AOIFORE3 /90O

JIncToBka: HHPOpMANHA 32 MANHEHTA

Jqunepam S mg/160 mg puimupann Tad/1eTKH
Dipperam S mg/160 mg film-coated tablets

NMunepam 10 mg/160 mg ¢namupanu TadieTKu
Dipperam 10 mg/160 mg film-coated tablets

aMJIOJMIMUH (KaTo aMJIOAMIMHOB Oe3unar)/BancapraH
amlodipine (as amlodipine besylate)/valsartan

[IpoueTeTe BHHMATEIHO HNA/1ATA JIHCTOBKA, PeH Aa 3aNM04HeTe Ja IpHeMaTe TOBA JIeKapCcTBO,

Thil KaTO T ChAbPXKAa BakHa 3a Bac undopmanmus.

- 3amna3eTe Ta3u JIMCTOBKA. MoXke [1a ce HajloXH J1a g Ipo4veTeTe OTHOBO.

- AKO UMaTe HAKaKBH JOMbJHUTEIHH BBIIPOCH, NonuTanTe Bawus sekap Wik (papMaLesT.

- ToBa nekapcTBO € NpeanucaHo €AMHCTBEHO M JIMYHO Ha Bac. He ro npeorcTenBanTe Ha 1pyru
xopa. To MOoXke 1a UM HaBpeIH, He3aBUCUMO Y€ ITPU3HALIMTE HA TAXHOTO 3a00JIIBaHE Ca ChLIUTE
kato Bawuure.

- AKO MoJIly4uTe HAKAKBH HEXEJIaHH JIEKAPCTBEHH pEaKLIMH, yBeJoMeTe Ballus iekap uiu
dapmarnieBT. ToBa BKJIFOUBA U BCUYKH BB3MOXKHH HEXENAHW peaKLMM, HEOMMUCAHM B Ta3H
nucToBKa. Bukre Touka 4.

KakBo ¢chbaAbpkKa Ta3H JJHCTOBKA

L KakBo npencrasnsaBa /J[unepam v 3a KakBO ce€ U3I10J13Ba

2 Kakso TpsaOBa na 3Haete, npeau aa npuemere /lunepam

3 Kak na npuemare Jlunepam

4, BBb3MOXKHH HEXEJIaHU peaKLUu

d Kak na cexpansaBate Jlunepam

6 ChabpKaHHe Ha OMAKOBKATa U JOMBbJIHUTEIHA HHPOpPMALIUS

1. KakBo npeacrasiassa /lunepamM H 3a KaKBO ce H3M0/13BA

Jlunepam TabNeTKH ChAbPIKAT JIBE BELLECTBAa, HAPEYEHH aMJIOJAMITHH U BajicapTaH. M 1BeTe BelecTsa

crioMarart 3a KOHTpoJia Ha BUCOKOTO KPbBHO HaJIsiraHe.

*  AMJIONHNMH NPUHAJIEXKH KbM rpynaTa BellecTBa, Hape4YeHH “0JIOKEpH Ha KaJILIMEBUTE KaHAJIH .
AMJIOMITHH CIMpa NMPEMMHABAHETO Ha KLU MPe3 KaHAJIUTE B CTEHaTa Ha KPbBOHOCHHUTE
ChA0BE, KOETO NMPEAOTBPATABa CBUBAHETO HA KPbBOHOCHHUTE CHAOBE.

«  BaJicapraH NpuHAANIEXKU KbM Ipylara BELECTBa, HApEYEHH “aHruoTeH3uH-11 peuentopHu
aHTaroHUMCTH . AHrMOTeH3UH |l ce mpou3Bexaa OT TAJIOTO U MPEeAU3BHKBA CBUBAHE Ha
KPbBOHOCHHUTE Cb/I0OBE, KaTO MO TO3M HaYMH MOBHILABa KPBBHOTO HajisraHe. BajcapraH aencTsa
ype3 OJiokMpaHe Ha edexTa Ha aHrHoTeH3HH 1.

ToBa o3HauaBa, 4ye W JIBETE BEIECTBA CrioMarar 3a CliIMpaHe Ha CBUBAHETO Ha KPbBOHOCHHUTE CB/IOBE.

B pesynTar Ha TOBa KpbBOHOCHHMTE CHIOBE CE€ OTIYCKAT U KPBbBHOTO HaJ/IAraHe Ce MOHMWXKABa.

Jlirepam ce M3MoJI3Ba 3a JIe4YeHUe Ha MOBUILEHO KPbBHO HajIsiraHe MpH Bb3pacTHH, YHETO KPBBHO
HAJIAraHe He ce€ KOHTPOJIMpa JI0CTAaTBYHO A00pe ChbC CAaMOCTOATENIEH MPHUEM HAa aMJIOAMITHH HITH
BaJICapTaH.




2. Kakso TpalBa aa 3aaere, npean Aa npaeMere lanepam

He npremaiite /Innepam

*  aKO CTE AJePraYHH KhbM aMJIOAHNHH WIM KbM APYTH §.10KepH Ha KAANHEBHMTE KaHAIH. ToBa
MOX€E Aa MpyUYHHM ChpOeK, 3auepBABaHE Ha KOXKATa WM 3aTPYIHEHO JAHILIAHE.

*  aKO CTe AJIEPrHYHH KbM BAJICAPTAH WK KbM HAKOS OT OCTAHAJIWTE ChCTABKM Ha TOBA NIEKAPCTBO
(436poeHH B ToUKa 6). AKO cMATaTe, Ye CTE AICPrUYHH, roBopere ¢ Ballina nekap npeau za
npuemete JJunepam.

*  aKO MMAaTe TeXKKH YepHOApoOGHE npolaeMH WiH HpolaeMH ¢ XKITHIKATA, KATO HHAHADHA
IAPO3a WIH X0J1eCTa3A.

»  axo cte Gpemenna caea 3-rug Mecen. (ITo-gobOpe e na u3darsare ynorpebara Ha lunepam npu
paHHa OpeMEHHOCT, BIDKTe TouKa “bpeMeHHOCT”).

*  aKO UMAaTe MHOI0 HHCKO KPbBHO HAJATAHE (XHUIIOTOHHS).

*  AKO MMATE CTeCHeHHE HA AOPTHATA Kjiana (aopTHa CTeHO3a) WIH KAPAHOTeHEeH MOK
(CbCTOAHHE, TIPH KOETO CHPLIETO HE € B ChCTOSHME J1a JOCTABH JOCTATHYHO KPBB Ha TAIOTO).

*  aKo CTpajaTe OT ChpAedHa HeAOCTATHYHOCT cJie] HHPAPKT.

+ ako uMare auabeT WM HapymeHna 0L0pevna QYHKIHA H CE JIEKyBaTe € JIEKapCTBO 3a
[OHIKaBaHe Ha KPbBHOTO HANATAHE, ChABPXKALIO ATHCKHPECH.

Axo0 HAKoe OT H36pocHATe HO-TOpe ce oTHACH 3a Bac, ne npuemaiite /Ilunepam n chodmere HA

Bamus nekap.

IIpeaynpexaeHas H NpeANA3HH MEPKH

["oBopere ¢ Bamua nexap npeau aa npHeMere Junepam:

» ako cte 6l OonHM (MOBPBINAHE WIK JHAPHA ).

*  aKo MMate JepHoapobnE niaH OnlpeunH npobaemu.

*  aKO CTe NpeThprienH 0L0peuna TpancnanTanEg Wik Bu e kazaHo, e HMATe CTECHEHHE HA
0BLOpeYHNTE apTEPHH.

»  aKo uMare 3aboasBaHe, 3ACHramo Haa0LOpeIHHTe XKIIE3H, HAPEYECHO “NBPBHYEH
XHMEPATACCTEPOHUIBM .

*  aKO CT€ HMAJIH ChpPAeYHA HEAOCTATLYHOCT WIH BRHPAPKT.

CnenBaiiTe BHUMATEHO YKa3aHHATa Ha Bamus nekap 3a HayanHaTa 103a. BB3MOXHO € ChLIO TaKa
Baruusit nekap aa uacneapa 6s0peynara Bu pyHkuus.

» axo Bamuar nekap By e kazan, ye mMaTe cTecHeHHE HA KAAMATE HA CHPRETO (HAPEUCHO
“a0pTHA WJIM MUTpAHa CTEHO03a” ) WK 4Ye Ae0eTHHATA HA ChpAeYHHA MYCKYJI € YBe/IHYeHA HAY
nopmara (HapeyeHo “obCTpyKTHBHA XHNEpPTpOopHIHA KApAUOMHONIATHA ).

*  aKO CTe HMAJIH 0TOK, 0co0eHo B 00,1a¢TTA HA JHIETO H I'bPJIOTO, JOKATO CTE NPHEMANH ApYTH
neKkapcTBa (BKAIOYHTENHO HHXHOMTOPH Ha aHTHOTEH3HH KOHBEPTHPALUMS €H3HM).

AKO nony4YdTe TAKHBA CUMIITOMH, CIpeTe NpHemMa Ha /lanepaM ¢ ce CBBPXKETE BEAHArA ¢
Bamng aexap.
He Tpa6Ba AEKOra noseve Aa npuemare /lanepam.

* QKO MpHEMaTe HAKOEe OT C/IEIHHUTE JIEKapCTBa, U3MOI3BAHH 32 JIeUEeHHE Ha BUCOKO KPHBHO
HaNAraHe:

— ACE anaxuéuTop (HanpuMep eHaJarpui, TUSHHOIIPHI, paMHIIPWI), OCOOEHO aKo HMare
OB0peyuHd npobneMH, CBbp3aHH ¢ AHadera.

— AJINCKHPEH.

Bawusar nekap MoXe NepHOAMYHO Aa npoBepsaBa 6p0peuHaTa By (pyHKUMA, KPBBHOTO HANATaHE H
KOJIMYECTBOTO Ha €JIEKTPOJIUTHTE (Hafp. Kanuil) B KpbBTa Bh.

BuwxTte chino uadopMaumaTa o3arjiapeHa “He npuemaiire {unepam™.

AKo naxoe oT H30poeRATE MO-rope ce oTHacH 3a Bac, chobmere Ha Bamus aexap
npaeMeTe nnmepam.




[oBopere ¢ Bawms nekap, ako nomy4uTe kKopeMHa 60ka, raieHe, MOBphILaHE WIH JHAPHA CleL
npueM Ha JunepaM. Baiuuar nexap Lie B3eMe pellieHHe 3a No-HaTAThLIHO JieyeHHe. He crivpaiTe na
npueMare J{unepam CaMOCTOSTEHO.

Jela B WROMIH
He ce npenoprusa ynotpefara ua [iunepaM npH Aeua W I0HOLIH (Ha Bb3pacT moA 18 roanHu).

HApyrn nexkapcrea 1 /lumepam

Uudopmupaiite Baius nekap wiv ¢apManesT, ako NpueMaTe, HaCKOpO CTE IIPUEeMalH HITH €

Bb3MOKHO Ja MPHEMETE APYrH NekapceTea. Moke Ja ¢e Halo)KH Bawmar nekap Ja NpoMeHH a03aTa

Bu u/unM f1a B3eMe ZIpYTH Mpeana3Hi MepKH. B HAKOM cirydau MOXe [1a C€ HAJIOXH J1a CIIPETe NpHeMa

Ha eJIHO OT JiekapcTBara. ToBa ce oTHacH 0cobeHo 3a IeKkapcTBaTa, M30pOeHH NO-A0y:

+ ACE mExHOHTOpR WIH ATHCKHAPEH (BIKTe ChLIO HHpOpMaLHaTa, 03ariaseHa “He npuemaite
Munepam™ 1 “Tlpegynpe:acHus Y Npeana3Hid MEPKH ),

« OmypeTHIH (BHJ JIEKAPCTBA, HAPEUEHHU OLUE “OTBOJHABALIK TaONETKH ™, KOUTO MOBHILIABAT
KOJNUYECTBOTO Ha NPOM3BeAcHA YPHHA);

o JHTHIl (IEKAPCTBO, H3MOJ3BAHO 34 JICUEHHE HA HAKOH BHAOBE ACTIPECHs ),

v KaJpli-CLXPAHSBAIME THYPETHIH, KATHEBH J00ABKH, 3aMECTHTE/IH HA COJITA, CHAbPKAIKH
kaJuil ¥ APYyra BemecTBa, KOUTO MOTAT A3 MOBHMIAT CTOAROCTHTE HA KAJIHH;

*  HSKOM BH/OBE 00/JKOYCIOKOSBAIIH, HAPEUYCHH HECTEPOHIHH NMPOTHBOBB3MAINTENHHA CPEeACTBA
(HCIIBC) unu celeKTHBHH HHXHOUTOPY Ha 1uKiookcHreHasa -2 (COX-2 uHxuburopH). Baumar
JieKap MOXKe Aa TMIOKCKa Aa nposepH 6p6peunara Bu GyHkuus;

«  AHTHKOHBY.JCARHTH (Hanp. kapbamaszenuH, heHoGapburan, GeHHTOHH, GOCHEHHUTOHH,
IPUMHIOH ),

*  JKDBJIT KAHTAPHOH;

+  HHTPOTJHMIEPHH U APYFrA HHTPATH WIH JAPYTH BELIECTBA, HapeUyeHH “Ba30aMNaTaTopH ),

¢ JeKapcTBa, H3NoA3BaHH 32 Jedenne aa XWUB/CIIHH (Hanp. puTOHABHD, HHAHHABUD,
HesidHHABHD);

¢ JIEKAPCTBA, H3NOJI3BAHA 33 JievenHe HA rb0HYHA ARG eKnHH (Hanp. KETOKOHA30,
HTPaKOHa30J1);

¢ anTHOHOTHOE (KAaTO PHOAMITHLMH, EPUTPOMHLIMH, KITAPUTPOMMLIMH, TATHTPOMHLIMH);

*  BepANaMHJI, AHATHA3EM (JICKapCTBa 3a CHpIIC);

*  CHMBACTATHH (JIEKAPCTBO, M3MONI3BAHO 38 KOHTPOJ HA BHCOKHSA XONIECTEPOIT);

«  garTposen (MH}Y3UA NPH TEKKH OTKIOHEHHA B TEJIECHATA TEMIIEpaTypa);

e  J1eKApCTBA, H3NO/J3BAHH 3a NPEeJOTBpaTABAHE HA OTXBBLPJIAHE HA TPAHCIVIAHTAT
(LIHKJIOCTIOPHH).

JAnepaM ¢ XpaHa H HANHTKH

Xopara, kouTo npHemar J{unepam, He TpaGBa na KOHCyMupaT rpefindpyT WK 13 MUAT COK OT
rpeiindpyt. [IprunHaTa 3a ToBa €, ue rpeAndpyTHT K COKBT OT rpeindpyT Morat a JOBEAAT A0
MOBHILABAHE HA MUIA3MEHNTE HUBA Ha AKTHBHOTO BELUSCTBO aMJIOAHMITHH, KOETO OT CBOA CTpaHa MOXeE
Aa HoBeje J0 HeNnpeABHANMO 3aCH/IBaHe Ha AHTHXHMIEPTEH3UBHHA edexT Ha Jlunepam.

bpeMeHHOCT H KLpMeRe

bpemennocTt
Tpabsa fa kakeTe Ha Balua ekap, ako MUCIIMTE, 4€ ¢Te OpeMeHHa (WIH € Bb3MOXKHO a
3abpemeHeere). [To mpuHLmn, BamuaT nexap we By nocheersa Aa cripete npreMa Ha JluriepaM npeau
na 3abpeMeHeeTe Wik B MOMEHTA, B KOHTO pasbepere, ue cTe OpemeHHa M e Bu nocueeTBa a
B3EMETE APYIo JieKapcTBO BMecTo JurepaM. [lunepaM He ce npenopbpysa npu paHHa 6pe e
(repBHTE 3 Mecena) ¥ He TpsaOBa aa ce npueMa npy OPeMEeHHOCT ciiel 3-Hs Mecell, ThH
NpUYHMHM CEPHO3HA Bpeaa Ha Baiero 6ebe, ako ce U3M0/3Ba Cell TPeTHA Mecel] OT Of /f\

Knpmene



Hudopmupaiire Bamius nexap, ako KbpMUTE HJIM Bh3HaMepaABare Aa KepMHTe, JleueHnero ¢ Junepam
He C€ MpenoprYBa HA MaiKH, KOUTO KbpMAT M Baumar nekap Moxke fa By HasHauM Apyro jeueHue,
aKO UMaTe XelaHKuA 12 KbpMHTe, ocobeHo ako 6edero Bu € HOBOPOAECHO WITH € POAEHO

NnpeKIeBPEMEHHO.,

[TocnBeTBaiiTe ce ¢ Baind nexap wiv gapMaueBT npeaH ynoTpebaTta Ha KOETO U Aa € JIEKapCTBO.

[Hodurpaue u padoTa ¢ MALIHHH

ToBa nekapcTeo Moxe Aa Bu Hakapa Aa ce dyBcTBaTe 3aMasHH. ToBa Mo)ke J1a noBauge cnocobHOCTTa
Bu 3a no6pa konueHTpauua. CieaoBaTenHo, aKo HE CT€ CHI'YPHH Kak 1ie Bu nosnuse ToBa JiekapcTBo,
He modupaiite 1 He paboTeTe ¢ MAIUKHHH, KAKTO U HE W3BBPIIBANTE APYrd AeHHOCTH, H3HCKBALIH

KOHUEHTpALUA.

3. Kax na npuemare Innepam

Bunaru npuemaiite ToBa €eKapcTBO TOMHO KakTo BH € kasan Baluar nexap. AKO HE CT€ CUIYPHH B
Helo, nonuraite Bamma nekap. Tosa e By noMorue aa noctTurHere Ha-noOpUTE pe3yiTaTy U
[TOHI)KH PHUCKA OT HEXKENTaHH peaKLMH.

ObunuaitHaTa no3a Ha JlunepaM € eaHa TabaeTka AHEBHO.

* 3a mpeano4MTaHe € Ja npHeMare Baiuiero 1ekapcTBO MO €1HO H CBLIO BPpEME BCEKH JIEH.

« [IpernsTHeTe TabnerkuTe ¢ yaiua BoAa.

«  Moxe na mpuemare Hdunepam cbe win 6e3 xpana. He npuemaitre JlunepaM 3aeAHo ¢ rpedngpyt
WIH COK OT rpeindpyr.

B 3aBHCMMOCT OT TOBa KaK ce MOBIHMABATE OT JeUEHHEeTo, BamudAt nexap MoXe 1a NpeaIoxku
NOBHILABAHE WIH MOHMKABAHE Ha 034Ta.

He HagsuiiaBaiiTe npeanucaHarTa A03a.

JAnnepaM B cTapuecka Bb3pacT (65 roaman HIH noBeve)
BamuaTt nekap Tpabea ga oObpHE BHHMaHUE MPH NOBHLIABaHE HA no3aTa Bu.

AKO MMATe HAKAKBH JOITHJIHMUTEIHH BEIIPOCH, CBBP3aHu ¢ ynoTpebara Ha TOBa IEKapCTBO, NOMUTAMNTE
Baimsa nexkap wiu ¢papMaleBT.

AKO cTe NpHeJH nosede oT Heobxoaumara go3a JAunepam
AKO cTe npuesid npekaneHo MHoro tabnerky unepam WiH ako HAKOH ApYT € npHesn Bawwre

TabJIETKH, KOHCYNTHpa#Te ce ¢ Jiekap He3abaBHO.

[ToBMILEHO KOJMUECTBO TEYHOCT MOXKE J1a ¢ce Harpyna B 6enurte apobose (6enoapobeH 0TOK),
MpUYMMHABAHKH 3a1yX, KOHTO MOXe Aa ce pa3Bue a0 24-48 yaca cneq npueMa.

Ao ¢Te nponycHaJMH Aa npuemere dunepam
AKo cTe NMpoITyCHAJIH [a MpHeMeTe TOBA JIEKApCTBO, MPHEMETE o BeJHara, Korato ce ceture. Crej
TOBA MPUEMETE ClieABalaTa A03a B o0U4aiHOTO 3a TOBa BpeMe. AKo obaue nmoyTH € Habmmkuio

BPEMETO 3a ClieZIBatiara 103a, He TipHeMaiiTe no3aTa, KOsATo ¢Te rnponycHanH. He B3emaiTe ABOHHa
71034, 3a Ja KOMIEHCHpATe NpoITycHaTaTa TabieTka.

AKo CcTe CIpe,IH npueMa Ha [{anepam
CnupaHeTro Ha JiedeHUeTo ¢ JlunepaM Moxke ga JoBejae [0 BiolllaBaHe Ha Bain
criypaifre fa npuemare Bawero nekapceTeo, AokaTo Bawmar nekap He By kax




4. BL3MOXHH HEXE/JIAHH PEeaKIHH

KaxTo BCHYKH JIEKAPCTBA, TOBA JICKAPCTBO MOXKE A NPeAH3BHKa HEXENaHU PSaKLIKM, BBIIPEKH He He
BCEKH I'M MOJTy4aBa.

Huxon He’keland peaKiBA MOTAT A3 OLJAT CepPHO3HHE H JA H3HCKBAT He3a0aBHA MEJHNHHCKA

MOMOII:

Manko Ha Gpoii NallHEHTH ca U3MUTBATM CIIEAHHTE CEPHO3HH HEXXETaHH peaKkUMK (MOTAT Ja 3aCerHaT

no 1 Ha 1 000 aymn). AKo HACTHIH HAKOA OT CJICAHHTE HEXKE/IAHA JIEKAPCTBCHH PeaAKIHH,

nndopmuapaiite Bamnas nexap He3adaBHO!

¢ anepruiHa peakiHa ChC CHMIITOMH KaTo 0OpHB, Cbpbex, Mo yBaKe Ha JIMLETO WIH YCTHHTE, HIH
€3HKa, 3aTPYAHEHO [MiliaHe, HUCKO KPBBHO HalsraHe (yCeLlaHe 3a NpuManigBsaHe, CBETOBbPTEX)

Jpyra pb3MOXKHH HEXeJIAHH peaknnd Ha Jlnnepam:

Yecrn (Morart aa 3acersar a0 1 ma 10 xymms):

¢ TPHI

*  3amnyIleH HOC, B3NaNIEHO I'bpiio H JUCKOMGOPT MpPH MPErTbIIaHe

« rnaBobonue

* TIOAYBAaHE Ha pBUETE, JIaHUTE, KpaKaTa, [Nie3eHHTe HIH CThIIanara
*  YMOpAEMOCT

» acTeHHsa (cnabocT)

* 3a4epBABAHE W YCellaHe 3a 3aTOIVIAHE Ha JIMLETO W/ BpaTa

Heuectr (MoraT na 3acersar a0 1 na 100 gymmnu):

¢ 3aMasHOCT

* rajeHe U O0JIKa B KOpeMa

* CYXOTa B yCTaTa

*  CBHHJIMBOCT, MPABYYKaHE WIH U3TPBIIBAHE M0 AJTAHUTE HIH XONHIaTa
* CBETOBBPTEXK

*  YCKOpEHa ChpAedHa ACHHOCT, BKIIOYUTENIHO ChpLebHeHe

¢  3aMafsHOCT NMPH KH3NPABEHO NOJOKEHUE

*  KauuUIMLA
*  OHapHA
¢ 3amnex

¢ KOXEH OOpHB, 3a4cpBABAHE HA KOXKATa
* nojJyBaHe Ha cTaBHTe, H0/1Ka B repda
« ©Oonka B CTaBUTE

Penxn (Morar aa 3acersar 10 1 na 1 000 aymn):
* ycelaHe 3a 0e3roKoHCTBO

¢ [IYM B YHIUTE (TUHHMTYC)

* NIpHUMAaIiBaHe

* OTIEIAHE HA IIOBEYE YPHHA OT HOPMAIHOTO WIH yCELIAHE Ha NMOBeYe MTO3UBU 38 YPHHHUpAHE
* HEBB3MOXHOCT 3a NMOAIbPIKAHE HA epEeKLIUATA

*  yCeIaHe 3a TEXECT

* TOHWXEHO KPBBHO HAIAraHE CHC CUMIITOMH KATO 3aMagHOCT, CBETOBBPTEXK
* MOBHILUEHO H3MOTABAHE

*  KOXHHM OOPHMBH O UANOTO TAIO

« ¢Bpbex

* MYCKYJIHH CMa3MH

AKO HEKOA OT Te3H HEXCJIAHH PeAKIHHE CTAHe CEPHO3HA, KakeTe Ha Bamusga Jexap.




Hexe1aHH peakluH, CHO0IIABAHA IPH CAMOCTOATE/IHO NPRJIOKEHHAE HA AMJIOAHIIHH HIIH
BAJICAPTAH, KOHTO He ce Habmoaasar npn JAunepam nin ce HaG/110JaBaT ¢ MO-BHCOKA Y€CTOTA,
oTK0AKO0TO NpH dnnepam:

AMIOOUNNH

Koncyarupaiite ce ¢ Bamua nexap ne3adaBHo, aKo HMAaTe HAKOH 0T CJIEABAIMTE MBOI0 PeIKH

CEpHO3HE HEXKEIAHH PEeaKIAR ¢Jie] ynorpedara Ha TOBA JIEKAPCTBO:

*  BHE3anHO XpHNTeHe, 00/Ka B I'bpAUTE, 338yX WIH 3aTPYAHEHO AULIAHE

*  MOAYBAHE Ha KJICTIAYUTE, IULETO WIH YCTHHTE

*  MOAYBAaHE Ha €3HKA U I'bPJIOTO, KOETO MHOIO 3aTPY/AHABA AHIIAHETO

*  TEXKH KOXKHH peaKLMH, BKIIFOUHUTEJHO CIIEH KOXKEH 00pHB, KONMpHBHA Tpecka, 3a4epBABaHe Ha
KOXAaTa Ha LAJIOTO TAJIO, CWIEH CBpOexK, MEXYPH, JIIOLIEHe U NOAYBAaHe Ha KOXKATA, Bb3MAJICHHE Ha
nurapuuuTe (CHHAPOM Ha CTUBBHC-/DKOHCHH, TOKCHYHA eNUAepMaliHa HEKPOIU3a) WIM APYTH
allepr¥4yHU peaKUuHH

*  HHQAPKT, HAPYLUEH ChpACYEH PHTHM

*  PBB3MAajIeH NaHKpeac, KOKTO MOXe 1a MPUYMHM CHIIHa kopeMHa 6onka u 6onka B repha,
NPHAPYAKEHH OT TEKKO HEPA3TMOIOKECHHUE

CroblliaBaHHy ca C/IeAHUTE HEXKEIAHH peakliK. AKO HIKOH OT TaX By npuunHasar npobnemMu Win
NpoJbJDKaBaT MOBEYE OT €HA CeaAMHIIA, TPpadBa Aa ce cBbpxkeTe ¢ Ballus nexap.

Yectu (Morar aa 3acersar 30 1 ua 10 apymn):

3amMasHOCT, CHHJIMBOCT, NAINMWTALMHU (ChpLeOHeHe), 3aUepBaABaHe, [10XyYBaHe Ha INie3eHHTe (OTOK),
KOpeMHa OoJika, rajeHe

HeuwecTn (Morar Aa 3acersar ao 1 na 100 aymmu):

[TpoMeHH B HACTPOSHHUETO, TPEBOKHOCT, Aenpecus, Oe3chHHe, TPEMOp, MPOMEHH BLB BKYCa,
NpUMaliBaHe, 3aryba Ha yceuase 3a 00/Ka, 3pHTE/IHY HAPYLISHHS, YBPEKIAHE HA 3PEHHETO,
3BBHTCHE B YLIWTE; HUCKO KPBBHO HAATaHE, KMXaHe/XpeMa, MPUUHHEHH OT Bh3MAJICHUE Ha
JINTaBHLIaTa Ha HOCA (PUHHT), HAPYLICHO XPaHOCMWIAHE, [TOBPBIIAHE, KOCONAll, NOBUUICHO
M3NOTABAHE, KOXKEH ChpOexk, MPOMIHA B LIBETA Ha KOXKAaTa, HApYLIeHO YPUHHUPAHE, Y€CTH MO3HBH 3a
YPUHHpaHE Mpe3 HOLITA, YBEJIMYEHA Y€CTOTa HA YPHHUPAHE, HEBB3MOXKHOCT 3a NOJTy4aBaHE Ha
epeKLMA, AMCKOoM$OpPT WK HAPACTBAHE HAa IbPAUTE NPU MbxkeTe, D0nKa, 06110 Hepa3noaoXKeH e,
MYCKYy/1Ha 00JIKa, MyCKYJIHH KpaMIlH, YBE/IMYaBaHe WK HaMaJIABAHE Ha TEJIECHOTO TENNO.

Penkm (Morart aa 3aceraar Ao 1 na 1 000 aymn):
O0bpkaHoCT.

Mmuoro peaxkr (Morart aa 3acernar 10 1 na 10 000 aymn):

HamaneH Opoii 6 KpbBHM KJIETKH, HaMalieH Opoi#t TpoMOOLIMTH B KPBBTA, KOWTO MOXKE 1a IOBEE
10 HeoOH4aliHa NosABa HAa CHHUHU WJIH IECHO KbpBeHe (YBpekAaHe Ha YePBEHUTE KPbBHU KIIETKH),
MOBMILIEHA KPbBHA 3axap (XMNEepPriuKeMud ), MOAyBaHE HA BEHUMTE, MOAYBaHE Ha KopeMa (TacTpHT),
HapymeHa YyepHoaApoOHa pyHKUHA, Bb3NaneHHe Ha YepHUa Jpob (XenaTur), NoxChITABaHE HA KOXKATa
(3KBJITEHHLIZ), NOBUIHEHHE HA YEPHOAPOOHUTE EH3UMH, KOETO MOXKE a TOBJIMsAe Hiikou 1abopaTopHu
W3CJICABAHMA, MOBULIEHO HANPEKEeHHE B MYCKYJIUTE, Bb3MallcHUE HA KPbBOHOCHUTE CHAOBE, YECTO
CBIIPOBOAEHO C KOXKEH 00pHB, YYBCTBUTEIIHOCT KbM CBET/IMHA, HAPYLUICHHA, BKIIOYBALUY CKOBAHOCT,
TPENEepeHe W/ WK ABUraTeIHH HapYLHEHHUA.

Bancaprau

Muoro peaxkn (Morar aa 3acersar A0 1 ma 10 000 aymn):
HMHTECTHHANICH aHTHOSIEM: O/IyBaHEe HA YepBara, MPoABABALIO C€ ChC CHMITTOMM KATO K
00J1ka, raneHe, NOBPBIUAHE H JHAPHA.

C Hen3zBecTHA HeCcTOTA (OT HANHYHHATE JAHHH He MOXe Ja ObJe HanpaBeHa ONeH
9eCTOTATA):



[TonwxapaHe Ha 6pos Ha YePBEHHTE KPLBHH KJIETKH, TPECKa, Bb3MaleHO I'bpJI0 WM 00pa3yBaHe Ha
S3BM B YCTATa B PE3yJTaT HA HHQEKLMH, CIIOHTAHHO KbPBEHE WIH NOTYy4aBaHE HA CHHHHH, BUCOKH
HMBa HAa K&THs B KPBBTA, OTKJIOHEHHMS B MOKA3aTEIMTE NPU H3CICABAHUA 3a YepHOApoOHaTa QyHKIHA,
HaMaJIEHa WIM CHIHO HaMaleHa 6p0peyuHa QyHKLHA, NOAyBaHe NpeAUMHO B 00J1aCTTa Ha JIMLIETO H
repJIOTO, MyCKYJIHA 00/ka, 0OpHB, BHOSICTOBO-4EPBEHH NIETHA, TEMICPATYPa, CbpbeXkK, anepruuHa
peaklpsa, oOpa3yBaHe Ha MeXyPH 0 KoxaTa (npHU3HaK Ha 3abongBaHe, HapeueHO Oyo3eH AepMAaTHT).

AKO MMare HAKOA OT Te3U HEKEeNaHM peakuuu, kaxeTe Ha Balus nekap BegHara.

Coo0manase HA HeXKeIAHH PeaAKNHHA

AKO MOTY4HTE HAKAKBH HEXEJIaHH JICKAPCTBEHH peaKlMH, yBeaoMeTe Baluud nekap, gpapMaLieBT WM
MEAHLMHCKA cecTpa. T08a BK/IIOUBA BCHYKK BH3MOXKHHU HECOTIMCAHHM B Ta3H JIMCTOBKA HEXKETaHH
peakLiMi. MoseTe chIlo Aa ChOBLINTE HEXKENaHH peaKlHU AUPEKTHO 4pe3 HALMOHAIHATA CHCTEMa 3a
crodIaBaHe KbM M3nbiHUTENHATA areHUMA 110 JIeKapeTBara, yir. . Jlaman I'pyes” Ne 8, 1303 Codna,
rei.: +35928903417, yeGeaiiT: www.bda.bg. Kato crobmaBare HexeNiaHH peakiiuH, MOXKeTe Ja
Janere CBOS MPHUHOC 3a MoyyaBaHe Ha Nnopeyve HHGOopMaLya OTHOCHO 6e30nacHOCTTa Ha TOBA
JICKApCTBO.

5. Kak aa cbxpangsate Innepam
Jla ce cbXpaHsABa HA MACTO, HEAOCTBITHO 3a Jclia.

He u3non3paite TOBa JIEKapCTBO CEH CpOKAa HA rOAHOCT, 0TOE/IA3aH BbPXY KapTOHEHATa OMAaKoBKa U
omucrepa cnen “I'oaeH no:”. CpoKbT Ha TOAHOCT OTFOBApA Ha MOCNEIHUA JeH OT NOCOUEHHS MeCeL,

Ha ce ¢uxpanssa nog 30°C.
Ha ce cpxpaHsiBa B OpUTrHHATHATA ONAKOBKA, 3a Ja ce Mpena3y oT Bara,

He w3non3saiTe TOBa JIEKapCTBO, aKO 3a0€NeKHUTE BHAHNMH MMPU3HALM HA YBPEXKIaHE.

He v3XBBpasiTe NEKAPCTBATA B KAHAIM3ALMATA WIH B KOHTCHHEPA 34 JOMAUIHH OTNaAbIIH.
[TonwraiiTe Balms dapMalieBT kak 1a H3XBBPAATE JEKAPCTBATA, KOUTO BE4Y€ HE U3Mo/3BaTe. Te3u
MEPKHM LUE CIOMOrHAT 3a OMAa3BaHE HA OKOJIHATA CPeaa.

6. CbabpkanHe HA OHAKOBKATA H JONBLJIHHTEIHA HHPpOPMALIHA

KakBo chabpxa JJanepam

*  AKTHBHHTE BElECTBA Ca aMJIOJMITHH (KaTO aMIOJMITHHOB O€3WIaT) M BaJiCapTaH.
Beska punmupana tabnerka or 5 mg/160 mg ceappxka 5 mg amnogunuH 1 160 mg Bancapras.
Bcesaxa gunmupana tabnerka ot 10 mg/160 mg coappxa 10 mg amnoaunus 1 160 mg BancapraH.

* Jlpyrure CbCTaBKH Ca:
Dunmupanu mabremxu om 5 mg/160 mg:
MHKPOKPHCTA/IHA LENYN03a; KPOCTIOBUAOH (THN A), KONMOHACH Oe3BONEH CHIHLHEB NHOKCHIT,
MarHe3ueB cTeapar; XMrnpomenosa (3amecturencH Tan 2910 (3 mPa.s)); THTaHOB AUOKCHA
(E 171), xene3eH okcun, xkuar (E172); makporon 4000; rank.

Durmuparu mabaemxu om 10 mg/160 mg: MUKPOKpPHCTAJTHA LIeTy103a; KPOCTIOBHAOH (THI A);
KOJIOWAEH OE€3BOACH CHIMLIMEB JHOKCHU;, MarHe3uen CTeapar; XHIIPOMeNno3a (3aMeCTUTEIjeF

2910 ‘
(3 mPa.s));, Tutanos auoxkcun (E171); :xenesen okcun, Kot (E172); kenezen okcus
(E172); makporon 4000, tank.

Kak marnexaa JIunepam B KaKBO CbABLP/KA ONAKOBKATA




Hunepam 5 mg/160 mg puwwmupanu mabremxu

THMHO XKBJITH B SJIMIICOBHAHH, CBC CKOCEHHU prboBe, ¢ Haanuce “NVR” or enHara ctpaHa M “ECE” ot
JApyrara cTpaHa.

Pazmep: 14,2 mm (ap/okuHA) X 5,7 mm (LuHpHHA).

Hunepam 10 mg/160 mg guamupanu mabremxu

CBeTJI0 XKBIITH U €IMIICOBUIHH, CbC CKOCEHH ppboBe, ¢ Haanue “NVR” ot enHara ctpana u “UIC” or
Apyrara cTpaHa.

Pazmep: 14,2 mm (abokdHa) X 5,7 mm (LuMpHHa).

JurnepaM e HaJIM4eH B OMakoBKHM, CbAbpxaluu 7, 14, 28, 30, 56, 90, 98 wnu 280 punmupanum Tabnerku
H B IPYNOBH OMAaKOBKH, BKIIOYBALUH 4 KAPTOHEHH KYTHH, BCAKa Chabpkalla 70 duamupanu tabnerku
WIH 20 KapTOHEHH KYTHH, BCiIKa cpabpXkatia 14 punmupanu tabneTky. BcHUkH onakoBky ce
npeiarat cbe crangaptiu PVC/PVDC 6nnctepn; onakoBkuTe, ChabpaKallHd 56, 98 u 280 Tabnerku
ce MpeaiaraT chbLUO Taka H ¢ nepdopupanu eaHonozosu PVC/PVDC Gnucrepu.

He BcHUKH BHOOBE OMAKOBKHK MoOrar jAa Obaat mycHatH B npogaxda.

IlpaTexaTen HA pa3pelIeHAETO 3a ynoTpeba
Sandoz d.d.

Verovikova 57,

1000 Ljubljana

Cnorenus

IIpoR3BOARTENN:
Novartis Pharma GmbH

Roonstrasse 25
D-90429 Niirnberg
['epManus

Novartis Farmacéutica S.A
Gran Via Corts Catalanes 764,

08013 Barcelona
HUcnauus

Novartis Farma S.p.A.
Via Provinciale Schito 131
80058 Torre Annunziata

HUranmud

Toan JekapcTBeH NpoAYKT ¢ og00peH B cTrpaunTe-wieHka Ha EUII ebe ciieqnnte
HAHMEHOBAHHA'

Hunepnanaus Dipperam 5 mg/160 mg, filmomhulde tabletten
Dipperam 10 mg/160 mg, filmomhulde tabletten

bearapus HunepaM 5 mg/160 mg ¢unmupann TabneTku
HunepaM 10 mg/160 mg duaMupanu Tabnetku

EcTonus Dipperam

JlutBa Dipperam 5 mg/160 mg plévele dengtos tabletes
Dipperam 10 mg/160 mg plévele dengtos tabletés




JlaTBHUA

[Tonma

PyMBHUS

CnoBeHHA

Dipperam 5 mg/160 mg apvalkotas tabletes
Dipperam 10 mg/160 mg apvalkotas tabletes

Dipperam, 5 mg + 160 mg, tabletki powlekane
Dipperam, 10 mg + 160 mg, tabletki powlekane

Dipperam 5 mg/160 mg comprimate filmate
Dipperam 10 mg/160 mg comprimate filmate

Dipperam 5 mg/160 mg filmsko obloZene tablete
Dipperam 10 mg/160 mg filmsko obloZene tablete

JlaTa Ha DoCHeAHO OPEPAIrIACKIAHE HA JHCTOBKATA

MM/ITIT




