b. JTUCTOBKA




JIncroBra: nupopmauns 3a namneHTa

MHUDPOMET 50 mg/850 mg ¢puamupann
Ta0J1eTRH
MIFOMET 50 mg/850 mg film-coated
tablets
CHTArTUNTHH/MET(POPMUHOB XHIPONJIOPH,1
(sitagliptin/metformin hydrochloride)

[Ipouerere BHHMATEIHO UAIATA JIHCTOBKA, NMPEAN A 3aM0UHETe Aa NpHEeMaATe TOBA JeKAPCTBO,
Thil KATO TH CbABLPARA BakHa 3a Bac nundopmauns.
- 3anaszete Ta3H JUCTOBKA. MoOsKe 1a ce HaJI0’KH 1a 1 NpoYeTeTe OTHOBO.
- AKO UMATE HAKAKBH JOIMBIAHUTEIHH BBIPOCH. nonuTaiTe Bawus nekap. papmauesTt UK
MEIHLIMHCKA cecTpa.
- Tosa niekapcTBo e npeanucano anuHo Ha Bac. He ro npeorcrbnsaiite Ha apyru xopa. To moske
Ja UM HaBpPeIdH. HE3aBUCUMO Y€ TMPH3IHALIUTE HA TAXHOTO 3a00/1siBaHe ca cbuMTe Kato Bawure.
- AKO NOJYUHTE HAKAKBH HEKEIAHH JIEKAPCTBEHH peakuMu. yBeaomete Bawus nekap.
(papmaueBT WM MeIHUMHCKA cecTpa. ToBa BKIKOUBA H BCHUKH BB3MOKHH HEKEIAHH PEaKLIMH.
HEOIMUCAHKW B Ta3M JIMCTOBKA. BUiKTE TOUKa 4.

KakBO ¢bABbpAKAa TA3H JIHCTOBKA

L. Kakso npeacrasassa MODOMET u 3a KakBo ce M3non3sa a(’O,Z/ DA IS
Z, Kakso TpsaOBa 1a 3Haete. npeau 1a npuemere MUOOMET

i Kak na npuematre MUDOOMET -6 AFO1S

4. Bb3MOKHH HEKENaHU peaKkUHu

. Kak 1a cbxpangsate MUOOMET

0. Cbabp/KaHHE HA ONAKOBKATA M A0NBAHUTEIHA HH(POPMALIHS

1. Kakso npeacrasiassa MUPOMET u 3a kakBo ce n3no.13sa

MHUDOMET cbabpika aBe pasimuHu JeKapcTBa. HAPEUEHH CHTATUNTHH U MET(OPMHH.

e CHTArIMNTHH NMPHHAIEKH KbM KJac nekapeTea. HapeyeHH DPP-4 nuxuOutopu (aunentuamnn
nenTuaas3a-4 HHXHOUTOPH)
e MET(POPMHUH MPUHAIEKH KbM KJ1aC JIEKaApCTBA. HApeUeHH OMIBaAHH/ IMHH.

T'e nercTBaT €AHOBPEMEHHO. 3a /1a KOHTPOJIMPAT HUBOTO HA KPbBHATA 3axap MPH Bb3PACTHH NALIMEHTH
¢ popma Ha nuadeT. HapeueH ..3axapeH auadeT Tun 2. Topa eKkapcTBO MOBHILIABA HUBATA HA
WHCYJIHH. MPOH3BE/IEH CJIe/I XPaHEeHEe M HaAMasABa KOJIMYECTBOTO 3axap. npou3seaeHo ot Batuus
OpPraHu3bM.

3aeHO ¢ MeTa W YIpaKHEHUs. TOBA JIEKAPCTBO Nnoanomara HamajleHueTo Ha Bawarta kpbBHa 3axap.
ToBa nekapcTBO MOJKE 1a e M3M0I3Ba CAMOCTOSITE/THO MK C ONpe/IeIeHH IPYTH JIEKapeTBa 3a auaderT.
(MHCVJIHH. CVA(OHHUAVPES MK TJIMTA30H).

Kakeo npeacrapnssa nuadert tun 27
JnadeT Thn 2 € cbCTOAHME. NPH KOETO BalMAT OpraHn3bM He MPOM3BEKA JOCTATLYHO HHCVIIMH. a
[NPOM3BEIKAAHHAT HHCYJIHH HE JIEHCTBA Taka 100pe KakTo O TpadBano. OcBeH TOBa opraHu3MbT Bu
MOZKe 1a NpOMU3BEkK/a TBbp/ae MHOro 3axap. [1pu ToBa nosokenue. 3axapra (rjaroKko3ara) ce HaTpYIBa B
KpbBTa. TOBa MOZKE /1a NPHUHHHU CEPHO3HH METHLIMHCKH NPOOIEMH KaTO ChPAeHHO 3a0015BaHE.
ObOpeuHo 3abosBaHe. CenoTa U aMnyTalms. = r




2, Kakso Tpa0dBa 1a 3uaete, npean aa npuemere MUOOMET

He npuemaiite MUPOMET:

- aKO CTe ANEPruUHK KbM CHTAFMHOTHH HIH MeTQOPMHH MKW KbA HAKOS OT OCTAHAIHUTE ChCTABKH
HA TOBa AeKapcTBO (M30poeHH B ToUKa 6),

- AKO UMaTe CHIHO HamaneHa ObOpeuHa QyHKUHA

- AKO MMATE HEKOHTPOJIUPAH AHA0ET. HATIPUMEP C TEXKKA XHNEPTIHKEMHA (BHCOKA KPbBHA 3axap).
raaeHe. NOBPbillaHe. JHapHa. Obp3a 3ary0a Ha Terno. JakTatHa auna0o3a (BHATE ..PUCK OT
NaKTaTHA auKua03a™ no-100y) UK KeToaunao3a. Ketoaunaosara e CbCTOSHUE, NPH KOETO
BELUECTBATA. HAPEHUEHH ..KETOHHH TENA™, C€ HATPYNBAT B KPBLBTA H TOBA MOXKE 1a A0BeAe 10
nrHadeTHa npekoma. CUMATOAMUTE BRAIOHBAT OONKH B CTOMANA. VUECTEHO H TBJAOOKO JHILAHE,
CBHAMBOCT WK HeoOHYaeH NNOA0B apoMaT Ha Abxa Bu.

- AKO UMATE TEXKKA HH(PEKUHSE UNU CTE AEXUAPATHPAHM

- ako Bu npencTon u3cneasaHe ¢ peHTr¢HOBH NbUU. KBIAETO e BU MHAEKTHPAT KOHTPACTHO
BeLecTrO. [padea aa cnpete na npuemate MUPOMET no speme Ha H3ceaBaHe ¢ pEHTIEHOBH
TbUK K 2 AU NOBEUE AHK Cel ToBa. KakTo Bu e npeanucan Bawuar nekap. B 3aBUCHMOCT OT
TOBA Kak padoTaT BawunTte 6u0peun

- aAKO HACKOPO €TE MNOJYUYHIH CbpACUEH HH(BAPKT U1K UMATE TEKKH UUPKYJIATOPHU NpOONeMH.
KaTO ..ALOK™ HAY NPODAEMH C NULLAHETO

- AKO UMATE YepHOAPOOHH Npodaemu

- AKO MUETE ANKOXO/ B FOfEMHU KOJUUYECTBA (BCEKM AE€H HJIM CaMO OT BpeMeE Ha BpeMie)

- AKO KbPMUTE

He npuemaiite MUPOMET. ako Helo oT no-rope WidpoeHHTe ce oTHacs 3a Bac v rosopete ¢ Bawwns
NeKap 3a Apyry Ha4MHM Ha neveHne Ha Bawua quadeT. AKO HE CTE CHFYPHHU. KOHCYITUpaKTE ce ¢
Bawua nekap. ¢papmaueBT Uan MeaMUMHCKa cecTpa npeaun aa npuemere MUOOMET,

[IpeaynpexaeHUR N NPeANAZHH MEPKH
[Ipu naunenT. nonyvuasaw MUOOMET. ca cbobulaBaHu ciiyyan Ha BBL3INAJEHHE HA NaHKpEaca
(NaHKpeaTuT) (BHAKTE TOUKa 4).

AKO MONyuHTE MEXYPH MO KOXKATA. TOBA MOXKE 1A € MPH3IHAK HA CbCTOAHUE. HAPEUEHO OVIIO3EH
nempurona. Bawuar nexap moxe na Bu nocbveeTea aa cnpete npiema Ha MUOOMET.

MHUDOMET moxke 1a NpHUMHU MHOMO pAaKa. HO MHOTO CEPHO3HA HEXKENAHA peakUHWA. HapeUyeHa
AAKTATHA aura03a. ocobeHo ako 6bOpeunTe Bu He yHKUMOHUPAT NpaBuAIHO. PUCKDLT OT pa3BHUTHE Ha
JAKTaTHA auM103a ¢ce YBENHYABA M NP HEKOHTPOJIMUPAH JHA0ET, TEKKH HH(PEKLHKU. NPOTBIDKUTENHO
rnanyBaHe WK NpHeM Ha AIKOXOJ. aexHapatauus (BHAKTe oule HHpopMaUKa no-10y ). 4epHOApOOHH
NpodjeMHU U BCAKAKBH CHCTORHHUA. IPH KOMTO HacT OT TANOTO HMA HaMaleHO cHabasBaHe ¢ KHCAopoa
(KaTO OCTPO NPOTHHALLA TEKKA DONECT Ha CLPLUETO).

AKO HAKOE OT U30POEHUTE NMO-rope ce oTHacs 2a Bac. roeopeTe ¢ Bawus nekap 3a 10NbAHUTENHH
YKa3aHHA.

Cuaperte npuema Ha MUDPOMET 3a kpaTbk nepuoa oT Bpeme, ako HMaTe 3200/ 19BaAHE, KOETO
MOKe Ja Obae CBBLP3AHO ¢ AeXHApaTAlHA (3HAUMTENHA 3ary0da Ha TENECHH TEYHOCTH) KaTo TEKKO
NOBPLUIAHE. AHAPUS. TPECKA. U3TAraHe Ha TONJHHA WK aKO NMHETE MNO-MANKO TEHHOCTH OT
HOpMaNHOTO. [oBopeTe ¢ Bawua nekap 3a Z00NbAHHTENHU YKa3aHHA.

JOBECAC 10 KOMA.

[




CHUMNTOAMHTE HA JIAKTATHA aLiM.103a BKAKOYBAT:
- NOBpbLUAHE
- OOJKH B cTOMAxa ( KOPEMHHU DOAKRH)
- MYCKYJHH CNAa3MH
- 00O YCELAaHe 3a HEPA3NOAOKEHHE, NPHAPYAKEHO ¢ TEKKA VAOPA
- 3aTPVIAHEHO AHLLAHE
- MOHWKEHA TENECHA TeEMMepaTvpa U NVAC

JlakTaTHata auM103a € ChCTOAHHE, H3MCKBALHO CNELHA MEAHWUHHCKA MOMOUY. ¥ TPAOBa 1a Ce JIeKVBa B
QONHULA.

['oBopeTte ¢ Bawna nexkap uau papmauest npeau na npuemere MUPOMET:

- AKO MMATE WM CTe MMANTH 3a00IABAHE HAa NaHKpeaca (KaTo NaHKPEaTHT)

- aKO MMATE UIH CTE€ UMATH KaAMBbHY B AITBYHHA MEXYP. ATKOXOTHA 3aBUCHMOCT HMJIH MHOTO
BUCOKH HHBA HA TPHCAHUEPHAH (BHA Ma3HWHM) B KpbBTA. Te3M 3a00NABaHUs MOraT 1a NOBULLAT
BEPORATHOCTTA Ja NOAYYUTE NAHKPEATHT (BWIKTE TOURA 4).

- ako umarte auadeT tun 1. [MoHakora ce HaApH4Ya HHCYHHO-3aBUCHM THA0ET

- aKO MUMATe WAH CTE HMANIK AICPruyHa peaklUus KbM CHTaArMMnTHH. MeTpopmMuid uni MHOOMET
(BHXKTE TOUKA 4)

- aKO npHesaTe CYAPOHUNYPEs HAY UHCYIIMH. aHTHAVa0eTHO nekapcTso. 3aeaHo ¢ MUDOMET,
Tbil KATO MOYKE 1a HACTBLITM CbCTOAHHE HA HHCKA KPbBHA 3axap (XHNMOrMUKEMHUA).

Bawuat nexap MOxe 1a Hamany 103aTta Ha CYA(POHUAY PEHHOTO NMPOU3BOAHO WU HHCYJIMH

Axo By ce Hanara na npetbpnure cepro3Ha onepauda. Tpa0Ba 3a1b/KUTENHO 1a CNPETE NpHEMa Ha
MUDOMET no spemMe HA ¥ U3IBECTHO BpeMe cnea npoueaypata. Bawwsar nekap we pewu kora Tpadea
1a cnpeTe W Kora 1a Bb30o0HoBuTe neyeHneto ¢ MUOOMET.

AKO HE CT€ CHILYPHH. JaJH HELWO OT W30poeHHTe No-rope ce oTHacd 3a Bac. nonuraiite Bawusa nekap
unu papmauesT npeau aa npuemere MUPOMET.

[lo epeme Ha aeuennero ¢ MUMOMET Bawusar nexkap we nposepsasa 6b0pedHata Bu QyHRUNA NoOHe
BE1HDBXK FOAUMUIHO MIIA MO-YECTO. AKO CTE B CTAPUECKA BBL3IPACT H/WAM aK0 MMaTe BnowweHa 0bOpeuHa

QyHKLMA.

Jeua u OHOIUH
Jleua v roHowu noa 18 roanHu He TpaGBa 1a W3INOA3BAT TOBA AeKapcTBQ. T0 He € e)eKTUBHO NpPH
7€Ua M KOHOLWH Ha Bb3pacT Mexkay 10 u 17 roamHu. He e 13BeCTHO Janu TOBA NEKapCTBO € 0e30nacHo

H e(PEKTHBHO. KOraTo ¢€ UINON3BA NpH geua Ha Bb3pacT noa 10 roanun.

Hpyrn nexapersa n MUHOOMET

Aro TpadBa 1a Bu O0b1€ NocTaBeHa HHKEKUMA ¢ KOHTPACTHO CPEACTBO. ChAbPXkaLLO HO. B
KPbBOOOPBILEHUETO. HAMPHMEDP B KOHTEKCTA HA PEHTTEH HAH CKEHEp. Tpa0Ba 1a CrpeTe NprUema Ha
MUDOMET npean nar no BpeMe Ha HHXKEKUUATA. BawnaT nexkap we pewn kora Tpadbea 1a cnpete
M Kora Ja Bb300HoBUTE neueHneto ¢ MUPOMET.

HUndopmupaiiTe Bawing nekap MK GapMauesT. akO NMPUEMATE. HACKOPO CTE NPUEMANH WK €
Bb3MOXKHO 1a NPUEMETE Apyry fiekapcTBa. MoOkKe Aa ce HanoKU NO-4ECTO 1a C€ W3ICNe1Ba MNMIOKo3aTa
B KpbBTa U (PYHKLIMOHHUPAHETO Ha ObOpeunTe Win BawmaT sekap moxe na Kopurupa aosara

MHUDOMET.
M3RTHIOUHTENHO BAXKHO € 1A CNOMEHETE CJEHOTO:

. neKapcTBa (NPHETH Npe3 ycTaTta. NpUIoKEHH Ypes HHXANauna HNH KaTo KH
H3NOI3BAHN 32 JCUEHHUE HA BLINAIUTENHH 3a00NABAHHS KATO ACTMa W apTp
( KOPTHKOCTEPOHIH)




. NERAPCTBA. KOHTO VBEAHUABAT OTACIAHETO HA YPHHA (THYPETHLH)

. NEKAPCTBA. HINON3BAHW 32 NeueHue Ha 0onka H Bb3naneHue (HCTIBC u COX-2 HHXHOHTOPMK.
KaTo HOVTIPO(EH U UENEKOKCHO)
. HAKOH JIEKAPCTBA 34 JEUEHWE HA BUCOKO KPpBBHO HanAraHe (ACE-MHXHOUTOPH M aHTHOTEHIUH

Il peuenTOpHH AHTATOHHCTH)

cnerHpHUHK TERAPCTBA 3a neyeHue Ha OpoHXHanHa acTMa (B-cMMNATUKOMHUMETHLN)
HOTHPAHW KOHTPACTHH BELUECTBA UJIH JEKAPCTBA. ChABPKALLH ANKOXON

ONpeacneHt NERapCTBa, U3NO0N3IBAHH 3a NEUYEHHUE HA CTOMALLIHH NPOONEMH KaTO LHMETHTUH
PAHONA3UH. NEKAPCTBO. HINOJIZBAHO 34 JICUEHUE HA CTEHOKAP, 1M

DOy TETpaBHP. NEKAPCTBO. H3MNOA3BAHO 3a NeveHUue Ha XHUB vHderuna

BAHIETAHNO. JICKAPCTBO. H3NOA3BAHO 34 JIEUEHHE Ha ceuH(PrUeH BHI PaKk Ha LIMTOBWAHATA
Kae3a (Me1yAapeH KapUUHOM Ha LIMTOBU/IHATA Ke3a)

. AUFOKCHH (3a IEYEHHUE HA HENMPABHIIEH ChPAEUYEH PHUTBM K APVTH CbhpaevHHU npobaenn). Moske
14 C& HANOXKK 1a ce NMPOBEPH HUBOTO HA AUIOKCUH B KPbBTA BU., ako ro npuemare
eHoBpeneHHo ¢ MUDOMET.

MUPOMET c¢ aakoxon
HM3bareatiTe nperosepHaTa ynotpeda Ha ankoxon no Bpese Ha npuema Ha MUDOMET. Toit kaTo ToBa

MOXKE Na yBEMHYH PHCKA OT NAKTATHA aukn.103a (BUxKTe Touka .JlpenynpexkaeHus u npeanazkm
MEPKH™).

bpemMeHHOCT I KbpPMeHe

AKO cTe OpeMeHHA WKW KbPMHTE. CMATaTE, He MOXeE Na cTe OpeMeHHA WK MNaHupaTe OpeMeHHOCT,
nocbBeTBalTe Cce ¢ Bawua nexkap unu dpapmaucst npeau ynorpedara Ha Toea nekapctso. He Tpabea
Aa npuemarte TOBa IEKapCTBO NO BpeMe Ha bpemeHHOCT. He npremaiite ToBa nekapcTBO ako KbpMHTE,
BuxTte Touka 2 He npnemaiite MUPOMET.

Hlopupane i padora ¢ MAHHY

ToBa NeKapCTBO HE MOBAHABA MW MOBIHABA NpeHeOpeKUMO cnocoOHOCTTa 3a wodupaHe u padoTa
CMALUKHH. BBNpekH ToBa ca cbOOLABAHH CJIYUAH HA 3aMANBAHE H CHHIMBOCT ChC CHTAMNUITTHH. KOETO
MOXe 2a MoBauae cnocobHocTTa By 3a wodHpaHe unu padoTa ¢ MaLLHHH.

FpuembT Ha TOBA NekapcTBO 8 KOMOUHALMSA ¢ eKapCTBA. HapeHeHH CyA(OHWTYPEAHH TIPOH3BOAHHM
MW HHCY/TUH, MOXKE J1a NMPHYHHH XHIOOTJTHKEMHA. ROATO MOXKE Ja nosnvae Bawara ¢cnocobHoCT na
WwodrpaTe WK padoTHTE ¢ MALLMHH. WK aa pabGotuTe 6e3 obeszonacena onopa 3a Kpakara.

MHOPOMET cpabpxa HATPHE
Tosa nekapcTBo chabpka no-manko ot | mmol HaTpui (23 my) Ha TabneTka. T.e. MOKE 1a ce Kaxe. ue

NPaKTHHECKH HE CbAbPHA HATPHH.
3. Kax na npuemare MUOOMET

BuHaru npuemaiite ToBa NeKapCTBO TOUHO KakTo Bu e Kazan Bawnart nekap. AKo He CTe CHLYPHU B
Hewo, nonuTanTe Bawng exkap unu papmauesr.

. [Tpuemaiite eaHa Tabnerka:
— 183 NbTH AHEBHO Npe3 ycTaTa

— C XpaHa. 3a 1a HAMAaNHTe pUHCKa OT CTOMALUHO HEPAINOJI0XKEHHE,

. BawuaT nexkap Moxe 1a nosyLLM no3ata Bu. 3a na KOHTpoaupa KpbaHaTa Bu 3axa

° AKO MmaTte Hamanexa ovOpedHa PyHruma. Bawuar nexap soxke 1a Bu npean
103a.



Tpadea 1a NpoAbIAKNTE IHETATA. NpenopbUaHa oT Bawua nekap no Bpeme Ha NeUEHHE ¢ TOBA
JAEKAPCTBO H A4 CEAHTE NPHENA HA BBITIEXHAPATH 12 € PABHOMEPHO pa3npeieneH npe3 a1eHs.

ToBa NeKapCTBO CAMOCTOSTEIHO € MAJKO BEPOATHO 1a NPHUHHH HEOOUYAHHO HHCKK HHBA Ha

KpbBHATA 3axap (XHmornukenmus). Korato ToBa AeKapeTBO €€ H3N0A3BA CBC CVHPOHUAN PeiiHH
JIEKAPCTBA HAH € HHCYJIMH. MOYKE 1a HACTBNAT HUCKH HUBA HA KPbLBHATA 3axap H Baiwuua nexkap moxe na
HaMaH 103aTa Ha cYNMOHUAYPEeHAaTa WK UHCYTHH,

AKO cTe npuean nopeue oT HeoOxoaumara a03a MUHOOMET

AKO CT€ npHENH MOBEYE OT APeANnUcaHaTa 103a OT TOBAa NEKAPCTBO. He3adaBHO yBeaomeTe Bawins
nekap. OTuaere B OONHWUA. AKO NONAYUYHUTE CUMMATOMH HA JJAKTATHA ALKI034 KATO yCELAHE 3a CTy 1
UAW TUCKOMQOPT. TEXKKO raaeHe Wiv NoBpbLUaHe. Ooska B CTOMAXA. HEOOACHHUMA 3aryda Ha Terso.
MYCKYJHH KPAMITH WK YYECTEHO AHwWaHe (BHXTe Touka .JIpeaynpekaeHnus u NpPeanasHu Mepku™).

Axo cTe nponycHaau aa npuemere MUOOMET

AKO CTe NPONYyCHANH 103a. B3eMETe A BEHAra LWOM C€ CETHTE. AKO HE €€ CETHTE Nnpear J1a 10HIe
BpeMe 3a C1€ABallaTa 103a. ponyeHeTe 3adpaBeHaTa 103a H Ce BLPHETE KhM PEIOBHATA CXEMA HA
npuem. He B3eMalTe 1BOHHA 1034 OT TOBA NEKAPCTBO.

Ako cTe cnpean npuemMa ia MUOPOMET

[IpoabnrkasaiiTe na npvemare TOBA JIEKAPCTBO TONKOBa AbAr0. KOAKOTO Bu e npeanuvcan Bawmuar
AeKap. 32 1a MOKE 1a NPOABIKHTE 1a KOHTPONIMpATe CBOATA KpbBHa 3axap. He tpadsa 1a cnupare
npHema Ha TOBa JieKapcTBo. 0e3 na ce KOHcyaTUpaTe Nbpso ¢ Bawng nekap. AKo cnpete npuemMa Ha
MHUPOMET. Bawara kpbBHA 3axap MOKe 1a ¢€ NOBULLIK OTHOBO,

AKO HMaTE HAKAKBH JONBJAHUTENHH BLAPOCH NMPH yNOTpedaTa Ha TOBA IeKapCTBO. nonuTaiite Bawwns
nexkap uau dpapmauesT.

4, Bb3MOKHR HeKe1aHH peaknHi

KakTO BCHURM JERAPCTERA, TOBA JICKAPCTBO MOXKE A4 IPCAHIBHRKA HCAKRCITAHN PCAKUHH. BBIIPCKH HE HE
BCCRH T'H NONY4dEQA.

[IPEKPATETE npuema Ha MUGOMET u He3abaBHO ce cebpxkeTe ¢ Bawus nekap. ako zadenexure
HAKOH OT CNEIHHTE CEPHOIHHU HEKENAHH PEAKUHM.
® CHIHA M NOCTOAHHA 00AKa B Kopema (00acTTa Ha CTOMAaXa). KOATO MOKE 1a ¢Tura 10 rbpda.
CbhC UJIK €3 raieHe W NnoBpbLLRAHE. Thid KATO TOBAa MOXKE 1a ¢a NPU3HAUKW Ha Bb3NAAEH NaHKpeac
{MAHKPEATUT).

MUDOMET Moxke na noBeae 10 MHOro paaka (Moxe na sacerde 1o | norpeduren Ha 10 000). Ho
MHOTO CEPHO3HA HEKEIAHA PEaKUMA. HapeUyeHa NakTaTHA auMa03a (BHxTe Touka lpeavnpexaeHus u
Npeana3Hi MepKU™). AKO TOBA ce CNydu. TpAOBa 33 1b/DKHTENHO na cnpeTte npuemMa va MUOOMET
H He320aBHO 1A ce CBBPARETE ¢ JeKap HAH Hali-Oan3kaTa 6oaHnua. TbH KaTo NakTaTHaTa auna03a
MOXKE J1a 10BE1E 10 KOMA.

AKO NOJIYUHTE CeprO3Ha anepruyHa peakuHs (¢ HEU3BECTHA YECTOTA). BKIIOUHTENHO OOPHB.
VYPTHRApHA. MEXYPH N0 KOykaTa/Oenewa ce Koxka M noayBaHe Ha NTHUETO. YCTHHUTE. €3UKa W MbpnoTo.
KOETO MOKE /1a Npean3BURa 3aTPYAHEHHUE B JULIAHETO WU MbATAHETO. MPERPATETE NPHEMA HA TOBA
NEKAPCTBO W BeaHAara c¢ CBbp:keTe ¢ Bawuns aekap. BawuaT nekap Moxke 1a By npeanuuie nekapcTeo
34 JIEUEHHE HA aNlepruuHarTa peakuus M apyro nekapcTeo 3a Bawus auader.




HakoH nauveHTH NOAYYABAT AHAPHA. FaleHe. ra3ose. 3anek. 0OIKa B CTOMAaXA WK NOBPBLUAHE. KOFaTo
3aNOYHAT f1a NPHEMaT KOMOHHAUMATA CUTAMAUNTUH d METQOPMUH (HYECTOTATA € ..UECTH ).

HAakon nauMeHTH NoNyUABAT CNEAHNTE HEKETAHH PeaKLHit TOKATO NPHEMAT TOBA NEKAPCTBO ChE
CVIPOHUNY PES KATO FAHMENHPH L

MHoro yect (MOKe 1a 3acerHart noeeye ot | Ha 10 AyWH): HUCKX HUBA HA KPBBHATA 3axap
YecTH: 3anex

Hakou nauMeHTH NOAYHABAT CAEIHUTE HEKEMAHH PEAKUIMH JOKATO NPUEMAT TOBA JIEKAPCTBO B
KOMOMWHALHWA ¢ MUOMTHTA30H;
YecTH: nOAVBAHE HA PBUETE MK KpakaTa

Hakou nauveHTH NoNyyaBaT CNeaHUTE HEXENAaHH PEAKUMH. JOKATO MPHEMAT TOBA JIEKAPCTBO B
KOMOMHAUMNSA C HHCYJIMH;

MHOro 4eCTH: HUCKH HUBA HA KPLBHATA 3axap

HeuecTu: cyxota B ycTarta. rinasodonme

Hakou nauneHTH NOAYYABAT C/IEAHUTE HEKENAHH PEaKLUUH 10 BPEME HA KIHHHUYHH NPOYUBAHHS.
JOKATO NPUEMAT CUTATIMNTUH CAMOCTOATENHO (€aHO oT siekapcTBata B MUDOOMET), uan npu
H3ON3BaHE B NepHoaa chea pazpewasate 3a ynotpedba Ha MUOOMET wnu curarnunTuH
CAMOCTOATENHO, WK C APYTHU aHTHAHADETHH NeKapcTBa:

YecTH: HUCKM HUBA HA KPBBHATA 3axap. raagodonue. MHPEKUUR Ha TOPHUTE NUXATENHH MbTHULIA.
3ANYLWEH WM TeYall HOC K Bb3NaJeHO Mbpiao. OCTE0APTPHUT. 00IKa B PbLETE MAK KpakaTta

HeuecTH: 3amaiiBaHe. 3anek. cbpOex

Peakun: HamaneH 6poit pomMOOUHTH

C HeusBecTHa 4yecTOTa: Npodnemu ¢ OvOpeUnTe (NOHAKOra Hanarati Auanns3a). NOBpbWaHe. CTaBHA
Oonka. MyckynHa 0ofika. bonka B rspda. MHTepcTHLHAMHA DenoapodHa dosiecT. 0V103eH NneMPpUronn
{BH1 MEXYPH DO KOXAaTa)

HAKOW NaUMEHTH NOAYYABAT CNEAHUTE HEXENAHW PEAKUMHK AOKATO NpHEMAT MET(POPMHH
CaMOCTOATENHO!

MHOro yecTH: raacHe. NOBpbLILAHE. AUapHa. BONKA B CTOMAXA W 3aryda Ha aneTHT. Te3n CUMNTOMH
MOKE 14 ¢e NOABAT NpPH 3anoysaHe HA NPHEMa HA METPOPMHH U OOUKHOBEHO OTUIVMABAT

YecTn: MeTaneH BKyC. HAMaNEHH MM HHCKK HHBA Ha BUTaMUH B12 B kpbBTa (CHMNTOMUTE MOFaT Ja
BRHOUBAT CHIIHA YMOpPA ( M3TOLUEHHE). Bb3MaJeH U 3a4epBeH €3UK (ITOCHT), YCeUaHe 3a HIJIMYKH Mo
KOXKaTa (napectelna) A 01e1a HiK XbiTa Koka). Batnar nexkap MOXKE Ja Ha3HaUYH/NPOBEIE HAKOU
H3C/ieaBaHKA, 3a Ja Ce OTKPHE NPHYKHATA 3a BawyTe CUMNTOMM, Thil KATO HAKOH OT TAX MOXKE ChUIO
12 ¢a NPHUHAHEHH OT AKMadeT MK na ca BCNEACTBHUE HA APYTH, HECBBPIAHH C HEIO 3ApaBOC/IOBHH
npodnemu.

MHOTO peaKH: XenartuT (npodneM ¢ uepHus Apo0). KONpHBHA TPecKa. 3JaYepBABAHE HA KOyKaTa (00pHB)
WM CBPOEeK

CHo0maBaHe Ha HEKEJAAHH PeaKHH
AKO NORYHHTE HAKAKBU HEXKEIAHU JIEKAPCTBEHHM peakunH. vBeaoMeTe Bawua nekap. dapmauesT nam
MEXHLIMHCKA cecTpa. ToBa BRAKOUYBA BCHYKH Bb3MOXKHN HEOMHCAHH B Ta3H JIMCTOBRA HEKENaHH
peakuuu. MoxkeTe CbLIO 13 CHLODWHTE HEKETAHH PEAKLUUH TUPERKTHO Ype3
U3mbaHWTENHA areHUMs NO NeKapcTBaTa

yva. Jaman 'pyes™ Ne 8

1303 Codus

Ten.: +359 2 8903417

veOcaWT: www.bda.bg

Kato cbholuiaBate HeKeNaHW PpeakUHK. MOXKETE 13 1a1€Te CBOA NMPUHOC 3a NOAVY
HH(OpMaUHS OTHOCHO Ge30NacHOCTTa Ha TOBA JIEKAPCTRO.
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5. Kak 2a coxpanagatre MUOOMET

Ja ce cbXpaHABa HA MACTO. HEAOCTLNHO 3a AeLa.
He winonspaiiTe ToBa NEKapCTBO €€ CPOKA HA FOAHOCT. OTOLNAAH BBPXY O/MCcTepa M KapTOHeHaTa
onaxoska cihen EXP~ v Jonen 10:”. CpoKbT HA FOAHOCT OTrOBapa Ha NMOCNEAHHA 1E€H OT NOCOUEHHS

Mecell,
Ha ce cwxpanasa non 30°C.

He u3xBBbpna#Te NEKapCTBaTa B KAHAIW3AUUATA HIH B KOHTEHHEPA 32 JOMALIHH OTNAABLM.
[TonuTaiiTe Bawua ¢papmauesT Kax 1a H3XBBLPAATE NEKAPCTRATA. KOHTO BEUe He u3noa3gate. Te3u
MEPKH LLLEe CNOMOCHAT 3a ONA3BAHE HA OKOJTHATA Cpeaa.

6. ChabpRaHHe HA ONMAKOBKATA H JOMBLJAHHTETHA NHpOpMAUKA

Kakeo ¢cbaspka MUOOMET

- AKTHBHHTE BELLECTBA CA CUTATNIMNTHH H MeT¢PopMHH. Besaka punmupana tabnetka (tabnetka)
CbALPAA CHTAMMUNTHHOB XHAPOXNOPHA. EKBHBAIEHTEH Ha 50 myg cuTarnunTur U 350 mg
METGHOPMHHOB XHIAPOXAOPHI

- Hpyrute cbeTaBku ¢a: B s1poTo Ha TabneTkara: MUKpOKpUcTanHa uenyvnosa (E460),
Kpockapmenosa HaTpuid, nosuaoH (E1201), Hatpues naypuncyndar v HaTpues
cTeapunpymapat. DHAMOBOTO NOKPUTHE ChABPXKA: NOAHBUHUNOB ankoxon (E1203), turaHos
auvokcnn (E171), makporoa (E1521), tank (E553b), uepseHn xeneszed okcua (E172) v vepen
weneseH okcua (E172).

Kaxk mirnesxkna MHOPOMET # KakBo ¢bAbpAa ONAKOBKATA

Po30BH NpoabarosaTH GUIMHpaHK TabreTku ¢ pazmepn 20,2 mm x 9.9 mm ¢ penedHo o3HaueHue
“L50™ ot ennarta cTpaHa v riaaku OT Apyrara cTpaHa.

bauctepu (anvmunuii - PYC/PE/PVDC). Onakorku no 14, 28, 56, 196 punmuparHy TadnetTku, rpynoeu
OMaKoBKH. chabpaxawm 196 (2 onakosku no 98) u 168 (2 onakoskH no 84) punMupaHu TabNETKH,

He Bcuyky BMAOBE ONAKOBKH MOFAT Aa 0bAAT MYCHATH Ha nazapa.
[IpuTexaTen HA paspellleHHETO 3a ynorpeda

Bausch Health Ireland Limited
3013 Lake Drive

Citywest Business Campus
Dublin 24, D24PPT3

Wpnanaus
IponseoanTen

Remedica Ltd, Aharnon Street Limassol Industrial Estate C'Y-3056 Limassol, Knnwp

Bausch Health Poland sp. z 0.0., ul. Kosztowska 21, 41-409 Myslowice, lNoawa B &qy .

JaTa Ha nocJegHo ApepasraexaaHe Ha auctoskata 10/2024 ‘ =
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