JIucroBka: undopMauus 3a NalHEHTA

AIAR (56 /5 } /5%
Oamecra 10 mg puamupann TadJIeTKH

Olmesta 10 mg film-coated tablets _ & ,YJ’(/} — ? 1 6 -Uk- 2020

O.mecta 20 mg puamupann TadJIeTKH
Olmesta 20 mg film-coated tablets

Oumecta 40 mg puamuapanu TadJIeTKH
Olmesta 40 mg film-coated tablets

oamecapTaH Menokcomui (olmesartan medoxomil)

[IpouereTe BHHMATENHO HAJIATA JIHCTOBKA, MPEIH /12 3aM04HETE /1a NpHeMaTe TOBA JIEKAPCTBO,

ThH KATO T8 ChAbPKa BakHa 3a Bac nudpopmanus.

. 3ana3zere Ta3H JUCTOBKA. MOXKe J1a ce HaJIOXKH J1a g npoyeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOITBJIHUTEIHHA BBIIPOCH, nonuraiite Bawus nekap wiau ¢papMauesr.

E ToBa nekapcTBO € npeanucaHo aMuHo Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To moxe
Jla UM HaBpeJH, HE3aBMCHMO Y€ MPU3HALMTE HA TAXHOTO 3a0osisBaHe ca chlMTe Kato Bamwure.,

- AKO MojyunuTe HAKAKBH HEXKEJIaHW peakluu, yBeaomere Bauus nekap wim papmauent. Tosa
BKJIKOYBA M BCHYKH Bb3MOKHHM HEKEJIaHW PEeaKLMHU, HEOINUCAHU B Ta3H JIMCTOBKA. Brxre

TOYKa 4.

KakBo cbabpKa Ta3H JJHCTOBKA

KakBo npeacrasisBa OiMecTa v 3a KaKBO C€ M3I10J13Ba
Kakso Tpa0Ba j1a 3Haere, npeau na npuemere OmMecTa

Kak na npuemare Onmecra

Bb3MOKHH HEXKETaHU peaKkiluH

Kak na cexpansisare Onmecra

CbabprkaHHe HAa ONAKOBKATa M JI0MbJIHUTE/IHA HH(OpMALIHS

h A a0 Lk g e

P Kakso npeacraBiasBa OQiMecTa H 32 KAKBO €€ H3M0/13BA

OsiMecTa NpUHAIEKH KbM Ipyria JIeKapcTBa HapeYeHH aHrHoTeHs3uH ll-penenropHu aHTaronucTu. le
MOHWKABAT KPBLBHOTO HAJIAINraHE KaTo pa3sliupsiBaT KPbBOHOCHHUTE Ch/10BE.

OnmecTa ce U3noJ3Ba 3a JieYeHHe Ha BUCOKO KPbBHO HajsiraHe (M3BECTHO OLIE KAaTO “XHUIEPTOHHUS )
MPH BB3PACTHH M TIPH JIeLla U IOHOLIM Ha Bb3pacT oT 6 10 |18 roauHu. BUCOKOTO KPBBHO HajisraHe
MOJKE J1a YBPE/JIH KPbBOHOCHUTE CHJIOBE B OPraHH Kato chbpLeTo, ObOpeunTe, Mo3bKa U ounre. B
HAKOM CJIy4au TOBA MOYKe J1a 10Be/1€ 0 CbPAEY€eH MPUCTDII, ChpAeyHa WK ObOpeuHa
HEJI0CTATBYHOCT, MO3bYEH HHCYIT WM cienota. OOMKHOBEHO BUCOKOTO KPBBHO HaJiAraHe HsiMa
cuMnToMH. BaxkHo e na ce npocneasBa Bawero KpbBHO HaJisraHe, 3a J1a ce U3derHaTt yBpex/1aHus.

BucokoTo KpbBHO HaJIsraHe MOJKe Jla ce KOHTpoJIMpa ¢ Jekapersa kato OnMecra pHIMHUpaHU
Tabnerku. BamuaT nekap BeposSTHO Cbillo Bu € npenopbyall 1a HarpaBuTe HAKOU MPOMEHH B HAYMHA
CH Ha KHBOT, 34 Jla HAMAJIUTE KPLBHOTO CH HaJIsiraHe (Harpumep HaMaJIiBaHe Ha TErjoTo, OTKa3BaHe
OT TIOTIOHOMNYIIIEHE, HAMAJIIBAHE HA KOJIMYECTBOTO aJIKOXOJI, KOETO [HeTe W HaMaJisiBaHe Ha
KOJIMYECTBOTO Ha COJ1 B XpaHaTa). Bawumst nekap Moxe j1a Bu HachbpuM 1a NpakTUKYBaTe pe10BHO
hu3MUecKH yNpaXKHEHHs, KaTO XO/IeHe WK TulyBaHe. BakHo e 21a cieaiBaTe TO3HM ChBeT Ha-Bamus

nEKap. rf::f__ ll:.. - .-1.|,:-_-" 3 s i . _r l".h..:h“\"
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2. Kaxso Tpa6ea na 38aete, npean aAa npuemere Onmecra

He npremaiite OamecTa
- aKo CTe AJIEpPr¥dHHA KbM OJIMECAPTAH MEIOKCOMHI WIH KEM HAKOA OT OCTAHAJIMTE CHCTABKH Ha

TOBA NIEKAPCTBO (M30pOeHH B TOUKA 6),

- ako cte OpemeHHa cnen 3-tu Mecell (ITo-106pe e na e npuemare OnMecTa O BpeMe Ha paHHa
OpeMEeHHOCT — BHKTE pa3lensT, O3arjiaBeH ,,bpeMeHHOCT ),

- aKo cTpajaTe OT NOKBHITABAHE Ha KOXaTa H ouHTe (GKRITEHMIa) WK NpobiieMH ¢ OTTHYAHETO
Ha ¥UTBYKATA OT AIBYHHA MEXYP (3aMylIBaHe Ha >KIBLYHHTE ITHTHINE, HANpP. KAMBHH B
ATHYKATA),

- ako uMate aAuabert Wwin HapyuieHa 6b0peuHa GyHKIMA H ce NEKYBaTe C JIEKapCTBO 3a
NOHIDKABAHE HA KPbBHOTO HAJIAraHe, ChABLPKALO ATHCKHPEH.

IIpeaynpexacHus H NpeANa3IHH MEPKH
I"'oBopere ¢ Bainus nekap wid dapmanieBT npeay aa npuemere Onmecra.

KaxeTre Ha Bamng JeKap ako npHeMaTe HAKOE OT CJICRHHUTE JIEKAPCTBA, H3MMOJA3BAHH 34 ICUCHHE Ha

BHCOKO KPBBHO HajfraHe:

- . ACE-uHxu0Ourrop (HanpruMep €HaIANpHII, JIU3HHOTIPWI, PAMHITPIUT), OCOOEHO aKO UMaTe
0B0peunn npobnemMu, CBbp3aHH € nﬂaﬁe'r

- ANHCKHPEH.

Baiust jsiekap MO>Ke NEpHOARMHO J1a npoBepaBa Ou0peuHaTa Bu ¢gyHkuuMs, KpbBHOTO HANATAHE H
KOJIHYECTBOTO Ha EJISKTPOAMTUTE (HANp. KaJIHiA) B KpbBTa Bu. |

BiokTe cpino sHpopMalaaTa o3arjaseHa “He npuemaiite Onmecra’.

Kaxere na Bamug Jexap, ako umare HAKO#H OT ClieJHUTE 3APaBOCNOBHH NMPOOIEMH:

- npobnemu ¢ 6xOpeLUTe;

- yepHoApoOHO 3a0o/naBaHe;

- ChpAeYHa HEJOCTATHLYHOCT KIH MTPoONEMH CHC CHPACUYHHTE KITanH WIH CBPACHHHA MYCKYJI;

- TEXKKO MOBPBILAHE, AUAPHA, JIEUCHUE C BHCOKH NO3H OTBOAHABAIIM TaONETKH (AUYPETHIIH) HIH
aKO CT€ HA JHETa C HUCKO ChABPAKAHHE Ha COJ;

- [IOBHIIIEHO HUBO HA KAJIUK B KPbBTA,

- npobiieMH ¢ HANOBLOPEUHHUTE HJIC3H.

Ceopxkere ce ¢ Baluns nekap, ako NOJy4YHTE AHapHA, KOSTO € TEXKa, MPOABLLKHTEIHA H BOAH 110
3HAYUMTENIHA 3ary0a Ha Teryo. BamusaT sexap MoXe 1a OeHH CHMITTOMHTE H JIa peIlld KaK Aa
NPOABL/DKH JIEUEHHETO Ha KPHBHOTO BH Hansrane.

['oBopere ¢ Bawius nexap, ako noxyuure kopeMHa 6oika, raieHe, NOBpbUlaHe WIH AHAPUA cliell
" mpueM Ha OnMecTa. BamuaT nekap 1ie B3eMe pELICHME 3a NO-HATATBLIHO NeveHHe. He crninpaifre na
npueMare JiekapcrsoTo OIMeCTa CaMOCTOSATEITHO.

KakTo npx BCAKO NIEKapCTBO, KOETO HAaMalgBa KPBBHOTO HANAraHe, NpeKoMepeH cnaa B KPBBHOTO
HAJIATaHE MPH NALMEHTH C HAPYLUECHHUA B NPHTOKA HA KPBB XbM CHPLIETO HIH MO3bKa MOXKE Ja NOBEae
no HHpapkT win HHcynT. [lopaam ToBa, BamuaT exap BHUMATENHO e MPpOBEpABa KPLBHOTO BH
HAJIAraHe.

Bue Tpabra aa kaxkere Ha Bainus nekap, ako cre SpemerHa (Uny nianupate GpemeHH
He ce NpenopbYBa 3a ynorpeda rno BpeMe Ha paHHa OpemeHHOCT H He Tpa6Ba Ja ce n
OpemeHHa cnen 3-THA Mecell, Thii KaTo MOXe CEpHO3HO Aa yBpean Bamuero 6ebe,
npe3 TO3KR nepHo (BHXTE HHPOpMauusTa o3arnaseHa ,.bpeMeHnocT")
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YepHOKOXKH NARHEHTH
[TomoOHO Ha APYrd TAKHBA JIEKApCTBa, MOHWKABAIMAT KPBBHOTO HanaraHe egexr Ha Onmecra e
MaNko no-ciad npu 4epHOKOKH NMALKEHTH.

Xopa B cTapyecka BhL3pacT

AKko cTe Ha 65 WM noseye roAMHY U BalluaT Jexap peiid Aa YBEJHYH 03aTa Ha OJIMecapTaH
mezoxcomua no 40 mg nHeBHO, KpBbBHOTO BH Handrane TpadBa pelOBHO Jia ce MpocieAnBa o1 Bawus
nexap, 3a 1a CTe CHFYPHH, Y€ HE € TBBPIAE HHCKO., | |

Jleua H IOHOUIH

OsMecTa e U3CAeBaH NPY AeLa U I0HOWH. 38 NOMBJIHHTENHA HHOpMaLHa ce ofbpHeTe KbM Bamus
nekap. OJIMecTa He ce MpenophyBa 3a ynorpeba npH Aena Ha BB3pacT oT | 1o 6 ronuHu M He TpaOBa
11a Ce Mpuiara fpH Aelia Ha BB3pacT noj 1 roauHa, nopaau JHIca Ha ONMT.

Apyra aexapcersea mn Oamecra
TpaOra na kakere Ha Baims nekap wiu apMaLeBT, ako SIpHEMATE, HACKOPO CTE NPREMATH HTH €

BB3IMONKHO a4 NPHEMETE JIPYIH JICKApCTBa.

OcobeHo BaxkHO e Aa HHpopMHpaTe Bauins nexap wim dapMaLeBT 3a KOETO U J1a € OT CIEAHRHUTE:

* APYTH NIEKapCTBa 33 MOHIDKABAHE HA KPBBHOTO Ha/sraHe, Thi KaTo edexrsT Ha OnMecta MOXe
na ObAae ycwieH. Moxe na ce Hatoxu Bammar nekap fa npoMenn no3ata Bu w/unu na B3eme
APYTH NpeaAna3Hu MepkH, ako npueMare ACE HHXHOHTOp WK alHCKHpes (BIXKTE ChLUO
nHpopMamaTa o3arnaseHa “He npuemaitre Onmecta” ¥ “Ipeaynpexaenus u npeanasHu

. MEPKH"). |

. KaJIMeBH JOOABKH, 3aMECTHTEIH Ha COJITA, ChABPIKALIM Ka/IHH, OTBOHABAINH TabNneTKH
(MMypeTHIIH) WIH XenapHH (M3MOJI3BaH 3a pa3peXAaHe Ha KpbBTa). YnoTrpedara Ha Te3H
nekapcTBa 3aeaHoO ¢ OnMecTa MOJKe 1a IOBHIIM HHBATA HA Kanui B KpbBTA.

° JIUTHH (J1EKApCTBO, M3IIOI3BAHO 32 JICHCHUE Ha MPOMEHH B HACTPOCHHETO H HAKOH BH/IOBE
AETIPECHS ), aKO C€ H3MOI3Ba M0 €AHO H ChUIo BpeMe ¢ OMecTa, MoXe Aa NMOBHUIX JIHTHEBATA
TOKCHMHOCT. AKO CTe Ha JleyeHue ¢ uTHii, BaluusT nekap e H3MepBa HUBOTO HA JIMTHIA B
KpbpBTa BH.

® HEeCTEPOMAHHUTE NpoTHBOBL3NanuTeNHH cpeactsa (HCTIBC) (nexapcTBa, KOMTO c€ H3MON3BAT 34
obsexuyaBaxe Ha O0JIKa, OTOK M APYTH CHMITTOMH Ha Bb3NaieHHe, BKIIOUHTETHO apTpHT),
H3NO0I3BaHK €ZHOBpeMeHHO ¢ OnMecTa, MOTAT 1a MOBHULIAT PHCKa OT O61OpeyHa
HEOOCTATBYHOCT M Ja HaMaJaT edexTta Ha OnMecra.

o KoNeceBeNaM XHIPOXIopH/ (1eKapCcTBO, KOETO HaMaliBa HHBOTO HA XOJECTepoll B KpbBTa Bu)
Thil kaTo edbekThT Ha OnMecTa Moke Aa Obae orcinaben. Bammar nekap Moxe ga Bu nocbseTra
aa npyuemate ONMecTa Hali-MaJIKo 4 Yaca npeay KOeceBenaM XUAPOXIIOpUA.

®  OnpeAcsieHH aHTHALIMAM (JIEKAPCTBA, M3MOI3BAHH TMPH JIOLIO XPAHOCMKJIAHE), Thif KATO €EKTBT
Ha OnmecTa MOXE 1a € JIEKO OTCIIa0eH.

OJamecTa ¢ Xpana H HAIIHTKHE
OnMecta MOXe 1a Ce preMa CbC WK 0e3 xpaHa.

bpeMeHHOCT H KDpPMEHe

bpemMeHnOCT

Bue TpaGpa nga kaxere Ha Baiuus nexap, ako cre 6pemenHa (WM ruiaHHupaTe SpeMeHHOCT).
O6ukHOBeHO Bausar nexap e Bu npenopbua aa cripere npieMa Ha Onmecra npeau aa
3a0peMeHeeTe WIH BE3MOXKHO Hali-CKOPO CJie]l KATO YCTAHOBHTE, Y€ cTe OpeMeHHa H LE. ﬂn\

npenopbyBa npe3 paHHa SpeMEHHOCT W He TpadBa na ce npuema, ako cte Gpemoffiig e TpeTug’s:
Mecell, Thi KaTo MOKe CEPHO3HO Aa yBpead Bauiero 6ebe, ako ce u3nonsaa ciff TR WRige
OpemMeHHOCTTA.
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Knpmene

HUngopmupaiite Bawns nekap, ako KbpMHTE HJIH HMAaTe HaMepeHHe Ja KbpMHTe. ONIMECTa He ce
npenophuBa 3a yrorpeba Ha MaliKi, KOUTO KbpPMAT # BalluaT fekap Moxe aa n3bepe Apyro jieueHue
3a Bac, ako jkenaere 1a KbpMHTE, ocobeHo ako 6ebeTo BM € HOBOpOAEHO WIN HELOHOCEHO,

AKo cTe 6peMeHHa WIH KbPMHTE, CMATATE, Y€ MOXKE Ja cTe OpeMEHHa WIH IUIaHHpaTe OpeMeHHOCT,
noceBeTnalite ce ¢ Bamuna nexap win ¢papMaueBT npeau ynorpedara Ha TOBa JIEKAPCTBO.

lllodpnpane n pabora ¢ MAamIEAN
JlokaTo npoBeKAaTe JIEYEHKHE 38 BHCOKO KPBBHO HANATAHE MOXKeE Jia Ce YyBCTBAaTe ChbHIMBH WIH
3aMasHH. AKO TOBa ce CJIY4H, He modupaiite H He paboTeTe ¢ MallIMHH, IOKATO CHMITFTOMHTE He

n3uesHar. [lochBeTBaiTe ce ¢ Baniug nekap.

O.MecTa CBLABPKA JAKTO034
Topa nekapcTBO ChABPKA NIaKTO3a (BHA 3axap). Ako Batuar nekap Bu e kasan, e umare

HENOHOCHMOCT KbM HAKOH 3aXapH, CBBPKETE CC€ C HCTO, NpEAR Aa NPHEMETE TO3H JIEKApCTBCH

3. Kax as npremare Oamecta

Bunaru npremaiiTe ToBa IeKapCTBO TOYHO KakTO BH € Kasan Bauuar nekap. AKo He ¢Te CHIYpHH B
Helno, nonuTaiTe Bailikg nexap Wiy PapMaLesT.

[IpenoppunTenHaTa HaualHa 103a e eqHa Tabnerka ot 10 mg BeAHBK AHEBHO. BBNpeku TOBa, ako
KpbBHOTO BH HanaraHe He ce€ NOBJIMABA B JOCTATbYHA CTENEH, BalllMAT iekap Moike Zia pellly na
npoMeHH fo3ara Ao 20 mg win 40 mg BeAHEX AHCBHO WM 1a By nmpeanuiie JOITBJIHUTEHO

JIEKapCTBO.

[Ipy naumeHTH ¢ Neko a0 ymepeHo 6b6peuHo 3abonasane, no3ata He TpsaOBa Aa HaasHMinasa 20 mg
BEOHBK IHEBHO.

Tabnerxkure MoraT aAa ce npueMaT che MM Oe3 xpaHa. I neTHeTe TabsreTKaTa ¢ JOCTaTh4YHO
KOJAHYECTBO BOAA (HAMNp. €lHa 4ama). AKO € Bb3MOXKHO, NpHeMaiTe NHEBHATa CH 034 MO €1HO H
CBHILUO BpeME BCCKH JCH, HATIPUMEDP Ha 3aKyCKa.

Ietia 1 I0HOLIH Ha BB3pacT OT 6 A0 18 roauHu

[IpenoppuvTenHara HauanHa no3a e 10 mg segHbK JHEBHO. AKO KPHBHOTO HaJIAraHe Ha MalHeHTa He
ce MOBIHABA B AOCTATHYHA CTEIEH, NEKapAT MOXKE Aia peln Aa NpoMeHH Jo3ata 10 20 win 40 mg
Be/IHbX AHEBHO. I1pH neua ¢ TenecHo Terno noa 35 kg, aozara He TpsOBa na Haneuinasa 20 mg

BEAHBX AHCBHO.

AKo cTe npRean nopede OT HeoOxoarMaTa 103a OsiMecTa

AKo npHemMeTe nopeve TabneTkH, OTKOIKOTO TpAbBa WM aKko Aere CydalHO NOrbiIHE TabneTKH,
BeqHara otujere go Bamms nekap wik go Hali-Gnnskara GonHuLa ¢ LIEHTHP 3a CIICLIHa NOMOLL K
HOCETe OMaKOBKATa Ha JIEKAPCTBOTO Che cede CHl.

Axo cTe nponycHaan 1a npHeMere QOaMecTa
AKO cTe npomycHanu A03a, B3eMere 00u4aiinara 1032 Ha ClieBallMA JCH, KAKTO OOMKHO
B3eMaliTe nBoiiHa [03a, 33 Aa KOMIICHCHpaTe MponycHaTata Tadnerka,

AKoO cTe cupenn npuema Ba OamecTta
BaxkHo e aa npoak/bKKTEe Aa npHeMare OnmMecTa, ocBeH ako Bawusar nekap e Bu €

CIpeTe NpHeMa.
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AKO HMaTe HAKAKBH NOITLJIHUTEAHH BBIIPOCH CBBP3aHH ¢ YNoTpebaTa Ha TOBA JIEKapCTBO, NONUTAATE
Bauina nekap win ¢papMaLEBT.

4. Bb3MOKHH HeXeJAHH PEAKIHH

KakTo BCHYKH JIEKAPCTBA, TOBa JIEKAPCTBO MOXeE Aa NPEAN3BHKA HEXENaHH PeaKLMH, BBIIPEKH Ye He
BCEKH H NOTy4yaBa. AKO BCe NaK ce NMOABAT, T€ YECTO €a JIEKH H HE ¢ Hajlara CHHpaHe Ha JICYEHHETO.

B'bl'lp'ei(}‘l, ye HC MHOTO XOpa I'a nonyyaeart, CNCAHUTE HOXCJIAHH pCAaKIIMH MOraT Aa opaar CCPHO3HH.

B penxu cayqau (MoraT Aa 3acertHar ao | va 1 000 gymu) ca noxianBaHy CJIEQHHTE aJlepruiHH
peaKiii{, KOWTO MOTaT Ja 3acerHar UslloTo TAIO:

[lo Bpeme Ha nieueHHeTo ¢ QJIMECTa MOXKE Ja C€ MOABAT NOAYBAHE HA JIKLIETO, YCTATA W/HIIH JTAPUHKCA
(rnacHHUTE CTPYHH), 38€IHO Ch¢ ChpOexk H 06puB. Ako TOBa ce CIy1H, cnpeTe npHeMa BHa Oamecra
H He3a0aBHO ce cBLpxkeTe ¢ Bamna gexap.

Pagxo (HO MaNKo no-4ecTo NMpR Xopa B cTapyecka Bb3pact) OaMecTa MOXe Ja PHYHHH ITPEKOMEPHO
NOHIXKABAHE HA KPbBHOTO HaiAraHe NMpH YYBCTBHTEIHH NALIMEHTH HIH BCISACTBHE Ha alEpru4yHa
peakLMa, KOETO MOXKe a MPeAH3BHKA CWIHA 3aMAsHOCT WIH NMPHNAAbK. AKO TOBA ce CJIy4n, cupere
npuema Ha OumecTa, He3abaBHO ce cBLpXeTe ¢ Bamas nexap H jernere.

C HEH3BECTHA YECTOTA: aKO UMATE MOXBITABAHE Ha OAIOTO Ha OUMTE, ThMHA YPHHA, CHpOex Ha
KOXKaTa, ZOPH aKO CTe 3aNOYHANH eueHHeTo ¢ OnMecTa npean A0cTa Bpeme, He3a6aBHO ce CBhpaKeTe
¢ Bamng aexap, KOHTO 1€ OLIEHH CHMITTOMMTE H L€ NMPELEHH KaK a8 MPOABDKHUTE IEYEHHETO 3a
KOHTPOJ Ha KPBBHOTO HaJIsraHe.

Jlpyrure HexenaHH peakUMH, KOHTO ¢a H3BECTHH 0 MOMEHTa C OJIMECAPTaH ca CIIEAHHTE:

YecTn HexkeTAHH peaknnn (Morar aa 3acersat A0 1 #a 10 aymn)

3amMasHOCT, rnaBoboNKe, rafcHe, OO XpaHOCMUIAHE, AHapHi, 00/IKa B CTOMaxa, FraCTPOSCHTEPHT,
YMOPSEMOCT, BL3NAJECHHE HA MBPOTO, TeUalll WIH 3amyllieH HOC, OPOHXMT, rpHnonoo6HH CHMITTOMH,
KalLIHLa, 6oska, 6onka B repauTe, rbpba, KOCTHTE HIH CTaBUTE, HHPEKIIMA HA NUKOYHUTE TbTHLIA,
NoJAyBaHe HA rle3eHNUTe, CThllajaTa, KpaKaTa, JUTaHUTEe WIK PbLIETe, HAJIHYHE Ha KPBB B ypHHATA.

Habn:ogapsaHH ca Chillo HAKOH NMPOMeHH B labopaTopHuTe NoKa3aTelH, KOUTO BKIKOYBAT:
NOBHILICHH HUBA HA JIMITHANUTE (XUMEPTPHUIIHLIEPHAEMHA ), TOBHLICHN HHBA Ha NMMKOYHATA KMCEIMHA
(xunepypHkeMus ), HoKayBaHe Ha KPHBHATA ypes, NOBUILEHH CTOHHOCTH Ha nabopaTopHu
H3C/IEABRHHA, CBBP3aHHU ¢ HEPHOAPOOHATA M MYCKYNTHATA (DYHKLIHH.

HegecTn HeXxenann peaxnan (Morar aa 3acernar a0 1 pa 100 nymn)

bup3x anepryyusy peakiiMi, KOUTO MOTAT Ja 3aCErHAT LIOTO TANO M MOXeE Ja MpeAN3BHKAT
IWUXATETHH NPodeMH, KaKTO M ObP30 CriajaHe Ha KPbBHOTO HaJIAraHe, KOETO MOXKE J1a JOBEAe JOpH
OO0 NpUNageK (anaduNakTHYHK peakiiK), NOLYBAHE Ha JIHLIETO, CBETOBBPTEXK, MOBpPbLIaHe, c1abocT,
HepasnoJIoKEeHHEe, MyCKY/IHa 6onka, KoxkeH OOpHR, ajiepruueH KOxKeH OOpHB, Copbex, exzanTeMa
(koxeH 0OpHB), NOAYTHHH BBPXY KOxata (ypTHKapus), creHokapAus (D0JIKa WIH HETIPHATHO yCELaHe
B I'bPAMTE).

M3BECTHH KaTo TpoMGowTH (TpoMOOLIHTONIEHRS ).

Peaxn nexkenann peakiiun (Morat aa zacernar Ao 1 na 1 000 aymn)
Jlurica Ha eHeprug, MyCKYJIHH KpaMITH, HapylueHa Ob0Opeuna ¢yHkums, 6v6pe
HHTecTHHANEH aHrHOeAeM: NMOJYBAHE Ha YepBaTa, MPOABABALIO CE& CBC CHMIITO

bonka, rageHe, MOBpPbHUIAHE H JHAPHA.
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Habnoaasanu ca Chil0 HAKOH NMPOMEHH B Pe3yATAaTHTE OT KPbBHUTE U3CNEABaHHA. Te BKIOYBAT
NOBHLICHH HHBA Ha KanuH (XMnepkaineMus) U [OBULICHH HHBA Ha CheHHEHHS, CBhpP3aHH ¢

ObOpeuHara QyHKIMS.

JonbIHHTEIHA HeXKeJIAHH PEAKIHE NPH JenA H IOHOMHA

HexenaHHTe eKApCTBEHH PEAKLIMH IIPH JeLla Ca CXOAHM ¢ Te3H, ChoOIIABAHH NTPH BB3PACTHH.
Bhupeky TOBa, 3aMaiiBaHe M riiaBobonye ce HabmioaaBaT No-4eCTo MPH A€lla, a KbPBEHETO OT HOCA €
yecTa HexKeJlaHa peaklims, KOATo ce Habmoaasa caMo NpH Aena.

CrobmaBane Ha HeXKeIAHH PeAKNHH

AKO noJyurTe HAKaKBH HEXKENAHH JIEKAPCTBEHH peaxuﬂn, YBEJIOMETE Baums neKap Wwin papMaLesT.
ToBa BKTIOYBA BCHYKH BE3MOXKHH HEOMMCAHH B TA3H JIKCTOBKA HEXENaHH peakiud. Moxere coiio aa
cHOOIMUTE HEXENAHHU PEAKLIMM IMPEKTHO upe3 U3mpiHKTenHa areHnus 1o Jexkaperaara, yi. ,,Jlamsau
I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiiT: www.bda.bg. Kato crobuiasare
HEXKENIaHH PEaKLIUH, MOXKETE 11 afieTe CBOS MPHHOC 3a NOJyYaBaHe HA NoBeye HH(popMaLHUi OTHOCHO
Oe30nmacHOCTTa Ha TOBA JIEKaPCTBO.

5. Kak ga cexpanasate Oamecta

Jla ce cbXpaHABa Ha MACTO, HEAOCTHLITHO 34 AeUA.

. \
He u3non3aeaiiTe ToBa IEKAPCTBO CJI€A CPOKa Ha roAHOCT 0TOENA3aH BLPXY KAPpTOHEHATA OMNAKOBKa H
omucrepa, cnen “I'ogen 10:”. CpOKBT Ha NOAHOCT OTTOBapsA HA NMOCAECAHUS ACH OT NOCOYCHHA MECELL.

Tora nexkapcTBO HE M3UCKBA CIICLIHATTHH YCIIOBHS Ha ChbXpAHEHHE,

He w3xBBpaaiiTe NeKApCTBATa B KAHATHIALMATA KU B KOHTeHepa 3a A0MalllHH OTHaAbLM.
[onuraiite Bamng dapManeBT Kak J1a H3XBBPIATE NEKAPCTBATA, KOUTO Beye He H3nonspare. Te3u
MEPKH lile CIIOMOTHAT 3a Ofna3BaHe Ha OKOJIHATA Cpea.

6. ChAbpkaHHE HA OURKOBKATA H NONBL/IHHTEIHA HHOPMATIHS

Kaxkso ¢coabpxa OamMecTa

- AKTHBHO BElLil€CTBO: OJIMECAPTAH MEHOKCOMMII.
Beaka dunmupana tabnerka Onmecra 10 mg coabpka 10 mg onMecapTaH METOKCOMMN.
Bcaka punmupana Tabnetka Onmecta 20 mg cpappaxa 20 mg onMecapTaH METOKCOMUI.
Beska guimupana Tabnetka Onmecta 40 mg chaeprka 40 mg onMecapTaH METOKCOMMIL.

-  JApYTH ChCTABKHU:
Sapo Ha TabneTkara: 1aKkT03a MOHOXHMIPAT, YACTHYHO 3aMECTEHA XHAPOKCHITPOIMHILIETY 1034,
XHAPOKCHIIPOMWILIETY03a, MUKPOKPHCTAIIHA LIENTYJ103a K MATHE3HEB CTeapar.
OUIMOBO NMOKPHTHE: XHITPOMEN032, THTAHOB ANOKCHA (E171), 1akTo3a MOHOXHApAT, Malcporon H

TPHALIETHH.

Kax n3raexaa Oavecra H KAKBO ChALPXKA ONNAKOBKATA

Onmecta 10 mg dunmupann Tabnetku ca 6enu, Kpprix, ABOKHOH3MLKHANY ¢ AHAMETHD 6, 5 mm ¢
BATBOHATO penedHo o3naveHune ,,OL 10“ oT eaHara cTpaHa H rinajxs oT Apyrara.
Onmecta 20 mg dpunmupanu TabsneTkH ca 6eiu, KpbIjH, ABORHOH3ITEKHANH C JHAM
BATLOHATO penedno o3Havenne ,,OL 20 or eaHaTa cTpaHa H rmakH OT ApyraTa.
Onmecta 40 mg punmupany Tabnerky ca 6enn, €NHNCOBHAHH, nsoﬁﬂomnmcﬂamﬂ(ﬁa 13X
7 mm ¢ BrEOHaTO penedHo oznaueHue ,,OL 40“ ot eaHata crpaHa H rmagkH ot ﬁpx‘rp'm., 3 LY s
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Onmecta 10 mg dbuamupasn TabneTku ca HATMYHH B SIIHCTEPHU ONMAKOBKH No 14, \Qgi,ﬂé |
98 ¢punmupann TabneTku, U 28 puaMupann TabaeTKH B KAJICHIapHa ONAKOBKA. N
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Onmecta 20 mg punmupanu TabieTku ca HanuyHy B OaUCTEpHH onakoBkH o 28, 30, 56 4
98 punmupann TabneTku, ¥ KaieHaapHa 6nucTepHa onakoBka ¢ 28 punmMupaHy TabneTky.

OnmecTa 40 mg ¢punmupand TabreTku ca HaAMUHH B OHCTepHH onakosky nmo 28, 30, 56 u
98 dunmupanm TabneTky U xaneHgapHa SnucTepHa onaxkoBka ¢ 28 ¢puiMupaHH TabneTxy.

He Bcruky BHOOBE OfIaKOBKH MOrar ga Obaar [IYCHATH Ha Nna3apa.

IpuTeikaTes HR pa3pemleHHETO 32 ynoTpeba
TevaB.V.
Swensweg 5, 2031 GA Haarlem

Hunepnannus

IIpou3ssoarTeN

Actavis Ltd.

BLB 015-016 Bulebel Industrial Estate
Zejtun ZTN 3000

Manta

ToBa NeKapCTBO € paspemeno 3a ynorpeda B anp:axaBuTe - Yiedku Ha EnponeiickoTo
HKOHOMHYECKO NPOCTPAHCTBO MOA CJIeXHHTE HMEHA:
bearns: Olmesartan Teva 10 mg filmomhulde tabletten / comprimés pelliculés / Filmtabletten
Olmesartan Teva 20 mg filmomhuide tabletten / comprimés pelliculés / Filmtabletten
Olmesartan Teva 40 mg filmomhulde tabletten / comprimés pelliculés / Filmtabletten
Bnarapus: Onmecrta 10 mg punmupanu rabnerxu
Onmecta 20 mg prwimMHpann TabneTku
Onmecta 40 mg pwrmMupann TabneTky
["'epmanus: Olmesartan-AbZ 10 mg Filmtabletten
‘Olmesartan-AbZ 20 mg Filmtabletten
Olmesartan-AbZ 40 mg Filmtableften

EctoHns: . Olmesartan Medoxomil Teva

Ucnanus: Olmesartdn Teva 20mg comprimidos recubiertos con pelicula EFG
Olmesartan Teva 40mg comprimidos recubiertos con pelicula EFG

Hranus: OLMESARTAN MEDOXOMIL TEVA ITALIA

Hunepnangua: Olmesartan medoxomil Teva 10 mg, filmomhulde tabletten
Olmesartan medoxomil Teva 20 mg, filmomhulde tabletten
Olmesartan medoxomil Teva 40 mg, filmomhulde tabletten

[Topryranusa: Olmesartan medoxomilo Teva

IlaTa Ha mocjeAHO Bpepa3sraexaane Ba ancroskara 01/2025
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