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Metdopmake XR Komou 50 mg/500 mg rabiieTkH ¢ mmneﬁu ocB0OOK1aBaAHE "1 LU
Metformax XR Combi 50 mg/500 mg modified-release tablets S gl

Metdopmake XR Komou 50 mg/1000 mg TabieTKkn ¢ H3MeHeHO 0CBODOK/1aBaAHe
Metformax XR Combi 50 mg/1000 mg modified-release tablets

Metdpopmake XR Komou 100 mg/1000 mg rad/ieTkn ¢ H3MeHeHO 0CcBODOK/1aBaAHE
Metformax XR Combi 100 mg/1000 mg modified-release tablets

CUTArJUNTHH/MET(POPMHUHOB XHAPOXJOPH]L
(sitagliptin/metformin hydrochloride)

[MpoyeTreTe BHHMATE/IHO HAJIATA JIHCTOBKA, IIPEAH 12 3aM04YHETe /1a NIPHEMATE TOBA JIEKAPCTBO,
Thi KaTO T CbAbPxKa BaxkHa 3a Bac undopmanus.

. 3anasere Tazu IMCTOBKA. Moske J1a ce HAIOXKH /1a 5 TIpoYeTeTe OTHOBO.

E AKO UMarTe HAKaKBH JOMbJIHUTEIIHH BBIIPOCH, nonuraite Bawms nekap, papmaueBT wiu

MEIMLIMHCKA cecTpa.
- Tosa nekapcTBo e npeanucano JM4HO Ha Bac. He ro npeorcrenBaiTe Ha aApyru xopa. To Moxe

J1a UM HaBpE/IM, HE3aBUCHMO Y€ NMPU3HALIMTE Ha TAXHOTO 3a00/1siBaHe ca cbliuTe KaTo Bawure.

- AKO NMOJIyYUTE HAKAKBH HEKEJIAaHW peakluy, yBeaomere Baluus nekap, papMaueBT uiu
ME/IMLIMHCKA cecTpa. ToBa BKJIKOYBA U BCHYKH Bb3MOXKHU HEXKEJIaHH PeaKllMu, HEOIMTUCAHHU B
Ta3u JUcToBka. Buwkre Touka 4.

KakBo ¢bAbpKa TA3H JIHCTOBKA
Kakso npeacrasassa Merdopmake XR KoMOH M 3a kKakBO ce M3roJi3Ba

KakBo TpsOBa na 3Haere, npeau aa npuemere Merpopmake XR KomOu
Kak na npuemare Merdopmake XR Kombu

Bb3MOXKHH HEXKEJIaHU peakLuH

Kak n1a cbxpansBate Metrdopmake XR KomOu

ChbabpKaHUe Ha OMAKOBKATa M JIOITbJIHUTE/IHA HH(pOpMALIUS

FU N s bt B b

1. Kakso npeacrasassa Mergpopmake XR KomOu 1 3a kakBo ce H3nmoJ13Ba

Metdopmake XR KomOu cbabpka 1Be pa3/iMiuHU JIEKapCcTBa, HAPEYEHH CUTArJIMNTHH U METGOPMHH.

@ CUTArJIMIITHH MPUHAUICKHU KbM KJ1ac JiekapcTsa, HapeyeHH DPP-4 uHxuburopu (aunentuaun
nenruaasa-4 HHXUOUTOPH)
° MeT(OPMHH Ce OTHACS KbM KJlac JIeKapCcTBa, Hape4YeHH OUrBaHHU/1IH.

Te neicrear 3ae/1HO. 3a 1a KOHTPOJMUPAT HUBOTO HAa KPbBHATA 3aXap NPH Bb3PaCTHH MALIMEHTH C
(¢hopma Ha nuabder, HapeueH ,.3axapeH auader Tun 2. ToBa nekapcTBO rnomara Jia ce rnopuilaT HUBaTa
HAa MHCYJIMHA, NTPOX3BEK/aH Clie/l XpaHEHE U HaMaJlsiBa KOJIMYeCTBOTO 3axap, Npou3Be/ieHo ot Bauus

OpPraHH3bM.

3ae/iHO ¢ AUETa W YIIpaKHEHUs, TOBA JIEKAPCTBO Momara 3a rnoHu:;kapaHe Ha kpbBHaTta Bu 3axap. Tosa
JIEKApPCTBO MOJKE /1a C€ U3IM0JI13Ba CAMOCTOATE/THO MJTH C HAKOM JIPYTH JIeKapcTBa 3a jidader (HHcynuH

i — "I.l

cyadaHuIypes WK rJIMTa30H ).

KakBo npeacrasnsasa anaber tun 27

NPOMU3BEXKIAHUAT UHCYJIMH He AeHcTBa Taka 100pe kKakTo O Tpsadeano. OcBeH ToBa
MOK€ CBLIIO J1a MPOX3BeXkK/1a TBbpAE MHOro 3axap. [Ipu ToBa nonoxenue, 3axapra (rn

3a00/159BaHeE, 61:.6peqnn 3a00/19BaHe, CENoOTa U aMIyTalus.

PL/H/0726/B/014/G




2. Kakpo Tpa0Ba aa 3uaete, npean aa npueMete Merdopmaxke XR Kombn

He npaemaiite Merdpopmaxe XR Kombu

- aKo CTe AIePriYHYU KbM CHTAT/IMITTHH WIH METQOPMHH, WIH KbM HAKOS OT OCTAHAJIMTE
CHhCTABKHM HA TOBA JICKApCTBO (M36pOeHH B TOYKA 6);

- aKo HMATe CUIHO HaManeHa 6n0peuna QpyHKLus;

- aKko HMare HEKOHTPONHpaH AHadeT, HAaMpHUMEP C TEXKA XHNEPriIMKeMHs (BHCOKA KPbLBHA 3axap),
rajieHe, IOBPBINAHE, AHapHs, H1p3a 3ary6a Ha Terno, IAKTaTHa auna03a (BIKTE ,,PUCK OT
NIaKTaTHA aluMao3a‘ no-aoiIy) HiH Kertoauuaosa. Keroauuaosara € CbCTOAHHE, MPH KOETO
BELLECTBATA, HAPEUEHH ,,KETOHHH TeNa“, ce HaTPYMBAaT B KPbBTAa H TOBA MOXE A3 A0BEAEC 10
AuabetHa npekoma. CHMNTOMHTE BKTIOUBAT OONKM B CTOMAaXa, YYECTeHO H AIOOKO JHIIAHE,

 CBHJIMBOCT WIH HeoOHMuAcH NIOAOB apoMaT Ha XbXa Bu;

- aKO MMAaTe TeXKKa HHQEeKUHA WK ¢cTe O0E3IBOJHEHH;

- aKko Lie By npaBAT peHTreHOBa CHAMKa, 38 KOATO € He0OX0oAHMO aa BH HHXKeKTHpaT
KOHTPAcTHO BellecTro. Tpabsa na cnpere na npuemare Mergopmake XR Kombu no sBpeme Ha
PEHTTEHOBOTO U3CAeBaHe U 2 WM NOBEYE AHM CIe TOBA, KakTo Bu € npeanucan Bamusar
NieKap, B 3aBICHMOCT OT TOBa Kak pabotar Bawure 666peuy;

- aKO HAaCKOpO CTe NOy4YHIH ChpACYCH HHPAPKT WIH HMaTe TEXKH LHPKYJIaTOPHA Npobiiem,

" KaTo ,,lHI0K™ WIH npodbaeMH ¢ JUILAHETO, | .

- ako uMate yepHoapobHn npodbnemu;

- aKO ITHETE ATKOXOJ B roJIeMH KOJIHYEeCTBa (BCEKM ACH WK CaMO OT BpeMe Ha BpeMe);

- AKO KBpPMHTE.

He npuematire Merdopmakc XR Kom6u, ako Hello oT H36poeHuTe no-rope ce otHacs 3a Bac
ropopete ¢ Bawnd nekap 3a Apyry HaYWHKM Ha NevyeHHe Ha Baluws auaber. Axo He ¢Te CHTYpHH B
Helllo, KOHCYTHpaiTe ce ¢ Baluus nekap, GapmauesT WM MEHLIMHCKA CECTPa NMPEAH Aa NPHEMETE
Mergopmakc XR Kombu.

Ipenynpexnenns A UpeaANa3nA MEPKH
Npu naipenT!, kouto npueMatr MetgopMake XR KombOH ca cpobiaBaHH ciiyyan Ha BB3MAJICHHE Ha
naHkpeaca (MaHKpeaTHT) (BykTe TOYKa 4).

AKO NOIYYHTE MEXYPH IO KOXKATa, TOBAa MOJKe J1a € IIPH3HAK Ha ChCTOfHUE, Hape4yeHo Oyno3eH
neMdurona. Baumat nekap moxe na Bu nocerersa aa cnpere npuema Ha MeTdgopmake XR KombOn.

PRCK OT JAKTATHA ANAN032
Mergopmakc XR Kombu MOxe fa npeaH3BUKa MHOTO psAAKa, HO MHOTO CEPHO3HA HEXeJlaHa peaklud,

HapeyueHa JIAKTATHA alao3a, ocobeHo ako 6b6peunte By He GyHKUMOHUPAT NpaBHiIHO. PHCKBT OT
pa3BMTHE Ha JIAKTATHA ALIMN034 C€ YBEJIUYaBa CbUIO ¥ NPH HEKOHTPOJIHPAH AHabeT, TeKKH HHDEKIHH,
NPOABDKHTENHO IIadyBaHe WIM NPHEM Ha alkoxoll, obe3soanspane (BiokTe ole HHpopMalmsa no-
nony), uepHoapo6bHu npobaeMu U BCAKAKBH CHCTOSHHS, TIPH KOHTO 4acT OT OpraHu3Ma HMa HaMalleHo
cHabpsABaHe ¢ KMCJIOPOA (KaTo MpH OCTPO NPOTHYALLO TEXKO 3abosaBaHe Ha CHPUETO).

AKo HAKoe oT H30poeHHTe no-rope ce oTHacs 3a Bac, rosopere ¢ Baiuua iexap 3a JOMEIHHUTEITHH
YKa3aHH4. |

Capete npaema 5a Merdpopmaxe XR Kombn 32 xpaThK nepnoj ot BpeMe, aK0 HMATe
3afoaaBane, KoeTo MOXe Aa 6bae cBLp3ano ¢ obe3soaHABaHe (3HAUUTENHA 3aryba Ha-1¢
TEYHOCTH ) KATO TEKKO MOBPBIUAHE, NHAPHA, TPECKA, H3JIaraHe Ha TOIUIMHA MJTH aKO -/T- X

TEYHOCTHU OT HOpMAIHOTO. | oBOpETE ¢ Baiuus nexkap 3a NOMBIHUTEIHH YKa3aHHA.

Cilpere npueMa Ha Merdopmake XR Kombn 1 He3abaBRO ce cBnpkeTe ¢ Jie
OnH3KaTa OONHHIR, AKO HMATE HAKOH OT CAMINTOMATE HA JIAKTATHA AIlH03A )\
CBHCTOSAHHE MOXeE Jia JOBeAe A0 KOMA.

CuMnOTOMHUTE HA NAKTATHA ALUKA03a BKJIKOYBAT:
PL/H/0726/1B/014/G




- NMOBpBIIAHE,
- 0ok B cTOMaxa (KOpeMHH OOJIKH);

- MYCKYJIHH KPaMIlH;

- o6mo ycelllaHe 3a HEPa3NONOKCHUE, MPUIPYIKEHO CHC CHITHA YMOPA;
- 3aTPYIHCHO JHUIAHE,

- NOHKKEHA TEJIECHA TEMIIEPATYPa H ChPIACHECH PHTHM.

JlakTaTHaTa aLKI03a € ChCTOAHUE, H3MCKBALIIO CMelIHA MeJHLIMHCKA TOMOLL U TpAOBa Aa ¢e IEKyBa B
60JIHHLA.

T'oBopeTte ¢ Bamnnga Jekap He3abaBHO 32 JONBJIHATE/IHH YKA3AHHS

- aKO € YCTAHOBEHO, Y€ CTpafaTe OT HacIeACTBEHO MEHETHYHO 3a00/1saBaHe, MOBIHABALLO
MHTOXOHIAPHHUTE (KOMIMOHEHTHTE, KOMTO NMPON3BEKAAT EHEPrUs B KINETKHUTE), KATO CHHAPOM Ha
MHUTOXOHAPHAIHA eHlIedhanonaTHA ¢ TaKTaTHA allHao3a B HHcyaTonoaodnn enusoau (MEJIAC
CHHAPOM) WIH HacaeacTBer AHabeT U rmyxoTa no maifuuxa nuHua (Maternal inherited diabetes

and deafness, MIDD).
- aKo UMaTe HAKOH OT T€3H CHMITTOMH CJie]] 3aroyuBaHe Ha leyeHHne ¢ MeThOPMHH: NPUNIALBK,

HaMaJIeHH TO3HABATEIHH CIIOCOOHOCTH, 3aTPYAHEHH ABMIKEHUS HA TAIOTO, CHMITTOMH,
noxa3aTeJIHH 3a YBpeXAaHe Ha HepeuTe (Hamp. 6olka WIH W3TPLNBAHE), MUTPEHA H TITYXOTA.

[osoperte ¢ Bauua nekap win ¢gapmanest npead aa npuemere Mergopmake XR Kombu:

- aKO HMATe WM cTe uManu 3abosiaBaHe Ha NaHkKpeaca (KaTo MaHKPEaTHT),

- aKO ¥MAaTE WIH CTE HMAJIH KaMbHH B ATBYHHA MEXYP, ATKOXO/IHA 3aBUCMMOCT WJIH MHOTO
BHCOKH HHBA Ha TPHUIJIHLEPHIH (BMA Ma3HHHH) B KPBBTa. Te3H 3a00/1sBAHHA MOTaT Ja NOBUHIAT
BEPOATHOCTTA JAa NOJIYYHUTE MAHKPEATHT (BHKTE TOUKA 4).

- ako MMarte auader tun 1 - MoHAKora ce HapU4ya HHCYJIMHO-3aBUCHM AHaber;

- aKO HMAaTE HIIH CTE HMAJK AEPryutiHa peaKLis KbM CHTarJIkTHH, METQOPMHH WIH
Metdopmake XR Kombu (BrkTe Touka 4);

- aKo npuemare cyadaHWwIypeiiHO NPON3BOAHO WIHM UHCY/IHH (aHTHANAOETHH JIEKapCcTBa) 3a€IHO
¢ Merdopmakec XR KombHu, Thit kaTo HHBaTa Ha KpbBHaTa BH 3axap Morar pa cnagHar M aa
CTaHAT HUCKH (XMNOrNHKeMHs ). BallHAT iekap MOXke a HaManu A03aTta Ha CyNdaHwTypeHOTO
NMPOU3BOIHO WIN UHCYJIHHA.

Ako BH ce Hanara Aa npeThpnHTe CEPHO3HA ONepaumd, TpadBa 3aAL/DKHTETHO Aa CIIPETe MPHeMa Ha

Merdopmake XR KomOu no Bpeme Ha H H3BECTHO BpeMe cliel npoueaypara. BamuaT nekap e
pellu kora TpaGRa 212 cripeTe H kora Ja Bb3o6HoBUTE Neuennetro ¢ Merdopmake XR Kombu.

- AKO HeE CTe CHI'YPHH, JallK HELIO OT H30POSHUTE Mo-rope ce oTHacd 3a Bac, nonuraiite Baiuus nexap
WK ¢dapManesT npeau aa npuemere Mergopmake XR KomoOn.,

[lo Bpeme Ha neueHneTo ¢ Merdopmake XR Kombu Bauiuar sexkap we nposepasa 6n0peynara Bu
(YHKUIMSA NOHE BEAHBX MOJULIHO HIH TT0-YECTO, aKO CTE B CTap4YecKa Bb3pacT WM aKo UMaTe
piioweHa HpOpeuHa pyHKLUuA.

dena # IOHOIIH

Heua u ronowms noa 18 roauHn He TpaGBa Ja H3NOJM3BAT TOBA JiekapcTBO. To He € ePEKTUBHO NpH
AeLAa ¥ IOHOUIH Ha Bb3pacT Mexay 10 v 17 rogunn. He e u3BeCTHO Aany TOBa NeKapcTso € be3onacHo
M e)eKTHBHO, KOraTo ¢¢ M3MoJi3Ba NpH fieua Ha Bb3pacT noa 10 roauHH.

Apyrna nexapcrsa 1 Merdopmaxe XR KomOn
Ako Tpsa6Ba xa BH ce nocTaBM HHDKEKLMS ¢ KOHTPACTHO BELIECTBO, ChABPXKALIO HOJ
KpBBOOOpAILIEHHETO, HANPUMEP MPH PEHTIEH WU CKeHep, TpabBa aa cnpere npyeM
XR KomOH npeay unu no BpeMe Ha HHKEKUMATA. Baluysr exap 1ie peliy kora Tp
Kora fa Bb30OHOBHTE NeueHHeTo ¢ Metdopmake XR Kom6u.
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TpaOBa na kaxkere Ha Bamus nexap wnu ¢papMailesT, ako NpHUEMaTe, HACKOPO CTE NMPUEMANIH HWIH €
BB3MOXKHO J1a TpUEeMaTe ApYryE JekapcTBa. Moxe [a ce HaToXH Mo-4eCTo Aa e M3C/Ie/1Ba III0K03aTa B
KpbBTa B (PYHKLHOHHpaHeTo Ha OB0peuuTe nnu Bamuar fekap Moxxe 1a KOPpUTHpa J03aTa Ha
Merdopmakc XR KomOu. M3KmoOYHTEIHO BRXKHO € 1a CIOMEHETE CIEAHOTO:

. JIeKapcTRa (KOMTO Ce MPUEMAT Npe3 YCTATA, HHXAIATOPHO WIH HHXXEKUHMOHHO), H3MON3BaHH 33
JICUYCHUE HA BB3NANHTENHH 3a0019BaAHMA KATO 8CTMA U ApPTPHUT (KOPTHKOCTEPOHAK);
JIEKAPCTBA, KOMTO YBEIHYABAT OTACISHETO Ha YpHHa (AMYPETHIIR),

NIEKApCTBa, H3NO/3BaHK 3a NeveHue Ha bonka ¥ Bp3nanedue (HCIIBC n COX-2 uHxuburopy,
kaTo H6ynpodeH U LenekokcHb); | |

. ONpeAcCHH JIEKapCTBa 3a NeUeHUe Ha BUCOKO KpbBHO Hanarane (ACE-uHxuburopu n

aHrHOTEH3HH Il pelenTopHH aHTarOHUCTH),

crelM(pHYHH JIEKAPCTBA 34 NleueHKe Ha OpoHXxHasHa acTMa (6eTa-CMMIIaTHKOMHUMETHLIH);

#0-KOHTPACTHU BELLUECTBA WU JEKAPCTBA, ChABPIKALLN AKOXO0J1;

OTpeAcIicHH IEKAPCTEA, H3MOJI3BaHH 38 JCUCHHE HA CTOMAWIHH NPobaeMH KaTO LIHMETHAMK;

pPaHOJIa3HH, TEKAPCTBO, U3ITOJI3BAHO 34 JICUCHHE HA CTCHOKAPANS;

JOTyTErPaBHP, JIEKAPCTBO, H3NOM3BAHO 3a NeyeHye Ha HIV nndekuma;

BaH/ICTAHUO, TEKAPCTBO, H3MON3BAHO 3a JieUCHHE Ha crieiikUUeH BHA PaK Ha IIMTOBHAHATA

AU1e3a (MEAYAApPEH KaPpUHWHOM Ha LWTOBHAHATA XKe3a),

- JUTOKCHH (34 ICYeHHEe HAa HEMPABWICH ChPACYEH PHTHM H APYTH ChpACYHH npobiaemu). Moxe
Jla ce HaNOXM [ia ce MpoBepH HUBOTO HA IMFOKCHH B KpBLBT2 BH, ako ro npueMare
eaHoBpeMeHHO ¢ MeTdopmake XR Kombu.

Metrdopmaxe XR Kombu ¢ ankoxon
H3barsaiire npekoMepHara ynorpeba Ha ankoxo no speMe Ha npuema Ha Merdopmake XR Kom6ba,
Thii KATO TOBa MOJXKE JIa YBEJIHUH PHCKa OT NOABA HA JIAKTATHA alM03a {BHOKTE TOYKA

> T IPEAYNPEXKACHUS U NPEATNAZHH MEPKH™).

bpeMeHROCT B KLPMeEHE

Ako cTe GpeMeHHa WK KbPMHTE, CMATATE, Y€ MOXE Aa cTe OpeMeHHa WU IUIaHHpaTe OpeMeHHOCT,
nochBeTBalTE ce ¢ Bamua nekap vnm ¢apManert npeau ynorpedara Ha ToBa jekapcTso. He Tpsabpa
13 [pHUEMAaTe TOBA JIEKAPCTBO MO BpeMe Ha OpeMEHHOCT WM ako kbpMUTe. Bikre Touka 2 He
npremaiite Merdopmake XR Komba.

IHogrpane B pafoTa ¢ MALIHHH
Tora nexkapcTBO HE NOBNMABA WIH NOBIHABRA NpeHebpesxkuMo cnocobHoCcTTa 3a wodHpaHe H pabora ¢
MalIMHH. BunpekH ToBa ca cbobillaBaHH CTyuyaH Ha 3aMaiBaHE B CHHIIHBOCT ChC CHTAFJIMITTHH, KOETO

MOXe & noBnusie cnocobrocTTa By 3a mwodupaHe wiu padora ¢ MauilHH.

[IpeMBT Ha TOBA JIEKAPCTBO B KOMOHHALIMA C JIEKAPCTBA, HAPEYECHH CYNQaHWTYpEHHH MPOH3BOAHH
WIH HHCYJIHH, MOX€ Ja MPHYMHHY XHIIOTJIMKEMHA, KOATO MOXE Aa noBiusae Bamara criocobHOCT Aa

modpupare wim pabotrre ¢ MaliHHK, WIH Aa paboture 6e3 cCHrypHa onopa.
Mer¢opmake XR Kombu cuabpxa HaTpHil

Toma nekapcTBO ChABPKA No-Manko o 1 mmol HaTpuit (23 mg) Ha Tabnerka, T.e. MOXKe 1a ce Kaxe,
4¢ MPAKTHYECKH HE CHABPXXA HATPHH.

3. Kax aa npaemate Merdopmaxke XR Kombn
Bunaru npHemaiite ToBa JiekapcTBO TOYHO KakTo Bu € kasan Bawmar nexkap. AKo He CTg.SHTYDH \
HELo, nonuTaiite Bauna nekap win papmauest. Baumuar nekap we By kaxe Mo KoMy TadTEHH-Q,
Merdopmakc XR Kombu 1a npHeMare u kora TpabBa 1a r npuemare. - v

Maxkcumansara aHeBHa 103a ¢ 100 Mmunurpama curarnunTil K 2000 MmunurpaMa Matd

[To npurumMn Tpabea na npuemare TabreTKHTE BEAHBK HA IeH, ¢ BEYEPHOTO XpaHEHe)
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B HakoM cnyqéu, BamuaT nekap Moxe aa Bu npenopsya na npueMare TabaeTkuTe 1Ba ALTH JHEBHO .
Bunaru npuemaiite TablieTKUTe C XpaHa, 3a 1a HAMAIKTE PHCKA OT CTOMALLHO HEPA3MNON0XKEHHE.
TabneTkuTe Ce MOTILINAT LIEJIH ¢ Yalia BOLa H HE C€ NbBYaT.

BawusaT aexap MOXeE Aa noBHIIKM no3aTa By, 3a Aa KOHTpOMpa KphBHaTa Bu 3axap.

AKo UMaTe HaMasieHa 6L0peuHa ¢yHkuua, Bamugt nexap Moxe Ja By npeanuiue no-HACKa 103a.

[lo speme Ha NeueHHe ¢ TOBA JieKapcTeo TPAOBA a NPOAB/DKMTE Ja Cra3BaTe AUeTaTa, NpenopbyaHa
oT Baiuusa nekap M Ja BHUMAaBAaTe fIPHEMBT HA BLIJICXHAPATH a € PABHOMEPHO Pasnpec/ieH npes
JEHAL.

MaJIKO BEpOATHO € TOBa JIEKAPCTBO CAMOCTOATENTHO Aa MPHHHHKA HeoOUYaliHO HHCKH HHBA Ha
KpbBHATa 3aXap (XMnorinkemus). Korarto Toea JiekapcTso ce H3MoJI3Ba cbe CyndaHunypernu
NIEKapCTBa WIH ¢ HHCYJIHH, HUBATA HA KPbBHATA 3aXap MOXe /1a CTAHAT MHOTO HECKH ¥ BawuusT siekap
MOJKE Jla HaMalK J103aTa Ha CyadaHmTypeiHOTO NMPOH3BOAHO WIH HHCYJIHH.

AKoO cTe npuean noseue oT HeobxoanmaTa Ao3a Merdopmake XR Kombn

AKO CTe MpHEN NOBeYe OT NpeANnHcaHaTa 403a OT TOBa JAEKapCeTBO, HezabasHo yBeaomeTe Baims
nexap. Otuaere B 60/1HMLA, aKO NOTYYHTE CHMITTOMM Ha J1aKT4THA alHZI03a KATO yCellaHe 3a CTYA
WIH JHCKOMGOPT, CHIHO raicHe WM NoBphluaHe, 60/1ka B croMaxa, HeobsacHHMa 3arydba Ha Terio,
MYCKYJIHH KPaMIli WIH Y4€CTEeHO aHLIaHe (BIKTe Touka ,,JipenynpexxaeHus 1 NpeanasHi MEpKH).

AKo cTe nponycHuann aa npuemete Merdopmaxe XR Kombu

AXO cTe NPOMyCHaNM 1034, B3eMeTe f BEAHAara oM Ce CETHTE. AKO He C€ CETHTe NpeH Aa HaCThIK .
BpEMe 3a ¢JIeABalLaTa A03a, NpolycHeTe 3abpaBeHara 103a M € BbPHETE KbM PEJIOBHATA CXeMa Ha
npuem. He B3emaiiTe ABoiiHa 1034, 3a 1a KOMIIEHCHPATE NpONMyCHATaTa 1034a.

Axo cTe cnpesn nprema Ha Merdopmakc XR Kombn

Ipoan/pkasaiiTe 1a MpHeMaTe TOBA JN€KapCcTBO TOJKOBA AWIrO, KoNkoTo By ¢ npeanucan Bawuar
JieKap, 3a 1a MOXKe Aa MPOABIDKHTE 13 KOHTPOnHpaTe CBOsTa KpbBHa 3axap. He Tpabsa na cnupare
npUeMa Ha TOBA JIeKapcTBO, €3 MbPBOHAMATHO Aa Ce KOHCYITHpare ¢ Baluus nekap. Ako cnpere
npuema Ha Mergopmakec XR KombH, Baluara kpbBHa 3axap MOXe a e MOBHLIH OTHOBO.

AKO HMaTe HAKAKBH JOMBLIHHUTEIHH BLIPOCH, CBBP3aHH ¢ yrnoTpebaTta Ha TOBa IEKAPCTBO, NONHTaHTe
Baiwmsa sexap wid papMauesT.

4. Bb3MOXKHE BEXKEJIAHH PEAKIHHA

KaxTo BCHUKH JIEKapCTBa, TOBA JIEKAPCTBO MOXKE 14 NPEIN3IBHKA HEXEJIAHH PeaKlinH, BBIIPEKH 4€ HE
BCCKM ' 11OJTy4Yara,

NPEKPATETE npuema Ha Merdopmaxc XR Kombu # HezabaBHo ce cBbpxeTe ¢ Baiuis iekap, ako

3a0es1e)HuTe HAKOU OT CNICAHUTE CEPHO3HH HEXKEaHU PEaKIIHH:

* CWIHA H MOCTOAHHa Oonka B kopema (B 00nacTra Ha CTOMaxa), KOATO MOXe J1a CTHra_JOThpOos
cbe WM Oe3 rajicHe ¥ NOBPBILAHE, Thil KATO TOBa MOXKE Na ¢a NpU3HALH Ha BH3PR0)
(naHKpearur). | '

e

Merdopmakc XR Kom6u moxe 1a npeadsBMka MHOIO paaka (MOXe Aa 3aCerHe 1
AYLIH), HO MHOTO CEPHO3HA HEXElaHa peaKLMs, HapeyueHa TaKTaTHa auuao3a (B

JIpeqynpexaeHms 1 npeanasHi MepkH). AKO TOBa Ce CIIy4H, TpsOBa 3aIb/DK
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npaema Ha Merdopmaxe XR Kombu u ne3abaBno ga ce ¢cBLpiKeTE € JIEKAP HH ¢ HaH-0m3KaTa

6oHHNA, THH KAaTO JJAKTATHATA allHA03a MOXeE 1a A0Beae 10 KOMa.

AKO MOJIYUMTE CEPHO3HA AIEPrUiHa peakuia (C HEU3BECTHA YECTOTA, ThH KATO OT HAJIHYHHTE JaHHH
He MoXe Ja ObJe HANpaBeHa OLEHKA Ha Y€CTOTAaTa), BKIIOYHTENHO O0PUB, YPTHKApHA, MEXYDPH MO
KOXKATa/M3MOINBAINA Ce KOXKa U NOJYBAHE Ha JIMLETO, YCTHHUTE, €3MKA M I'bPJIOTO, KOETO MOXE Aa
NpeAH3BHKA 3aTPYAHCHHE B AULLIAHETO WIN MLATAHETO, NMpeKpaTeTe MpueMa Ha TOBa JIEKapCTBO H
BEHAra ce CBbpxkeTe ¢ Bamus nekap. Bainusar nekap Moxe Ja Bu npeamnuiie nekapcTBO 3a JICUCHHE

Ha aJIEprHYHAaTAa peakliid H Apyro, pa3iMvHo JieKapcTBo 3a Bamna guaber.

Hskou manyeHTH, KOUTO NpHEMaT MET(QOPMHH, MONYYABAT CNEAHHATE HEXKE/IAHH PEAKLIMM CIIEN

nobapaHe Ha CUTAIJIMITTHH:

Yectn (Morar aa 3acersat a0 1 Ha 10 gyiuM): HUCKa KpbBHA 3axap, raicHe, NoJyBaHe Ha KopeMa,

NOBPBLILAHE,

Heuectu (Morar aa 3acernat a0 1 Ha 100 gyiun): donka B cToMaxa, auapus, 3aneK, CbHJIKBOCT.

HsakoM naumeHT™V noMy4YasaT AUapys, rajcHe, NoayBaHe Ha KOpema, 3ariek, 6oska B CToMaxa unu
NOBPbBIlAHE, KOraTO 3aMnoYHaT Aa NPHEMaT KOMOMHALIMATA CHTArTHNTHH U METHOPMHH (HEeCTOTaTa €

,,4ECTH ).

Hsaxou mauuMeHTH NOMYYaBaT CICAHHTE HEXKENaHH peakiiii A0KATO NPHEMAT TOBA JIEKAPCTBO ChC

cyahaHHNypeiHO NMPOH3BORHO KATO INMTHMENHPHAL

Muoro gecTu (Morart Ja 3acerHat noseue ot 1 Ha 10 Qylun): HHCKH HUBa Ha KpbBHATa 3aXap.

YecTH: 3anekx.

Hsikou nallueHTH Nnoay4aBar CJICAHHUTC HEOXKCIIAHH PCAKIIMH AOKATO IIPHCMAT TOBA JICKApPCTBO B

KOMOHMHALMA C TTHOTIUTA30H:
YecTH: nogyBaHe Ha PHLETE WK KpaKaTa

Hakou nauMeHTH NoJyvasart CJACAHHUTE HEXKCIIaHH PCAKLIHH, JOKATO IMpHEMAT TOBA JIEKApCTBO B

KOMOHHALINA C HHCYJIHH:
MHOro 4yecTH: HUCKH HHBA Ha KpbBHATA 3aXap.
HeuecTn: cyxora B ycrara, ranasobolue.

Hakou NaLMEHTH Ca NONYYHIIH CIICIHUTE HEXKENAHN PeakliUi NO BPEME HA KNUHHYHYU NPOYyYBAHHUA,
JOKATO Ca MPHEMAJTH CUTArJIMITTHH CAMOCTOSTENHO (eAHO OT Nekapereara B Merdopmaxe XR
Kom0u), wiH ca H3MOJI3BaAHd B EPHOA CIIER paspeliaBaHe 3a ynorpeda koMOHHalnsTa
CHTTOIUIITHH/MET(GOPMHH WM CUTATTIHIITHH CAMOCTOATENHO, MIIH 3a€AHO C APYTH aHTHAHAOETHH

NEKapCTRa;

YecTu: HUCKM HHMBA Ha KpbBHATAa 3axap, rnapobonue, HHPeKUMA Ha TOpHUTE AUXATE/THH TBTHILA,
3aITyILIEH WIK Te4alll HOC U BH3NANCHO BP0, OCTE0APTPHT, OOJIKA B PBLLETE KIH KpaKaTa.

HeuecTn: 3amaiisate, 3anek, cupbex.
Penku: HaManeH 6poit TPOMOOLIMTH.

C HeH3BecTHa 4ecToTa: npodaemu ¢ 6bOpelTe (NOHsKOra Hanaralu AManyusa), MoBPbIIaHE, CTaBHA
Oonka, MyckynHa 6oska, 60sKa B repba, HHTepcTHlIMaiHa Oenoapobna bonect, 6ynozeH nemMpuroun

(BHMA MEXYPH MO KOXKATA).

Hsaxou nauMeHTH NOMy4aBat CAICAHUTE HEXKEJIaHY peaKLIMH AOKaTO NpHeMaT METQOPMHH

CaMOCTOATCIIHO!.

MHOro0 4ecTH: rajeHe, NospbllaHe, AHapua, 6onka B croMaxa U 3aryba Ha aneTut, Te3u CHMITOMH

MOXKe Jia Ce NOABAT MPH 3ano4yBaHe Ha nNpHemMa Ha MeTQPOPMHH H OOMKHOBEHO OT3BY4Ya
YecTu: Metaiefi BKYC, HAMAICHW WK HHCKH HHBa Ha BUTaMuH B12 B kpbBTa (CHMITH
BKTIOUBAT CHJTHA YMOpa (M3TOLUEHHE), BBL3NAJICH U 3a4epPBeH €3UK (ITIOCHT), yceLxapt
KoxkaTa (napecre3us), Wiy 6ena WM XKBITTa KoXa, Ballasgt nekap Moxke oa HacpC

P&Wﬂ\

?"
H3c/eBaHNA, 38 Aa pasbepe npuuMHaTa 3a Bawwre cumMnToMy, THil KATO HAKOM OF| T ;
ca NPUYMHEHH OT IHaleT WK Aa ca BCIEACTBHE Ha APYTH, HECBBP3aHH C HETO 3pRean il fF-f {_" /
,.r
npodneMu. —_ _g
"'a- -
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MHoro peaku: xenatut (npobnaem ¢ yepius Apob), KONPHBHaA TPECKA, 3aUEPBABAHE HA KOXKAaTa (0GpHB)
WiKn chpbex. |

CrobiaBaHe HA HEKEJIAHM PeAKIHH

AKO NOJYUNTE HAKAKBY HEXEJIAHK JICSKAPCTBEHM PCAKLMK, yBeAoMeTe Ballus nexap wiu ¢papMaiesT.
Tosa BKJIIOYBA BCHUKH BB3MOXKHH HEONMUCAHH B Ta3H JIHCTOBKA HEXENaHH peaktin, Moxere cbi1o Aa
chOGIIHTE HEXKENARH PeakliMM THPEKTHO upe3 Y3nbiIHHTEIHa areHUMS 110 JIeKapeTsarta, yi. ,.JaMaH
pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebceaiit: www.bda.bg. Karo crobimasare
HEXENaHW PeakLIiK, MOXKeTe Aa JaaeTe CBoA MPHHOC 3a MojyyaBaHe Ha noBeue HHGOpMaLKMg OTHOCHO
6e30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak aa cexpangsare Merdpopmaxke XR Kombu
Jla ce CbXpaHsBa Ha MACTO, HEAOCTBITHO 3a AcLia.

He u3non3paiiTe TOBa N1E€KAPCTBO CNE/l CPOKA Ha FOAHOCT, oT0ens3aH Bupxy biucrepa U KapToHeHaTa
omnaxoBKa citell ,,] ogeH 80:“. CpoKbT Ha NOAHOCT OTTOBapA Ha MOCJCAHHS A€H OT MOCOUEHHA MECELL

Ja ce cuxpanssa nox 25°C.

He nzxsbpnsiite lekapcTBara B KaHATU3ALMWATA HWIM B KOHTeHHepa 3a AOMalWHK OTIIANBLM.
[Monuraiite Bamua dapMaueBT kak Aa H3XBLPIIATE JIEKAPCTBATA, KOUTO. BEYE HE H3NOI3BaTe. Te3n
MEPKH LIe CIIOMOTHAT 3a Ofa3BaHe Ha OKoJiHaTa cpeaa.

6. CroabpXaHHE HA ONAKOBKATA H AONLJAHMTE/HA HHPOPMANHA

Kaxso cpanpxa Merdopmaxe XR Kombn
AKTHBHHTE BELIECTBA CA CHTAIJIMIITHH U METQOPMHH

Merdopmakc XR Kom6u 50 mg/500 mg: Beska tabneTka chabpka CHTAIMITHHOR XMAPOXOPHA
MOHOXMIPAT, eKBHBaJIEHTEH Ha 50 mg curarnunTiH 4 500 mg MeTGOpMHUHOB XHAPOXJIOPH.

Merdopmake XR Kom6u 50 mg/1000 mg: Beaka Tabnerka cbAbpiKa CUTANIMITHHOB XHAPOXJIOPU]
MOHOXHAPAT eKkBUBaNeHTeH Ha 50 mg curarnunTud ¥ 1000 mg MeThopMHUHOB XHIAPOXJIOPHUA.

Merdopmake XR Kom6u 100 mg/1000 mg: Beaka TabneTka cbAbpika CHTarIMIITHHOB XU POXJIOPHI
MOHOXHpAT ekBHBaIeHTeH Ha 100 mg curarmumrud U 1000 mg MeThopMHHOB XHAPOXJIOPHA.

HpyrUTe ChCTABKH Ca:
- MET(QOPMHHOB CJIOH C YABIDKEHO 0CcBOOOX(AaBaHe: XHITPOMEJI03a, MAarHE3HEB CTeapar
- CHTAr/IMIITHHOB CJI0H ¢ He3abasHO ocBOOOKIaBaHe: KanUMEB XHUaporeHgocoar,
MHKPOKPHCTA/IHA Lie/TyJI03a, HATPHEB CTeapii(yMapar, KpocKapMeno3a HaTpuil (BrxTe
pazaen 2 “Mergopmakc XR Kombu cbabpxa HaTpui™)..
- OcseH ToBa pruaMoBaTa 0OBHBKA ChABPXKA!

0 3a koHueHrpauMu 100 mg/1000 mg n 50 mg/500 mg: yacTHUHO XHAPOIHU3HUPAH NMOJIH{BHHHIOB
ankoxon), TutaHos auokcua (E171), makporon 4000, Tank, xkeneseH okcu KkbaT (E17
yepBeH xene3eH okcua (E172).

o 3a koHueHrTpauusa 50 mg/1000 mg: nonU(BHHWIOB aNnkKoXoi), THTAHOB JHOKC
makporon 4000, Tank. |

Kak marnexaa MerdopMmaxce XR Kouﬁn H KAKBO CHABDNKA ONAKOBKATA
Metdopmakc XR Komb6n 50 mg/500 mg: oparkeBH, NPpOAWIrOBaTH, IBOHHOH3ITbKH
Tabnerxu ¢ pasmepe 17,2 mm/8,4 mm,
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Merdopmake XR Kombu 50 mg/1000 mg: Senu, npoasnrosaTu, ABOKHOM3INMBbKHANH, GUAMUPAHH
Tabnerxu ¢ pazmepu 22,2 mm/10,8 mm, ¢ saredHaTo penedpHo ozHayenune “50”.0T eanaTa cTpaHa M
,,1000“ oT ppyrara crpaHa,

Metdopmakc XR Komou 100 mg/1000 mg: opanxesu, NpoaLIroBaTH, ABOMHOU3ITBKHANH,
puamupaiu Tabnetku ¢ pazMepu npubnuzutenHo 22,2 mm/10,8 mm, ¢ BansbHaTO penedHo
o3hauenue “100” or eanara crpana u ,,1000* ot aApyrara cTpaHa.

baucrepu ¢ PVC-PVDC/anymunneso dpoano. Onaxkosku ot 14, 28, 30, 56; 60, 98, 112, 180 unu
200 tabneTkM ¢ M3MEeHeHO OCBODOKN1ABAHE.

He BCUuxH BMAOBE ONAKOBKK MOraTt aa ObaaT MycHaTH Ha nasapa.

IlpuTexarei Ha baapemennem 3a ynorpeba
Tesa ®apma EAJ]

yi. ,,J1l06a Bennukosa®™ 9, 1407 Codmns,
bbnrapms

[Ipou3zBoanTeNN:
Adamed Pharma S.A,
ul. Marszatka Jozefa Pitsudskiego 5

95-200 Pabianice
[lonwia

Merckle GmbH
Graf-Arco-Str. 3
89079 Ulm

[‘epmanus

Merckle GmbH
Ludwig-Merckle-Strasse 3
89143 Blaubeuren
['epMmanus

Topa AekapcTBO € pazpelieHo 3a ynorpeda B AbpxkaBnre 4iaeHKH Ha Esponefickoro
HKOHOMHYECKO MPOCTPAHCTBO NOJ CJIEAHHTE HMEHA: -

[Tonwa Metformax SR Combi
bbhnrapus Mertdopmake XR Kombu 50 mg/500 mg rabnieTku ¢ U3MeHeHo
O0CBODOMKAABAHE
MeTtdopmakc XR Kombu 50 mg/1000 mg TabneTku ¢ H3MEHEHO
0cBODOXKAaBaHe
MeTtdopmake XR Kombu 100 mg/1000 mg TabneTku ¢ nameHeHo
ocBoOOXK1aBaHE
Yewka penybnuka Sitagliptin/Metformin Teva CR 50 mg/500 mg tablety s fizenym uvolfiovanim
Sitagliptin/Metformin Teva CR 50 mg/1000 mg tablety s fizenym
uvolfiovanim
["fepmanus Sitagliptin/Metformin-ratiopharm 50 mg/1000 mg Tabletten mit verdnderter
Wirkstofffreisetzung
Sitagliptin/Metformin-ratiopharm 100 mg/1000 mg Tabletten
verinderterWirkstofffreisetzung ‘
UcnaHus Estequen 50 mg/1000 mg comprimidos de liberacion modifigdd  Siuie
Estequen 100 mg/1000 mg comprimidos de liberacidn mggi :
XbpBaTus Metformax Combi 50 mg/1000 mg tablete s prilagodeni
[TopTyranus Simedur




ChoBakus Sitagliptin/Metformin CR Teva 50 mg/1000 mg tablety s riadenym

uvolttovanim
Sitagliptin/Metformin CR Teva 100 mg/1000 mg tablety s riadenym
uvoliovanim

JlaTa Ha nocaeaHo npepasriexiane Ha JHCTOBKATA —




