JIUCTOBKA: HHOOPMAIIUA 3A ITIOTPEBHUTEJIA

JInoead 160 mg ¢punmMupanu TabneTku
Diovan 160 mg film-coated tablets
BasicapTan (valsartan)

IpoueTeTe BHAMATEIHO [A1aTA JIMCTOBKA NPEAH /12 3an04neTe 12 RPHAAraTe ToBa JIEKapCcTBO,

Thil KATO TH CHLAbPXKA BaXKHA 32 Bac sndopmanus.

- Jana3eTe Ta3lu JUCTOBKa. Moxe Ja ¢ HalOXM Ja 51 IPOUETETE OTHOBO.

- AKO MMAaTe HAKAKBYU JOMbAHHTENHH BBIPOCH, NonuTavTe Baums nekap nin (hapMaLICBT.

- ToBa eKapcTBo € NpeanucaHo au4Ho Ha Bac. He ro npeorcrbnBaiire Ha apyru xopa. 1o moxe
14 UM HaBpEAH, HE3aBHCUMO e NMPH3HALMTE HA TAXHOTO 3a00/ABaHe ca ChLIMTE KaTo Baiuure.

- AKO NONYYHTE HAKAKBH HEXKEJIAHH JIEKapCTBEHH PEAKLIMH, YBCAOMETE Bawuua nekap wnu
¢apmauepT. ToBa BKIIOUBA H BCHYKH BB3MOXKHH HEXKEIAHH PEaKkLXM, HEONNCaHH B Ta3H

nucToBKa. Buxre TOuKa 4.
KakBo ¢chABpKa TA3H JTHCTOBKA: WIMLNHUTENHA ATEHUMA N0 NEKAPCTSATA
Kakeo npeacraengea /[MOBaH H 3a KAKBO CE H3TON3BA | Ricmoss - ipusonceme 2
Kakpo Tps6Ba Ja 3HaeTe, nipeam Aa npuemere /InosaH
Kal{ ﬂa npﬂemaTe HHOB&H -----------------------------------------------

B13MOXHH HEXEaHH peaKLIfH 01-08- 7
Kaxk na cwxpaHsaBare JJnoaH BG/MA/MP - L6904 u Soearerrracran e 025

ANl e e

m Al A

1. Kakso npeacTaBaasa /[HoBaH H 33 KAKBO ¢ HINMO/JI3BA

JInoBaH cbABPXKa aKTHBHOTO BELUECTBO BATICAPTAH W MPHHAAJIENKH KbM Ipyna JiekapcTsa, HapeiCHH
aHruoreH3uH II peuentopHu OnokepH, U C€ H3MON3BA 33 NOHKEHUE HA BHCOKO apTEPHAIHO HAJIATGHE.
AnrunorensuH Il e BeuiecTso, NpeAN3BUKBALLO CBUBAHE HA KPbBOHOCHHTE CBAOBE, KOCTO C€ HaMHpa B
TAJIOTO M MOKE [a NIPHUHHHH BUCOKO apTepHanHo Hanaraxe. JInosan neicTBa upes 6okupaHe Ha
aurnoreH3ud I1. ToBa BoaM 10 pa3iuMpaBaHeE H& KPbBOHOCHUTE CHAOBE W MOHIXKABAHC HA

apTEpUATHOTO HaJIAraHe.

TTroea 160 mg GHAMHUpaHH TaONETKU MOTraT [1a ¢e H3MOJI3BAT NPH TPH PA3THYHH ChCTOAHHA?
. 33 JleueHHe HA BHCOKO KPLBHO HANATaHe NPH Bh3PACTHH H NPH ieda R IOHOIIH HA

Bb3pacT oT 6 10 nox 18 roxunu. BUCOKOTO KPBBHO HaNATaHe NOBHILIABA HATOBAPBAHETO HA
CHPLETO M APTEPHUTE. AKO He CE JIEKYBa MOXe [ia yBpeH KPhBOHOCHUTE ChAOBE HAa MO3bKa,
chpueTo H 6bOpeuuTe, ¥ na NPUYHHH HHCYIT, ChpAeUHa HEAOCTATHYHOCT HIIH OBOpeuHa
HEIOCTATBYHOCT. BMCOKOTO KpBBHO HAraHe MOBHIABA PUCKA OT MH(APKT. [lIoHWKaBaHETO Ha
KPBBHOTO HAIATaHE 10 HOPMATHH CTOHHOCTH HaMa/laBa PUCKa OT Pa3sBUTHE Ha noaoOHH

HapyLICHHA.

. 3a JieueHHe Ha BL3PACTHH NANHEHTH CJIeA NPeceH KOPOHAPeH HHRHACHT (MMOKApPAEH
uHdapkt). “Tlpecen” B cy4as o3Ha4aBa mexay 12 vaca v 10 1w,

o 3a JiedeHHe HAa CHMITOMATHYHA ChPAEYHA HEJOCTATHYHOCT NPHA Bb3PACTHH NMAIHEHTH.

JIMOBAH ce W3MON3Ba, KOraTo rpyna nekapcTea, HapeyeHH HHXUOUTOPH HA AHTHOTEH3HH-
koHpepTHpaluua eH3uM (ACE) (nekapcTBo 3a IEHEHHE HA ChpIICHHA HeJOCTATBYHOCT), HE MOXKE
na 6b1aT U3MOA3BAHH WK KaTo aonbiHeHHe kbM ACE uHXHOWTOpHTE, KOTaTo APYTH JIEKapcTBa
3a fledeHKe Ha ChPJCYHA HEAOCTATLYHOCT He MOXe 1ia ObaaT H3MON3BaHH.

CHMIITOMHTE Ha ChpAEYHA HEAOCTATLHHOCT BKJIIOUBAT 3a[1yX M [10/yBaHE HA CTHNANATA H
KpaKaTa Mopajay HaTPyNBaHe Ha TeMHOCTH. ToBa HACTBENBA, KOraTo ChPAEHHHAT MyCKYl HC
MOJKE @ M3MOMITBA KPBBTA AOCTATHYHO CHIIHO, 33 1a CHab/M LIANOTO TSIIO C HEODXOH
KpBB.




2. Kaxso Tpufsa na 3uaere, npean n1a npHemere /lHoBaR

He npremaiite /[nosan:

¢ aKo CTe AJepru4Hu (CBPBbXTYBCTBUTEIHM) KbM BAJICAPTaH WIH KbM HAKOS OT OCTaHAINTE
CHCTABKM Ha TOBA JIEKApCTBO (M30poeHHu B TOUKA 6).

. aKO MMATE TEeXKKO YeproapodHo 3aboiaBaHe

J ako cTe GpemenHa caea 3-Tus Mecen (1o6pe e aa ce u3barsa J[MoBaH U npu pakHa
6peMEHHOCT — BIKTE TO4YKA “BpeMeHHOCT M KbpMEHE™).

o aKko uMmare gdader vy HapyimeHa 6n0peuna GpyHKLUHMA U Ce IEKYBaTe C JIEKapCTBO, H3MOA3BAHO

33 iIeYEHHUE HAa BUCOKO KPBBHO HaNATaHe, ChAbPXKALIO0 ATHCKHPEH.
He npuemaiite /{HoBaH, aK0 HAKOe OT H30poennTe NO-rope ce oTHacH 3a Bac n nadopmupanTe
Bamnrg jgexap.

IIpeaynpexaeHAs H NPEANAIRHA MEPKH

I'oBopere ¢ Bamnug Jexkap:

. aKo UMaTe YepHOApOoOHO 3aboABaHe;

aKo uMaTe Texko 6bOpeyHo 3abongBaHe U CTe Ha AHANTH3A,

aKo CTpaJaTte OT CTeCHsABaHe Ha ObLOpeyHaTa apTepu;

aKO HACKOPO ¢Te HMasIH 6bOpeyHa TpaHCIUIaHTaLKA (MOyYHIK CTe HOB OBOpEK);

aKO MMATE TEXKKO ChpAeuHO 3a00nmaBane, pa3IHYHO OT ChpAeHHa HEAOCTATHHHOCT HIH

CbhpaeveH HHPApPKT;

. aKO HAKOra ¢Te€ UMalH NojAyBaHe HA e3HKa U JIHLETO, NPHUMHEHH OT ajlepruvHa peakius,
HapeueHa aHrHOEEM, MPK NPUEM HA PYTO NEKAPCTBO (BKIIOUHTEIHO ACE-nuxuburopn),
uHgopMupaiite Baiuus nekap. AKO Te3H CHMIITOMH C€ NOABSAT, KOraro npueMare JiHoBaH,
He3aBaBHO CApeTe npHeMa Ha JIMOBaH M HHKOTa HE ro B3eMaiTe OTHOBO. Brnkre ¢hI1IO TOUKa 4
"Bb3MOXKXHH HEXKEAHH PEaKIHH".

. aKo MOMYHHTE KOpeMHa 60Ka, raJeHe, MOBPbIIAHE WK AMApHUS CIICA npHeM Ha /lnosan.
BatuusaT NeKap 1ile B3eMe peLieHHe 3a MOo-HAaTaThILHO JieueHue. He cnupaiTe na npuemare
nexapcTeoTo JJHOBaH CaMOCTOATEITHO.

. aKO NpUEMATe JIEKAPCTBA, KOUTO NMOBHILABAT HUBOTO Ha KaWil B KPbBTA. Te BKIIOYBAT KalHEBH
n0OaBKH WIH 3aMECTHTENH Ha CONTA, ChAbPKALUY KAlIWH, KATHH-ChbXPAaHABaLLH NEKapCTBa H
xenapuH. Moxe [1a ce HaJlo)KH Ha Onpe/ieieHH MHTEPBaJIi 1a Ce NPOBEPABAT HHBATA HA KA/IHH B
KpbBTa BH;

. AKO CTPa/JaTe OT XHINEPaIa0CTePOHN3BM — GoNecT, Mpu KoATo Bawnre Hanob0peuHH xiean
0Gpa3syBaT TEbP/AE rONAMO KOJIHYECTBO OT XOpMOHa angocrepoH. B Tozu cnyyai ynorpebara Ha
JTnuoBaH He Ce penopbUBa;

. aKo ¢Te 3aryOHJIM MHOTO TEYHOCTH (AE€XHApaTalka) Nopaan AWapHs, NMOBPBIIAHE HIIH BUCOKH
03K 00e3BOAHABAILN TabNeTKH (AUYPETHLIH);

° aKko MpUeMaTe HAKOH OT CNIeJHUTE JIEKapCTBa, H3MOI3BaHHU 3a JIEYCHHE Ha BUCOKO KPbBHO
HaJIAraHe:

O ACE uHXHGUTOPH (HanpHUMep eHANATIPIIL, JIH3HHOMPHII, PAMHIIPUI), OCOOEHO aKo
umate OLOpeuHH npobaeMu, CBbp3aHH ¢ nHadera

O  aJHCKHUpEeH

ako cte Ha JeueHue ¢ ACE nHxuburop, 3a€IHO ¢ HAKOM JIPYTH JICKapcTBa 3a

nedeHue Ha Bainara cepAaeyHa HEAOCTATBYHOCT, H3BECTHH KaTo

MHMHEPAIKOPTUKOUAHM peuenTopHH aHTaronncTd (MRA) (Hanpumep

CMHPOHOIIAKTOH, eNfepeHoH), Wi Oera-610KepH (HAMPUMED METONPOIION).

O

BaiuuaT nekap Moxe MepHoMMHO Aa npoBepsasa GbOpeuHaTa By QpyHKLNA, KPBBHOTO HaJIAraHe U
KOSMYECTBOTO HA €IEKTPONMTHTE {Hanp. kanuii) B xpbBTa BH.

BiokTe cbino uHGoOpMauMaTa, o3arnaseHa ,,He npremaiire JinosaH™.

Tpsa6Ba 1a yBeaomute Balums nekap, ako MHUCAHTE, 4e CTE OPEMEHHA MM € BB3MOXHO J1a
sabpemeHeeTe. JIMOBaH He ce MPEnopbyBa B NEPHOA HA paHHATa OPEMEHHOCT M HE TpsabBa Fa:gc




npuema cjiel 3-THs Mecell Ha GPEMEHHOCTTA, ThH KaTO MOXKE A2 MPHUMHH CEPHO3HHU yBpEaHU Ha
6e6eTo Bu, ako ce ynoTpebsaBa cie/l To34 neproa (BHX TOUKa ,,BpeMEHHOCT U KbpMEHE"™).

Ipyru aexapcrBa H J{HoBaH
Undopmupaiire Bawus nexap uid dpapMauesT, ako NPHEMATE, HACKOPO CTE NPUEMATTH WIH €
BL3IMOXKHO /ia IpHeMaTe ApYrU JIEKApCTBa.

EdbekTbT OT IEUEHHETO MOXKE /1A Ce MOBJIMsAe OT NPHEMAHETO Ha APYTH JIEKAPCTBA €IHOBPEMEHHO C
Jluosas. Moxke na ce HaIoKH Bawuust nexap aa npomenu gosara Bu w/in na s3eme apyru
NpeanazHi MepKH, WIH B OTJENHH CITyuaH Ja CIpe JIEYeHUeTo ¢ HAKOH OT JiekapcTeara. Tosa Baxy,
KAKTO 3a 1IeKapcTRaTa ¢ pellenTa, Taka 1 ocobeHo 3a OTIyCKaHHTe Oe3 pelenTa:

° APYTH JIEKAPCTBA, KOHTO NOHHKABAT KPHBHOTO HAJIATaHe, 0COOCHO 00e3BOAHABAIIM
rabaerkn (auypervun), ACE uHXuGuTopH (KaTo eHananpui, TM3HHONPHI ¥ ap.) Wi
ANMCKMpPEH (BIKTE ChILO MHbOpMaLMATa, o3arnasena ,,He npuemaiite Jlnopan™ u
SJIpeaynpekAcHUs K NpeanasHi Mepku™).

° eKAPCTBA, NOBHIIABAIIM HHBATA HA KaJHi B KpbBTa Bu. Te BrIOUBaT KaiHeBH n1o6aBku
WM 3aMECTUTENH Ha COATA, ChABPKAIM Ka/IMi, KATHH-CbXpaHaBallM AMYPETHUN U XENAapUH.,

° BH/ 60/1K0YCNOKOABAIIH JEKAPCTBA, HAPCUCHH HECTEPOHIHH ITPOTHBOBLINAIHTENIHH
cpeacrea (HCIIBC).

. HEKOH ARNTHOBOTHIM (OT rpynara Ha pugamHLKH), TE€KaPCTBO, H3NOI3BAHO 32

[pefOTBPATABAHE HA OTXBBP/IAHETO HA TPAHCIIAHTAHTH (LMKJIOCTIOPHH) HITH
AHTHPETPOBUPYCHO JIEKAPCTBO, H3NON3BaHO 32 Aevenune Ha XUB/CITHH UHEKLUSA
(putoHaBup). Te3un nekapcTBa MOXE ia YCHIIAT edrekTa Ha JlnosaH.

. JIMTHI - TeKapCTBO, KOETO C€ M3MOJ3Ba MPH HAKOH NICHXHYHH 3a00IABAHHS.

B nonniiHeHHe:

o aKo ce NeKyBaTe cJIe]l NpeKapan chpaedeH HHPAPKT, He ce NpenopbyYBa KOMOUHALMATA C
ACE unxu6HTOpH (JIEKAPCTBa 32 JIeYEHHE Ha ChpACHYEeH HHQAPKT).
. AKO Ce JIeKYBaTe 33 ChPAEYHA HEIOCTATLYHOCT, HE CE NPENoprYBa TPOiiHaTa KOMOHHALIMA C

ACE HEXAGHTOPR H APYrH JeKAPCTBA 34 JleyeHHe HA BamaTa chpaeYHa HEAOCTATHLYHOCT,
KOHTO €2 H3BeCTHH KATO MHHEPAJKOPTHKOH/IHH penenTopHn anTaronncTa (MRA)
(HanpuMep CIHPOHOAAKTOH, EMIEPEHOH) WK GeTa-6JI0KepH (HanpuMep METONPOION).

BpeMeHHOCT H KhpMEHe

. Tpabsa na ysexomure Bamus nekap, ako MHCAHTE, Ye CTe OpemMenna HJIH € Bb3MOXKHO 1A
3abpemeneere. Bauinar nexkap o6MKHOBEHO Lue By nochBETBA Ja MPECTAHETE 12 PHEMATE
JIuopaH, npeay Aa 3a0peMeHeEeTe WIH BeHara Ciie/l KaTo Hay'HuTe, 4e CTC bpeMeHHa, 1 e By
NochBETBA 14 B3EMETE APYro iekapcTBo BMecTo JiHoBaH. J{noBaH He ce npenophusa B NEpHoOaa
Ha paHHaTa 6pPEMEHHOCT M He TpAGBa 1a ce npueMa cief 3-THs Mecell, ThbH KaTo MOXKe A3
(PUYHHY CEPHO3HH YBpeaH Ha 6ebGeTo By, ako ce ynotpedssa cienl 3-Tus Mecel Ha
OpeMEHHOCTTA.

. Yeeaomere Bamus nexap, ako KbpMATE HITH Bb3IAamMepasaTe A2 KbpMHTe. JH0oBaH HE C¢
npenopbusa 3a MaHKKH KbpMa4KH 1 Baluuat nekap moxe Aa Bu npeanuuwie apyro fe4eHHe, ako
sKenaeTe Aa KbpMmure, ocobeno ako Bauero 6e6€ € HOBOPOACHO UIH € POJECHO HEOHOCEHO.

Cnocofaoct 32 WwodHpane u padoTa ¢ MAIIHHH
[Ipenu wodupane, paGota ¢ MALIHHK WK APYTH AEHHOCTH, H3UCKBALIH TbJIHA KOHLEHTPaLUA, CC

yBepere, e 3HaeTe Kak pearupare Ha edextnte Ha J[uosa. [TonoOHO Ha MHOTO AAPYrH J1€KapCTBa 3a
BUCOKO apTepHaNHO HansraHe, JInosaH MOxe a NPUIHHU 3aMasHOCT WIIH /12 MOBJIHAE Ha
ChCPEI0TOMABAHETO.,




3. Kak na npuemarte /{nosan

BuHaru npyemaiite TOBa JIEKAPCTBO TOUHO, KakTo BH € xazan Bawuuat nexap, 3a a ce NOCTHIHE Hal-
1o6BLp pe3yIITaT M Aa ce M30erHe NoABaTa Ha HEXKEJIaHW peakUHd. AKO He CTC CUTYPHH B HELIO,
nonuraiite Bawus nekap wiu gapmauest. [lalineHTHTE ¢ BACOKO apTEPHaHO HANATaHE HE BHHArH
pa3no3HaBaT CUMITOMHTE Ha TOBa 3abonaBaHe. MHO3KMHA OT TAX Ce YyBCTBAT HOPMAIHO. 3aTOBA €
BaYKHO J1a cra3eate Baiute noceilleHnsa NpH JeKapa, JOPH KOraTo ¢e dyBCTBaTe ao0pe.

Bp3pacTHH NaNHEHTH ¢ BUCOKO KPBBHO Haaarane: [Ipenopbuanara no3a e 80 mg axnesHo. B
HAKOM cydad Baummar fekap Moxe Aa By HasHa4y no-BUCOKH 103K (Hamp. 160 mg wnn 320 mg). To#
MOKeE ChIIO Taka ¥ 1a KoOMOMHMpa J{HOBaH ¢ AOMBAHUTETHO JIEKAPCTBO (HAIpP. AUYPETHK).

Jlena H IOHOIIH HA BL3PACT 0T 6 A0 noJ 18 rogunn ¢ BHCOKO KPbBHO Hanaraune: [Ipy nauyeHTH ¢

rernio noa 35 kg npenopbuanara HavaiHa fo3a Jluosan Tabnetku € 40 mg BeAHBXK JHEBHO.

[Npu nauuenTy ¢ Terno 35 kg win noBeue npenopbyaHaTa HavaiHa Jo3a 3a JlnosaH Tabneriu € 80 mg
BEJHBK JHEBHO.

B HAKOM cilyyad Bawmar jiekap Moxke Aa Bi npeanuiue no-BMCOKM A03H (A03aTa MOXeE /1a Ce MOBHLIH
no 160 mg u makcuMym Jo 320 mg).

3a neiia, KOWTO HE MOTaT Aa NorTbluaT TabneTku, ce npenopbypa ynorpebara na Diovan nepopaneH
pa3TBop.

Bb3pacTHH ManmHEHTH ¢Jjie] peceH KOPOHAPEH HEMHAERT: Criell npekapaH Chbpae4eH HHPAPKT
NIEUEHHETO MOXKE 1A 3arouHe Hail-paHo 12 vaca ciea ToBa, OGMKHOBEHO ¢ HHCKa fo3a o1 20 mg nBa
nmsTH JHeBHO. Bre nonyyasare no3ata ot 20 mg dpes pa3jensHe Ha rabnerka oT 40 mg. Bawmsar
fieKap 1le YBeJH4aBa IOCTENneHHO fo3aTa BU npes clieaBalIMTe HAKONKO CEIMHLM HaH-MHOrO 10
160 mg nea mbTH AHeBHO. KpaiiHaTa 1032 3aBMCH OT TOBA KaK BCEKH MALMEHT NOHACSA JICKApCTBOTO.
JIuoBaH MOKe 12 C€ NpHEMa €HOBPEMEHHO C APYTo JIEKApPCTBO 32 ChpjeueH MHDApKT H BamuaT
NeKap LLe pelly Koe JIeHeHUe € noaxoasio 3a Bac,

Bb3pacTHH NANHEHTH ChC ChPAeYHA HEJOCTATHLYHOCT: JleueHHeTo 0OMKHOBEHO 3anousa ¢ 40 mg
[Ba THTH AHEBHO. BaluusaT nexap Moxke a1a Bu npeanyile no-BHCOKa 1033 Ype3 NOCTENeHHOTO #
yBenMuaBaHe Haii-MHoro 1o 160 mg asa by AHeBHO. KpaliHaTa 103MpOBKa 3aBHCH OT TOBA KaK

BCEKH NALMEHT MMOHACH 1€KapCTBOTO.
JIHOBaH MOXKE /4 C€ NPUeMa M C ApYro JIEKapCTBO 32 ChpACYHA HEAOCTAaTbYHOCT, KaTo BaluuaT nexap
L€ peLliy Koe JieueHne € noaxoaaio 3a Bac.

Moxete na npueMare J[noBaH che wny 6e3 xpaHa. ['asTHeTe TabneTkara ¢ Yalla BOJA.
[Tpuemaiite /JoBaH Mo €4HO H CHLULO BPEME BCEKH JIEH.

AKO CTe HpHEIH NoBede 0T HeoOxonumaTa no3a JnoBan
AKO IOMYBCTBATE CHJIHA 3aMasHOCT WM MpHMansaBaHe, HezabaBHo ce cBbpxkeTe ¢ Baiua ackap u

flersere HAKbAE. AKO CTyMaiHO CTe NPHENH noBeve OT HeoOXOIUMHUTE TaD/IeTKH, CBbPXKETe Ce C
Bawua nekap, apMaieBT KK DOJIHHLIA. |

AKO cTe mponycHAIH J1a npHeMeTe /lnoBan
Ako cTe 3a0paBIIH Aa NpHEMETE €/1HA 1033, MPHEMETE 4 BEAHAra, CJICA KaTo € CCTHTE. AKO e NOYTH

BpEME 3a ClicABallaTa 2o03a, [pOIMyCHETE HCB3CTAaTa A03a.

He B3emaiite qBoiHa 4034, 3a Ja KOMIICHCHPATE NMPOITyCHATATA.

AKo cre cupean npaeMa Ha /luosan
[IpexpaTABaHETO Ha JleueHueTo ¢ JIHoBaH MOXeE Aa BIIOWH ChCTosHHeTo Bu. He cninpatite
pHeMare JIEKApPCTBOTO CH, OCBEH ako Baiuust nekap He By kake fa ro HanpaBHre. 105 f



AKO UMATE HAKAKBH JIOMTbIHHTEIHHM BbIIPOCH, CBBP3aHU C YIOTpedaTa Ha TOBA JIEKAPCTBO, MOA
nonuTaiite Bawnsa nexap wiu papManesT.

4. Bn3MoxAE HeXXeTaHH peaknHH

KakTo BCHUYKH JIEKApCTBAa, TOBA JICKAPCTBO MOXKE J1a NPpCAH3BHKA HCXKCIIAHH pCAKLIHH, BBIIPEKH 49€ HC
BCEKH 'l 0OJTYUA4BA.

Hsaxon HexeJaHH PEaKIHH MOraT Aa 0bJAT CePHO3HH H 12 HAIAraT He3a0aBHA JleKaApCKa

HaMeca:
Moske 1a MMaTe CUMITTOMH Ha aHrroeaeM (cnelddyyHa anepriiHa peakiius), KaTo HanpuMmep:

MOAYBaHE HA JIMLIETO, YCTHHTE, €3MKa WIH I'bPJOTO;
3aTPYAHEHO AMLIAHE WIH NPENTbLIAHE,
KOMPHBHA TpeckKa, Chpbex.

AKO NOJIYYHTE RAKOH OT Te3H CHMIITOMA, cipeTe nprema Ha /[4oBaH H He3a0aBHO yBelOMeTe
Bamusa jexap (Bux Touxa 2 ,JIpeaynpexaeHHs u npeinazHd MEpKu™).

JIpyru see/IafH PeaKki#A BK/II0YBAT:

YecTn (Morar aa 3acersat a0 1 Ha 10 qywn)

° 3aManBaHe

° HUCKO KPBBHO HajlAraHe cb¢ WK 6€3 CHMNTOMM KaTO 3aManBaHE W NPUMANIABAHE MPH
H3MpaBsHE

o HaMmaseHa 6u6peuHa pyHkuua (NpU3HaUy Ha 6BOPEUHO yBpeKAaHE)

Heuectn (Morar aa 3acernar ao 1 Ha 100 gyum)

. anruoeaeM (Bx. Touka “Hakon cMMOTOMM HanaraT HezabaBHa Jiekapcka Hameca™)

. BHE3anHa 3aryba Ha cb3HaHMe (CUHKOMN)

¢ CBETOBBPTEK (BEPTUTO)

* CUITHO HaManeHa 6b6peuna GyHKuus (MPosBH Ha ocTpa 6BOpeUHa HENOCTATBYHOCT)
. MYCKYJIHH KPaMI4, HapyLIeH CbpeUeH PUTBM (MPOSBH Ha XHIIEPKAIHEMHA )

®

HEeIOCTUT Ha BB3[YX, 3aTPYAHEHO JULIAHE B JIETHANO MOJIOXKEHUE, NOTyBaHe Ha CThIIANATa H
Kpakara ([IpOABH Ha CbpJAEYHA HEAOCTATHYHOCT)

rnapofonne
KalUTHLA
KOpeMHa OoJka
rajgeHe

apapus

yMoOpa
OTIAaIHANIOCT

Muoro peaxs (MOrat 4a 3acerHar 1o 1 Ha 10 000 nywn)

o HHTECTUHANEH AHMMOECAEM: NTOAYBAaHE Ha Y€pBaTa, NpoABABalllO C€ CbC CUMIITOMH KATO KOPCMHA

OoNika, rageHe, NOBpbLIaHe H JHapHi

C HeH3BecTHA UecToTa (OT HATHYHMTE IaHHH He MOXKe 12 Obae HanpaBeHa OLICHKA Ha YeCToTara)
* MEXYPH N0 KoXKaTa (npu3HaK Ha 6yJ103€H AepMaTHT)

. anepruuHy PeakUHt ¢ OOpHB, CbpOeX H YPTHKApHA; MOraT 1a C€ MOABAT CHMITTOMH
MOBHIIEHA TEMNEPATYPa, OTOK Ha cTaBUTE ¥ OO/KA B CTABHUTE, MyCKY/IHH OONKY, ¥
Ha THMQHHTE BB3AH WHIK IPUNONOAOGHH CHMITOMH (NPOSBH Ha CepyMHa bone Q

. MOpAaBOYEPBEHH NETHA, TEMIEpaTypa, cbpOex (IIpOSIBH HA BBL3MAJICHUE HA Kp'BB‘HMHH’I’E ) ‘ﬁg\{‘i
ChROBE, HAPEUECHO BACKYJINT) :I "‘!a o "i_ }{
° HeoBHUaHO KbpPBEHE HIIH KpbBOHacaAaHe (NMposBHd Ha TPOMOOLIMTONCHHSA) VN N w0 S
5 | x',;{?:v by,
.




¢ MYCKYJIHK 00KH (MHAIIHs)

. TEMNEPATYPa, BH3NANEHO IbPJIO WK A3BH B YCTaTa, IWDKALLHM C€ Ha WHOEKLMH (MPOSBH Ha
HamasieH 6poil Ha OelnTe KPBBHU KJIETKH, HAPEYEHO HEYTPONEHHUA)

. MOHMXKEHO HMBO Ha XEMOrNOOHH W NOHWXKeH OpOH Ha uepBeHUTE KPbBHH KIIETKH B KPbBTA
(KOWUTO MOTAT Ja JOBENAT N0 aHEMHS MPH MO-TEXKH CTy4Yau)

. NOBHIIEHY HUBA HA KMt B KpbBTA (KOMTO MOTaT 1a NIPHYHHAT MYCKYJIHH CNIa3MH Y HapYILIEH
CbpACYEH PHTHM MPH NO-TEXKH ClIy4an)

. MOBHILIEHH CTOMHOCTH HAa MOKA3aTE/IHTE 3@ YepHOApOoOHA PYHKLMSA (KOMTO MOTraT Ja ca
OKA3ATENHH 3 YePHOAPOOHO YBpekKaaHe), BKIIOUHTENHO MOBHILEHH HUBA HA OWIHPYOHH B
KpbBTa (KOETO MOXeE Aa MPUYUHH MOXKBATABAHE HA KOXKATA M OYUTE MPH NO-TEXKKH C1y4aH)

. MOBHLUABaHE H& HUBOTO Ha KPbBHATA Ypes U [OBHIIABAHE HA HUBOTO Ha CEPYMHHS KpeaTHHHH
(KOMTO MOTAT Aa Ca NOKA3aTEeNHH 3a HapylleHa OLOpeuHa pyHKLHS)

¢ HHCKO HMBO Ha HAaTpuii B KpBBTA (KOETO MOJXKE Aa NPHYKMHH YMOpa, 00bpPKaHOCT, MYCKY/IHH
cMasMH M/HH IbPYOBE NIPH MO-TEKKHU ClTy4an)

UecTOTaTa HA HAKOW HEXENaHN PeaKUMK MOXeE 1a Bapupa B 3aBUCHMMOCT OT BaweTo chCTosHKE.
Hanpumep, HexeNaH peakurH KaTo 3aMaiisaie 1 HamaneHa 6s0peuHa GyHKUMA ce HabnioaapaT
NO-PAAKO NPU BH3PACTHH MALMEHTH, JIEKYBaHH 32 BHCOKO APTEPHAITHO HAMNAraHe, OTKOAKOTO NpH
BBb3PACTHM MAUMEHTH, JIEKYBaHH 32 Chpe4Ha HEAOCTATBYHOCT WIIH ClIEl MPEeCeH HH]apKT.

HexenaHuTe peakuy MpH Aeua U I0OHOWH ca Noao0HH Ha Te3u, HaOnioiapaHy MpH BE3PACTHHTE.

CrnofiiaBasHe HA HEXeJIAHE peaKIHH

AKO TONTy4YUTE HAKAKBM HEXETaHH NEKapCTBEHH peakLyy, yBeloMETe Balllug IeKap Wiu gapMaLEBT.
ToBa BKITIOYBA BCHYKY Bb3MOXHH HEONUCAHH B Ta3H JIMCTOBKA HeXeNaHH peakuui. Moxere ¢bll0 Aa
ChOOLIMTE HEXENIAHH peakLiUd AUPEKTHO Upes:

WM3mbIHKTENHA ar¢HLUMA MO JieKapcTBaTa
ya. ,,Jlaman I'pyes” Ne 8,

1303 Codus;

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

KaTo ch0o6IaRaTe HeXENaHH PeakLiK, MOXKETe 1a JaAeTe CBOs NMPHHOC 32 NOJy4aBaHe Ha MOBEYE
MHGOPMALMA OTHOCHO H€30MacHOCTTa Ha TOBA JCKApCTBO.

S. Kak na cexpaHnasare /lnoBan

. JTa ce chXpaHsBa HA MACTO, HEAOCTBITHO 3a AELA.

. He u3noJ3BaiiTe TOBA NeKapCTBO CJI€A M3THYAaHE Ha CPOKA HAa FOJHOCT, OTOeNA3aH BbpXy
onakoBkara. CpOK:T Ha FOOHOCT OTTOBapA Ha NOCNEAHHA AEH OT NNOCOYEHHA MECELL,

o Jla ce crxpaHsBa npy Temriepatypa noa 30°C. [la ce cbxpansaBa B OpUrHHajiHaTa OMnakoBKa, 3a
14 ce Mpearna3y OT Biara.

. He w3nonzpaiiTe ToBa JEKApCTBO, ako 3adenexHTe, Ye ONMaKoBKarTa € NnospeacHa Wik uma
OeJie3H Ha NOANpaBaHE.

. He u3xBBbpnsitre KOETO ¥ Ja € JIEKAPCTBO B KAHANH3ALMATA WK B KOHTEHHEPA 33 I0MallHH

ornagbuy. [TonuTaiite Batiua dbapMaLIeBT Kak Na H3XBbPJIHTE HeHyXHHTe Bu nekapctea. Tesu
MEPKH Iile CNOMOrHAT 3a Ona3BaHe Ha OKOJ/IHaTa Ccpeaa.




6. CbabprkaHHe HA ONAKOBKATA W 10NbJIHHTE/HA HHPOpPMANHSA

KakBo cbabpxka /lnoBan

- AKTHBHOTO BelilecTBO B JInoBaH e BasicapraH. Beska ¢puiimupana tabnerka cbabpka 160 mg
BaJIcapTaH.

- Jlpyrure ChCTaBKH Ca MUKPOKPHCTAJIHA LIEJTyJ103a, KPOCTIOBHUOH THI A, KOJIOW/ICH 0e3B0JIeH
CUJIMLIMEB JIMOKCH/1, MarHe3MeB cTeapar.

- O6BHBKaTa Ha TabjaeTKaTa ChaAbpiKa XUnpomeiosa, TuraHoB auokeua (E171), makporon 8000,
yepBeH kene3eH okeua (E172), sxbiar xee3eH OKCHL (E172), yepen xkeneszeH okcua (E172).

Kak n3riiexxaa /InoBaH H KaKBO ChbAbPKa ONAKOBKATA

Jluoan 160 mg punMupaHu TabJeTKH ca CHBO-OPAHIKEBH, OBAJIHU TabJIETKH, C IEJIUTE/IHA YepTa OT
e/HaTa CTpaHa, amMnoBanu ¢ “DX” 1 OT /iBeTe CTpaHH Ha JeauTenHara yepra, v “NVR™ ot
oGpaTHaTta cTpaHa Ha Tabnerkara. JlenuresiHara yepra e caMo 3a yJICCHABAHE Ha CHYIBAHETO C Lel
MO-J€CHO MOIJTbIIAHE, a HE 3a pa3/leJIsHE Ha PaBHM JIO3H.

JluoBaH ce npeiara B Giucrepu B onakoBkH ot 28, 30, 56 nnu 90 TabsieTkH M B KaJlCHIapHH
GuucTepy B onakoBku ot 14, 28, 56 naun 98 TadbneTky.

He BCHUKM BHIOBE OMAKOBKM MOrar ja ObJaT nmycHaTH B npojaxoa.
[IpaTexares HA pa3pelleHHETO 32 ynoTpeda

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus
[IponssoanTe

Novartis Pharma GmbH
Roonstrasse 25

D-90429 Niirnberg
| epmanus

3a JOMbAHUTEIHA HHOPMALIMS OTHOCHO TOBA JIEKAPCTBO, MOJIS CBBHPIKETE CE C JIOKATHUS /
[pe/ICTaBUTE/ Ha TIPUTEKATENA HA Pa3pellieHHETO 3a ynoTpeda: [/



Novartis Bulgaria EOOD

6yn. ,,Hukona Banuapos™ Ne 55
EKCIIO 2000, crpaga 4, er. 4

Codua 1407

Ten.: 02/489 98 28; dakc: 02/489 98 29

ToBa NeKAPCTRO € pA3penIeHo 3a ynorTpeba B AbpKaBHTE YieHKH Ha EpponeickoTo
HKOHOMHYECKO NNPOCTPAHCTBO) NMOJ CJAEAHATE HMEHA:

ABctpud, Buarapus, Xwpearus, Kumep, EcToHus, @uHnanaus, Diovan
Iepmanus, 'bpumns, Yurapua, Hpnanaus, JlatBus, JInTsa,
Manta, Hunepnannua, Hopserus, Ionua, [loptyranus,
Pymbuni, CnoeeHud, Mcnanug, LlBenus

Bearus, JlrokceMOypr Diovane
®panuund, Kranns Tareg
Hcnanus Diovan Cardio

JlaTa HA NOCJEAHO npepa3rjiexaane Ha aucropkara: 04/2025




