIHH

Kakro BCHYKH JICKAPCTBA, TOBA ICKAPCTBO MOXKE 3 NNPE€AH3BHKA HEXENAHH pCaAKLIMH, BRITPCKH Y€ HE
BCCKH I'M NTOJIyiaBa.

Cneanure He)KeNaHU peakliMH MOTaT Aa ce Habmoaasar:

Merdonnab moxe na n0Beae A0 MHOro paaka (Moxxe aa 3acerde ao | norpedburen na 10 000), Ho
MHOTO CepPMO3Ha HeXXeNaHa peaklysA, HapeueHa JJakTaTHa aliao3a (BIKTe To4dKa ,, [ IpeaynpexacHus u
npeanasHd Mepku“). AKO TOBa ce ClIyuH, TpaOBa 3aAKHTENIHO Aa cnpeTe npHeMa HAa Metdoanab
H He320aBHO 1a ce cBbLpXKeTE ¢ NeKap RaH Hai-0an3kaTa 6oamHNna, T KaTO NaKTaTHATa ALUKA03a
MOX€ j1a A0BeJie A0 KOMa.

Mpnoro wecTH (Morar aa 3acersart nosede ot 1 ua 10 nannenTH):
- CTOMALIHO-YPEBHH HapYLIEHHS KaTo MpHiIollaBaHe (raaeHe), NoBpbllIaHe, AHapHs, 60Ka B
obnactra Ha KopeMa M 3aryba Ha aneTnT. Te3n HeXkeNlaHu peaklHH HACTBIBAT HAH-YECTO B
HAuasI0TO Ha JieueHueTo ¢ Merdoamnab. Ot nonza B Tean cnyuau e 6bae Aa pas
npHeMa Ha IO3MTE Npe3 AeHs U npuemare Metdoauad no ppeMe WK Henocpen
XpaHEeHE. AKO CHMIITOMHETE NPOAL/DKABAT, cupere nprema aa Merdoaua
KoHCY ITHpa#Te ¢ Bamug gexap.

YecTH HeXKeJIAHH peaxnHa (Morar aa 3acersar a0 1 Ha 10 nannenTn)
- NpOMEHH Ha BKyca.
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. HaMaleHH WIH HHCKH HHBA Ha BHTaMHH B12 B xpbBTa (CHMIITOMHTE MOTaT Ja BKITIOYBAT CHIHA
yMopa (M3TOLIEHHE), Bb3MAJIEH H 3auepBeH e3HK (TJIOCHT), yCeIlaHe 38 HIIHYKH Mo KoXaTa
(napectesns), win 611€01a WK XKbTa Koxka. BaluusaT nekap Moxe aa Hacpoun/npoereIe HAKOH
TeCTOBE, 3a Aa pa3bepe npHurHata 3a Bawiure CHMITTOMH, TBHH KaTO HAKOM OT TAX MOXKeE Ja ca
NpHYMHEHH OT ANabeT WINH NOpaaH APYrH HECBLP3IaHH 3APABOCIOBHH NpobNeMH.

MHoro peakH HeXxeJAHA peaknun (MoraT a8 3acersar A0 1 na 10 000 nannenTn)

- naxKrTaTHa aumaosa. Toea € MHOTO pAaKo, HO CEPHO3HO YCIOXKHEHHE, 0cobeHo ako 610peuHaTa
Bu ¢yHKUHS € yBpeaeHa. CHMNTOMHTE HA NaKTATHA alM034a ca HecneundHUHH (BIDKTE TOYKA
Ll IpeaynpexaeHus U Npeana3su MEpPKH™). :

- aHOMAJIHH MIPH H3CNEABAHETO Ha HepHoApoOHaTa PYHKLMS WIH XENnaTHT (Bb3NaNEHHE Ha
yepHHs ApoO; ToBa MOXe a A0BEAE A0 YMOPAEMOCT, 3aryfa Ha aneTurT, 3aryba Ha Terno, cbe
win 6¢3 NOXCHATABaHE Ha KOXKaTa K oumte). [1pH Te3u ciryqan cnpere npueMs 5a Merdoauab
B ce cBLpXkeTe ¢ Bamug Jexap.

- KOXHH PEaKiiMH KaTo 3auepBaBaHe Ha KoxaTa {(epHTeMa), copbexk WK cupbai obpus

(ypTHKapus).

Hena B 1oHOmMA
OrpaHxyeHH AaHHHW OT NEYEHHETO Ha Jella H IOHOLIM NOKA3BaT, Y€ HEXKENaHHUTE PEakLHH ca NoAoOHH
MO BHA M TEXECT Ha HabmoaaBaHWTE NpH BB3PACTHH NALMEHTH.

CrofmaBane Ha HEXKCIARH PeaAKIIRH

AKO MONYUYHTE HAKAKBH HEXEIAHW JICKAPCTBEHN peakLiy, yBeaoMeTe Bamus nexap wiu ¢papMauesT.
Toa Bk/1:04Ba BCUUKH Bb3MOXKHH HEOTIMCAHH B TA3H MTHCTOBKA HEXENaHHU peakuHd. Moxere coiLo Aa
chOOLUHMTE HEXKENAHH peaKUMH AMPEKTHO 4pe3 MU3mmbaHuTeNnHa aresuus no iekapereara, yi. ,,JaMsaH
'pyee” Ne 8, 1303 Codus, Ten.: 02 8903417, yebeaiT: www.bda.bg. Kato chobinabare HexesiaHu
peakunH, MOXKETE Jia JajieTe CBOA MPHHOC 3a MOMy4aBaHe Ha NoBeue HHPOPMALIMA OTHOCHO
6e30nacHOCTTa Ha TOBA JICKAPCTBO.

5. Kak as chxparssare Merdoanab

Ja ce chbxpaHsBa Ha MACTO, HEAOCTBITHO 38 A¢LA.

AKo nete ce nekyBa ¢ Methoanab, poawrenure 1 6amskuTe My Tpabsa aa HabnroaaBar Kak ce
npunara JIeKapcTBOTO.

To3mn JEKAPCTBEH NPOOYKT HE H3UCKBA HHKAKBH CNEIHANTHHA YCNIOBHA HA CbXPaHCHHE.

He u3non3saiite ToBa N1€KApCTBO CMEA CPOKA Ha FOJHOCT, OTOENR38H BbPXY KapTOHEHaTa OMaKOBKa
WK Ha 6nucrepa cnea .l onex 10%. CpoxbT Ha FOAHOCT OTTOBapA Ha NOC/IEAHHA A€H OT MOCOYCHHS
Mecell.

He u3xebpasiTe nekapcTBaTa B KAHANH3ALMATA WIH B KOHTCHHEDA 32 IOMA1IHHA OTNaAbLM.
[MonwuTaitre Baiumsa dapmalieBT Kak fa H3IXBBPJIATE JIEKAPCTBATA, KOHTO Beue He Hinon3sate. Te3H
MEPKH L€ CNOMOTHAT 32 Ofa3BaHe Ha OKONIHAaTa Cpeaa.

6. CoabpxaHne HA ONAKOBKATA H AONbLJAHHTENHA ARPOpPMANHS

Kakpo ¢cbnabpxa Merdoanab

- AKTHBHO BEelLIECTBO: MET(OPMHHOB XHAPOXJIOPHA.
Bcsaka punmupana Tabnerka Mergoanab 500 mg chabpxka 500 mg Me'rcbopuu
CchOTBETCTBALH Ha 390 mg meTdopmuH Ga3a.

CBLOTBETCTBALLH Ha 662.9 mg merdopmun ba3a.
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Bcsika dunmupana tabnerka Merdoanab 1 000 mg cranpka 1 000 mg MmerdopmuHoB
XHApOXJIOpKA, choTBeTCTBALM Ha 780 mg MeTdopMmuH Gaza. |

- Jlpyrmu cbCTaBKM:
Axpo: noBuaoH, konouaeH, Ge3poaeH CHAHUMEB THOKCHUA H MarHe3ues creapar (E470b).
CarpueBuHa: xunpomenosa (E464), Turavos anokcun (E171) u maxporon (E1521).

Kak naraexaa Merpoanad # kaKBO CbAbPKA ONNAKOBKATA

Tabnetku ot 500 mg: bana no noutu Osu1a, npoawiroeara puiMrpaxa TabieTka, o3HadeHa ¢ “93” ot
e/IHaTa cTpaHa u “48” or apyrara, ¢ npubnusurenHu paaMepu 15 mm x 8 mm.

Tabaerkn ot 850 mg: bana no noutu 6s1a, npoawiroeara puwiMrupana rabnerka, ozHadeHa ¢ “93” or
eaAHaTa cTpaHa u “49” ot apyrara, ¢ npubau3uTenHH pamMeps 18 mm x 9 mm.

Ta6bnerku ot 1 000 mg: Bana no nourn 64na, npoavarosara GpuiMHpana Tabnerka, o3HayeHa oT
eJHaTa CTpaHa ¢ ,,9% OTNABO W ,,3 OTASCHO HA JEIMTE/IHATA YepTa K OT APYraTa CTpaHa cse ,,72"
OTJIABO H ,,14" OTAACHO Ka AENWTENHATA YepTa, C NPUOIU3UTENHH pa3mepH: 19 mm x 9 mm.

JlesiMTenHaTa 4epTa € CaMo 3a Y/IECHABAHE Ha CYYNBAHETO 38 MNO-IECHO NPErTbLIAHE, &8 He 3a
pazaensHe Ha paBHH J03H.

bANCTEPHH ONAKOBKH.
OnaxoekH ot 20, 28, 30, 40, 50, 56, 60, 80, 84, 90, 100, 105, 120 u 180 punmupann Tabnerxu.

HDPE 6yTnjixy ¢ NponyiieHoBa KANAYKA H CYUIHNTEN, ChAbPXKALIN:
Metdoanab 500 mg: 100, 105, 330, 400 dunmupann Tabnerkm.

Metdonnad 850 mg: 100, 105, 200, 400 pramupanu TabneTkw.
Metrdonuab 1 000 mg: 60, 100, 180, 210 punmypaHu TabneTku.

He BcH4KH BHAOBE ONAKOBKHM MoraT Aa 6baaT mycHaT B npoaaxda.

IpuTexaTen Ha pa3pemenneTo 3a ynoTpeba:
Teva B.V.

Swensweg S

2031 GA Haarlem

Hupepnanaus

Mpon3soauTe/IN:
Teva Czech Industries s.r.o.
Ostravska 305/29, 747 70 Opava-Komarov

Yewka permybnnka '

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

YHrapus

ToB& JEKAPCTBO ¢ palpemeHo 3a ynorpeba B anpikaBaTe — WieHKH Ha EpponelickoTo
HKOHOMHAYECKO NPOCTPRAHCTBO MO/ CJICAHRTE HMEHA:

ABCTpHS Metformin ratiopharm GmbH 850 mg Filmtabletten

Metformin ratiopharm GmbH 1000 mg Filmtabletten
brarapus Merdoanabd 500 mg dunMupaHH Tabnetku e - RO ,f;-;i‘:
Metdonuad 850 mg punmMupanu Tabnerkn AR N> \
Merdoanab 850 mg prwimmupann Tabnerku 74 L ,“,'"‘;f; _\15’291 ~
lepmanus Metformin-ratiopharm 500 mg Filmtabletten Ty eyl \‘1 - \
Metformin-ratiopharm 850 mg Filmtabletten SR L ]
Metformin-ratiopharm 1000 mg Filmtabletten S e
Jlauns Metformin Teva B.V. \i"“}a ) o
"o A DY
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Ucnanaus Metformin Teva B.V.

Hcnanna 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
Gunnanaus  Metformin ratiopharm 500 mg tabletti, kalvopééllysteinen
Metformin ratiopharm 850 mg tabletti, kalvopéallysteinen
Metformin ratiopharm 1000 mg tabletti, kalvopéillysteinen
lIpeuna ~ Metformin Teva B.V.

JaTa Ha NocJeAHO Mpepasriecxkiane Ha nucrosxara 03/2025
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