JJUCTOBKA




JIucToBka: vHpopMaLIua 32 NANKNEHTA

Oamecapran/HCTZ Maiinan 40 mg/12,5 mg puamupann tabaerkn
Olmesartan/HCTZ Mylan 40 mg/12,5 mg film-coated tablets

O/IMECapTaH MEIOKCOMHUN U XHAPOXJIOpOTHA3HA
(olmesartan medoxomil and hydrochlorothiazide)

Ilpouerere BHHMATEIHO LAJIATA JIUCTOBKA, IPEAH 1A 3aN0UHETE A4 MPHEMAaTe TOBA JIEKAPCTBO,
ThH KAaT0 TH CBALPKA BaXXHA 3a Bac nndopmanus.

- 3ana3ere Ta3Mn IMCTOBKA. MOe 1a ce HaJloXHU Aa f NpoYeTeTe OTHORO.

- AKO HMaTe HAKAKBU JOII'BJIHUTEHU BBEIIPOCH, MOTIUTalTE Baluus nekap wnuv gapmauesT.

- Tosa nexapcTBo € npeanyncado nMuHo Ha Bac. He ro npeorcTsnBakite Ha apyru xopa. To Moxe
11a UM HABPEAH, HEZABUCHMO Y€ MPH3HALMUTE HA TAXHOTO 3adoisBaHe ca ChIUUTE KaTo Bamure.

- AKO TNONYYHUTE HAKAKBY HEKENAHU JIEKAPCTBEHHW peakuuH, yeeaomere Bauiug nekap wnu
¢apMmauesT. ToBa BK/IIOYBA W BCHYKHM Bb3MOMCHW HENXKENAHH peakuMH, HEONMMCAHH B Ta3M
NUCTOBKA, BUXKTe TouKa 4.

KakBo ¢bAbpkKA TA3H JHCTOBKA:

KakBo npeacrasiasea OnMecaptad/HCTZ Maiinan v 3a kakBo ce M3110/1382
Kakso TpsbBa na 3Haete, npeau aa npuemere Onmecaprad/H
Kak na npuemarte Onmecaptan/HCTZ MajinaH
B13MOXHH HEXENaHU peaKLH

Kak na cvxpanssare Onmecapran/HCTZ Maiinan | AOLHOU Ny

CbAabpiKaHHE Ha OMAaKOBKATa M AOMbIHHTEIHA MH(OpMaLIKs et el il
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1. Kakso npeacrasaasa Oamecapran/HCTZ Maiian ¥ 32 H3IERR-LE B wi3sa S

Onmecapran/HCTZ Maiinan cbabpka NARe AaKTUBHM BELIECTBA, OJIMECAPTAH MEAOKCOMHN H
XHAPOXJIOPOTHA3U, KOUTO CE MU3NOJI3BAT 34 JIEYEHUE Ha BUCOKO KPBBHO HANATAHE (XMITEPTOHUA):

o OnmMecapradH MeJOKCOMUI € OT rpyrnara JIeKapcTBa, HapeueHW aHrHoTeH3WH ll-peuenTopHu

AHTArOHUCTH. TOWU NOHMKABA KPBLBHOTO HAAraHe Ype3 OTNYCKaHe HA KPbBOHOCHUTE ChI0BE.

o  XHIPOXJOPOTHA3UI € OT IpynaTa JIeKkapcTBa, HapeyeHH THa3HIHH AHYPETHLH (“OTBOAHABALLH
Tabnetkn”). Toit noHWxaBa KPLBHOTO HANAraHe, KaTO MOMara Ha OpraHH3Ma ja OTAeH
OOMBIHUTENIHOTO KOJIMYECTBO TEYHOCT, KATO NMpaBK Taka, ue 6bOpeunTe Aa OTAENAT NOBeue
ypHHa,

e Bu Ovae npeanncaH Onmecaprav/HCTZ MaknaH, camo ako Jie4eHUETO CaMOCTOSTENHO ¢
OnmecapTadH MEIOKCOMH/I HE KOHTpOJWpa aleKBaTHO BalIETO KpbBHOTO HanaraHe. Korato ce
pujarart 3a€aHO, 1BETE¢ aKTHBHHU BELUCCTRA B TOBA JIEKAPCTBO ULC MOMOTHAT 14 €€ MNOHHMKH KPBbBHOTO
HanAraHe MoBeYe, OTKOJAKOTO aKo BCAKA €/1HA OT TAX C€ MPUITOKH CAMOCTOATEITHO.
Bue moxxe 64 Beue npuemare jekapcTBa 3a JleHeHHEe Ha BUCOKO KPbBHO HanaraHe, Ho BawuaT nekap
MOKe 1a UcKa na npueMmate Onmecaptat/HCTZ MaiinaH, 3a 1a ro nOHWKHUTE OLLE.

BHCOKOTO KPBBHO HaJAraHe MOxXe Aa ce€ KOHTpoJupa ¢ hiekapcTa karo tabietku Onmecapranw/HCTZ
MainaH. Bawiusat nekap BepoSaTHO Beue BU € npenopbyan aa HaNnpaBUTE HAKOU MPOMEHH B HaUKHA CH
HAa JKHMBOT, 4pe3l KOUTO [a C€ [MOANMOMOrHE TMOHWKABAHETO HA KPbBHOTO Ha_n MALPUMED
HaMa/IiBaHe Ha TerioTo, OTKaiBaHe OT TIOTIOHONYINEHE, HAMAMABAHE Ha KOMTHUECZRC W 'O
KOHCYMHpAaTe WU HAMAJIIBAHE HA KOJHYECTBOTO con BbB Bauiata guera). Ba 7 L: AD TARA SN
MOXKE Aa HAcTOSBA Ja NpaBUTE PeAOBHH (DUIUUECKHU YIIPAXKHEHHUSA, KATO XOAe e
€ Jla cieaBare TO3K ChBeT Ha Baiuua nekap.




2, Kakso TpsabBa aa 3Haere, npean Aa npueMete Oamecapran/HCTZ Maiinan

He npuemaitite Oumecapras/HCTZ Maiinan:

- aKO CTe alleprudHut KbM QJIMECAPTaH MEAOKCOMUIT KIIH KbM XHAPOXJAOPOTHAZHA, WIH KbM HAKOS
OT OCTaHAMUTE CbCTABKH Ha TOBA JieKapcTBO {KM30poeHH B TOUKA 6) WM KBM BELLIECTBA, KOWTO Ca
Mo0OHN Ha XUAPOXAOpOTHAZHA {CyNOHAMUIN)

- aKko CcTe OpemeHHa mnoBeue OT Tpu Meceua (no-gobpe e cbulO Taka fAa U3BAreaTe
Onmecapran/HCTZ Maiinan 1 B paHHaTa OpeMEeHHOCT—BHXKTE TOUKA OpeMEeHHOCT)

- aKo umMarte 0b0peuHHn npobiemHu

- aKO MMaTe HUCKH HHMBa Ha KallHH, NO HUCKH HUBA HA HATPUM, BUCOKH HMUBA HA KajlLUH WM
BUCOKM HMBA Ha MUKOYHA KHCEJIMHA B KpbBTA (CbC CUMITOMH HA NojJarpa HIH KambHMH B
ObOpeunTe), KOUTO HE ce MoRoOPABAT C IeUeH e

- aKO CTpajgare OT YMEPEHU MU TEXKM YepHOAPOOHH MpobleMH WIM MMAaTe NOXKBJITABAHE HA
KOXKaTa U OUWTE (KBATEHUUA), UK UMaTe NpobieMH C OTTHYAHETO Ha JKITbYKA OT HUTbUHMA
Mexyp (0OCTpyKUHMA Ha KIBYHUTE MBTULLA, HAND. KAMBHU B XTHUYKATA)

- axo uMarte auadbet unu HapylueHa ObOpeuHa GYHKLMS U CE JIEKYBATE € JIEKAPCTBO 3a NOHH)KaBaHe
Ha KPbBHOTO HaJIATAHE, ChABPXKALLO ANTHCKHUPEH

AKO MHCAHTE, He HAKOE OT T€3W ChCTOSHUA ce€ OTHAcA 3a Bac vnu He CTe CHUTYpHH, HE npHemaiiTe
Tabnetkute. ["oBopeTe ¢ Baluusa siekap v crieaBaiite JaaeHHs ChBET.

[IpeaynpexaeHns U NpeaAnasHy MEPKH
I"'oBopete ¢ Bamus gexap npean ga npuemare OnMecaptan/HCTZ Maiinan, ako uMate HAKOH OT
CJICAHUTE 3APaBOCIOBHU NMpobaeMu:

- aKko CTe UMand npobieMH ¢ QMaHeTo Win Oenurte apoboBe (BKIOUMTENHO Bb3NANEHHE WU
TEHHOCT B Henurte ApoboBe) cnea NpueM Ha XUAPOXJOPOTHA3MA B MUHBAMOTO. AKO MOJYUYHTE
TEXCHK 331yX IH 3aTpyaAHERO auuaHe cieq npueM Ha Oamecaptad/HCTZ MaiinaH, vezabasHo
NoTbpceTe MeANMLMHCKA ITOMOLLI.

- aKO CTe MMAIM paK Ha KOXAaTa WM aKO pa3BUETE HEOHaKBaHA KOXKHA Ne3us MO BpEME Ha
JICHEHHETO. JICHEHHUETO ¢ XHAPOXNOPOTHA3NI, 0COOEHO MPOARIKHTENHATA YIIOTpeOa Ha BUCOKH
N03H, MOXKe [a NOBHLIUK PUCKA OT HAKOW BHAOBE PaK Ha KOXKaTa M YCTHHTE {HEMENaHOMEH pak
Ha KO)KaTa). 3aluTeTe KOXKaTa CK OT M3naraHe Ha CObHLUE U YITPABHOJIETOBHUTE JIbYM, AOKATO
npueMare Onmecaptan/HCTZ Maiinan

- bnOpeuHa TpaHcnIaHTaUM

- YepnoapoOHo 3abonssane

- CbpaeuHa HeA0CTaTLHHOCT WK NPOONEMM C KIIANTUTE HA CHPLETO UM CEPACUYHHUA MYCKY

- [loBpbLIAHE UK AMAPHS, KOATO € TeXKA U NPOABIIKABA HAKONKO AHH

- JleyeHHe ¢ BUCOKM 003 TabNeTKH 3a OTBOAHABAHE (AMYPETKHLM) MJIM AKO CTE€ HA AUETA C HUCKO
ChObPXKAHWUE HA CON

- [Ipobaemu ¢ HanOBLOpEeUHHTE Xe3n (Hanp. MbPBUUYEH aANA0CTEPOHH3IBM)

- Huaber

- Jlynyc epuremartosyc (aBTOoMMYyHHa fonecr)

- AJleprus uam actMma

- AKO rpuemare HAKO€ OT CIEIHHMTE JeKapcTBa, M3MO/A3BAHK 3a JI€YE€HHE Ha BHUCOKO KPbBHO
HaJIsAraHe:

- ACE-dHxubuTOp (Hanp. eHananpui, AX3HHOIIPUIL, paMUNpun), ocobeHo ako umare
cBbp3aHu ¢ auadbera 6bOpeutn npobnemu
- ANMCKHpEH




Bawmupsar JCKAD MOKC 1a HCKa [Ja Bu Bukaa no-4ecTo U ha HallpaBH HAKOH H3CJICABAHHA, aKO Bue umare
HAKOC OT TE3H ChCTOAHMWA.

Onmecapran/HCTZ Maiinan moxe ga goeese no noBWIIABaHE Ha HMBATaZ HA MA3HHHH B KPBHBTA M
HUBATA HA NMKOYHA KUCEJIMHA (MPHYMUHA 3a nojarpa - 00ne3HeHO NOAYBaHe Ha CTaBUTe). BawmaT nekap
BEPOATHO LILE NOUCKA NPE3 OfIPEAE/IEHN HHTEPBAIM OT BpEME /a fIPOBEXKAa KPbBHHU H3C/ie1BaHU4, 32 14
MpoBEPABRA T€3HW NOXA3ATENH.

Onmecaptan/HCTZ Maikinan moxxe na npoMeHH HHMBaTa Ha HAKOM XHMMYHH BElUECTBA B KpLBTa By,
HapeuYeHH eJISKTPOIMTH. Baluar nekap BepoOATHO Lie NOMCKa npe3 onpeae/ieHH WHTEPBAK OT BpeMe
Jla TPOBEXKIa KPbBHU H3CIEe[BaHHWs, 3a Aa NpoBepsBa Te3ld nokaszatend. [lpuszHauud Ha npoMeHH B
€IEKTPONTUTHTE Ca: JKaXda, Cyx0oTa B ycTara, MycKy/Ha 00nKa MM KpamIld, MYCKYJIHA YMOpa, HUCKO
KPbBHO HalAraHe (XHIIOTOHHA), YYBCTBO 3a cnabocT, BAMOCT, yMOpa, ChHAMBOCT UK 0e3MOKOHCTBO,
rajgeHe, NOBPbLIAHE, NO-PAAKA HY KA 32 YPHHUpaHe, YCKOpeHa cbpieyHa yectoTa. Kaxkere na Bamus
JeKap, ako 3abe1e)KuTe HAKOH OT Te3H CHMIITOMH.

Kaxkro npu BCSKO JIEKAPCTBO, KOETO MOHUMXKABA KPBLBHOTO HandraHe, NPEKOMEPHOTO NOHHXKABaHE Ha
KPBBHOTO HAJIAMAHE MMPU NAUMUEHTH C HApYUICHUA Ha MNPHUTOKA KPbB KbM ChPLIETO KK MO3bKa MOXKE [1a
A0BEMIE A0 ChpAEYHA aTaka (MH(pAaPKT) MK HHCYNT. 3aToBa BaluMAT nekap BHMMATEHO L11€ NpOBepsBa
KpbLBHOTO BM Hanarane.

Axo Bu npeacrom aa ce 3BbpUIM U3c/eaBaHe Ha (PyHKLIMATA Ha NMapallliTOBUAHATA Xe3a, Tpadea na
cnpete npueMa Ha Oamecaptan/HCTZ Maiinar npean npoBexaaHeTO Ha TE3U U3C/EABAHHUA.

AKO CTe CITOPTHCT, TOB& JICKAPCTBO MOXKE Na IMPOMCHHK pE3VITATHTE Ha aHTHAONKUHI TCCTA, KATO TH
HalrpaBH MO3HTHEBHH.

Tpadea na ysenomute Balung nekap ako cte HpemeHHa, ako mucnure, ye cte Opemenna (unu 61 Morio
na zabpemeneete). Onmecapran/HCTZ MainaH He ce npenopbusa npyu paHra OpeMeHHOCT U He Tpabea
na ce rnpuema, ako cre OpemMeHHa nosede OT 3 Mmeceua, Tl Kato MoXe Ja MPUYHUHU CEPHO3HO
yBpexaaHe Ha Bawero 6ebe, ako ce u3non3ea npes To3n nepnoi (BHxTe Touka OpeMeHHOCT).

[Io sBpeme Ha JieHeHHeTo
Cebpaere ce ¢ Bauing nekap, ako 0oy4YUTe KOETO M 14 € OT CNeAHHTE:
* TEKKa, NOCTOSHHA Auapus W 3HauWTeNHA 3aryba Ha Terno. Bawuatr nekap e OueHH
CUMIITOMHUTE BH M L1e pelun kak ga NpoAbIKUTE J1a IEKYBaTe BALIETO KPbBHO HanATaHe.
e HaManABaHE Ha 3pEeHMETO WUau Oonka B ounTe. TOBa MOXKE J1a ¢a CUMITTOMHM HAa HATPYIBaHe Ha
TEYHOCT B CBAOBMI CJIOH HA OKOTO (XOPOMIAIEH W3AUB) HJIM MOBHUILEHO HANsraHe B ounute Bu
M MOXKE A Ce NOsIBH B PAMKHTE HA 4acoBe UK ceaMuuu ot npueMa Ha Onmecaptan/HCTZ
Maiinan. Axo He ce JIEKyBa, TOBa MOXKe 1a A0Bede A0 NMOCTOAHHO YBpEXKIaHE Ha 3PEeHHETO.
AKO CT€ MMa/IK alleprua KbM NEHMLUNWIMH WK CYJAHOHAMUI, PUCKBT OT pPa3BUTHE Ha TOBA
CbCTOAHHE TTPH Bac MoxKe ha € no-BycoK.

Hena u wonom (noa 18 roaniixa su3pacr)
Onmecapran/HCTZ Maiinan He ce npenopbuBa npu aeua U 1oHowd noa 18 roaminHa sbapact.

IlanuenTH oT adpoaMepHKAHCKH TIPOH3XOA
Kakto W 10pud JApyrM CXOAHMW JIEKAPCTBA, [IOHWXKABALUMAT KPBLBHOTO HansraHe edekT Ha
Onmecapran/HCTZ Maiinad e B M3BecTHa cTeneH no-ciaab npu nauueHTH oT adpoaMEPHKAHCKH
MPOH3XO/.

Apyru nekapcersa H Oamecapran/HCTZ Maitnan



Munpopmupaiite Bawma nexkap unv QapmaleBT, ako TipHemaTe, HacKOpPO CTE€ MPHEMAIH WIH €
BB3IMOXKHO Ja MpHUeMaTe APYrH JeKapcTaa.

[lTo-cnewnanHo YBCAOMETC Bauiys JICKAP UIH (1)-':':l.]f)IM‘I;-.?;LI,EEE"l",r aKO [MPpUEMATE HAKOEC OT CJACIAHHUTE.

o JlekapcTBa, KOMTO MOraT Ja NOBMLLIAT HMBATA HA Kanuili B KpbBTa BH, ako ce u3nonassat no
cbLOTO BpeMe Kato OnMecapran/HCTZ MalinaH. ToBa srilouBa:
- KanHeBH N00aRKH (KaKTO M 3aMECTHUTENN Ha CONTA, ChAbPXKALLHK Kajlnii)
- OTBO/IHABAIUH TaONeTKH (AUYPETHLIM)
- XenapuH (3a paspekjJaHe Ha KphLBTa)
- 1aKCaTHUBH
- CTEPOMIH
- aApeHOKOPTHKOTpOoneH XopMoH (ACTH)
- aM(OTEPHLIMH, JIEKAPCTBO, U3MON3BAHO 32 1eYeHHE Ha MbOUYHH MHOEKLIHY
- KapOEHOKCONOH (JIEKapCTBO, U3IMOI3BAHO 32 JICYEHHE Ha A3BM HA YCTHA KYXMHA H CTOMaxa)
- neHrUWIMH G HaTpHUA (CHLIO TaKa HapU4YaH HAaTpHEB OEH3NNNEHULIWINH, aHTHOHOTHK)
- HIKOH DONKOYCNOKOABALLY JIEKAPCTBA, KATO ACTIUPHUH UM canuLUnaTH

o JluTui (1€KapcTBO, M3NOA3BAHO 34 JIEYEHHE HA NMPOMEHH B HACTPOEHHETO H HAKOW THUIOBE
Aenpecus) U3NON3BaH No €1HO U ¢blllo Bpeme ¢ Onmecapran/HCTZ Maitnan Moxe Aa NOBULIK
TOKCUYHOCTTA Ha TUTHH. AKO ce Hanara aa npuemare nutui, Baluust nekap uie npocneaasa
HUBAT& Ha JIMTUH B KpbBTa BY

¢ HecrepouaHu npotuBoBb3nanurenHyu nekapcreeHd cpeactea (HCIIBC, nekapcrBa karo
HoynpogeH, acnMpy¥H M AukNogeHak, M3MNoN3BaHW 3a obnexkuaBaHe Ha Oonka, NMoAyBaHE W
APYI'H CUMITTOMY HA BB3NAJIEHHUE, BKIIKOUUTEHO apTPHT), U3NOI3BAHH 1O €QHO U Chli0 BPEME
¢ Onmecapran/HCTZ Maitnan, Mmoxe 1a MoBH1LAT pUcKa oT 6b0peyHa HEAOCTATLYHOCT, KAKTO
U ethekThT Ha OnmecapTraH/HCTZ Maitnan Moxe aa ce nodmxn ot HCITIBC

» Jlpyru nexapcTBa 3a NOHU)KABAHE HA KPBBHOTO HanAraHe (AHTHXUNEPTEH3UBHH CPEACTBA KATO
METHIIAONA), THH KaTo edekTsT Ha OnMecaptan/HCTZ Maiinan Mmoxe aa 0bae nosuineH

o [lpucnuBaTtesnu TabaeTKH, YCNOKOABALLM W AHTHAENPECAHTH, KOraTO Ce M3MO0JI3BaT 3a€4HO C
OnMmecapran/HCTZ MaiinaH Moxe pa NpUYMHAT BHE3anHO [MOHWXKABAHE HAa KPbBHOTO
HaJfraHe Mpyu U3npapsaHe

e Hakou nekapctea kato OaknodeH ¥ TyOOKypapuH, H3MNON3RAHU 3& OTNYCKAHE HA MYCKYJINTE

e  AMUGDOCTHH Y HAKOH APYTH JIEKAPCTBA, U3MOI3BAHH 3a JIEYEHUE Ha paKORH 3a00ABaHHA, KaTo
uMknodochaMua UK METOTpEKCAaT

o XoOJNecTUpaMHuH U KOJIECTHIOI, JIEKAPCTBA 33 HAMAJIIBAaHE HHBATa HA Ma3HHHH B KPbBTA

o KoJsieceBesiaM XUAPOXIIOPULL, JIEKAPCTBO, KOETO NOHWXKABA HUBOTO Ha X0OJIECTEpO. B KpbBTa By,
Tb# KaTo edexkTsT Ha OnMmecaptran/HCTZ Maiinan Moxe na 6bae noHikeH. BawnaT nekap
Moxxe na Bu nocweerBa na npuemare Onmecapran/HCTZ Maiinad nove 4 vaca npeau
KoneceBeJgaM XUAPOXI0pHI

e AHTHUXONHHEPIrHYHHU JIEKAPCTBA KATO aTpONUH H OUNepulecH, HU3NOA3BAHH 3a JICHCHHE Ha
CHMHApOMAa Ha pa3apa3HEHOTO 4EPBO, acTMa, bonect Ha [lapKWMHCOH WM ApYrd MYCKYJHM
npodnemMu

o JlekapcTBa KaTO THOPMAA3WH, XJIOPNPOMAa3UH, JIEBOMENPOMa3UH, TpUudnyonepasuH,
LHAMEMA3HH, CYJIIIMPUA, aMUCYANpPHA, NMHMMO3UA, CYITONPHA, THANPUA, APONEPHROT UIH
XaNONepUIoa, U3MNOA3BAHHU 32 JIEYEHUE HA HAKOHW MCUXUYHH pa3CTPOMCTBA

» Hsaxou nekapcrBa Kato XWHUWIKH, XMAPOXWHHUAWH, AU30NUpPAMKHA, aMUONAPOH, COTANRON HITK
OWUTHUTAJIUC, HU3TOA3BAHHN 34 JICYEHUE HA CbPACHHH NpodneMu

e JlekapcTpa kato Senpuann, MU30JaCTHH, NEHTAMUAUH, TepdeHaauH, podeTuana, HOyTunua,
BUHKAMHH WIH €PUTPOMHUUMH HHKEKLIMH, KOWUTO MOraT Ja NPOMEHSAT CbpAeYHUR PHTHM

e [lepopainM aHTHAHAOETHW nexkapcTBa, Kato MET(OPMMH, HMJIM HHCYJIHH,
HaMaJIsIBAHE Ha KPpLBHATA 3axap

* bera-Onokepu 1 AHA30KCHA, JISKAPCTBa, H3NOI3BAHH 3a JIeUeHHE Ha BUCOKS BP
H HUCKa KpbBHA 3axap CbOTBeTHO, TbH karo Onmecaptan/HCTZ Maii
TEXHHA NMOBHULIABAL KpbBHATA 3aXap e(QekT




o JlekapcTBa KaTo HOpaJpeHaMH, M3MOA3BAHM 3a MOBULIABAHE HA KPBBHOTO HAJAraHe M
3abaBeHara chpAeHHa 4ecToTa

o JIvdemanun, n3noa3saH 3a nedeHHe Ha 3a0aBeH CBbPJEYEH PHTBM WM 33 HAMASABAHE Ha
H3MNOTABAHETO

o JlekapctBa kato npobeHeuuna, cynduHNUpazoH U anoNypHHON, M3NOJ3BAHU 3a JeuUeHHe Ha
noaarpa

o Kanimuesun nodanku

¢ [IpoTHBOBHPYCHOTO NEKAPCTBO aMAHTALMH

o lluknocnopuH, nexapcTBO, H3NOJA3BAHO 3a [PeNOTBpaTABAHE HA OTXBbLPJIGHETO Ha
TPAHCIUTAHTHPaAHH OpraHy

e Hsaxkou aHTHOMOTHUUH, HAPEUYEHU TETPALMKIIMHK K crnapdoKcalUH

e Hsakou aHTHauUMAM, H3NOIA3BAHMU 3a JIEUEHHE HA MNOBHILEHA KHCEMUHHOCT B CTOMAaxa Karo
aTyMHHHEBO-MarHe3ueB XUAPOKCUA, Thi KaTo edekThT Ha Oamecapran/HCTZ Maitnan Moxe
na 6bae JieKo NOHUMKEH

e llusanpua, n3nonssaH 3a yCHIBaHE ABMXKEHMETO Ha XpaHaTa B CTOMaxa M vepsaTa

e  Xajo(haHTPHH, U3MOJ3BAH 32 Je€4YeHHe HA Manapya

Moxe na e HeoOxoaumo Bawumat nekap Ja npomend jgo3ara Bu w/win ga B3eMe HAKOM ApPYrW
npeanasHy MEPKH:

Axo npuemate ACE-UHXHOUTOP MK ANHCKHUPEH (BHKTE CbLUO MHPOPMALIMATA B TOUKHK ChC 3ariaBHS
“He npuemaite Onmecaptan/HCTZ Maiinan ” n “lIpeaynpexaeHna U npeana3Hyd MepKu’)

OnmecapTan MeaOKCOMUI/XHAPOXJIOPOTHAZH] ¢ ATKOXO0J]

O0bpHEeTE  BHHMaHWe, ako ynorpedspate  ankoxon, jgokato npuemare OnmMecapTaH
MEIOKCOMMI/ XUAPOXNOPOTHA3HU, Thil KATO HAKOW XOpa Ce YYBCTBAT OTHANHANM WX 3aMasgHU. AKO
TOBa C€ CNyuyu Ha Bac, He ynoTrpefsaBaiiTe HUKAKBB aJKOXOJ, BKIOUYWTEIHO BHHO, OMpa WAH APYTH
AJIKOXOJTHH HaMMTKHU.

bpemMeHHOCT H KbpMeHE

bpemennocTt

Tpabpa na yeeaomute Baiums nekap, ako cre OpeMeHHa, cMATaTe, Ye MOXKE 11a ¢Te OpeMeHHa, Hau
nnaHupare OpeMeHHOCT. BawnsaT nexkap oOMKHOBEHO L€ BM MOCHBETBA Ja CNpeTe NpUeMa Ha
Onmecapran/HCTZ Maitnax, npeau na 3abpeMeHeeTe ik BeaHara oM paszbepere, ue cte SpemeHHa,
K ue By nockBeTBa na npuemare Apyro Jiekapctso BMecTo ToBa. OnMecapran/HCTZ MaiinaH He ce
NpenopsYBa rpe3 paHHaTa OpeMeHHOCT M He TpAOBa Aa ce puema, ako CTe MoBeve OT TPU Meceua
OpeMeHHa, ThH KaTO MOXe Aa MPUYAHK CePUO3HO YBpexKaaHe Ha Baueto 6ebe, ako ce n3non3ea cien
TPETHSA MeceL| Ha OpeMeHHOCTTa.

Knupmene

Kaxere Ha Bawmusa nekap, ako KbPMHUTE WIH Bb3HaMepsBare [a 3anoyHeTe Aa KbPMMTE.
Onmecapran/HCTZ Maiinan He ce npenopbyBa 3a MakuTe, KOUTO KbpPMAT, H BaluusaTt nekap Moxe aa
nibepe APYro jieHeHHe, aKo XKenaeTe 1a KbPMUTE.

[TonuraiiTe Baluua nekap unu ¢papmMaLeBT 3a CLBET Npeay Aa NpUEMETE KaKBOTO M A € JIEKApCTRO.

[Hodgupane n padbora ¢ MalIunu
MoOske Ja MOYYBCTBATE CBHHJIMBOCT WIIM 3aMAasHOCT, AOKATO CTE HA JIeYEHHWE 3a2 BUCOKOTO KPbLBHO
HaldraHe. AKO TOBa ¢e CJiydH, He wodrpaite U He paboreTre ¢ MalIMHU, AOKATO TE3M
n3vesHart. [lonuraiite Baluusa nekap 3a cuBer.

OamecapTan/HCTZ Maiiaan cbabpska HATpH#
Tosa nekapcTBo cbabpaka 1no-manko ot 1 mmol Hatpuit (23 mg) Ha TabneTka, T.e.
NPaKTHYECKH HE CHABPXKA HATPUH.




3. Kak aa npuemate Oamecapran/HCTZ Maiiaaun

Buuary npuemaiiTe ToBa NeKapcTBO TOYHO, KakTo BHU e kazan BawuaT nekap win ¢dapMaLeBT. AKO He
CTEe CHTYPHHM B HELlO, nonuTaire Bawmns nexap nau gapmallesT.

[IpenopbunTennara no3a e eaHa tabnerka OnmecapraH/HCTZ Maitnan 40 mg/12,5 mg nHeBHO.
Bbwnpexu ToBa, ako Batuero KpbpBHO HanAraHe He ce KOHTpOJiMpa, BawuaT nekap Moxke na petuu Aa
npoMeHH no3ara Bu Ha eana tabnerka Onmecapran meaokcoMul/ Xuapoxnoporuazua 40 mg/25 mg
IOHEBHO.

[1puemere Tabnerkara ¢ Boga. Axo e Bb3MOXHO, TpaOBa 1a nNpueMare 103aTa CH MO €IHO H ChIlo
BpeMe BCEKH A€H, HalIpUMep Mo BpeMe Ha 3aKycCKa.

AKo0 cTe npuend nosede ot Heodxoaumara Oamecapran/HCTZ Maian

AKO cTe npHesnd nobseye TabneTkH, OTKONKOTO TpAOBa, UK aKO AeTe CIYYaHHO € NOrbJHAI0 eAHa HIIH
noBeue TabneTkH, BeJHara otuaere npv Bawug nexap unn Hal-61M3KOTO CNELIHO OTAENEHHE, KATOo
B3eMeTe CcbC cebe cu onakoBkata Ha Baulero nekaperso. [lpusHaum Ha npenosupane Moxe aa
BKJIFOYBAT YYBCTBO Ha rajeHe WIM CbHIMBOCT, HUCKO KPBBHO HansraHe, NpHYHHABALLO ci1alocT U
3aMafaHOCT, IPOMEHM B YECTOTATa MJIKM PUTBMA Ha BALUETO CHPLE UM MPEKOMEPHA XAXKA.

AKo0 cTe nponycnanaun aa npuemere Onmecapran/HCTZ Maiinan
AKO CTe NMpPONYCHAJIM Aa MIpHEMETE €4Ha 1034, BieMeTe obHUYaiHaTa J03a Ha CReABallluA JAeH, KaKTO
obukHoreHO. He npueMaiiTe aBoiiHa 403a, 3a Aa KOMNEHCHPATE NPONMyCHATaTa 1034,

AKo cTe cnpeau npuema Ha Oamecapran/HCTZ Maitian
BaxxHo e ga npoabsbkute ga npuemate OnMecaptan/HCTZ MainaH, nokato Bawuusa nekap He Bu kaxe
na crpere.

AKO MMAaTe HAKAKBH JOMBJIHUTENHH BBIPOCH, CBBP3aHM ¢ ynotpebara Ha TOBa NEKaAPCTBO, MONMUTANTE
Bawusa nexap wid ¢papmMaLesT.

4. Bb3MOXHH HEXKeTaHH PeaKIHH

KakTo BCHUKHU JICKApCTBA, TOBA JICKAPCTBO MOXKE 14 MPCAW3BHKA HEXENAHHW pE€aKUHH, BBITPEKH YHC HE
BCCKH I'H IOJIyHaRBa.

Ako Bue 3abenexure Helo OT ¢j1eaHoTo, cnpete npuema Ha OamecapTan/HCTZ Maiinan u ce
cBLpKeTe Heza0aBHO ¢ Bamng nexkap uan Hal-0/IH3KOTO CIIEIHO OTAE/EHHE!

HeuecTn (moxe ga 3acerdar g0 1 Ha 100 yoseka):
e ANEpruyHy peakuud, KOUTO MOraT [a 3acerHar uUejiusa opraHu3bM. [Ipu3zHaumre BKAKOYUBAT
BHe3alneH O0pUB Uy cbpOeik, 1OJyBaHe Ha NHLIETO, YCTHUTE, YCTaTa, €3MKa W/WIH MacHHUTE
BPB3KH (JIAPUHKC) W 3aTPYAHEHO AULIAHE
« BHezanHa 60/1ka UK YYBCTBO Ha CTAraHe, TEXECT WM HATUCK B rbpauTe. Toea Moxe aa 6baar
MpH3HaUM Ha NpodsieM CbC CHLPUETO BH, H3BECTEH KAaTO aHTMHA MEKTOPUC
o Texko, 3aTpyAHEHO AMLIAHE, Bb3MOKHO € CbIIO KaliakMua ¢ KpbB, NOBHILEHO
Oe3nokoicTBO unu 6nena koxa. Tora Moxe Aa Obae NprU3Hak 3a ripobsiem ¢ 6
KaTo 3aJpb)KKa Ha TEHHOCT WM Bb3NaJIEHKE.

Peaku (Moxxe na 3acernar 10 1 Ha 1 000 yoseka):



e OrtIgensHe Ha MajKO WIM HUKaKBa ypMHa HAH Dosika mpH ypuUHUpaHe, ¢ Oonka B rup0da,
TEMMEpaTypa, raa€He WIM [MOBPbLUAHE, CBHIAMBOCT, HEAOCTUI HA Bb3AyX WM 000
HepasnoJioxxeHue. ToBa MOXe Aa ca nNpU3HaLM Ha npobiiemu ¢ BaluTe 6LOpeuy

¢ JloayTH WaH Bb3MNaNeHU CAOHUYCHH KNe3u

¢ [lpusHauu 3a HamasieH OpoH Ha pazfIMYHHU KPBBHHU KIIETKHM, KOETO MOKE 1a NpHUUHH Bnena
KOXa, YyBCTBO Ha yMOpa ¥ HEAOCTHI Ha Bb3lyX U HAJIMUME HA TbMHA ypHHa (HamaneH Opoii
Ha YEPBEHH KPBBHH KIETKH), YECTH UHOEKLUMU ¢ TEMNEpaTypa, BTPUCAHE, Bh3NAIEHO MbPIO
WJIW A3BH B ycTara (HamaneH Opoi Ha 6€NM KpbBHU KJIETKH), KbpBEHE MW CUHMHHU MO-ABIATO
OT HOPMAaJIHOTO, WJIM HEOUYAKBAHO MOABW/IM €€, KOIaTO HE CTe ce HapaHWIW (HamaneH Opoii
TpoMDOLIUTH)

e [lpunagsiiy (KOHBYJICHH)

¢ [lagane wiu 3ary0a Ha Ch3HAHHUE, HIIHN NPHUEPHABAHE

e 3aTpyAaHeHo auwuaHe, Oonka B repadre, npebieaHsBaHe, YCKOpeHa CbpAEYHa AEeHHOCT,
CMHKaBa NPOMAHA B LIBE€TA Ha KOXKaTa, WK BHe3anHa fonka B pbkaTa, WK Kpaka, Wik XOAWI0TO
(Npu3Haum, Ye MoXKe Na ce € 0bpalyBal KPbBEH ChCHPEK)

¢ (wunHa DOnKa B ropHaTa 4acT Ha cTOMaxa, pasfpocTupalla ce KbM repba, ¢ Bb3MOXKHO rajeHe
WK NoBpblUaHe. Topa Moxe ha ObaaT NpU3HALM Ha Bb3NaJieHUe Ha NaHKpeaca

o [loxbaTaBaHe HA KOXKATa WK Ha 0910TO Ha ounTe (GKbATEHMLA)

e [lpu3Hauu Ha nynyc epyuTeMaTo3yc kaTto oOpuB, OOMKU B CTABUTE M CTYIEHH PBLLUE W NPLCTH.
ToBa MOXe Aa € Hello, KOETO CTe MMANTU B MHHANOTO MM MOXE Ja € HOBO 3a Bac

e TexKH KOXKHU peakLnM, NMpUYHHABALLKY OONEe3HEHH YEpPBEHH MNETHA C JIIOLLEHE W C MEXYDH
BBLPXY KOxaTa

Mmuoro peaku (Moxe aa 3acerHat 10 1 Ha 10 000 yoeka):

¢ llpoabrpkuTenHa KOHCTUNALMA C KOpeMHa O0NKa W NOBpbLIaHe (C MPUOLLaBaHE ), KOUTO MOXKE
Ja 6bAAaT NpU3HALIM HA 3anyLlBaHe Ha YyepBaTta (NapaiMTHUYEH HIEYC)

C HeH3BecTHA 4ecTOTA (HE MOXKE /13 C€ OUEHH OT HATUUHUTE JaHHM)

e HamanaBaHE Ha 3peHHETO UK 00JIKa B OKOTO MOPAAM BHCOKO HANIATaHe (Bb3MOXHH NMPHU3HALIM
3a HATPYNBAHE HAa TEYHOCT B CHAOBUA CNOH HAa OKOTO (XOpOHOAIEH H3JIMB) WM OCTpa
3AKPUTOBIBIIHA [N1aYKOMa)

¢ AKO HUMaTe NOKBbATABAHE Ha ORNOTO Ha OYHTE, ThMHA YPHHA, CbPOCK Ha KoXkaTa, JOPH aKo CTE
sanouHany neuenuetro ¢ Onmecapta”/HCTZ Maiinad npeau nocrta spemMe, He3abaBHO ce
cBbpKeTe ¢ Bamms ekap, KOUTO L€ OLeHH CUMITTOMHUTE H LUE NPELEHH Kak Aa MpOABIKHTE
JICHEHHNETO 32 KOHTPOJ Ha KPbBHOTO HanAraHe

Onmecaptan/HCTZ Maiinan Moxke na NpUUMHK NpPeKaneHo NOHWKABAHE HA KPBbBHOTO HAJNIATAaHE [PH
4YBCTBUTEHU JIHLIA HIIH B PE3YIITAT HA afepruyHa peakums. HevyecTo Moxke 1a Bb3HUKHE NpHMalsABaRe
WK NpUNaabK. AKO TOBA C€ CAYYH, cnpete npueMa HA Oamecapran/HCTZ Maiinan, cho0mere
He3a0aBHO Ha Bamius JAekap 4 JIerHeTe HA PaBHA NOBBLPXHOCT,

Onmecapran/HCTZ Maiinan e komOuHauMa Ha ABe aKTMBHM BELIECTBA M ClielBalllaTa WHMOpMallus,
MbPBO, NPEAOCTaBA APYrH ¢bOOLIEHH Aocera HexenaHW edekTH ¢ koMOMHauMaATa ONMecapTaH
MEIOKCOMHIT M XHAPOXNOpOTHa3UA (OCBEH TE3H Beue CHODOLIEHU NO-rope) U BTOPO, TAKHMBA, KOUTO Ca
M3BECTHH 32 OTAEJHHTE aKTHBHH BELLECTBA.

ToBa ca ApYruTe HexxeJaHH peakliiH, 32 KOMTO € H3BeCTHO, Ye €A CBbP3aHH ¢ €1HOBPEMEHHOTO
NPHJAOKEHHE HAa OJIMEeCAPTAH MEAOKCOMHJ H XHAPOXJIOPOTHA3ZMA!

AKO Ce MOABAT TE3H HEXENaHM JEKAPCTBCHN peaKLlUH, TC HCCTO Ca JICKH H HE
JEUYEHHETO CH.

Yectu (Moke aa 3acertdar a0 1 Ha 10 yoseka):
- YyecTBO Ha 3aMasHOCT, CN1abOCT UK yMopa



- I'naBobonwue
- bonxa B repauTe
- TlonysaHe Ha rne3eHUTE, XOOUIATaA, KPAKATA, ANAHHTE WIH PbLETE.

HeuecTn (Moxe na 3acerHdat ao 1 va 100 yoseka):

- YCKOpPEH CbpACUYEH PUTBEM (MaIMUTALHUH)

-  Obpus, ex3eMa

-  (CeeToBbLPTEXK (BEPTHIO)

- YHyBCTBO Ha 3aMafsHOCT U CHHJIMBOCT

-  Kamnuua

- Hapymeno xpaHocMuiaHe, KopeMHa 00Jika, rajieHe, NOBPbIUAHE WK AUApHS
- MycKynHM KpaMIi UM MyCKYyJIHa OonKa

- bonka B cTaBuTe, pbLETE M KpakaTa, Oonka B rbpOa

- 3aTpyZiHEeHa epeKLUs UK 3aTPYAHEHO MOAAbPKAHE HA epeKLHATA
- KpsbB B ypHHara.

Heuecto ca HabnwpaBaHMm HAKOM NPOMEHM B pe3y/ITaTUTE HAa KPbhBHUTE H3CHEABAHUA, KOMUTO
BKJIIOUBAT:

[loBuinaBaHe Ha HUBaTa HA Ma3HUHUTE B KPbBTA, MOBUIIABAHE HA YPEATa WM NMHKOUHATA KHCETMHA B
KpPBBT4, [IOBHMIIABAHE HA KpeaTWHHHA, MORHIIABAHE WK NOHWKABaHE HA HMBATA HAa Kanuii B KpbLBTa,
MOBMLIABAHE HA HMBATA HA KAJILMH B KPBBTA, MOBUILABAHE HA KPbBHATA 3aXap, NOBHILABAHE HA HUBATA
Ha BELUEeCTBA, KOUTO H3aMepBaT udepHoapoOHata GyHKUMA. Bawiunat nekap e pasbepe 3a Tax oT
KpbBHUTE BH H3cneasanus v e Bu kaxe, ako MMa Hy»XJa Ja NpeaAnpHeMeTe HELUO.

Peaxu (Moxe xa 3aceruar Ao 1 Ha 1 000 uoeka):

- UyBcTBO 33 06110 HEpa3NonoKeEHUE

- bnego uepBenu, cupbawm unu Oone3HeHW HaAMrHATH MOAYTHHM MO KokaTa (YPTHKAPUA WIIH
KOMpPHUBHA TpecKa).

Hsakou npoMeHH B pe3yaTaTuTe OT KPLBHUTE U3C/EABaHHA CHILIO ¢a HAOMIONABAHU B PEJKH C/ly4Yad W
BKJTFOUBAT:

[foBUILIABaHE HA HUBATA HA ypeHHHA a30T B KPbBTA, MOHMMKABAHE HA CTOMHOCTHTE Ha XEMOITTOOMH
XeMaToKpuT. Bawnart nexkap uie pasdbepe 3a Tax oT kpbBHHUTE Bu n3cnenanms v e Bu xaxe, ako nma
HYX/a Ja [peanpHeMeTe Heluo.

CilegHuTe HeXKeNaAHH peaklHH ca chLo0maBanu npu ynorpebHa camMo HA 0JaMeCAPTAH MEIOKCOMHI
MJIH CAMO HAa XHAPOJOPOTHA3H, HO He npH ynoTpeba na OamecapTan/HCTZ Maiinan:

O.IIMECEI[}TRH MCAOKCOMHAH.I.

YecTn (MOXxe na 3acerHat A0 1 Ha 10 yoBeka):

- BpoHXHT, KOHTO NPUYHHABA NMOCTOAHHA KALLTKLA, CBUPKALIW XPUIIOBE WIH CTATAHE B MbpAHUTE

- Tewain unu 3anyieH HOC, B3MANEHO I'bPJI0

- TacTpoeHTEepHT, NpUUMHABALL PeAKH, BOAHUCTH H3NPaXKHEHUS CbC CTOMALMHH CNa3MH U Bb3MOXHO
MOBHULIEHA TeMNePaTypa

- bonka B CTaBUTE MK KOCTKTE

-  HH$exuny Ha NUKOYHHTE NBTHILA, MPHUHHABALLMA OOJIKA MK TPYAHOCT NPH YPHUHHUpPaHE

- ['pnnonogobHU cHMNTOMM

- bonka.

Hsakou npoOMeHH B pe3ynTaTUTE OT KPbBHUTE H3CAeABaHHA ChLLO ca HabmoaaBa
[lopyllaBaHe Ha HUBaTa Ha BELLECTBA, KOUTO UAMEPBAT MYCKYyaHaTa PyHKILUA,

HeuecTHu (MOXe aa 3acerHat a0 1 Ha 100 yopeka):
- TlogyBaHe Ha nULETO



- Copbex
- BnesamneHn pasnpocTtpaHeH oOpuB C UepBeHa KOXa MM MEXYPH, H3BECTHO KATO €K3aHTEM

Peaxku (Moxe na 3acerdat Ao 1 Ha 1 000 yoseka):
- Hapyuiena 616peduHa dyHKkUMs
- Jlunca Ha €HEPrua ¥ eHTYCHA3BM

Mnuoro peaxkn (Moxe aa 3acernart 40 1 Ha 10 000 yoseka):
- Texka nepcHcTHpalla AMapys ¥ 3Ha4YUTEHA 3aryba Ha Teryo

XHApoXJIOpOTHA3HA!

HectrH {MOXke na 3acerdar | Ha 10 yoBeka):

- UyscTBO Ha 00BpKaHOCT

- CToMallHO pa3CTpOMCTBO, HYBCTBO Ha NOAYBaHE, ra3zone, 3anek

- OtgensiHE HA MIIOKO3a B YPHHATA, KOETO MOXKE Aa MNPUYUHU CJIaJIKa MUPH3Ma Ha YPHHATA BU U Llie
C€ YCTAHOBU B YPUHHHUA TECT

Habmonasanu ca cbIIO Taka HAKOU NPOMEHH B KPbBHUTE PE3YJITATH U T€ BKITIOUBAT:
[lonmxenve Ha HUBAaTa Ha XJIOPUIM, MAarHE3UW MW HATPUH B KPBBTA, MOBHIUEHHE HA CEPYMHATa
aMusia3a (XHrepaMunaseMus ).

Heuectn (Moxxe na 3acerHar Ao 1 Ha 100 yoeka):

- HamaneHue wnu 3aryba Ha aneTuT

- BnomasaHe Ha BeU€ CLIIECTBYBALLO KBCOTIEACTBO

- YepBeHH neTHA No KoxKara (€prUTeM) KK KOXKHH peakllHH KbM CBET/IMHA

- BroneTosH neTHa WIM NETHA NOJ KOXAaTa, Ab/MKALNM C€ HAa MalIKH KPhBOW3NHUBH (Nypnypa).

Peakn (Moxe na 3acernar Ao 1 Ha 1 000 yoBeka):
- YyecTBO Ha O€3MOKOWCTBO, NOTHCHATOCT HMAM AENpecvs, nNpobleMH CbC CbHA, YYBCTBO Ha

HE3aHMHTEPECOBAHOCT (anaTus)

- HatpbriBaHe U MpaBy4KaHe (,,Kappuuuy u Uran)

- Moxxe na BiwKaaTe HeulaTa OLBETEHH B XKbB/T LUBAT, 3aMbITIEHO BH)KAAHE, CYXOTa B O4UTE

- HepurmuuHa chpacyHa AeHHOCT

- Bm3nasenve Ha KPLBOHOCHHUTE CBAOBE, KOETO MOXKE 1@ MPUYNHHA OOPUB U MOHAKOra MEXYpH NO
KOXaTa

- HHpekima Ha XNBUHUA MEXYP, KOETO MPHYHHABA CUTHA 00NIKa U BTBbpAABAHE HA MOpHATa YacT Ha
KopeMa, ¢ TeMrieparypa

-  MyckynHa cnaGocT (NoHAKOra NpUUUHABANKH TPYAHOCTH NPH IBHXKEHHE).

Muoro peaku (Moxe na 3acerdart ao 1 Ha 10 000 yoBeka):
- Octbp pecnivpaTopeH aucTpec (MpU3HALKUTE BKIOUYBAT TEXKbK 3a1yX, MOBUILEHA TEMNEPATYPa,
cnabocT u oOBPKAHOCT).

C Hen3BecTHA yecToTa (OT HANMYHUTE AAHHHM He MOXe fja 6b/1e HANpaBeHa OLEHKA):
- Pak Ha koxaTa ¥ yCTHUTE (HEMETaHOMEH paK Ha KOXaTa).

Coo0maBane Ha HeXeNIAHH peaKUHH
AKO NMOJIyYHUTE HAKAKBH HEXKENAHU JIEKAPCTBEHU peakLHH, yeeaoMeTe Baiuua ne / g o any ﬂgE Y

ToBa BIJIHOYBA BCHUKH BB3MOMHHY HEONUCAHHU B TA3H JTUCTOBKA HEXKEJIaHH pE€aKLy
CbODLIMTE HEXENTAHH pPC€aklHH JUPCKTHO YPE3 HALHOHAaTHAaTa CHCTEMA 34 cb00 ,

—

o o
M3anbAHUTENHA areHLUMs No NeKapcTBara %
yn. ,, JJamas I'pyes” Ne 8 2
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1303 Codus
Tesn.: +359 2 8903417

yebcaiT: www.bda.bg

KaTto cbobiaBaTe HeXENMaHW peakUnu, MOXeTe Aa NaJeTe€ CBOS NMPUHOC 3a [10Jly4aBaHe HA MOBeYe
MHPOPMALIUA OTHOCHO 6€30MacHOCTTa Ha TOBAa NEKAPCTRO.

5. Kak na csxpanaBate Oamecaptan/HCTZ Maiinan

Ja ce cbXxpaHsABa Ha MACTO, HEACCTBHIIHO 3a ASL1a.

Jla ce cvxpaHsaBa noa 25°C.

He un3nonieante TOBa JIEKAPCTBO Cliel CPOKA Ha MOAHOCT, 0TOeANA3aH BbPXY KapTOHEHATa OMaKoBKa U
onucrepa cnen ,,l ogeH 10 miu “EXP”. CpoKbT Ha roAHOCT OTroBaps Ha NocneHH €H OT MOCOUSHHS
MeceL.

He u3XxBBbp/siTe IEKAPCTBATA B KAHANW3ALMATA MK B KOHTEHHEpA 3a JoMalluKu oTnaabuu. [lonuraiire
Bawna dapmaueBT Kak Ja U3XBBLPJIATE J1IEKAPCTBATA, KOMTO BEYE HE H3MON3Bate, Te€3U MEPKH Lue
CMOMOTHAT 33 Ol1a3BaHe Ha OKOJHATA cpeja.

6. CohabpkaHHe HA ONAKOBKATA H AONbJAHHTENHA HHDOpMaALIHA
Kakpo cbanpxka Oamecapran/HCTZ Maiinan

AKTHBHHMTE BELLECTBA Ca:

Onmecapran Meaokcomm/ Xuapoxiopornasng 40 mg/12,5 mg: Beaka dmnmupana tabnerka cbabpxa
40 mg osnmMecapraH MedokcoMun (olmesartan medoxomil) n  12,5mg xuapoxyiopoTHasui
(hydrochlorothiazide).

Hpyrure cheTaBkHM ca:

(sapo Ha TabneTkaTa) KpOCKapMme/jo3a HATPH, MaHWTOJ, MUKPOKPHCTA/IHA lenyno3a, YacTHUHO
3aMeCTEHAa XHAPOKCHNPONUA UENY/103a, KONOKAeH Oe3BoAeH CHIIMLIMEB AMOKCUA, MarHe3ues creapar,
HaTpHeB naypuiacynadar v

(oOBuBKa Ha TaljeTKaTa) XUnpomesosa, THTaHOB aAuHokcua (E171), makporon, Tank, »bAT XENE3€H
okcupn (E172), uepsen xenezen okcua (E172). Buxre cwwo touka ,,OnmMecapran/HCTZ Maiinax
CbABPKA HATPUH™,

Kak msraexaa Oamecapran meaokcomuu/HCTZ Malnal v KAaKBO ChAbPKA ONMAKOBKATA
Onmecaprad MeaokcoMW/HCTZ Maitnan 40 mg/12,5 mg duamupanu tabneTku ca CReTiIOKadaBH,
(bUTMHPaHH, NMPOABLATOBATH, ABOHMHOM3IBLKHANU CbC CKOCEH pbb v o3Hauenne ‘M’ oT eaHaTa cTpaHa
Ha TabneTkata 1 ‘H6’ ot gpyrarta cTpaHa.

onakoBkH oT 14, 28, 30, 56, 90, 98 n kaneHaapHa onakoBka OT 28 TabneTkH.
He BCHUKHM BMAOBE ONAKOBKK MoOraT ga ObAaT nycHaTH B npoaaxda.

[IpuTexaren HA pa3pemieHHETO 3a ynoTpeda H NPoH3BOAHTE!

[IpuTexkaTen Ha pa3pellieHUETO 3a ynorpeda
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Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN, Hpnanaus

[IponsBoauTeny
McDermott Laboratories t/a Gerard Laboratories, 35/36 Baldoyle Industrial Estate, Grange Road,
Dublin 13, Upnanaus

Mylan Hungary Kft., H-2900, Komarom, Mylan utca 1, YHurapus

3a J0OMBJAHUTENHA HH(prMﬁL[HH OTHOCHO TOBa JICKApPCTBO, MOJA, CBBPKETE C€ € JIOK&AJIHHUA
NpCACTABUTEC Ha TNPUTEKATC]1A HA Pa3pCLICHHUETO 3a ynmpeﬁa:

bbarapus
Maiinan EOQO/J]
Ten.: + 359 2 4455400

To3u JexkapcTBeH nNpoaykr e ogobper B crpanuTe-yaeHkH Ha EMHII c¢bc caeanure
HAHMEHOBAHHA:

buarapus Onmecaptad MeaokcoMu/HCTZ Maiinan 40 mg/12,5 mg dunmuparu tabiieTku

[Mbpuns Olmesartan/HCTZ Mylan 40 mg/12.5 mg, 40 mg/25 mg film-coated tablets

Olmesartan medoxomil/Hydrochlorothiazide 40 mg/12.5 mg, 40 mg/25 mg film-
coated tablets

[TopTyranus Olmesartan medoxomilo + Hidroclorotiazida Mylan

Olmesartan/Hidroclorotiazida Mylan 40 mg/12.5 mg, 40 mg/25 mg compromidos
recubiertos con pelicula EFG

Hpnanaus

HUcnaHus

JaTa Ha nocnegHO nperiexaaHe HA JHCTOBKATA
(01/2024
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