JINMCTOBKA




JIncTtoBka: nndopManus 3a nanneHTa

Oamecapran/HCTZ Maiinan 20 mg/12,5 mg puamupann rabnerkn
Olmesartan/HCTZ Mylan 20 mg/12,5 mg film-coated tablets

ONMecapTaH MEAOKCOMHU ¥ XHAPOXJIOPOTHABH
(olmesartan medoxomil and hydrochlorothiazide)

IlpouereTe BHHMATENHO UAJIATA JHCTOBKA, IPE/]H 1A 3aN0YHeTe A2 NPHEMATe TOBA JIEKAPCTBO,
ThbH KaTO TH CHABPKA BaXHA 3a Bac undopmanns.

- 3arnasere Ta3u TMCTOBKA. MoOXKe na ce HAJTOXKH Ja 5 [IPOYETETE OTHOBO.

- AKO MMAaTe HAKAKBU JOMBIHHUTENHU BLIPOCH, NOMNKTaliTe Bawna nekap unu dpapmalierr.

- Tosa nekapcTso € npeanucaHo NM4HO Ha Bac. He ro npeotcTeneaiite Ha apyru xopa. To Moxe
Na UM HaBpeaH, HE3aBUCHMMO ue€ NPU3HALLUTE Ha TAXHOTO 3abo0aaBaHe ca cbiuiMTe Kato Baluure.

- AKO TOJIYYHTE HAKAKBH HEKENaHW JIEKAPCTBEHW peakUHM, yBeaoMeTe Bawms nekap wiu
(apmaneBT. ToBa BKJIKOYBA M BCHUYKU BB3MOXHHM HEKEMAHHW peakLMH, HEONMHUCAHH B Ta3M
JTUCTOBKA. BrokTe Touka 4.

Kakso CbAbpika TalH JIMCTOBKA.

1. Kakxso npeacrasnasa OnMecaptad/HCTZ MaitnaH 41 3a KakBO c€ M3IIQJI3BE
2. KaxBo TpsaGBa na 3naeTe, npeaud ga npueMere OnmMecapraH/ (ﬂm”m ATEHUMS NO REXAPCTBATA
3. Kak na npuemate Onmecapran/HCTZ Maitnan
4. BB3MOXKXHU HEXENaHH peaKLIMK
5. Kak aa cexpanasate Onmecaprad/HCTZ Mafinan
6.  ChbAbpxaHHe Ha OMAKOBKATa W AOMBIHUTENHA HHPOPMALUS| pespausewue M
6‘7.?/5 07 - -03- 2004
BG/AMAMP - osesicsiicmnsiirsionsesssssad vorssossinn s irsrassssnsossens
1. Kaxso npeacrasaasa Oamecapran/HCTZ Maiinan n 3a iedCHI*4{Cnonspa-:

Onmecapraw/HCTZ Maiian cwvabpka ABe aKTHBHM BELIECTBA, ONMECapTaH MEIOKCOMMI U
XUAPOXIOPOTHA3ZH]L, KOUTO CE U3ION3BAT 3@ NIEYEHHE HA BUCOKO KPBBHO HangraHe (XuUnepToHus):

o OnmecapTadH MEIOKCOMMA € OT rpynarta JeKapcTsa, HapedeHH aHrHOTeH3MH Il-peuenTopHu

aHTArOHKUCTH. TOH NOHK)KABAa KPBLBHOTO HAJISIrAHE YPe3 OTIIYCKaHe HA KPbBOHOCHMTE ChOBE.

o  XHUAPOXNOPOTHA3UA € OT IPYNATa J1eKapCcTaa, HAPEUEeHU THANAHH AMYypeTULHM (COTBOAHABALLM
Tabnetkn”). Tol noHMxkaBa KpbBHOTO HanAraHe, Kato rnoMara Ha OpraHu3ma Ja OTAeNH
OOIMB/HHTEAHOTO KOJIMYECTBO TEYHOCT, KaTO NpaBd Taka, ye OnOpeunTe na OTAEAAT roBeve
YpHHA.

llle By Ovae npeanucad Onmecaptaw/HCTZ Maiinan, camMo ako JieYEHHETO CaMOCTOATENHO C
OnMmecaprad MEIOKCOMWI HE KOHTPONMpa aIcKBaTHO BalIETO KPLBHOTO HandraHe, Korato ce
fipunarar 3ae€/1HO, [iBeTe aKTHBHH BELLUECTBA B TOBA JIEKAPCTBO Lie NOMOrHAT Ja ¢e NMOHWXH KPbBHOTO
HaJAraHe MoBeYe, OTKONKOTO aKO BCAKA €HA OT TAX Ce NMPHJIOKH CAMOCTOATESIHO.
Bue moxe OM Beue npueMarte JIEKapCTBA 3a JleueHHUe HA BUCOKO KPBBHO Handraie, Ho BawimaT nekap
MO3K€e na Mcka aa npuemare OamecapraH/HCTZ MaiinaH, 3a 1a 10 NOHUAKUTE OLLe.

BMCOKOTO KPBBHO HansfraHe MOXE 1a ¢€ KOHTpoJiupa ¢ nekapeTea kato tabnetku Onmecaptan/HCTZ
Mafinan. Bawuar nekap BepoaTHo Beue Bu € npenopbyan aa HanpaBUTE HAKOH NPOMEHH B HaYMHA CH
Ha >XHUBOT, Ype€3 KOUTO ja C€ NOANOMOIHE IMOHHXABAHETO HA KPBBHOTO HELT]HI‘ e HRnpIMEp
HaMaJigBaHe Ha TErA0TO, OTKA3BaHE OT THOTHOHONYIUEHE, HAMAIABaHE Ha I(DJ'IH'-IE: : NOIC : C
KOHCYMHUpATE Y HaMallIBaHe Ha KOJIMYeCTBOTO cojl BbB Bauiata nuera). Baru r:gn

MOXKE€ /1a HaCTOSBA Aa NPABUTE PeAOBHU (PU3MUECKH YNPaKHEHUA, KATO XOAEHS
€ /1a cneaBaTe TO3W CbBET Ha Bauius nekap.




2. Kakpo TpabBa aa 3Haete, npean aa npuemere Oamecapran/HCTZ Maitnan

He npuemante Onmecapran/HCTZ Maiinan:

- aKO CTe aJIEPrHUHHK KbM OJiIMecapTaH MeAOKCOMUI WK KbM XHAPOXIOPOTHA3H], HIH KbM HAKOS
OT OCTAHAMHTE CbCTABKH Ha TOBA JIEKAPCTBO (M30POEHM B TOUYKA 6) MK KbM BEILECTBA, KOMTO ¢a
noacOHu Ha xuapoxyoporyasua (CynpoHaMuau)

- ako cTe OpeMeHHa mnoBeue OT TpU Meceua (no-gobpe e cbwo Taka jJa w3bsareare
Onmecaptaw/HCTZ Maiinan v B paHHaTa OpeMEHHOCT — BHXKTE TOUKA BpEMEHHOCT)

- aKko Umare TeXKH ObOpeyHH npobnemu

- 4KO UMAaTe HUCKH HUBA HA KaJIWH, HUCKKM HMBA HA HATPWii, BHCOKH HWBA HA KaJaUHI UMW BUCOKH
HYBA HA ITMKOYHA KUCENHHA B KPbBTA (CbC CUMIITOMH Ha Nojarpa MIM KamMmbHH B OBOpeuTe),
KOUTO HE ce nogodpaBar c neyeHue

- aKo cTpajnare OT TEXKKH YEPHOAPOOHH NpoblieMH UK MMaTE NOXBATABAHE HA KOXKATa U OUYMTE
(>XBATEHHLA), HITH UMATE nPOOIEMU C OTTHUAHETO HA XThYKA OT HTbHHHSA MeXyp (00CTpYKLINS
Ha AUTHMHHUTE bTHLLA, HAMP. KAMBHHU B XJ1bYKATA)

- ako UMate JHadeT WM HapylueHa 0b0peuHa PyHKUUA K Ce NEKYBATe C IEKAPCTBO 33 MOHHKABaHE
HAa KPBLBHOTO HaJIATAHE, ChABPXKALLO ATHCKUPEH

AKO MHCIIMTE, Y€ HAKOE OT TE3H CHCTORHMA Ce OTHAcA 3a Bac mnM He cTe CUrypHH, He npHeMaiTe
Ttabnerkute. ['oBopeTe ¢ Bawua nekap v cneapaite naaeHHUs CbBeT.

IIpeaynpexaeHna u peanasHu MECpPKR
I'oBopete ¢ Bamua nexap npenu aa npuemare Onmecaptad/HCTZ Maiinan, ako uMmare HAKOM OT
CNEHHUTE 3[IpaBOCIOBHH NPOOIEMH:

- aKko cTe umany npobnemu ¢ auinaHeTo UaH Oenurte ApoboBe (BINTIOYMTENHO Bb3NANEHHE UNH
Te4HOCT B Henute apoboBe) cneld npueM Ha XHAPOXJIOPOTHA3ZUA B MUHANOTO. AKO MONYYHTE
TEXBK 3aJYX WU 3aTPYJIHEHO AvllaHe cnen npuem Ha Onmecaptan/HCTZ Maitnan, HezabaBHO
MOTHPCETE MEAULIMHCKA TTOMOII].

- aKko CTe€ MMaNM paK Ha Ko)KaTa WAM aKO pa3ByMeTe HEOYaKBaHa KOXKHA Ne€3us 0 BpeMe Ha
nedeHHeTo. JIeueHHeTo ¢ XUAPOXNOPOTHA3NUI, OCOOCHO MPOAbKUTEAHATA YNOTpeDa HA BUCOKH
N03HM, MOXKE [a NOBMIIH PUCKA OT HAKOM BHAOBE paK Ha KOXaTa M YCTHUTE (HeMenaHOMEH pak
Ha KOXKaTa). 3aluTeTe KOXKaTa CU OT M3naraHe Ha CNbHUE M YATPABHOMETOBUTE IbYH, AOKATO
npuemare Onmecaptan/HCTZ Mainan

- Jleku 0o yMepeHu npobneMu ¢ Ob0peunTe Mnu HeoTAaBHaNIHA 6bOpeyHa TpaHCIIaHTALMUA

- YepHoapobHo 3abonseane

- CobpaeyHa HEAOCTATBHHOCT WK NPOONEMH C KIIAMMATE HA CHPLETO WIH CHPACUHHA MYCKY/

- [ToBPBLUAHE WK AHMAPHS, KOATO € TEXKA M NMPOAbAXKABA HAKOIKO ARH

- JleueHne ¢ BUCOKM A03M TAOAETKH 3a OTBOJHABRAHE (IMYPETHLIM) UM aKO CTE HA AUETA C HUCKO
ChAbPKAHUE HA CON

- [IpoGnemu ¢ HanOBOpeuHuTe xNe3u (Hanp. MbLPBHYEH AI0CTEPOHUIBM)

- Nuabert

- JIynyc epuremMatosyc (aBTOBRMYHHA DONIeCT)

- Aneprus MM acT™Ma

- AKO 1pyeMaTe HAKOe OT CIEAHMTE NeKapcTBa, W3IMOA3BAHM 33 J€UYEHHE HA BUCOKO KPBBHO
HaJIAraHe:

- ACE-unxubutop (Hanp. eHananpwi, AU3UHOMNPHI, paMUNpPKA), 0CODEHO aKo MMaTe
cBbp3aHu ¢ aMabera 6uOpeuru npobnemu
- ANIMCKHUpEH

Bawmuar sekap MoOxe aa nposepsBa Baulata 0b0peyuHa yHKUUA, KPBBHOTO H
Ha €NeKTPOIUTUTE (HAMpP. KANKK) B KPbBTA BY HA PEAOBHHU UHTEPBAIIH.

BixTe cbhlUC HHPOpMaLMATa B TOUKA Che 3arnaeue “He npuemaiite Onameca



BawuaT nekap Moxe 1a ncka aa Bu BHaKza no-uecTo U Aa HanpasKW HAKOM U3CIeaBaHus, ako Bue umarte
HAKOE OT TE3M CHCTOSAHHA.

OnmecapTtaw/HCTZ Maiinan Moxe na noseae 10 MOBHIIARAHE HAa HUBATa HA Ma3HWUHM B KPbLBTA M
HUBATa Ha MUKOYHA KHCeNHHa (NpryuMAa 3a noaarpa - 6os1e3HeHo NOAYBaHe Ha cTaBUTe). Baumar nekap
BEPOATHO LIE NOMCKA NPe3 ONpeAENEeHU HHTEPBAJIM OT BpeMe Ja NMPOoBeX/1a KPbBHH H3CIeABAHN, 3a Ja
NpoBepABa TE€3U NOKa3aTeNHu.

Onmecaptan/HC'TZ Maiinan moxxe 1a npoMeHH HYMBaTa HA HAKOW XMMWYHH BELIECTBA B KpbBTa B,
HapeueHH eNeKTPOJIUTH. BallunAT jiekap BepoATHO L€ NOMCKA Npe3 ONpPEAEIEHH HHTEPBANIU OT BPEME
la MpOoBeKAa KPbBHH M3CNEABAaHWA, 33 Ja MpoBepdBa Te3W nokasaresnd. [Ipu3Hauu Ha npoMeHH B
E/IEKTPOJIMTHTE Ca: XaxNa, CyXOTa B yCTaTa, MyCKyjiHa OOJIKa WIIM KpaMIIH, MYCKYJIHA YMOPa, HHCKO
KPBBHO HangraHe (XUMOTOHHMA), UYBCTBO 3a ¢1adoCT, BANOCT, YMOpA, CHHIHBOCT UM 6E3n0KOHCTRO,
rajcHe, MOBpbLUAHE, NO-PSAAKA HY>XKAA 3a YPHHUPAHE, YCKOpeHa cbpaedHa ectora. Kaxkere na Bamus
JeKap, aKo 3adenexurTe HAKOH OT TE3H CHMNTOMH.

KakTo npH BCAKO JI€KApPCTBO, KOETO MOHHXKABA KPBBHOTO HAIAraHe, NPEeKOMEPHOTO MOHMKABAHE HA
KPBBHOTO HAJIATAHE MNPH MaUMEHTH C HAPYLIEHHWA HA NPHTOKA KPbB KbM CHPLETO MJIH MO3bKa MOXeE Aa
AOBEAE 10 ChpAeuHa aTaka (WHQapKT) Wik MHCYNT. 3aToBa Baluiuat nekap BHUMAaTENHO Wie NpoBepsBa
KpbBHOTO B HansraHe.

AKo Bu nipencrou na ce M3BbpLIN U3C/ICABAHE HA PYHKUMATA HA MapalllMTOBHAHATA »XJie3a, Tpadsa 1a
cnpete npuema Ha Oamecapran/HCTZ Maiinan npeay nposexaaHeTO HA TE3W H3CIeIBaHHA.

AKO cTe CITOPTHCT, TOBA JICKAPCTBO MOXKE Aa [MTPOMEHU PEIYITATHTE HA AHTHAOIMMUHI TECTA, KATO U
HalpaBH NO3UTHUBHH.

TpaOea ga ysegomute Baluus nekap ako cre OpeMeHHa, ako MUCIUTE, ue ¢Te 6pemeHHa (M 61 Morno
na 3abpemeneere). OnMecapran/HCTZ Malinan He ce npenopbuea npu paHHa 6peMeHHOCT U He TpaOBa
Ja ce MnpHema, ako cre OpemeHHa noseye oT 3 Mecela, ThH KATO MOXKE [a NPHYMHH CEPHO3HO
yBpexaaHe Ha Balueto 6ebe, ako ce M3non3ea npes To3u nepHoa {BHKTE TOUKA OPEeMEHHOCT).

[Io BpeMe Ha JIeYEHHETO
Cebpkere ce ¢ Baluns nexap, ako nonyyure KOETO H 1a € OT CHNeJHUTE:
* TEXKa, NOCTOAHHA Avapus M 3HauuTenHa 3aryba Ha Terso. Bawwumsar nekap 1ue OLIEHH
CUMNTOMUTE BHU M L€ pELLIM KaK Ra NPOABL/KMTE 12 JIEKYBATE BallE€TO KPBBHO HaJATAHE,
* HaMa/lsABaHe Ha 3PEHHETO Wi Donka B oudTe. ToRa MOXe Aa ca CUMIITOMH HA HATpyMBaHe Ha
TEYHOCT B CHAOBUA CJIOH Ha OKOTO (XOPOUAA/IEH M3JIMB) WX MOBHUILEHO HANAraHe B ouuTe Bu
1 MOXE Ja c€ NMOABH B PAMKMTE HA 4acOBEe WM ceaAMulM OT npueMa Ha Onmecapran/HCTZ
MaiinaH. AKo He ce JIeKyBa, TOBa MOXE Aa A0BEAE A0 MOCTOSHHO YBPEXIAHE HA 3PEHUETO. AKO
CTE HMAJIY AIEPTUA KbM MMEHHLMIUH WK CYAPOHAMU, PUCKDT OT PA3BHTHE HA TOBA CLCTOAHHKE
npy Bac Moxke aa € No-BUCOK.

Hena u ronoun (noa 18 roanmna Bb3pacT)
Onmecapran/HCTZ MakinaH He ce npenopbuBa Mpu fielia ¥ 1oHoLuW noA 18 roauiiHa Bb3pact.

[TaunenTH OT appoaMepHKAHCKH IPOHUIXOT
Kakto u npu apyrd CXOAHM JNeKapcTBa, MOHWKABALUMAT KPBLBHOTO Hall
Onmecapran/HCTZ Maiinad ¢ 8 u3BectHa cteneH no-cnad npu MauHUEHTH
NPOU3IXOI.

Apyrn aexapcerea # Oamecaprau/HCTZ Maiinan



Mugopmupaiite Bamma nekap wiv ¢apmaueBT, ako NpHeMaTe, HACKOpO CTe MpHEMallH MU €
Bb3MOXKHO [1a [ipMemMaTe APYrd neKapcTia.

HD-CHEHHHJTHO YBCAOMCTC Batuus JICKAD UK CbﬂpM&l],EBT, dKO IIpUEMATC HAKOEC OT CJIICOHHUTE:!

o JlekapcTBa, KOMTO MOraTr Ja MOBUIIAT HMBATA Ha Kanui B KpbBTa BH, aKo ce W3nonassar no
chLOTO BpeMe karo Onmecapran/HCTZ Matinan. Toea sxoyBa:
- KATHEBH J00ABKH (KAKTO ¥ 3aMECTHTENIH Ha CONTA, ChAbPIKALLN Kanuii)
- OTBOAHABALUHM TabneTKH (AMypeTHLH)
- XErapH1H (3a pa3pexaaHe Ha KpbLBTa)
- NaKCaTHUBH
- CTEPOUIU
- agpeHokopTUKoTponed xopMoH (ACTH)
- aM(pOTEPHULIMH, IEKAPCTBO, H3MON3BAHO 34 JieueHHue Ha MbOMUHH HHPEKLIUHU
- KApOEHOKCO/OH (IEKapCTBO, H3MOI3BAHO 32 JIeUE€HHEe HA A3BH Ha YCTHA KYXHHa U CTOMAxa)
- MEHULIMIUH G HATpHUil (CBLIO Taka HApUYaH HATpHEB OEH3UNNEHULIMINH, AHTHOHOTHK)
- HAKOM OONIKOYCTMOKOABAILM JISKAPCTBA, KATO aCMIMPHH WIH CANTHLMIATH

o JluTui (nekapcTBo, MU3NOM3BAHO 33 JEUEHHE HA NPOMEHH B HACTPOEHHETO H HAKOH THIOBE
Aernpecus) U3NOI3BaH o eaHO U cbLo Bpeme ¢ Onmecapran/HCTZ Maiinan Moxke n1a NOBHLLH
TOKCHYHOCTTA Ha IMTUH. AKO C€ Haslara fa npuemare nutuid, Bawusar nekap ue npocnensasa
HUBATA HAa JIUTUH B KpbBTa BH

¢ HecrepouaHu npotuBopbinanutenHy jekapcteedu cpencrsa (HCIIBC, nekapctBa kato
HoynpodeH, acnMpuH U INKNOogeHaK, M3NoN3BaHU 3a obnekuasaHe Ha OOJiKa, MOJYBaHE M
APYTH CUMIITOMHU Ha BB3MATEHUE, BKIMOUYUTENHO apTPUT) H3MON3BAHHU 110 €AHO H ChLUIO BpeMe
¢ Onmecapran/HCTZ Maiinan Moxe fa noBUIIAT PUCKa OT 6b0OpeyHa HeAoCTaThYHOCT, KaKTo
1 edekTbT HA OnmecapTad/HCTZ Maiinan Moxe na ce noHusxku ot HCITBC

e Jlpyrd nekapcTsa 3a NOHMXKaBaHE HA KPbBHOTO HANIAraHe (AHTMXMNEPTEH3UBHH CPeICTBa KaTo
MEeTHJIAoNA), ThH KaTo edekTbT Ha Onmecaprad/HCTZ Maiinan moxe 1a 6bae nosuileH

o [lIpucnuBatennu TabneTky, yCroKOSABalld M @aHTHAENPECAHTH, KOraTo C€ M3MO0J3BaT 3a€QHO C
Onmecapran/HCTZ Maiinan Moxe Ja NpUUMHAT BHE3aNHO MOHWKABAHE Ha KPLBHOTO
HaXAraHe Npy U3rpaBsHe

e Hsakou nekapcrsa kato 6aknoder M TYOOKypapuH, M3MNOA3BAHHU 3a OTNYCKaHe HA MYCKYIUTE

e AMHGPOCTHH U HAKOU APYTH NEKAPCTBA, H3TON3BAHH 3a JIEHEHHE Ha paKkoBH 3ab0NABAHMUA, KATO
LHHKT0QoChaMHUa WM METOTPEKCAT

e XONecTUPaAMHH U KOJIECTHIOI, JIEKapCTBa 38 HAMAJIIBAHE HMBATA HA MAa3HWHH B KPbBTA

o Konecesenam xuapoxnopua, nekapcTBo, KOETO NOHMM¥KABA HUBOTO Ha XOJIECTEPON B KpbBTa By,
Thi KaTo edekTbT Ha OnmecaptaH/HCTZ Maiinan moxe na 6bae noHuxkeH. Bawnar nekap
mMoxe na Bu nocwBerBa aa npuemare Onmecaprav/HCTZ Maknan nodHe 4 4daca npeau
KONeceBesiaM XUApPOXIOopH

* AHTUXOIWHEPTrHYHH JIEKApPCTBA KAaTO aTPOnMH M OunepuieH, HU3ION3BAHH 3a JiedeHHe Ha
CHMHAPOMA Ha pa3apasHEHOTO 4epBO, acTMa, donect Ha [lapKMHCOH WK ApYrH MYCKYJHM
npobnemu

e JlekapcTBa KaTo THOPWAA3MH, XAOPMPOMAa3uH, JICBOMENMPOMA3HH, TpudnyoriepasnH,
LIMAMEMA3UH, CYJINMHPHI, aMHCYIINpHA, MUMO3MI, CYATONPHA, THANPHA, APOMEPHAON HIIH
XaNONepHI0s, U3NOA3BAHU 3a JICYEHHE HA HAKOU ACUXUYHU pa3cTPONCTBA

e Hsakoun nekapcTBa KaTo XWHUAKH, XMWAPOXUHMAUH, AH3ONMUPAMHA, aMUOOAPOH, COTA/I0N WM
OUTUTAJIUC, H3MOA3BAHN 34 JICUCHHUE Ha ChbpacdHN NpodrieMHu

¢« JlekapcTsa kato Oenpuaun, MU30NACTHH, IEHTAMHUAMH, TepdeHaauH, nodeTnnua, nbytunua,
BUHKAMHH HJTH EPUTPOMHUUMH HHXXEKLIMH, KOUTO MOFaT Aa NPOMEHAT CbpACYHHUA PUTHM

e [lepopanuu aHTHAMaOeTHHW nekapcTBa, KaTto METHOPMHUH WIM HHCY ;
HaMalaBaHe Ha KpbBHATA 3axap

e beta-GniokepH M AHA3OKCKUA, NEKAPCTBA, W3MON3BAHU 3a IEUEHUE Ha
M HACKA KpPbBHA 3axap, CbOTBETHO, Th kaTo OnMmecaptan/HCTZ
TEXHUA NOBULIABALL KpbBHATa 3aXap ePeKkT




o JlexkapcTBa KaTO HOpaapeHaNWH, W3NO/A3BaHM 3a MOBUILNABAHE HA KPBBHOTO HANATAHE M
3a0aBeHaTa ChbpAeUHa 4eCToTa

o JlugeMaHun, v3non3BaH 3a Ne4YeHUEe Ha 3abaBeH CbpAEUYEeH PUTBM HIIM 33 HAMATIBaHE Ha
H3NOTABAHETO

e JlekapcrBa KaTo npobeHeuua, Cyn(PUHIMAPA3OH U aNOMYyPHHOA, U3MOJA3BAHHU 32 JIEYEHHE Ha
nogarpa

e Kanuuesu nodaBku

¢ [IpOTHBOBHPYCHOTO JIEKAPCTRO AMAHTAANH

e lluxknocnopun, snekapcTBO, H3NON3BaHO 3a NpPEAOTBpaTsABaHE Ha OTXBBLPAAHETO Ha
TPAHCIIIAHTUPAHK OPraHiu

e Hsaxou aHTUOMOTHLIM, HAPEUEHHU TETPALUKIMHYU UKW cnapdioKcalyH

e H#xou aHTHALMAM, U3NON3BAHM 3a NICUCHME HA MOBHULUEHA KUCENMHHOCT B CTOMAaxa KaTo
aNlYMHUHHEBO-MArHE3HEB XUAPOKCU, ThH KaTo epekTvT Ha OnMecapran/HCTZ Maiinax moxe
na obae 1eKo NOHMAKEH

o [lM3anpun, H3NOA3BaH 33 YCHIIBAHE ABWXEHUETO HA XPaHATa B CTOMAXa W YepBaTa

o XanodaHTPHH, U3NOI3BAH 3a JIEUEHHUE HA Malapus

Moxe na e nHeoOxoaumo Bawmar nexkap na nmpoMeHH aAo3zata Bu M/unu na Bieme HAKOM JApYrH
MpeanasHu MEPKH:

Ako npuemate ACE-UHXNUOHUTOP UK ATHCKUPEH (BIDKTE CbLIO HHPOPMaLHATa B TOYKH CbC 3aIj1aBUd
“He npuemaiite OnmMecapran/HCTZ Mahnan™ u “llpenynpexaeHus ® npeanasHu MepKu’).

Oamecapran/HCTZ Maiinan ¢ aaKoxoa

Ob6bpHeTe BHUMaHUe, ako ynoTpedsaBare ankoxos, AokaTo npuemare Onmecapran/HCTZ Maiinan, Thi
KaTO HAKOH XOpa ce YyBCTBAT OTMaAHaNH WK 3aMasaHH. AKO TOBa ce ciyHH Ha Bac, He ynoTtpebasauTe
HUKAKBR aIKOX0J, BKAKYUTEITHO BHHO, OHpa K ApYrH ajlKOXOJHHW HalHUTKH.

bpeMeHHROCT H KbpMEHe

bpeMeHHOCT

Tpabea na yseaomute Bauius nekap, ako cre OpeMeHHa, cMATaTe, Ye MOXeE Aa cTe OpeMeHHa, Wi
riaHupate OpeMeHHOCT. Bauusit nekap oOOMKHOBEHO WIe BH NOCHBETBA Ja CNpeTe npHeMa Ha
Onmecapra/HCTZ Maiinan, npeny aa 3abpeMeHeeTe HNM BeAHara mom pazbepere, ue cte OpeMeHHa,
U e BU noceBeTBA 1a npHeMaTe Apyro JiekapcTso BMecTo ToBa. Onmecaptan/HCTZ Maiinan He ce
npenopbyBa nMpe3 paHHaTa OPEMEHHOCT M He TpsAOBa na ce npueMa, ako CTe [oBeYe OT TPU Mecela
OpeMeHHa, Thil KATO MOXeE /ia MPUMMUHUA CEPHO3HO YBpeKaaHe Ha Baweto 6ebe, ako ce uanoniea cien
TpeTHs Mecell Ha DpeMeHHoCTTA.

KbpMeHe

Kaxere Ha Bawms nekap, ako KbpMHUTE WIM Bb3HaMmepsaBaTe Ja 3arodyHeTe j[Aa KbpMHTE,
OnmecapTta/HCTZ MaitnaH He ce npenopbusa 3a MallkuTe, KOUTO KbPMAT, U BaluuaT nekap moxe aa
n30bepe ApYro JeUeHHe, aKo KENAeTe 4a KbPMMUTE.,

[Tonurtaiite Baiing nekap Win gapMatesT 3a CbBET NpEeaH Aa NPHEMETE KAKBOTO M [1a € 1E€KapCTBO.

IHodupane u pabora ¢ MAIHHH
Moxe na MOYYBCTBaTE CHHIMBOCT WAM 3aMasHOCT, /IOKATO CT€ Ha JIeUEHWE 3a BUCOKOTO KPBBHO
HajlaraHe. AKO TOBa c€ C/Y4H, He wodHpaiTe U He paboTeTe ¢ MalLIMHM, JOKATO ,g:perrm He
nauesHar. [lonuraire Bawus siekap 3a ChbBeT.

OamecapTan/HCTZ Maiinan cbabpxka HATPHIR |
ToBa nexkapcTBO CHABPXKA [IO-MANIKO OT | mmol HaTpHii (23 mg) Ha Tabner AL _,J:la ca lsaai{e he
[PaKTHYECKH HEe ChAbPKA HATPHIA. iy N



3. Kak na npuemarte Oamecapran/HCTZ Maiinan

Bunary npuemaiite ToBa nekapcTBO TOHHO, KakTo Bu e ka3an Bawwar nekap win gapmanesT. AKO He
CT€ CUI'YPHH B HELLO, nonuranTe Bauwusg nexap unn papmauesr.

[IpenopbunTentata no3a e egna tabnerka Onmecapran/HCTZ Maitnan 20 mg/12,5 mg aHeBHO.
Bbrpeku ToBa, ako BaleTo kpbBHO HandraHe He ce KOHTponWpa, BalumsTt nexkap Moke na peuy ja
npoMeHH 03ata Bu Ha eaHa Tabaetka Onmecapran MeaokcoMun/Xuapoxsioporrasug 20 mg/25 mg
JTHEBHO.

[lpuemete TabnerTkara ¢ Bojga. AKO € Bb3MOXHO, TpAOBa Ja npueMaTte No3aTa CU MO €HO M CbLIO0
BPEeMeE BCEKH J€H, HAIIPUMED MO BPEME Ha 3aKYCKA.

AKO cTe npHeanr noeeve ot Reodxoaumarta ao3a Oamecapran/HCTZ Maiaan

AKO CTE NPHENH Nnoseye TabNIeTKH, OTKONKOTO TPAOBA, UJIK aKo IETE CYHalHO € MOrbIHAJIO €1HA UK
noseue TadieTky, BegHara orvaeTe npu Baiuwg nekap MAK Hal-GNH3KOTO CNEINHO OTAENEHHME, KATO
B3eMeTe cbe cebe cu onakoBkata Ha Bawerto nexkapcteo. [Ipu3Haun Ha npenosupaHe Moxke fa
BKJIOUBAT YYBCTBO Ha rafeHe WIM ChHIWBOCT, HUCKO KPLBHO HaNAraHe, NMpHUYHMHABALIO cnalocT U
3aMafsHOCT, IPOMEHH B YECTOTATA WM PHTHMA HA BALLIETO ChPUE HIIH NPEKOMEPHA MXKaXKa.

AKo cTe nponycHaan aa npueMere Oamecapran/HCTZ Maiinan
AKO CTe MponycHalMW Ja NPHEMETE ¢JIHa 1034, B3eMeTe o0UYaifHaTa N03a Ha clieABalUs A€H, KAKTO
obnkHoseHo. He npuemaiite npoitHa n03a, 33 1a KOMOEHCUPATE NPOMNYCHATATA 1034.

AKko cte cnpeau npuema HA Onamecapran/HCTZ Maiiaan
BaxxHo e 1a npoabipkute na npuemare Onamecaptan/HCTZ Maiinas, nokato Bauins nekap He Bu kaxe
Aa CrpeTe.

AKO ¥UMaTe HAKAKBU AOMBJAHMTEIHH BBIPOCH, CBBP3aHM ¢ ynotpedaTa Ha TOBA EKaApCTBO, NMOMNUTANTE
Bawuusg nexap unu dbapmalesT.

4. Bb3M0XKHH HEXeJIaHH peaKlHH

KakTto BCUYKH JICKAapCTaa, TOBa JICKAPCTBO MOXKC Ja NMpEANU3BHKA HEXKE/IAHH PEAKIIHHA, BBIIPEKH Y€ HE
BCCKH 'K NNOJ1yHdEBa.

Ako Bue 3abenexure Hemo OT cjaeaHoTO, cuipere npHema Ha Oamecapran/HCTZ Maiijian u ce
cBbpKeTe He3a0aBHO ¢ Bamns sexkap wiin Hal-0IH3KOTO CHIEIIHO OTAENEHHE!

HeuectTn (MOxe n1a 3acernar ao 1 Ha 100 yosexa):
¢ ANEprH4yHH peakuHHd, KOMTO MOrar Ja 3acerHaT ue/nus opraHu3sM. [lpH3naumTe BKNKOUYBAT
BHe3aneH oOpuB WK Chpdek, NOJyBaHE HA NULIETO, YCTHUTE, YCTATA, €3HKA W/HAH [NlacHHUTE
BPBb3KH (JJTAPUHKC) W 3aTPYOHEHO AMILAHE
e Bueszanna 060/iKa MM YYBCTBO Ha CTATAHE, TEXECT WJIM HATUCK B MbpauTe. 1oBa Moxke Aa 6baaT
NpY3HALM Ha NpodJieM CbC ChPUETO BH, H3BECTEH KATO AHI'MHA NMEKTOPHC
o Texko, 3aTpyAHEHO AMIIAHE, BBIMOMKHO € CbhUI0 KAlUUIMLA ¢ KPbB, MOBHLIE OTABAHE,

KaTO 3aaApbxKKa Ha TCHHOCT HJIH Bb3IIaJICHHUCE.

r: 6041&:&*3 mpﬁa,‘-

Peaxn (Moxe na 3acernat g0 1 Ha 1 000 yogeka):

o OrtaensHe Ha MaNKO WIM HHKaKBa ypuHa WK Golka MpH YpHHH
TEMIEpaTypa, raaeHe WIM TNOBpPbLIAHE, CBHJIMBOCT, HEAOCTHT



e [loayTH MM BB3NANCHU CNIOHYEHH K€U

e [IlpusHauu 3a HamaneH Opoi Ha pa3snMYHU KPbBHU KAETKH, KOETO MOXE Aa MPUYHMHK Oneaa
KO>Ka, HYBCTBO Ha YMOpa W HEJIOCTHI' HA Bb3AYX H HaJIHUHUE HA TbMHA ypHHa (HamaneH Opoi
Ha YCPBEHH KPBbBHM KJIETKH), YECTH HH(PEKUMHU C TeMIepaTypa, BTpHcaHe, Bb3NaJIeHO I'bpJIo
WK A3BU B ycTaTa (HamaneH Opoi Ha Oesid KpbBHH KJIETKH), KbPBEHE HIIH CHHUHH NO-AbJCO
OT HOPMAJTHOTO WK HEOYaKBAHO MOABWIH C€, KOraTo He ¢Te C€ HapaHWNH (HamalieH Opoi
TPOMOOLIUTH)

¢ Ilpunanbum (KOHBYJICHUH)

e [lanaHe wiu 3aryba Ha cb3HaHME, NIH [TPUUEPHABAHE

e 3aTpyAHEHO aullaHe, Oonka B rwbpadre, npebielHABaHE, YCKOpeHa cbpAeYyHa AeHHOCT,
CHHKaBa MpOMsHa B LIBETa Ha KOxKaTa, 111 BHe3anHa 60/Ka B pbKaTa, KN KpakKa, WITH XOLHIOTO
(MpU3HaLIM, Je MOXKe Ja ce € obpa3ysan KpbBEH CbCUPEK)

¢ (Cwuina foJika B ropHaTa 4acT Ha CTOMAaxa, pa3npocTHpallla e KbM rbpoa, ¢ BL3MOXKHO rafleHe
WM noBpbuiaHe. Tosa moxe aa 6bAaT NPU3HALM Ha BB3MAIEHUE HA MaHKpeaca

¢ [loxbnTaBaHE HA KOXKaTa HAHW Ha OA10TO HA OuHMTE (KBJITEHULA)

¢ [lpn3Hauy Ha nymyc epUTEMATO3yC KaTo 00pUB, DONKK B CTaBUTE M CTY/IEHH PBLE H NPbHCTH.
ToBa MOXke 14 € HELO, KOETO CT€ MMANH B MHHAIOTO WIIH MOXKE J1a € HOBO 3a Bac

¢ TexXKH KOXKHH peakuuH, NpvHMHABaWK OOME3HEHH YEPBEHU METHA C JIOLUEHE H ¢ MeXYpH
BbPXY KOXKaTa

Muoro peaku (Moxe aa 3acerHat Ao 1 Ha 10 000 yoBeka):

¢ [IpoabiKHTENIHA KOHCTAMNALNWA ¢ KOpeMHa OonKa 1 noBpbillaHe (¢ NPUIoLLIABAHE), KOUTO MOXKE
na ObaaT NpU3HALM Ha 3aMmyliBaHe Ha yepBata (NapajMTHYEH WIeyc)

C HeH3BECTHA 4€CTOTA (HE MOXKE a C€ OUCHH OT HAIMYHHTE AAHHHK)

e HamansasaHe Ha 3peHHETO WK D0JIKA B OKOTO NOPAAH BUCOKO HaNAraHe (Bb3MOMCHH NPH3HALN
33 HaTPYMBaHE Ha TEYHOCT B CHLAOBMUA CJIOH Ha OKOTO (XOPOMAANeH M3JIHB) WIH OCTpa
3AKPUTOBIBIIHA [J1IaYKOMa)

¢ AKO MMaTe NOXBATABAHE Ha OANOTO Ha OYMTE, TbMHA YPHHA, Cbpbex Ha KoxXata, A0OPH aKo CTe
3anouyHany neveHueTro ¢ Onmecaptan/HCTZ Malkinad npeau aocta Bpeme, He3abaBHO ce
cBbpKeTe ¢ Bamus nexap, KOWUTO Le OLUEeHH CUMITOMUTE H LIE NPEUEHH KaK 1a NPOABAKNUTE
NIEHEHHETO 32 KOHTPOJI Ha KPBbBHOTO HaNAraHe

OnMecapran/HCTZ Maiinad Moske 1a NpUYKHH NPEKANEHO MMOHW)KABAHE Ha KPBLBHOTO HajdraHe rpu
4YyBCTBHTEIHH JIMLA WK B pEe3y/TAT Ha aliepruyHa peaxkuus. Hevecto Moxe Ja Bb3HHKHE NPUMAaNIABAHE
WU Npynagbk. AKo ToBa ce chayun, cnpere npuema Ha Oamecapran/HCTZ Maiinan, crobiere
He3a0aBHO HA Bamus jJekap H JierneTe Ha paBHA NOBBLPXHOCT.

Onmecapran/HCTZ Maiinad e koMOnMHauus Ha NB€ aKTHBHM BELIECTRA U ¢lieABallaTa WHpopmMaiuu,
MbPBO, TpeaocTaBd APYTH CbOOLIEHH aocera HexenaHu edekTh ¢ KoMOWHaUUATa onMecapTaH
MEAOKCOMHI M XUAPOXJIOPOTUa3HA (OCBEH Te3H Beye ChODUIEHHW NO-rope) ¥ BTOPO, TaKHMBA, KOUTO ca
M3IBECTHH 3a OTAECNTHHTE AKTUBHN BELLECTRA.

Tosa ca APYTHTEC HCOKCTAHH pPE€AKIHHH, 38 KOHTO € H3BCCTHO, 1Y€ Ca CBBP3aHH € CAHOBPEMECHHOTO
NPANOKEHHE HA OJIMECAPTAH MEAOKCOMHJ1 H XHADPOXAOQOPOTRHA3ZHI!

AKO Ce NOABAT TE3H HeXKeJlaHH! JACKAPCTBECHH pPE€AaKLIUH, TC HECTO €A JIEKK H HE € HYKHO a4 CIIHpATE
JIEUCHHETO CH.

Yeern (Moxe na 3acervdart 40 1 Ha 10 yoseka):

- YypcTBO Ha 3aMasgHOCT, ¢J1aboCT Unu ymopa

- [narobonune

- bonka B repauTe

- [loaysaHe Ha rie3cHUTE, XOAUNATA, KPAKaTa, AJIAHWUTE WK PBLETE.




HeuecTn (Moxe na 3acernar o 1 Ha 100 yoseka):

- YCKOpeH CbplieveH pATbM (NannUTaLKH)

- Obpus, ekzema

- (CBeTOBBPTEX (BEPTUIO)

-  YyBCTBO Ha 3aMagHOCT U CHHAUBOCT

- Kawnuua

- Hapyweno xpaHocMunaHe, kopemHa 6osika, raneHe, NOBPbLIAHE UK JHAPHS
- MyCKynHH KpaMNU WK MYCKYAHa Oonka

- bonka B craBuTe, pbUETE H KpaKaTa, 60J1ka B rppda

- 3aTpyZAHEHA epeKLda UK 3aTPYAHEHO NOoAAbPKaHe Ha epeKLMsTa
- Kpbs B ypuHara.

Heuvecto ca HabnionaBaHW HAKOM MPOMEHH B PE3YJITATHTE HA KPBBHHUTE U3CNEABAHMA, KOMTO
BKJIKOYBAT:!

[loBuiIaBaHe Ha HUBATa HA MA3HWHWTE B KPbBTA, NOBMILABAHE HA YpeATa WJIH MHUKOYHATA KUCEIHHA B
KPbETa, NOBHLIABAHE HA KpeaTHHWHA, MOBUILIABAHE WIH MOHW)KABAHE HA HHUBATa Ha KaJWi B KPbBTA,
MOBHLIABAHE HA HUBATA HA KAJILMH B KPBBTA, NOBULIABAHE Ha KPbBHATA 3aXap, MOBUILABAHE HAa HWBATA
Ha BELLECTBA, KOWTO M3MepBaT uepHoApoORara ¢yHkums. BawwusaTt nekap uie pasbepe 3a TaX Ot
KpbBHUTE Bu M3cieasanus v me Bu kaxe, ako MMa Hy)KAa 1a npeAnpaeMeTe Hello.

Peaxkn (Moxe na 3acerHat ao 1 Ha 1 000 yoseka):

-  YyscTBO 3a 00110 HEPA3NONOKEHHE

- bneno uepsBeHH, cupOSKWK WU OONE3IHEHU HAAMIHATH MOAYTHHM N0 KOKATA (YPTHKAPHUA HIH
KOMpPUBHA TPECKA).

Hsakon npoMeHH B pe3yJiTaTHTE OT KPbBHHUTE H3CAEABAHMS CHIUIO ¢a HAOMI0JaBaHH B PEAKH CydaH U
BKJIKOYBAT:

[TosuiuaBaHe Ha HUBATA HA ypPeHHHA a30T B KPBBTA, [OHMXKABAHE HA CTOMHOCTUTE Ha XEMOrJOGHH M
XeMaTOKpHUT. BawuuaT nekap e pazdepe 3a 74X oT KpbBHUTE By M3cneasaHus v e By kaxke, ako uma
HY)XJa a npeanpueMeTe Heluo.

CieanuTe HeXeIaHH peaklHH ca cLOOIMABAHM NPH YHOoTpeda caMo HA 0JIMeCapPTAH MEeIOKCOMHJI
HJIM CAMO H& XHAPOJOPOTHA3HA, HO He NpH ynoTpeda na Oamecapran/HCTZ Maitnan:

O.meca PTAH MEQOKCOMMJIL.

YecTu (Moxke aa 3acerdat 2o 1 Ha 10 yosexka):

- DpOHXMHT, KOHTO NPHUMHABA MOCTOAHHA KAWL, CBUPKALLIM XPUTIOBE UJIH CTATAHE B MbpAUTE

- Teyanr unu 3anyuieH HOC, Bb3MAICHO IbpJio

- l'acTpoeHTEepHT, MPUUHHABALLl PEAKHU, BOJHUCTH MU3NPAKHEHHA CbC CTOMALLUHH CMa3MH U Bb3MOXHO
MOBULIEHA TEMNIEPATYPA

- bonaka B cTaBUTE MU KOCTUTE

-  HHdekurH Ha NUKOYHUTE MBTHLIA, IPUHHHABALLH O0JIKA WIKH TPYAHOCT NPH YPURUpaHe

- T'punonoaobHH cUMNTOMH

- boaka.

Hsakou MNMPOMECHH B PEIVYIITATHTC OT KPBEBHHUTEC H3CNCABAHHA CHLIIO Ca HabnwaaBaHu ue
[ToBulIaBaHE HA HUBATA HA BCUICCTBA, KOMTO U3AMCPBAT MYCKYJIHATa (tJyHKLlHH.

HeuecTu (Moxe aa 3acerHar a0 | Ha 100 yoBeka):

- IloayBaHe Ha nHUETO
- Copbex
- BHesaneH pasnpoctpaHeH OOpHB ¢ HEPBEHA KOXKa WM MEXYPH, H3BECTHO Ka



Peakn (Moxxe na 3acernar ao 1 Ha 1 000 voseka):
- Hapywena 6u6peuna pynkuus
- Jlnnca Ha eHeprua ¥ €eHTYCHa3bM

Mmuoro peaxn (Moxe na 3acerdat go 1 Ha 10 000 yoseka):
- Texka nepcucTHpalla AHapusa W 3HauUMTeNHa 3aryba Ha Terno

XHAPOXJIOPOTHAZHA:

Hecrn (Moxke aa 3acersart 1 Ha 10 yoBeka):

- YyBcTBO Ha 00BpKAHOCT

- CTOMAalIHO pa3CTPOMCTBO, HYBCTBO Ha NOAYBaHE, ra3oBe, 3aMek

- OrtnensHe Ha I110KO3a B YPUHATA, KOETO MOXE [a MPHUYUHM Cllalka MUPU3MA Ha YPHUHATA BH H LIE
C€ YCTAHOBHM B YPMHHHS TECT

Habniogaepanu ca cbL1o Taka HAKOU NTPOMEHH B KPbBHHUTE Pe3yNTaTH U Te BKIOYBAT:
[loHuxeHHe Ha HUBaTa Ha XJIOPUIAW, MAarHe3Mi WIH HATPUi B KPBbBTA, MOBHIIEHHE HA CEpyMHAaTa
aMHNa3a (xurnepaMunaeMus).

HeuecTn (Moxke na 3acerdart Ao 1 Ha 100 yoBeka):

- HamaneHre vnm 3aryba Ha aneTHT

- BnowaeaHe Ha Beue ChlUECTBYBAULO KbCOTIEACTBO

- YepBeHu neTHa no Koxarta (EpUTEM) UIH KOXHH peakLMH KbM CBETIIMHA

- BuoneToeu neTHa UMY NETHA NOJ KOKaTa, Ab/KAaLKW C€ Ha MAKH KPbBOMU3NIMBH (Nypnypa).

Peaxn (Moxe na 3acerHat go 1 Ha 1 000 yoseka):

- YypcTBo Ha 0e3nOKOHCTBO, NMOTHCHATOCT WM JAenpecus, NMpobiemMH ¢bC CbHR, 4YBCTBO Ha
HE3aMHTEPECOBAHOCT (anaTus)

- Hatpbneade u MpaByukaHe (,,Kaphuuu 4 Uriu)

- Moxe na BWwKaaTe HELATAa OLUBETEHM B XBJIT UBAT, 3AMbBINIEHO BHKJIAHE, CYXOTa B OUMNTE

- HepuTMHuHa cbpaeuHa AeHHOCT

- BwbananeHue Ha KpbBOHOCHHUTE CHAOBE, KOETO MOXKE Ja NPUYHHK OOpPHB M MOHAKOra MEXYpH 10
KOXaTa

- HHdexkuns Ha ¥1bUHUA MeXyp, KOETO NpHUKMHABA CHiHA Donka W BTBBPASABAHE HA TOPHATa YaCT Ha
KOpeMa, ¢ TeMneparypa

- MyckynHa cnaboct (noHskora NpUYUHABANKN TPYAHOCTH NPH ABHIKEHHE).

MHuoro peakn (Moxe aa 3acerHat ao 1 Ha 10 000 voseka):
- OcTbp pecnupaTopeH AxcTpec (NPH3HALNTE BKIIKOUBAT TEXbK 3aAYyX, MOBHIIEHA TEMIEPATYPa,
c1abocT U 06BPKAHOCT).

C HeH3BeCTHA HecToTa (HE MOXKE Ja C€ OUEHH OT HAIMYHHTE AHHH):
- Pak Ha KoxaTa M YCTHUTE (HEMETaHOMEH paK Ha KokaTa)

CrobniaBane HA HeXENAHH PeaAKIIHH

AKO NONYYHTE HAKAKBU HEXKEJIAHM JIEKaPCTBEHH peakliuM, yBReaoMmeTe Baiuua negapwmrrdbapMaLesT.

ToBa BKNOYBA BCUUKH BL3IMOKHH HECINMCAHHU B TAa3M JIUCTOBKA HEXENAHH pea KRN AR &CHNG Na
, LY
CHODIIMTE HEXETaHH PEAKLIMH AHPEKTHO Ype3 HALMOHANHATA CUCTEMA 33 Chg pIHRLE |
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N3nbAHUTENHA areHUHs No JIEKapCTBaTa Ty,
ya. ,,JJamsas [ pyeB” Ne § ':,ga: 53* '
1303 Codmun AN
» TN

| ff\ﬁ}ﬁmﬁ. ”p A
10 *u-_.__,./



Ten.: +359 2 8903417
yebcaT: www.bda.bg

Karo cbhobuiaBare HexxenaHd peakuyn, MOXETe Ja JaJeTe CBOA MPHHOC 33 MOAY4YaBaHE HA [OBEYE
uHGopMaLMsi OTHOCHO 0€30NacHOCTTa Ha TOBAa NEKapCTRO.

5. Kax aa cbxpanasare Oumecaptan/HCTZ Maiinan

,[[a CC CbXpaHABA Ha MACTO, HECAOCTBLITHO 3a ACllA.

Ja ce cvxpansBa nog 25°C.

He u3nonssaite TOBa NekapcTBO Cle CPOKA HA TOAHOCT, OTOENN3aH BbPXY KapPTOHEHATA ONAKOBXa H
onaucrepa cnea ,,l'oneH 10 unu “EXP”. CpokbT Ha FOHOCT OTroBaps Ha NOCAEAHMs AeH OT NOCOUEHUS
Mecell,

He y3xBbpSHTE NekapcTsaTa B KAHAMU3ALMATA KM B KOHTEHHepa 3a JoMaluHKW otnaablu. [lonutaiiTe
Bamusg ¢apMauesT kak aa HU3XBBPIATE JEKApCTBATA, KOMTO Beue HE H3NOa3Bare, Te3d MepKH lue
CMOMOI'H&T 3a OMna3BaHe Ha 0KoJiHATa cpena.

6. CohabpxaHie HA ONAKOBKATA U A0NbJAHHTENHA HHOpMaAL M

Kakso cbaspxa Onamecapran/HCTZ Maiinan

AKTHBHHUTE BELLECTBA Ca.

Onmecapran megokcoMun/ Xuapoxnoporuasua 20 mg/12,5 mg: Beska dunmupaHa tabneTka cbabpxa
20 mg onmecaprad MeaokcoMun (olmesartan medoxomil) w 12,5 mg xuapoxnoporvazua
(hydrochlorothiazide).

Jpyrute cbCTaBKH ca:

(sapo Ha TabneTkara) KpOCKapMmesno3a HaTpHi, MAaHWTON, MHKPOKPHCTAJIHA LENYJ03a, YACTHUYHO
3aMECTEHA XUAPOKCHITPOMHUIILIENYNO3a, KOMOUASH OE3BOJIEH CHITUIIMEB AMOKCHI, MarHe3UeB creapar,
HATPHEB Naypuicyndar H

(oOBuBKka Ha TabneTkarta) xunpomenosa, TitaHoB anokceua (E171), makporona, tank. Buxre cniuo
Touka ,,OnmMecaptad/HCTZ MaiinaH cbabpka HaTpHA™.

Kak u3riexaa Oamecapran MegokcoMu/HCTZ MaiijlaH # KAKBO ChAbPH#a ONAKOBKATA

Onmecapran MegokcoMuN/HCTZ Maiinan 20 mg/12,5 mg gunmuparu tabnetku ca benu, unMupaHm,
00111, ABORHOM3IIBKHANU CbC CKOCEH pb0 M 03HavyeHne ‘M’ oT egrarta cTpaHa Ha Tabnerkata u ‘H4’ ot
ApYrara cTpaHa.

Onmecaprad meaokcoMun/HCTZ Mainan gunMupany tabneTky ca HalMUKEM B O1UCTEPH B ONAaKOBKH
ot 14, 28, 30, 56, 90, 98 u kaneHaapHa onaxopka ot 28 TabneTkm.

He BCHUYKHK BHIOBE ONAKOBKM MOrart a ObJaT NyCcHaTH B poaaxba.
IlpurexkaTen Ha paspellieHHETO 32 yioTpeba H NPOH3IBOAUTEN
[[puTerxaren Ha pa3spelEHUETO 3a ynoTpeda

Viatris Limited

Damastown Industnial Park,
Mulhuddart, Dublin 15,

11



DUBLIN, Hpnanpns

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

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

3a [JOMbJHUTENHA MH(POpMAaLMd OTHOCHO TOBAa JIEKAPCTBO, MOJIA, CBBPXKETE Ce€ C JIOKAJHHSA
NpeACTaBUTEN HA MPUTEXKATENA Ha pa3pelleHHETo 3a ynoTpeba:

bunarapus

Maitnas EOO/]
Ten.: + 359 2 4455400

To3zn aexapcrBeH npoaykT e oa00pen B crpanute-wieHkH na EHUII cbe chaeannre
HAUMEHOBAHUA:

bbnrapus Onmecapran/HCTZ Maiinan 20 mg/12,5 mg dunmupanu TabneTku

["bpums Olmesartan/HCTZ Mylan 20 mg/12.5 mg, 20 mg/25 mg film-coated tablets

Olmesartan medoxomil/Hydrochlorothiazide 20 mg/12.5 mg, 20 mg/25 mg film-
coated tablets
[opryranus Olmesartan medoxomilo + Hidroclorotiazida Mylan

Olmesartan/Hidroclorotiazida Mylan 20 mg/12.5 mg, 20 mg/25 mg compromidos
recubiertos con pelicula EFG

Hpnangns

HUcnaHus

JaTa Ha MocaeAH0 Nperaexaane Ha TMCTOBKATA
01/2024
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