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Metdoanad 1 000 mg puamupann Tad/IeTKH
Metfodiab 1 000 mg film-coated tablets

meThopmuHoB xuapoxaopua (metformin hydrochloride)

[IpouereTe BHHMATE/JHO HAJIATA JIHCTOBKA, NPE/H 12 3aN0YHETe 1a NPHEMAaTe TOBA JIEKAPCTBO,

ThH KaTo T8 ChAbpPKa BaxkHa 3a Bac uagopmanus.

- 3ana3ere Ta3u JUCTOBKA. MOJKe /1a c€ HAJIOKH J1a s MPoUYETETE OTHOBO.

. AKO UMaTe HAKaKBH JOITbJIHMTEIHH BBIPOCH, nonuTaiTe Bawus nekap wim gapmanesr.

- Tosa nekapcTBO € npeanucaHo JM4HO Ha Bac. He ro npeorcrensaiTe Ha apyru xopa. o moxe
J1a UM HaBpe/IM, HE3aBUCHUMO Y€ MPU3HALIMTE Ha TAXHOTO 3a00/sBaHe ca ChlIUTe KaTo Bamwure.

- AKO MOJIyYuTe HAKAKBH HEXKeJIaHU peakuuu, yBeaomere Bawus nekap uiau ¢apmaiieBt. Tosa
BKJIFOUBA U BCHYKH Bb3MOXKHH HEXKEJIaHW peaKUMH, HEONUCAHHU B Ta3H JIMCTOBKA. Bukre

TO4Ka 4.

KakBo ¢bABbpKA TA3H JIHCTOBKA:

KakBo npejacrapisea Mergoauad u 3a KakBoO ce U3MoJ3Ba
Kakso TpsaOBa na 3Haere, npeau aa npuemere Merdonad
Kak na npuemare Metdoauad

Bb3MOKHH HEXKEIaHU peakLUH

Kak na cexpansaare Merdoanabd

CbabpiKaHHe Ha OMaKOBKAaTa M JIONbJIHUTEIHA HH(OpMaLIKs

Sy SN T

1. Kakso npeacrasassa Mergoanad u 3a KAKBO ce H3M0/13Ba

Metdoaunad cbabpka MeTGOPMHH, JIEKAPCTBO 3a JieYeHHe Ha auader. To cnaja KM rpyna
JIEKAPCTBEHH TMPOAYKTH, HApeUeHH OUIrBaHH/IH.

MHCYIMHBT € XOPMOH, NPOU3BEXK/aH OT MNaHKpeaca, KOWTO crnomara 3a yCBOSBAHETO Ha IJIH0KO3aTa
(3axapra) oT KpbBTa. Bawero 1510 W3non3ea riokKo3ara, 3a J1a NpoM3BeX/1a €eHeprus WM Jia s

chbXxpaHsBa 3a Obaeia ynorpeoa.

Ako umare auaber, BaluaT naHkpeac He NPOM3BekK/aa J0CTaTbYHO HHCYJIMH HWIIH OpraHu3MbsT Bu He
MOKE J1a U3M0J13Ba IMbJIHOLEHHO NMPOU3BEAeHUA HHCYIHH. 1 0Ba BOAH 10 MOBHIIEHO HUBO HA IIKOKO3a
B KpbBTa. Merdoanad nomara 3a HamaJIIBaHETO Ha IIFOKO3aTa B KPbBTa /10 HOPMAJIHK HUBA.

Axko Bue cTe Bb3pacTeH NaluMeHT ¢ HaTHOPMEHO Terjo, MPOAL/KUTEHUAT rnpuem Ha MeTtdoanad
noMara CblIO0 3a HamMallIsBaHe PUCKa OT YCIIOXKHEHHUs, CBbp3aHH ¢ Auadera. Ynorpedara Ha
Metdonunab ce cBbp3Ba Cbe cTabWIM3MpaHe HAa TEJECHOTO TErJI0 WK ¢ ymMepeHa 3aryba Ha Tero.

Metdoaunab ce usnonssa 3a jleyeHne Ha auabet THI 2 (T.HApP. HEMHCYJIMHO3aBUCHM JHa0eT), KOraTo

camo JiMeTa U (hu3HYeCcKa akTUBHOCT HE Ca JIOCTaTbh4YHH, 34 /l1a C€ KOHTPOJIMpAaT HUBaTa Ha Wﬂ RN
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2. Kaxso rpaOba na 3maere, npean 1a npuemere Merdoanad

He npuemaiite Merdoanab:

- @Ko cTe aJIEprMuHu KbM METGOPMHH WIH KbM HAKOA OT OCTAHAJINTE ChCTABKH HA TOBA JIEKAPCTBO
(n36poeHH B TOuKa 6);

- ako vMarte npobnemu ¢ yepHua Apod;

- aKo WMare CWIHO HaManeHa ObOpeuHa pyHKUMA;

- aKO MMaTe HEKOHTPOJMpaH nuabeT, Hamp. C TeXKa XUIIEPrIMKEMHs (BUCOKA KPBBHA 3aXap),
rajeHe, NOBpblIAHE, Anapus, 6bp3a 3aryba Ha Terno, JaKkTaTHa auxaos3a (BHKTe ,,PHCK OT
NAKTaTHA auuao3a’ no-aoJy) WiK Keroauuaosa. Keroauuaosara € ChCTOSHHE, NMPH KOETO
BellleCTBA, HAPEYECHU ,,KETOHHH TENa* ce HATPYMBaT B KPLBTA M TOBa MOXKe Ja JOBEAC N0
nuaberna npekoma. CMMNTOMHUTE BKIIOYBAT OOJIKH B CTOMAXa, YYECTEHO U ABJIOOKO HIIAHE,
CBHIHBOCT, WIH HeoOMUaeH IoA0B apoMar Ha abxa Bh.

- aKoO CTe 3aryOWiIH TBBbp/ie MHOTO BOJAA OT TANOTO CH (A€XHApaTalug), KaKTo nopanu
MPOABDKHUTENHA WX TEKKA AHapHA, TaKa H CNE/ HENPEKBLCHATO NoBpbiuaHe. Jexuaparauuara
MOE 1a A0BeAc 0O OHOpeUuHr YCNOXHERHA, KOSTO Aa YBEJTHYH PHCKA OT JIaKTaTHa alMa03a
(BrxTe ,,[IpeaynpexacHus H npeanazHd MEpKH ).

- aKo HaCKOpO CT€ MNMpeKapaJii Texka HHbekuus, Hanp. 6enoapobna, 6poHxuanHa wix 6u0peyna.
TexkuTe WHGEKIHN MoTaT Ja JoBeaat A0 6b0peuHH npobieMH, KOeTo 18 yBeArUr PHCKa OT
NaKTaTHa aunno3a (Bwkre ,,J[IpeJynpexaeHus U npeanasHi Mepku®).

- B Cayyvail Ha 0CTpa ChpAeyHa HEAOCTATBYHOCT WIH HACKOPO npekapaH cbpaeyeH uHdapkr,
CEPHO3HH LMPKYNATOPHH HapylleHHs (Hanp. WOK) WM 3aTpyAHEHHS B JULIaHeTO. ToBa MOXKe Ja
JIOBeAe 0 HEAOCTATHYHO CHabAsBaHE HA THKAHUTE C KHCJIOpPOA, KOETO Aa YBENHYH PHCKA OT
NaKTaTHA aunjo3a (BHxTe ,, [IpexynpexaeHus | NpeanasHi MEPKH);

- axo znoynoTpebgBaTe ¢ KOHCYMAlLMATa Ha aKOXOJL.

AKO HAKOE OT No-rope H30poeHKHTE CHCTOAHUA ce OTHacA 10 Bac, nochBeTBaTe ce ¢ JieKkapst CH npeau
Na 3aMoYHeTE A NMPHEMarTe TOBA JIEKapCTBO.

HenpeMmeHnHo ce koHcynTupaiTe ¢ Baluus nekap, ako:

- By npeacTon peHTreHOBO H3CIeABAHE WNH CKAHMPaHe, CBBP3aHO ¢ HHTPABCHO3HO NMPUIOKEHHE
Ha KOHTPACTHH BEWECTBA, ChAbPKAaLUH HOA;

-  Bu npeacrou XMpyprudHa orepauus.

TpsabBa na npeycraHoBuTe ynorpebara Ha Metdoaunab 3a H3BECTHO BpeMe NpeaH U clel
H3C/cABaHETO, WIH onepauuaTa. BaliMar nekap we pely JaiH ¢€ HYXKIaeTe OT AONMBbJIHHTENHO
neyeHHue. BaxkHo € BUHArH Aa M3MbJIHABATE CTPHKTHO HHCTPYKUMHTE Ha Batuusg nekap.

IIpeaynpexiaenns H NpeANasHA MEPKH

Puck oT JJAKTATHA allHAO3A

MeTdoanab Moxe Aa MPUYHHHA MHOTO psliKa, HO MHOTO CEpHO3Ha HeXKeNlaHa peakuus, HapeyeHa
NAKTaTHa auMao3a, ocobeHo axo OwOpeunTe BU He dyHKUHOHMpAT NpaBUAHO. PHCKBT OT pa3BHTHE Ha
NAKTATHA aLMA03a CE YBEJIHYaBa U NIPH HEKOHTPOAUpPaH AnuabeT, TeKKH HHPEKLIHH, NTPOABTKHTEIHO
rIaJyBaHe WM MPHEM Ha ANKOXON, AeXHapaTawus (BHKTe owe HHPOpMaLHs No-10iy), YepHOAPOOHH
npoOaeMH U BCAKAKBH CHCTOAHHA, NPH KOUTO YaCT OT TANOTO WMa HAMANEHO CHAbAABaHE C KHC/IOpOXa
(KaTO OCTPO NPOTHYAILA TeXxKa BONECT Ha CBHPLETO).

AKo HsAKOe OT u30poeHHTE No-rope ce orHacs 3a Bac, rosopere ¢ Bainus nekap 3a 1
yKa3aHH4.

Cnperte npuema na Metdoanab 3a KpaThk NePHOJ OT BpeMe, AK0 HMATe 33
Moke 1a ObJe CBLP3aHO ¢ AeXHApaTanus (3HauuTe Ha 3aryba Ha TeleCHH TeYH
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MOBpPBbIIAHE, AMAPHA, TPECKA, M3/1araHe Ha TOIUTHHA WIH aKO NHeTe No-Manko TEYHOCTH OT
HopManHoTo. ['oBopere ¢ Bawng nexap 3a TONBIHUTENHH YKa3aHUA.

Cnperte npuema Ha MeTdoana6 u nezabaBHo ce cBbLpKeETE ¢ JeKAp HIAN HAK-0IH3KaTA GosIHHNA,
AKO HMATE KEKOH OT CHMIOTOMETE HA JJAKTATHA AIHI034, ThH KATO TOBA CLCTOSHHE MOJXKeE Aa

HJOBEIC N0 KOMaA.
CUMNTOMHTE Ha JIAKTATHA ALM103a BKJIIOYBAT:

® NMOBPBLIAHE;
6oaku B cTtoMaxa (kopemMHH OONIKH),

MYCKYJIHH CIAa3MH;

00110 ycellaHe 3a HEPa3NoJO0XKEHHE, NPHAPYKEHO C TEKKA yMOPa,
3aTPYAHEHO JHIIAHE;

NOHHXXEHA TEJIECHA TEMIIEpaTypa H NyJIC.

JlakTaTHATa aLKA03a € ChCTOAHHE, WIUCKBALIO CrneuiHa MeJHIIHHCKA oMol ¥ TpadBa Aa ce leKyBa B
OONHULIA. |

I'oBopere ¢ Banins sexap ne3aGaBHO 32 JONBLJIHATE/IHH YKASAHHA:

- aKoO € YCTaHOBEHO, He CTpaJaTe OT HACJIEACTBEHO reHETHYHO 3a00aBaHe, NMOBINABALIO
MHTOXOHAPHUHTE (KOMIOHEHTHUTE, KOHTO MPON3BEXAAT EHEPTrHA B KIETKHUTE), KATO CHHAPOM Ha
MHTOXOH/IpHAHA eHuedanonaTs ¢ NaKTaTHa auuao3a ¥ HHcyarononobHu enuszoau (MEJIAC
CHHAPOM) WIH HacneACTBeH aHabeT W rTyxora no maiuuHa nuaua (Maternal inherited diabetes

and deafness, MIDD).

- K0 UMATE HAKOM OT TE€3H CUMITTOMH CJie]] 3aM04BAHE HA JICUYCHHE C MeTq)opMHH NPHINAABK,
HaMa/leHH NO3HABATENIHH CNOCOOHOCTH, 3aTPYAHEHH ABHKCHHA HA TANIOTO, CHMITTOMH,
NoKazaTeaHHU 3a YBpeXKAaHe Ha HepBuTe (Hanp. 60/Kka WNK UITPBNBAHE), MUTPEHA U [NTYXOTA.

Axo Bu ce Hanara Ja nperpnuTe CepUO3Ha onepaumi, TpadBa 3aABDKUTENHO a CRpeTe NpHeMa Ha
Metdonuab no Bpeme Ha npolegypaTa ¥ H3BECTHO BPEME C1eA TOBA. BalllMAT Jiekap e peLn Kora
TpabBa Aa cripeTe W Kora Ja Bb300HOBUTE NeyeHueTo ¢ Merdoauad.

AKo ce npueMa caMocrosTenHo, Merdoanab He BoAH A0 XHITOTJIHKEMHS (TBBPAEC HUCKO HHBO HA
rmoko3a B KpbBTa). Ho ako npuemate Merdoaunab ¢ Apyru npotuBoaAHabeTHH NPOAYKTH, BOACILIH 0
XHMOrTHKeMHA (Cy(aHUITypeitHH CPEeACTBA, UHCYJIHH, METJIHTHHHAAH), HMa PHCK OT XHMOTIHKEMHA.
AKO yCETHTE CUMITTOMH Ha XMNOIJIKKEMHA KaTo €1adocT, ChbHIUBOCT, YBEJTHYEHO H3NOTABAHE,
YHYECTEH MYAC, 3PHUTEIHH HApPYLUEHHA WIH 3aTPYAHEHAa KOHLICHTpaLHs, e npenopbuBa 1a NpHEMETe
TEYHOCT WM XpaHa, CEAbLPIKaLuA 3axap.

ITo Bpeme Ha neuenuero Bu ¢ Merdoanab Bawmsar nexap e nposepasa 6ubpeunara Bu oyHKuHA
MOHE BEAHDBAK F'OAMIIHO MITH NMO-4eCTO, aKo CT€ B CTAapYECKa Bb3pacT W/HIH ako UMaTe BIOLIEHA

6bOpeuna pyHKUMS.

Jpyra nexapcersa n Merpoanab

Axo Tpadea na By Opae HanpaseHa MHXXeKLMA ¢ KOHTPACTHO CPEJCTBO, ChAbPIKALIO HOZ, B
KpBbBOOOPpaLIlEeHHETO, HATIpUMED B KOHTEKCTa Ha PEHTIEH WIH CKEHep, TpA0Ba Ja cnpeTe rnpueMa Ha
Metdoauab nmpeay M no BpeMe Ha HHXXKEKLUATA. BalumaT nexap wwe peiuws kora TpsadBa ia cnpete H
Kora Aa Bp300HOBHTE neveHneTo ¢ Mergoanad.

Tpabpa aa kaxere Ha Bawua nekap, ako HACKOPO CTe NPHEMAIH WK € BB3MOXKHO 1a MPHEMATE APYTH

nexapcTea. Moxe /1a ce HaJloXH NMO-4eCTO A Ce H3CJIEABA INI0K03aTa B KPbBTA H QYHKLUIHOHHPAHETO

Ha 6B6peuyTe, Kav BawuaT nekap Moxe ga kopuripa aozara Merdgoanadb.

H20TI0YHTETHO BAXKHO € Ja CMIOMEHETE CACAHOTO:

. JIEKapcTBA, KOUTO YBEJIHWYABAT OTAEASHETO HA YPHHA (AHYPETHLIH);

. neKapcTea 3a JeueHue Ha 6onka u Bp3nanenue (HCTIBC u COX-2-unxubd
noynpodeH U LeleKOKCHO);
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. NexapcTBa, M3NOA3BaHM 33 JIe4eHHE Ha BUCOKO KpbBHO Handrave (ACE nuxuburopu n
aHrHoTeH3uH Il peuenTopHu aHTaroHUCTH);

OeTa-2-aroHUCTH, KaTo caibyTaMos UK TepOyTanuH (3a N1eUeHHE Ha acTMa);

. KOPTHKOCTEPOHIH, U3MO/3BAHM 33 JIeYEHUE HA PEANLIA CHCTOSHU, Halp. TEXKH KOXKHH
Bb3MAJICHUA WIH aCTMa;
. neKapcTBa, KOWTO MOTaT Aa MPOMEHAT KOIn4ecTBOTO Ha Metdoaunab B kpbeTa BH, ocobeHo ako

UMaTe HamaeHa ObrOpeuHa GyHkUMA (KaTo BepanaMui, pu@amnuLuH, LIUMETHAMH,
AONYTErPaBup, paHONA3UH, TPUMETONIPHM, BAHAECTAHHO, HCABYKOHA30J, KPH3OTHHUO,
onianapuo);

° JIPYTH JICKapCcTBa 3a JieueHue Ha guaber.

MeTtdoauab ¢ aaxkoxon
HU36areaiite npekoMepHara ynotpeba Ha ankoxon no BpeMe Ha npHema Ha Merdoauab, Teil kaTo TOBa

MOXXE J1a YBEIHYM PHCKA OT JIAKTaTHA aumuno3a (Bwxre ,,[lpeaynpexaeHus U npeanasHi Mepku‘).

bpeMeHROCT B KbpMEHE

AKo cTe 6peMeHHa, CMATATE, Y& MOXE Aa cTe OpeMeHHa WM fu1aHHpaTe OpeMEeHHOCT, NOCHBETBANTE
ce ¢ Bamua nexkap npeau ynorpebara Ha TOBa NEKapCTBO, B CAy4YaH, Ue C€ HAJIOKH KaKBaToO H Aa €
MpOMSAHA B JIEYEHHETO WK NMpOC/eAsBaHe Ha HUBaTa Ha KpbBHaTa By 3axap. Ynorpebara Ha ToBa
JIEKAPCTBO HE ce MPENOPbhYBa JOKATO KbPMHUTE WM aKo [U1aHHpaTe a kbpMHTe Bawerto 6ebe.

[Nogpupane n pabora ¢ MAIMRHA

Korato ce npinara camocroarenno, Mergoanad He npegu3BUKBa XHNOTJIHKEMHS (TBBPAE HHCKO
HHUBO Ha IMIOKO3a B KpbBTa). ToBa 03HavaBa, Hue HAMA Aa NOBAMAE Ha ¢NOcoOHOCTTa BH 3a wiogupane
4 paboTa ¢ MallIMHU. h

Bce nak e HeoO6XoaAMMO MOBUIIIEHO BHUMaHHE, ako nNpHemate Merdoanab 3aeaHo ¢ apyru
MPOTUBOAHA0ETHH JIEKAPCTBA, BOACLUM A0 XHUNOrMUKEMHS (CynpaHHIypeHHH CPEaCTBa, HHCYJIHH,
MErMTUTHHHAK ). CHMITTOMHTE Ha XHNOTJIMKEMHSA BIJTIOUBAT CNaboCT, 3aMasHOCT, YBEITHYEHO
H3MOTABAHE, YUECTEH NYJIC, 3PUTENHHU HAPYLICHHS MNH 3aTPYAHEHa KOHLIEHTpaluHa. AKO YCeTHTe
noJoOHH CHMITTOMM, He LodupaiTe U He paboTeTe ¢ MALUKMHM.

3. Kak aa npuemare Merdoanad

Bunaru npremaiite TORa 1EKaApPCTBO TOYHO KakTO BH € kazan Bawusar nexap. AKO He CT€ CUTYPHH B
Hello, nonuraire Baums nexap unu gapMmalenrt. |

Metdonnab He MOXe Ja 3aMECTH 3APABOCIOBHHS HAYWH Ha XHUBOT. IlpoabnikasaiTe na cnaspare
auerara, Koato By e npenopwyan Baluusg nexap v pe1oBHO NpaBeTe YIIpaxHEHHA.

IIpenoprunTeIna 1032

O6KKHOBeHO HauaHaTa A03a 3a geua Haa 10 roanHy n wHouM ¢ 500 mg wnu 850 mg Merdoanad
BEIHBK AHEBHO. MakcuManHaTta aHepHa ao3a € 2 000 mg, pa3aeneHa Ha ABA WIIH TPH MPpHEMA.
Jlevennero Ha aeua Mexay 10 H 12 rogMHH ce npenopbuYBa caMo Clel JEKapeKo npeaAnucalue, Thid
KaTO KIIHHWYHHAT OMUT NPU Ta3H Bb3PAcTOBA I'PYNa € OrPaHHYEH.

OO6HuaiinaTta HayanHa ao3a npu Bb3pacTHU € 500 mg win 850 mg Merdoanalb BeaHBXK JHEBHO.
MakcuManHaTa aHeBHa a03a ¢ 3 000 mg, pa3aenceHa Ha TpH OTIACJIHH NpyUeMa. AKO HMAaTe HaMaJieHa
61OpeuHa pyHKuMa, BammsaT nekap Moxxe aa By npeanuiie no-HUCKa no3a.

KonTpoa

o BawuusaTt nekap me u3cieasa peAOBHO HUBaTa Ha KpbBHaTa By 3axap u mie
Metdonnab cnopea HUBOTO Ha 3axapTa B KpbBTa BH. PenoBHO ce KOHCY
Tosa Baxku 0co0€HO 3a AcLa, FOHOLUHM WM 33 MALUMEHTH B HanpeaHasNa Bb3
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. [MTone BeaHbxk roavinHo BawousaT nekap me npoeepasa 4 6v06peuHata By pyHkuug. Moxe na ca
He0oOXO0AMMH M0-YECTH M3CJIEABaHHA, aKO CT€ B HAMNPEAHANA Bb3PacT WK ako uMaTe 6b0pednu

HApPYLLIEHHKA.
Kak xa npuemare Merdoanad
[Tpnemaitre Metdoaunab no Bpeme unu ciaen xpaHene. Taka e H3OerHeTe HeEXETaHKTE JIEKaPCTBEHH

pEaKLIHM, BIIMACLIH HA XPaHOCMHAAHETO Bu.

He uynere u He abBueTe Tabnerxure. [lornsutadre Bcska Tabnerka ¢ yala Boja.

. Axo MpUeMare €1Ha 103a AHEBHO, B3IUMaiTe A CYTPHH (Ha 3aKycka)

o Axo no3aTta Bu e paznpeneneHa Ha ABa npueMa, B3IUMaiTe I'M CYTpHH (Ha 3aKyCKa) H Beuep (Ha
geyeps )

. Axo nosaTa BH e paznpeneneHa Ha Tpu npHeMa, BIMMaiTe r'u CYTpuH (Ha 3akycka), no oben (Ha

o0an) u Bevep (Ha Beveps).

AKxo cnen u3BecTHO Bpeme Bre peuunTe, ue edexTsT Ha MeTdoaunad e TBrpae cuneH UK TBbpAE
ciab, KOHCyTHpaiiTe ce ¢ Baluusa nekap unu hapMauesT.

AKo cTe npHe N noBeYe oT HeoOxoaumaTa Ro3a Merdoauad

AKO cTe npueny nopeye ot Heobxoaumara ao3a Merdoanad, Moxe ga yceTUTE MPU3HALIA HA
nakTaTsa aunao3a. CHMIITOMMTE Ha JIaKTaTHA auuao3a ca HECTIEUU(PHYHH KaTO MOBPbLUIAHE, KOPEMHA
00Jsika ¢ MYCKYJIHM cna3Mu, obLL0 HEPA3NOAMKEHHE C YYBCTBO Ha CWIHA YMOPA H 3aTPYAHEHO
Juiiade. JLombJAHUTENHH CUMITTOMU ca MTOHWXXEHH TEJIECHA TEMIIEpPATypa W ChbpAECYHg YE€CTOTA.

AKo 3a0ejIe’KHTEe BEKOH OT T€3H NPH3HALH, TPAOBa He3a0aBHO Ja NOTLPCHTE MEAHIHHCKA
NOMOIIl, ThH KATO JJAKTATHATA ANHI038 MOXe Ja AoBeae 10 Koma. Crnpere npaeMa Ha
Metdoanab n He3aDaBHO ce CBBPKETE € JIEKAP HJIH ¢ HAR-0Oan3KkaTa HotnHna,

Axo cTe nponycHaiau aa npaemere Merdoanad
He B3emaiiTe ABOHHA 1034, 3a 1a KOMNIEHCUpATE nponycHarara tadnerka. Biemere cieasamara n0o3a B
oOU4aHHOTO BpeMe.

AKO MMaTe HAKAKBH JOMBIHUTENHH BBIIPOCH, CBbP3aHH ¢ ynoTpebara Ha TOBa NEKAPCTBO, MONHUTaTe
Bawinga nekap unu papMaunesT.

4, Bb3MOKHH HeXKeNAHH PeaKIHH

KaxTo BCHYKH NeKkapcTBa, TOBA JIEKAPCTBO MOXKE [ia NPEAN3BHKA HEXKENTAHH PEAKLHWH, BHITPEKH YE HE
BCEKH TH MOTy4aRBa.

CnenHHTE HEXENaHW peakKLiMM MOTaT Ja ce Habaloaanar:

MeTdonuab Moxe na AoBeJe A0 MHOro paaka (Moxke aa 3acerne ao | norpedbuten Ha 10 000), Ho
MHOTO CEPHO3HA HeXXeNaHa peaklHs, HapeUueHa NaKTaTHa auMao3a (BHxTe Touka ,[lpeaynpexnenus u
npeAna3sHi Mepku). AKO TOBa ce cllyud, TpAOBa 3aABIKUTENHO Ja cripeTe npHemMa na Merdoauad
H He3a0aBHO 12 ce CBBPXKETE ¢ JeKAp WK HaM-61M3KaTa GomuIa, Thif KATO TAKTATHATA ALKI03A

MOKE J1a JIOBEE A0 KOMa.

MHuoro yecTn (Morar a 3acerHat nopeuye oT 1 Ha 10 nannenTn):

- CTOMALUHO-YPEBHH HapyllUeHHs KAaTO NpUnollaBaHe (raaeHe), noppbluaHe, axapus, 6onka B
obnactra Ha xopema M 3aryba Ha aneTuT. T€3H HexeNaHU peakuyH HACTBIIBAT HAK-YECTO B
Ha4ajoTo Ha nedenueTo ¢ Merdoanab. Ot nonsa B Te3u Cayuau we Obae na pasnpegensre
MpHeMa Ha JO3MTe Ipe3 AcHA U npueMate Merdoauab no Bpeme win Henocpe 1. 7N
XpaHeHe. AKO CHMIITOMHTE NPoAL/DKABAT, cnipeTe npEeMa Ha Merdoan <4
KOHCYATHpalTe ¢ Bamusn Jexap.

HecTH HeXeNnaAHH peaKUHy (MOraT aa 3acerHart 20 1 Ha 10 nausenTH)
- MPOMEHH Ha BKYca.
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- HaMaJIEHH WK HUCKH HKMBa Ha BUTaMMH B12 B kpbBTa (CHMIITOMUTE MOTAT [a BKJIFOUBAT CHIHA
ymMopa (M3TOLUECHHE), BL3MANCH K 3a4€PBEH €3HK (IJIOCHT), YCEIAaHe 38 MITTHYKH NO KoXarta
(napecTesna), Wik Gheaa WM XKbATa Koxa. BalHaT tekap MOXe 1a HaCpOUM/TIPOBeie HAKOH
TECTOBe, 3a Ja pa3depe npuurHaTa 3a Bamure CHMIITOMM, Thit KATO HAKOH OT TAX MOXe Jla ca
MPHYHHEHH OT AHAa0ET WK NOpaAH ApYrd HECBbP3aHH 3/PAaBOCIOBHH MPOGJIEMH.

MHoro peakH HexelaHH peakinuu (MoraT aAa 3acerHat a0 1 Ha 10 000 nauuenTn)

- NaKTaTHa aumao3a. ToBa € MHOro paaKo, HO CEPHO3HO YCNOXHEeHHe, ocobeHo ako 6rbpeunaTa
Bu dyskums e yBpeaeHa. CHMNITOMHTE Ha JIAKTATHA ALMA032 €4 HeCnelMPHYHH (BUXXTE TOYKA
S peaynpexacHus H ApearnasHu MEpKH ).

- AHOMAJIMH MPH U3CNIEABAHETO HAa YepHOAPOOHaTa QYHKIMS WK XENIATHT (BB3NAICHHE Ha
4yepHHs Apo0; TOBa MOXeE Ja AOBEAE N0 YMOPAEMOCT, 3aryba Ha aneTHT, 3aryba Ha Terno, ¢ue
K 0e3 MoXBATABaHE HAa KoxkaTa ¥ ouyute). IIpH Te3H ciyuaH cnpere apHeMa Ha Me*rc]mnﬂaﬁ
H ¢e cBbpxeTe ¢ Bamua nexap.

- KOXKHH PEaKilMH KaTo 3auepBABaHe Ha KoxXara (epuTeMa), chpbex Win cupOsau o0pus

(ypTUKapHs).

lena 1 IOHOIIH
OrpaHyyYeHH AaHHH OT JICYEHUETO Ha fiella W IOHOLIM NOKA3BAT, Y& HEXEJIAHHTE PeakUKH ¢a NoaodHK

Mo BHA H TCXKCCT Ha Hﬂﬁﬂl‘(},ﬂaﬂﬂﬂm MpH BB3PACTHH NALHUCHTH.

Cro0mapane HA HeXKeJJAHH PeaKInK

AKO NONMYyYHTE HAKAKBY HEXENIaHH JIEKAPCTBEHU PeaklHH, yBenomere Bainsa nexap HiH ¢papMaileBT.
Tosa BKIHOUBE BCHUYKH BL3MOXKHH HEOMMHMCAHH B Ta3H JIHCTOBKA HEXENaHH peakuMu. Moxere cbio aa
CHOOLMTE HEXETAHH PEAKIIMKU JHPEKTHO upe3 U3muiaHuTeHA areHUKMA o IekapcTeara, yii. ,,JlaMsaH
I'pyes” Ne 8, 1303 Codus, Ten.: 02 8903417, yebealiT: www.bda.bg. Kato cbOOLIIABATE HEXKENAHH
PEaKLMK, MOXETe 1a AaleTe CBOA NPUHOC 3a NOJTyYaBaHe Ha nosede HHGopMaLmus OTHOCHO
Oe30nacHOCTTA Ha TOBA JIEKAPCTRO.

5. Kak na coxpanspate Merdoanabd

Ja ce cpXpaHfaBa Ha MACTO, HEJOCTBITHO 34 Jiela.
Axo pere ce jsexyea ¢ Merdoauab, poaurennte u 6auskuTe My TpaOBa 1a HabnOAaBAT Kak ce
npuiara JeKapcTBOTO.

Tosu NCKApPCTBCH NPOAYKT HE H3HUCKB& HHKAKBH CACLMAIHH YCJI0BHA Ha CEXPAHCHHE.

He w3nonasaiite TOBa NEKAPCTBO CEMA CPOKA Ha FOJHOCT, OTOE/IA3aH BbPXY KapTOHECHATA OMNAaKOBKa
uiIH Ha Osamcrepa cneq ,JJ'onen no*. CpokesT HA FOAHOCT OTroBapa Ha Noc/JIeAHHA J€H OT NOCOYCHHA
Mecell. |

He w3XBLpngitTe NekapcTBaTa B KAHAIN3aLMATA WIH B KOHTEHHEpa 3a JOMAUIHH OTNaAbLA.
IonuTaiite Bamus ¢apMalieBT Kak ia H3XBbpJIATE JIeKapcTBaTa, KOUTO BEYE HE H3nosn3pare. Te3n
MEpKH LIte CITOMOTHAT 3a Ofa3BaHe Ha OKOJIHaTa cpeaa.

6. CohanpkaHHe HA ONAKOBKATA H JONBJHHATEIHR HHPOPMALIHS

Kakso coanpxka Merdoanad

- AKTHBHO BELLECTBO: METGOPMHHOB XUIPOXTOPHL. "y X
Bcaka ¢puwimupaHa Tabnetka Mergoanab 500 mg cbabpxka 500 mg MeﬂbopMﬂnn Bl
chOoTBEeTCTBAILH Ha 390 mg MeTdopmuH Hasa.

CHOTBETCTBAILY Ha 662,9 mg MeTgopMHH Oa3a.
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Bcska punMHupana tabnerka Mergoauab 1 000 mg ceaspxka | 000 mg metdopmuHOB
XHAPOXJIOpH], choTBeTcTBaLM Ha 780 mg metdpopMuH Da3a.

- Jpyru ¢bCTaBKH:
SAapo: noBUAOH, KOAOKAEH, 6€3BOJIEH CWIKLIMEB AMOKCUA U MarHesHes cTeapat (E470b).

CopuesHHa: xunpomenosa (E464), turanos auokceua (E171) u maxporon (E1521).
Kak naraexna Mergoanald # KAKBO ChABLPKA ONNAKOBKATA

Ta6nerxku ot 500 mg: bana no nouru 6ana, npoapnrosara ¢punMupaHa Tabnerka, o3HaueHa ¢ “93” or
eAHaTa cTpaHa H “48” ot apyrara, ¢ npyOAM3IUTENHH pasMepH 15 mm x 8 mm.

Tabnerku ot 850 mg: bana no noutn 6ana, npoasarosata dunMupana Tabnerka, o3HaueHa ¢ “93” or
elHaTa CTpaHa H “49” ot apyrara, ¢ npubnu3uTenHuy pasMept 18 mm x 9 mm.

Tabnerku ot 1 000 mg: bana ao noutu 64na, npoabaroBara ¢uIMUpaHa TabneTka, 03Ha4YeHa ot
eHaTa CTpaHa ¢ ,,9° OTNgBoO K ,,3° OTASCHO HA JNEJIHTENHATA YepTa H OT JipyraTa CTpaHa ¢e ,,/2%
OTNABO H ,,14° OTAACHO HA ACHTE/IHATA YepTa, C NpHOnu3MTEenHy pasmepu: 19 mm x 9 mm.

JenuTenHara YepTa € camo 3a yJIeCHABaHe Ha CHYIBAHETO 3a NO-NEeCHO NperibliaHde, a He 3a
pa3aeisiHe Ha paBHH N03H.

bAYCTEpHH ONAKOBKM: -
Onaxkosku ot 20, 28, 30, 40, 50, 56, 60, 80, 84, 90, 100, 105, 120 n 180 dunmupauu Tabnerku.

HDPE 6yTHJIKH ¢ NPONMICHOBA KANAYKa H CYWINTEN, ChABPKALILH:
Metdoauab 500 mg: 100, 105, 180, 330, 400 dpunmupann TabnerkH.
Metdoanab 850 mg: 100, 105, 180, 200, 400 dunmupanu tabnerku.
Metdoauat 1 000 mg: 60, 100, 180, 210 dunmupann TabneTkm.

He BCHUKHM BUIOBE ONAKOBKH Morart Aa 6baaTt mycHaTH B npogaxoa.

IIpuTekaTen HAa pa3pelIeHHETO 32 YNOTpeba:
Teva B.V,

Swensweg S

2031 GA Haarlem

Hupepnanaus

IIpou3BgoanTE/IN:
Teva Czech Industries s.r.0.
Ostravska 305/29, 747 70 Opava-Komarov

Yewxa perrybnuka

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

ToBa JAexapcTBO € paspemeno 3a ynoTpeba B AbpxaBrTe — WieHKH Ha EBponeHckoTo
HKOHOMEAYECKO NPOCTPAHCTBO MO CAECAHATE AMEHA!

ABCTpHA Metformin ratiopharm GmbH 850 mg Filmtabletten
Metformin ratiopharm GmbH 1000 mg Filmtabletten
bvarapus Metgoaunad 500 mg punmupanmn rabnerku

Merdonunab 850 mg dunmupanu rabaerky

Merdoanat 1000 mg puamupanu TabnetTku
[‘epmanus Metformin-ratiopharm 500 mg Filmtabletten

Metformin-ratiopharm 850 mg Filmtabletten

Metformin-ratiopharm 1000 mg Filmtabietten
HNanus Metformin Teva B.V.
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HUcnanaus Metformin Teva B.V.

Hcnanuns Metformina Tevagen 850 mg comprimidos recubiertos con pelicula EFG
Metformina Tevagen 1000 mg comprimidos recubiertos con pelicula EFG
Hopserus Metformin Teva B.V.
PyMbHUA 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
Gunnauaus  Metformin ratiopharm 500 mg tabletti, kalvopaallysteinen
Metformin ratiopharm 850 mg tabletti, kalvopaillysteinen
Metformin ratiopharm 1000 mg tabletti, kalvopaillysteinen
[LiBeuus Metformin Teva B.V.

JaTa Ha nocaeAHO npepasriexaane Ha JucroBkara 08/2025
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