JIucToBKa: HHpOpPMANHA 32 NALIHEHTA
bpormun 500 mg puamuapann TabeTkH
Brotmin 500 mg film-coated tablets
bpormun 850 mg ¢puamupann TabdjaeTku
Brotmin 850 mg film-coated tablets
Bpormun 1000 mg puamupanu TabaeTkn
Brotmin 1000 mg film-coated tablets
meTdopMuHOB Xxuapoxjopua/metformin hydrochloride

IIpoyerere BHHMATEJHO HAJIATA JIHCTOBKA, NIPEIH 1A 3aI0YHETe 1a NPHeMAaTe TOBA JIEKAPCTBO,
ThH KaTO TS CbABbP2KA BaxkHa 32 Bac nadpopmanus.

- 3ana3sere Ta3u JJMCTOBKA. MoXke 1a ce HaJIOXKHM Ja s MPOYETETE OTHOBO.

- AKO MMaTe HAKaKBH JIOMBbJIHUTEIHU BBITPOCH, nonuTaiTe Bawuus nekap unu papmMauenr.

- ToBa nekapcTBO € npeanucaHo AM4HO Ha Bac. He ro npeorcronBaiite Ha apyru xopa. To
MOXKE J1a UM HaBpeM, HE3aBUCUMO Y€ MPHU3HALMTE Ha TAXHOTO 3a00J1sIBaHE ca ChIIUTE KaTO
Bauwure.

- AKO NnoJIiyyuTe HAKaKBH HEXKEJIAaHU peakLHH, yBeaoMere Bawus nekap unu ¢papmauent. ToBa
BKJIFOYBA U BCHYKH BB3MOXKHH HEXKEJIaHU peaKkLM1, HEOMUCAHH B Ta3H JIUCTOBKA. BykTe
TO4YKa 4.

U3MLAHNTENHA ATEHUNS 10 NEKAPCTBATA ]

Jlucmobka - [Npunoxenue 2

KakBo ¢baABpkKa Ta3H JIHCTOBKA

1. Kakso npeacrasnsBa bpoTMUH M 3a KaKBO c€ M310J13Ba - . —
da3petll

2. Kakeo TpsbBa na 3Haere, npeau na npueMmere bpormuH erue 6 37227 18 -08- 2025

3. Kak ga npuemare bporMuH iBG/MA/'MP- ........................... 7r’ ...............................

4. Bb3MOXHH HEXEJIaHH PeaKLHH L OQ0BDINIE N 0555001553531 500 e srorsopscaney comssssssiines __I

5. Kak na cexpansBate bporMuH St

6. CobabpkaHWe Ha ONAKOBKaTa U AOMBbJIHUTENHA HHOpMaLUS

1. Kakso npeacraBisBa BpoTMHH H 32 KAKBO ce H310J/13Ba

bpoTMuH cbaBbpxKa MET(POPMHUH, JIEKAPCTBO 3a JiedeHHe Ha auabet. To npuHaanexu KbM rpyna

JIEKApCTBEHHU MPOJAYKTH, Hape4eHH OUIrBaHU/IU.
UHCYJIMHBT € XOPMOH, NMPOU3BEXKIaH OT NMaHKpeaca, KOUTO criomMara 3a yCBOSIBAHETO Ha IJIKoKo3aTa

(3axapra) OoT KpbBTa. BaluusaT opraHu3bM U3M0J13Ba INIFOKO3aTa, 3a 1a NPOU3BEXK/Aa EHEPrus UM 3a
CKJIAAUPAHETO M KaTo pe3epB. AKO uMate avader, BalusaT naHkpeac He NMpor3Bexk/1a 10CTaTb4HO
WHCYJIMH WJIA OpPraHu3sMbT BU HE MOXKe [1a U310J13Ba IMBJIHOLIEHHO NPOU3BEACHU UHCYJIUH. ToBa BOJIM
110 MOBHMILEHO HUBO HA IJIOKO3a B KpbBTa. MeT(hopMHH nomMara 3a HaMaJissBaHE Ha I'JIl0K034aTa B
KpbBTa 10 HOPMAJIHOTO HHUBO.

[1pu BB3pacTHU NALUMEHTH C HAAHOPMEHO TEIJ10 NMPOAB/DKUTEIHUAT NMPUEM HA MeT(hOPMHUH nomara
CBLIO 3a HAMAJIIBAHE HA PUCKA OT YCJIO)KHEHMSA, CBbp3aHHU ¢ AuMadera. Ynorpebara Ha MeTPOpPMHUH ce
CBbP3Ba CbC CTAOUIM3UPAHE Ha TEJIECHOTO TErJ10 WM ¢ MaJjika 3aryba Ha Terno. BporMuH ce usnon3sa
3a JieueHUue Ha Auader Tun 2 (Hape4eH ChLO MHCYJIMH-HE3aBUCUM aHa0beT), ToraBa KoraTto JIMeTara u
(U3UUECKUTE YIIPAXKHEHHUS HE ca JOCTAaThYHU 3a KOHTPOJI HAa HUBOTO Ha IJIKOKO3aTa B KpbBTa BH.
M3non3ea ce cneuHalHo Npy NauMeHTH ¢ HAAHOPMEHO TETJIO.

Bb3pacTHU nauMEeHTH Morar Ja npdeMaTt bpoTMHH caMOCTOATETHO WM € APYTH JIEKapcTBa 3a
JieyeHHue Ha auader (nekapcTBa, MpUeMaHM MNpe3 ycTaTa, MM HHCYJIMH).

Jleua Ha 1 Haa 10 roaMHM W IOHOLLIM MOrarT Ja npuemMatr BpoTMHH caMOCTOSITEIHO HITH BACO VIR

C UHCYJIMH. o

2. KakBo Tpsa0Ba na 3naere, npean Aa npuemere bporMuH

He npuemaiite bpormun




- AKko cTe anepruyHi KbM METGOPMHHOB XHAPOXJIOPHUA HIIH KbM HAKOA OT OCTAHAJIMTE ChCTABKM Ha
TOBA JICKApCTBO (M30pOCHH B TOUKA 6).

- Axo uMare npodyieMu ¢ yepHusa apod.

- Axo viMare TeXXKO yBpeaeHa 6p0peuna pyHKuMA.

- B ciyyaii Ha HEKOHTPOMPaH AuadeT XaTo HallpUMep TeXKa XHNEPIIUKEMHUS (BHCOKA KPbBHA
3axap), rajieHe, NoBpblUaHe, AHapKa, Obp3a 3aryda Ha Terjo WIM JIAaKTaTHa aUHa03a (BIDKTE ,,PHCK
OT JIAKTaTHa aLMAo03a‘ 1o-40/y) Wik keroauuao3a. Keroauunosara € CbCTOAHHE, IPH KOETO B
KPBBT2 C€ HATPYTBAT BELISCTBA, HAPCYEHM ‘‘KETOHOBH TeNa®, KOUTO MOraT Aa A0BeAaT A0
nuabeTHa npe-koma. CHMIITOMHTE BKJIIOYBAT CTOMALUHHA OONKH, YCKOPEHO M ABNOOKO NULIaHE,
CHHJIMBOCT WNH HeoOHUaeH MoAoB JbX OT yetaTta. IIpu ronsMa 3aryda Ha TE€YHOCTH
(DexHapaTauus), KaKTo NopaaH NpoABL/DKHTENIHA WU TEXKa JHapHs, TaKa H Clic NOBpbILAHE
HAKOJIKO ITETH noapea. Jexuaparauara Moxe Aa AoBeje 10 Ob0peyHH yCIIOKHEHHA, KOETO Aa
YBEJIMYH PHCKA OT JIaKTaTHA aupaosa (Bwkre “lIpexynpexaeHus u npeanasHyu Mepku).

- B cnyuaii Ha Texxka HH(QeKLUaA, HanpruMep 3acarama Bawmrte 6enm apodore wim dponxuanza
cucrema Wi Bainure 6s0penu. Texxkure nHpeKUMA MOTaT Aa AoBeaaT o 6nOpeunn npobnemu,
KOETO Aa YBENHYM PHUCKA OT JIAKTaTHA anuao3a (BIKTe “TlpeRynpexacHud H npeana3Hd MEpKH™).

- B ciyuyali ue ce aeKkyBarte 3a OCTpa ChpAeYHAa HEIOCTATBLYHOCT WIHM HACKOPO CTe MpeKapaiu
MH(papKT Ha MHOKAPAA, HMATE CEPUOIHH LIMPKYIATOPHM 1pobieMu (HAIIpUMED IOK) HWIH
3aTPYAHEHHA B JULUaHETO. TOBAa MOXKe Ja A0Bee A0 HEAOCTATHYHO CHAOgBaHEe HA THKAHHUTE C
KHCJIOPOJ, KOSTO Aa YBEJIMYM PUCKA OT JJaKTaTHa aunaosa (BrokTe “llpeaynpexeHys 1 npeanasHy
MEPKK“).

- IIpu npekoMepeH NMpHEM Ha aJIKOXo1.

AKO HAKO€ OT Mo-rope H3bpoeHuTe ce oTHacs 3a Bac, nocbheeTraiiTe ce ¢ Bamna nekap, npeau na

3aMTOYHETE J1a [PUEMATE TOBA JICKAPCTBO.

HenpeMeHHO ce KoHCyNnTHpaiTe ¢ Bawmsa nekap, axo:

-  Bu npeacTod peHTreHOBO H3C/ICIBAHE HIH CKAHHUPAHE, CBbP3aHO ¢ HHTPABEHO3HO MPHIOKEHHE HA
KOHTPAaCTHH BELIECTBA, ChAbPXKALIU HOA.

- Bu npencrou onepauus.

Tpabea ma npeycraHosuTe ynorpedata Ha MeTQOPMHUH 38 H3BECTHO BPEME NIPEIH U Cllel
H3CJIEABAHETO WIH OonepauyaTa. BawuaT nekap e pellud Jalu e HYXKIAeTe OT APYro JICUEHHUE npe3
TOBa Bpeme. BakKHO e BUHArM 1a U3MBJIHABATE CTPUKTHO MHCTPYKUMUTE Ha Bawma nekap.

IIpeaynpexaeHus u UpeanazHE MEPKH
["oBopeTe ¢ Bamusa nekap win ¢apMalleBT, npead Ja npHeMeTe bpoTMuH.

PHCK OT JAKTATHA AHA03A

MeTdopMHH MOXe a MpeAU3BUKAa MHOIO PAAKO, HO MHOTO CEPHO3HO YCIIOXKHEHHE, HAPEUYEHO
JIaKTaTHA aluao03a, 0ocobeHOo ako UMaTe HapylueHa 6n0peuHa pyHKuuA. PHCKET OT pa3BHUTHE Ha
NAKTATHA alU103a C€ YBEIMYABA U B ClIy4al Ha HEKOHTpOJIUMpaH AuadeT, CepHo3HH HH(pEKUMH,
NPOABJDKHMTENHO IlajyBaHe WM yroTpeda Ha alKoXoa, AeXUIApaTauns (BIXKTe noBeye HHPopMallvs
no-a0Jy), Y4epHoApoOHH NpobieMU H BCMYKH MEIHIMHCKH CECTOSAHHA, TIPH KOMTO 4acCT OT TAJIOTO
M3MWTBA JIMICA Ha KHCIA0poa (KATO OCTPH TEXKKH ChpAcYHH 3a00nsaBaHKA).

AKO HAKO€ OT H30pOEHHUTE MO-TOpE Ce OTHACA 3a Bac, ropopere ¢ Bauins nexap 3a Z0NMBJIHUTENHH

MHCTPYKLUH.

I'osopeme ¢ Bawun nexap ne3abasHo 3a OONbAHUMENHU YKAZAHUA.
* aKO € YCTAHOBEHO, Y€ CTpajiaTe OT HacAEACTBEHO N'EHETHYHO 3a00aaBaHe, NOBIHABALLO

MHTOXOHAPHHUTE { KOMINIOHEHTHTE, KOUTO NMPOH3BEXAAT €HEPrus B KIETKHTE), KATO CHHAPOM Ha
MHTOXOHAPHAIHA eHuedaonaTys ¢ akTaTHa aliao3a H HHCYATONonoO K enu3onu (

CHHAPOM) WIH HacaeAcTBeH nMabeT M riryxoTa no MaiyiHa nHHHA (Maternal inheritgs SO
deafness, MIDD). do
SR S | A
e

* AKO HMATe HAKOH OT Te3¥ CHMITOMH Cfie/l 3aM04YBaHe Ha JieYeHHe ¢ MeTQOopMH
HaMaJIeHH NO3HABaTETHU COCOOHOCTH, 3aTPYAHEHH ABWKEHHUA Ha TAJIOTO, CHUM
33 YBpE)KIaHe Ha HepBUTe (Hanp. 60Jika WIH H3TPBIIBAHE ), MUI'PEHA M IIIyXOTa.
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Cuperte npaeMa Ha BpoTMHE 32 KPaTKO BpeMe, AK0 HMATE ChCTOSHAE, KOETO MOXKE 12 €
CBBLP33HO ¢ AeXHAPATANAS (3HauYMTeNHA 3aryba Ha TETECHH TEYHOCTH ), KATO CHITHO MOBPBINAHE,
Auapus, MOBHIIEHAa TEMIEPATYPa, H3J1araHe Ha TOIUTMHA HIH aKo ITHETe MO-MaTKO TEYHOCTH OT
HopMaTHOTO. 'oBopeTe ¢ Baiuus nexap 3a AOMBIHHTENTHH HHCTPYKLHH.

Crnpere npaeMa 5a BpormMun H ce CBbpPKETe ¢ JIEKAP RNH noceTeTe HAH-OA3KATA SOoNTHANA
He3ab6aBRO, AK0 HMATE CAMITOMH HA JAKTATHA ANHA03A, T KATO TOBA ChCTOAHHE MOJKE Ja
JOBEAE 0O KoMa.

CUMIITOMHMTE HA JJAKTATHA AUXA03a BKIIOYBAT:

-  MOBpPbLLUAHE

- cromaluHa onka (kopemHa 6onka)

- MYCKY/IHU KpaMIiH

- o010 HEePa3MONIOKEHHE C TEKKA yMOpa

- 3aTPYAHEHO RMIIAaHEe

- MOHIDKEHA TelleCHA TeMIepaTypa H IyJic.

JlakTaTHaATa auMa03a € CrelIHO ChCTOAHUE W TPAOBA Aa ce eKyBa B OoNHHU1IA.

Axko Bu npeacrou onepauus, Tpadea na cnpere npuema Ha bpoTMHH o BpeMe Ha M U3BECTHO BpPEME
cnen npoleaypara. Bamuar nekap e petiy kora TpsabBa Aa CnpeTe U KOra Aa 3anoyHeTe OTHOBO
Je4YeHUEeTo ¢ bpoTMHH.

AKO e NpHemMa caMOCTOATENHO, METQOPMHH HE BOAM O XUMOTTHKEMHUS (TBLPAE HUCKO HHUBO Ha
r7Ko3a B KpbBTa). Ho ako npuemare MeTpOPMHH ¢ APYrd aHTHANAOETHH NEKAapCTRa, BOAELIH N0
XUNOrnukeMus (cyngpaswiypeinu cpeacTsa, HHCYJIMH, MEITTUTHHKAM ), KMA PUCK OT XMIOTTHKEMHA.
AKO YCEeTHTE CUMITTOMU Ha XMINOTJIMKEMHS KaTO cnaboCT, 3aMasHOCT, 3aCHNICHO H3NOTABaHe, YUeCTeH
MyAC, 3pUTEIHN HAPYLUCHHSA WIM 3aTPYAHEHA KOHLICHTPAaLMs, C¢ NPENOpPbYBRa Ja NpUeMeTe TEHHOCT
HJIM XpaHa, CbAbPKALIM 3axap.

[To BpeMe Ha neuenuero ¢ MerhopmuH Bammar nexap we nposepsapa 6p6peunara Bu pynkums none
BEAHBK IOJMILHO WIH [I0-4YECTO, aKO CTE B CTAPYECKA BH3PacT W/ WIH ako BKMaTe BhouieHa 60peuHa

GO YHKIHUA.

Apyra Jekapcrsa 2 bporMud
Ako Bu npeacTon HHTpaBeHO3HO NPWIOAKEHHUE Ha KOHTPACTHHU BEILIECTBA, ChbABPKALLH O, HanpuMep
3a PEHTICHOBM H3ClEeBAHHA WIH CKEHEp, TPAOBa Ja cnpeTe npueMa Ha bpOTMHH 3a H3BECTHO BpeMe
NpEay Wi 10 BpeMe Ha HIDKEKTHPAHETO. BauwvaT nekap e pelid kora Tpsabea aa cnpere v kora aa
3aMOUHETE OTHOBO JIEYEHHETO ¢ BpOTMHH.
Tpabea aa kaxkere Ha Bawuns nekap wim ¢papMaleBT, ako NpUeMaTe, HaCKOPO CTE NpHEMaNH WIH
MOJKE [la MpUeMaTe ApYry aekapcrsa. Moxe na ce Hy»KIaeTe OT I0-4YECTH H3CNeABAHHA Ha KPLBHATA
3axap U GYHKUMATA Ha OBbOpelMTe HIIH MOXE f1a €€ HATTOKH Baruuar nexkap Aa KopHrupa no3ara Ha
bporMuH. OcobeHo BaxKHO € 1A yBeAOMHTE Balllka ekap, ako NPpUEMaTe HAKOE OT ClICAHHTE:
- JlekapcTBa, KOUTO YBEIHYABAT MPOK3BOACTBOTO Ha YPHUHA (AHYPETHLIH).
- JlekapcTsa, M3M0J13BaHM 3a JiedeHHe Ha Oonka M Bb3nanedue (HCIIBC u COX-2 nuxuburopu
Kato ubynpoden u Heaekocuo).
- Onpeaeneny AeKapcTBa 32 eYeHHE Ha BUCOKO KpbBHO Hansirane (ACE nHxuGuropy u
AHrMOTEH3HH 1l pellenrTOpHH aHTArOHUCTH).
- bera-2-aroHMCTH Kato candyraMoi MK TepOyTaiuH (M3M0N3BaHHU 32 JICUCHHUE HA aCTMA).
- KoprkocTepouar (M3M013BaHHU 33 JEUECHHE Ha Pa3/IMMHU ChbCTOAHUSA KATO TEXKO BBL3NAJIEHHE Ha
KO3KaTa WIN acTMa).
- JlekapcTBa, KOMTO MOTaT J1a IIPOMEHAT KONUMECTBOTO MeT(hOpMHH B KpbBTa BH, ocobeHO ako
MMaTe HaMalleHa OB0pevHa QyHkuMA (kaTo BepanaMua, pudaMITHLIMH, IIUMETHIHE
AOJIyTEerpaBup, paHOIa3HH, TPUMETONPHM, BAHACTAHKO, H3aBYKOHA30]1, KPH307
- Jpyru nekapcrsa 3a JleueHHe Ha auaber.

BpoTMEH ¢ XpaHA, HANHTKH H 2JK0X01
N3barsaiire NpeKOMEpHHUA MMPHEM Ha AIKOXOJ, AOKATO NpHEMaTe METQOPMHH,
YBEC/IMYHM PUCKA OT JIAKTATHA alMao3a (BKTe Touka , JlpenynpexxneHus u npean

N
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BpeMeHHOCT, KbpMeHe H PepTHIAHTET
Axo cTe OpeMeHHa, CMATATE, Ye MOoXKe Ja cTe OpemMeHHa WM utaHupare S6peMeHHOCT, NoCHBeTRaiTe
ce ¢ Bawuua nekap, B crnyyai ye ca HeoOXOAUMH IIPOMEHH B JIEUEHUETO WIH NMPOCAEIABaHETO Ha

HMBATa Ha KpbBHAaTa BH 3axap.
Tosa nexkapcTBO HE Ce npenophYBa, ak0 KbPMHUTE WIH aKo IUIaHKpaTe ha KepMure 6edero cu.

Mlodupane u paboTa ¢ MAIMHANA

AKO ce MpHeMa CaMOCTOATEIHO, METQOPMHH HE BOAW A0 XMITOrJIMKEMHS (TBBPAE HUCKO HHUBO HA
I/II0KO3a B KpBLBTa). TOBa 03HayaBa, 4e HAMa Ja NoBiuse Ha cnocodHocTra B 3a modripane u pabora
¢ MAUIMHH.

Bce nak e HeoOX0AUMO NMOBUILIEHO BHHMAHHE, aKO NPHEMATE MET(POPMHUH 3a€QHO C APYTHU
aHTHAMAOETHH NlekapcTBa, BOACHIM JO XUITOTVIMKEMHES (CYN(QOHUITYPEHHH CPEACTBa, HHCYJIHH,
MErTHTHHHAN). CUMITTOMHMTE Ha XUMOrIMKEMHA BKIIOUBAT ¢1adoCT, 3aMagHOCT, 3aCHIEHO
H3NO0TABaHe, YUYECTEH NyNC, 3pUTEIHU HapyLIeHUA WIH 3aTpYAHEeHA KOHLECHTpauusa. AKO YCETHTE
nonoOHH CUMNTOMH, He modupaiite U He paboTere ¢ MaAUIKMHH.

Tosa nekapcTBO cbaAbpAka no-Maiko oT 1 mmol HaTpuii (23 mg) Ha enna Tabnerka, T.e. ¢ce cuuTa, Ue
HE ChABbPXKA HATPUM.

3. Kax na npaemate bpormun

BuHary npueManTe ToBa J1€KAPCTBO TOYHO KakTO BH e ka3zan BamuAaT n1ekap. AKO He CTe CHIYPHH B
Helllo, nonuTaiTe Baiuna aekap Win papMaleBT.

bpoTMHH He MO3Ke Aa 3aMEeCTH 3APaBOCIOBHYA HAYHH Ha KMBOT. [TpoabbkaBaiiTe a cna3pare
nueTara, xoaTo By € npenopbyan BaluuaT nekap ¥ peAOBHO MPABETE YIIPAKHECHHS.

[IpenopbyHTenHaTa 1034 €:

ObunualinaTa HayaaHa fqo3a fpyu Bu3pacTan € 500 mg win 850 mg bporMuH aBa UM TPH BTH
nHeBHO. MakcuManHara qHeBHa no3a € 3000 mg, pazaeneHa Ha 3 OTOEJHU NpHEMa.

AKO umate NnoHwkeHa 6bOpeuyna dynkuMA, BalnusaT nekap moxe na By npeanuiie no-HKUckKa a03a.
AKO npHeMaTe CbIO H HHCYAHH, Bamuar nexap e Bu kaxe kak a 3anouHere npueMa Ha
bpoTMHH.

Ynorpeba npH Jeua A I0HONIHA

O6uuaiinaTa Ha4yaiHaTa no3a 3a aeua Ha v Han 10 roaunau v ronouiu e 500 mg wnu 850 mg bpormun
BeAHDBLK OHEBHO. MakcuMmanHaTa nHeBHa no3a ¢ 2000 mg, pazaenena Ha ZBa WM TPH NpUEMa.
JleyeHueTo Ha geua Mmexay 10 u 12 roauHH ce npenopb4Ba CaMo ¢llefl KOHKPETHO NPeANIUCaHHE OT
Bauwius jiekap, Th# KaTO KIIMHHYHUAT ONMHT IIPH Ta3H BL3pACTOBA I'pyna € orpaHHYeH.

Habsronenue

-  Bamuar nekap e Macneasa peJOBHO HUBATa Ha KpbBHaTa BH 3axap # 1ile KOpUrupa no3arta Ha
bpoTMHH crniopes HHBOTO Ha KpbBHara 3axap. Koncynrupaiite ce peaoBHo ¢ Bamms nekap. ToBa e
0c0obEHO BAXKHO 3a ielia M KOHOILIM WM aKO CTe B CTapuHeCKa Bb3pacT.

-  BawmusT nekap cbiio uie uacieasa 6n6peuynara By GpyHkius noHe BeHbX roayuiHo. Moxe aa ca
HEOOXOAMMH NI0-4YECTHU M3CNEABAHHA, AKO CTE B CTapuecKa BL3pacT Win Ou0peumre By He
(YHKLIMOHUPAT HOPMAJTHO.

Kak ga npaemaTte bporman

[IpuemaiiTe bpoTMHH NO BpeMe Ha WM cliell XpaHeHe. Taka ule uzberHere HexkenaH

peakLuy, BTHACIIH Ha XpaHocMunaHeTo Bu. He uynere U He absuere tabnerkure.

TabneTka ¢ Yailia BoAa.

-  AkoO npUeMaTe eHa 103a JHEBHO, B3¢MaHTe 3 CyTPHH (Ha 3aKycka).

-  Axo0 posarta BH e pasnpeneneHa Ha ABa npueMa JHEBHO, B3eMailfTe rd cyTpuH (Ka &
Beuep (Ha Beueps).




- Axo ao3ata Bd e pasnpeaeneHa Ha TpH NMpHEMa JHEBHO, B3¢MaHTe r'M CyTpHH (Ha 3aKyCKa), 10
06sax (Ha 004aa) v Beuep (Ha BeuepA).

AKO ciie] H3BECTHO BpeMe CMATaTe, 4Ye ePeKThT Ha BpOTMUH € TBBPAC CWICH WIH TBBpAE ciad, ce

KOHCY/THpaiTe ¢ Bauwns nekap unu gapMallesT.

AKO0 CTe NIpHE/H noBede OT HeodxoaamMaTa 103a bpormun

AKO CT€ NpHENH noBeye oT HeoOxoaumMaTa A03a MeTGOPMHH, MOXE []a YCETHTE NPH3HALM Ha
NAKTaTHA aluAo032. CUMIITOMUTE Ha JIAKTATHA aLMAO3a Ca HECMEM(HYIHN KATO NOBPBIIAHE, KOPEMHA
OoJika ¢ MYCKYJIHH cria3MH, 0OLIO HEPA3NOIOKEHUE C YYBCTBO HA CHJIHA YMOPA H 3aTPyAHEHO
AuuiaHe. JOIMBIHHTEIHH CUMITTOMH €2 NOHKKCHA TeJleCHA TEMIIEpATYpa K ChpAEUHa YeCTOTa. AKO
MOYYBCTBATE HAKOH OT T€3H CHMITOME, TpaOBa He3ab6aBHO A NOTLPCHTE MEARNHHCKA NOMOII,
THH KaTO JAKTATHATA ANHA032 MOXkKe Ja JoBele A0 koMa. Copete nprema Ha BpoTMHaH B
He3a0aBHO ce CBLpXKeTE C JIeKap HJH ¢ Hal-0an3KkaTa Gonnnna.

AKO cTe mpomycHaIn Na npaemere bporman
He B3eMalTe nBOKHHA 1034, 32 1a KOMIIEHCHpaTe nponycHarata ao3a. [Ipyemere cneapamara o03a B
obuualtHOTO BpeMe.

AKO HMaTe HAKaKBH JOITLIIHUTENHH BBIIPOCH, CBBP3AaHH ¢ ynoTpedara Ha TOBa JIEKapCTRO, NONUTAHTe
Bainsa nekap wik papManesr,

4. BBL3MOXKHA HeXKEJIAHR PEAKURH

KaxTo BCHUYKH JIEKapCTBA, TOBA JIEKAPCTBO MOXKE 12 MPEAN3BUKA HEXKEIAHM PEAKLIMH, BhIIPEKH Y€ HE
BCEKM ' N1OJTy4aBa.

Morar z1a c€ NOABAT CJAEeAHUTE HEXCENAaHH peaKLUU:

MeTtdopmMHH MOXE Ja NpMYHUHH MHOTO pajaka (Moxe aa 3acerde go 1 Ha 10 000 gywm), Ho MHOTrO
CEPHO3HA HEXEaHa peakiiMsa, HapeUueHa laKkTaTHa aupao3a (BHKTe To4Ka ,,IIpenynpexaeHns v
MpeAna3Hyd MepKH™). AKO TOBa ce CITy4H, TpabBa aa cnpeTe npaema Ha Bpormuan 1 ne3abaBHO Na ce
cBbpikere ¢ Bamug sexap ann Ha#-6A3%aTa 00JHHNA, THi KAaTO JAKTATHATA ALM03a MOXE Ja
aoBeAe 10 KOMa.

Muoro yecTH HexXeJIAHA peaKnHH {(MOraT Ja 3acerHar roseye ot | Ha 10 ayux)

- XpaHoCMHIATeNIHU NpoOJIEMH, KaTo ycelllaHe 3a rafieHe (raaeHe), nospbluaHe, adapus, 6onka B
Kopema U 3aryba Ha aneTuT. Tead HeKeJlaHW peakLiHt Hal-4yeCTo ¢e NMOABABAT B HAYaJOTO Ha
neueHuero ¢ Mer@opMuH. [lomara, ako paznpenenure JO3UTE Npe3 REHA KU AKO pHeMaTe
BpoTMHH CBC WIH BEAHAra Cnex XpaseHe. AKO CHMIITTOMMTE NMPOABJDKAT, CIIPETE NIPHEMa Ha
bpoTMHUH M rosopete ¢ Baluvsa nekap.

YecTH HeXkeTaRH peaxkmun (Morar aa 3acersar a0 | Ha 10 gyiun)

-  IIpOMeHHM BBLE BKYCA.

- HamaneHW unu HUCKM HMBA Ha BUTaMKH B12 B KpbBTa (CHMITTOMHTE MOTaT Ja BKIIOYBAT CHIHA
yMOpa, BB3MAajleH WIH 3a4€PBEH €3HK (IJIOCHT), YCELlaHe 3a UTTTMYKK MO K0XaTa (apecTe3ns) Win
Onena WM XbJiTa KOXKa). BamuaT nekap Moxe aa Hacpoun/ NpoBeAe HAKOH TeCTOBe, 3a Ja
pa3bepe npuyKHarTa 3a BawMre CHMOTOMH, Thi KaTO HAKOH OT TAX MOXE 2 ¢a IPHUYHHEHH OT
nHadeT WK Nopaay Npyrd HECBbP3aHH 3APABOCIOBHH NMPOOGIeMH.

MHEoro peakH HexeJIaRH peaxkuun (Morat aa 3acertar 40 1 #€a 10 000 xymn)

- JlaktraTHa aunaosa. ToBa € MHOTO PAOKO, HO CEPHO3HO YCIIOXKHEHME, 0Co0eHo ako Bawure
O1pOpeLtd He PyHKUMOHMpPAT HopManHo. CHMNTOMMTE HA IaKTATHA aLHZI03a CA HEC[IeH (T
(BIokTE TOuKa ,lIpegynpexaeHns H npeana3Hyu Mepku®). / we

- OTKNOHEHMA B M3CACABAHUATA Ha YepHOAPOOHaTa PYHKIIUA WIH XEMATHT (BB3 PEGY € MRS AL
apod; ToBa MOXKE J1a IoBee 10 YMOpa, 3aryda Ha aneTyT, 3aryba Ha Terno, ¢ 6 @ AEX .—
NOXKLJITABAHE Ha KOXKATa WIH O10TO Ha ouuTe). Axo ToBa BH ce Cityuu, cripeteTy “ﬁ e

bpoT™MHH K rosopere ¢ Bawuns nekap. S\




- KoxxHM peakuuu KaTo 3a4epBsiBaHe HA KOXarTa (epureMa), CbpOex WM cbpOsi 0OpuB
(ypTuKapus).

JONbJIHHTEIHH HEeXKeJIAHH PeaKUHH NPH Aela HJIH IOHOIIH
OrpaHUuYeHUTE JaHHHU OT JICYEHUETO Ha [eLa U FOHOLHU MOKa3BaT, Y€ HEKEJTaHWUTE PeaKLvM ca
MoJO0OHHU MO BH/I M TEKECT HA HAOIOaBaHHUTE MPH BB3PACTHU MALIUEHTH.

CrhobmaBaHe HA HeXXeJIAHH peaKUHH

AKO MOJIyYHTE HAKAKBU HEXKEJIAaHH JIEKAPCTBEHHU peakluH, yBeaomere Bawus nekap unu gapmManenr.
ToBa BKIIIOYUBA BCHYKH Bb3MOXKHH HEOMWCAHH B Ta3H JIMCTOBKA HEXKeJIaHH peaklMu. Moxe cbllo Aa
CHOOIIUTE HEXKEJIAHK PEaKLIMK JUPEKTHO Ype3 HAallHOHAJIHATa CMCTeMa 3a ChOOlLIlaBaHe:
M3nbaHHATEIHA areHIIHS N0 JIeKapcTBaTa

ya. ,,Jlamsau I'pyes” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yeOcaiiT: www.bda.bg

Kato cbobluaBare HexeNnaHU peakliii, MOXKETe J1a JaJIeTe CBOS NMPUHOC 3a MoJIlyyaBaHe Ha rMoBeye
HH(OpMaLMg OTHOCHO 0€30IMacHOCTTa Ha TOBA JIEKApPCTBO.

> Kak na coxpansaBare bpormun
Jla ce cbXxpaHsBa Ha MACTO, HEZIOCTBHITHO 3a AeLa.

He u3non3BakTe TOBa JICKAPCTBO CJICA CPOKa Ha 0 AHOCT, orbeng3an BbpPXY €THKETA CJIC/ «l"'oneH
HO). CPOKT::T Hd I'OJHOCT OTroBaps Ha 1nocjaciaHuda 1C€H OT NOCOYCHHA MCCCLI.

He u3xBbpisiTe JiekapcTBaTa B KaHaIU3aUuMsaTa WIK B KOHTEMHEpa 3a 10MaLllHH OTNaAbLH.
[Tonuraiite Bawusa dapmaneBT Kak 1a U3XBBPJIUTE JIEKApCTBATa, KOUTO Beuye He U3roJizpaTe. Te3u
MEPKHM L€ CIIOMOrHAT 3a ONa3BaHE Ha OKOJIHATa cpeaa.

6. ChabpKaHHe HA ONAKOBKATA H I0NbJHHTEIHA HHPOpMANHS

KakBo cbabpika bpormun

- AKTMBHOTO BeLIeCTBO € MeT(opMUHOB xuapoxsiopua (metformin hydrochloride).

Besika dunmupana tabnerka crabpxka 500 mg merdpopmMuHOB Xuapoxiaopua (metformin

hydrochloride), cboTBercTBalum Ha 390 mg merdopMuH 6a3a (metformin base).

Bceska ¢punmupana tabnerka cbabpxka 850 mg methopMHHOB XHapoxsiopua (metformin

hydrochloride), cvoTBeTcTBalM Ha 662.9 mg meTdopmuH H6a3za (metformin base).

Besaka dunmupana tabnerka cpabpka 1000 mg merdopMuHoB xuapoxiopua (metformin

hydrochloride), cvoTBeTcTBaIuM Ha 780 mg merdpopmuH 0a3a (metformin base).

- Jlpyrure cbCTaBKH ca: LeIyJ103a, MUKPOKPHUCTAIHA, KpOCKapMeso3a HaTpuid, noBuaoH K30,
MarHe3ueB cTeapar.

OUIMOBO NOKPHUTHE:!
3500 mg u 1000 mg: nonu(BUHUIIOB) ajIkOX0J1, THTAaHOB AHOKcUA (E171), Mmakporonu, Tank.

8350 mg: xbnT xkene3zeH okcua (E172), nonu(BuHMNOB) ankoxou, TutaHoB auokeun (E171),
MaKporoJiy, Tajik.

Kak H3IJIEKAAa B]JOTMHH H KAKBO CbAbP7Ka ONIAKOBKATA

bpormun 500 mg dbunmupanu Tabnerku: benu oanuu punmupanu TabseTky, rnaak
CTpaHH, ¢ pazMepd 16 mm x 8 mm.

bpormMun 850 mg duamupanu Tabaetku: XKbiatu oBaaHH GUIMUpaHH TAONETKH, C
o3HayeHue ,,MC™ OT eaHaTa cTpaHa ¥ riagKku OT Apyrara ctpaHa, ¢ pasmepu 20,1
bpormuu 1000 mg puamupanu tabnerku: benu opanuu punmupanu tabieTku, ¢ 1
ABETE CTpaHH, ¢ pa3mepu 21,2 mm x 10,2 mm. TabneTkara Moxe na Obae pasaeneH
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500 mg TabneTku:
TabneTkure ce focTaBAT B OJIMCTEPHHU ONMAKOBKH, Cbhabpakauu 9, 20, 21, 30, 40, 50, 56, 60, 84, 90,
100, 120, 200, 500, 600 v 1000 TabneTkwu.

He BcMuYkHM BUOBE OMAKOBKM MOraT a ObJaar MmycHaTH Ha mnasapa.

850 mg u 1000 mg TabneTku: _
TabneTkuTe ce nocTaBAT B OJIMCTEPHH ONAKOBKHU, chabpxaluu 8, 9, 10, 14, 20, 21, 30, 40, 50, 56, 60,
84, 90, 100, 120, 300, 600 uau 1000 TabneTkwu.

He BcHUKM BUAOBE OMNAaKOBKK MOrar aa Obaar nycHaTH Ha nasapa.
[IpuTekaTe 1 HA pa3pelieHHETO 3a ynoTpeda

Medochemie Ltd.,

1-10 Constantinoupoleos Str., 3011 Limassol, Kunsp
IIpou3zBoauTe.I

Medochemie LTD

1-10 Constantinoupoleos street, 3011 Limassol, Kunsp

3a JonmbJHUTEIHA HHPOPMALIMsA OTHOCHO TOBA JIEKAPCTBO, MOJIsA, CBbPXKETE Ce C JIOKAJTHUA
npeJcTaBUTEll Ha MPUTEXaTess Ha pa3pelieHHeTo 3a ynorpeoa.

JlaTa HA nocJielHO npepasriexaaHe Ha JucroBkara: Maprt 2025.




