JINCTOBKA



JlucToBKAa: m{(l)opMamm 3a manMeHTa

Bamutoke 5 mg/80 mg ¢puamupanu TadiaeTkn
Bamutoke 5 mg/160 mg ¢puamupanu TaéaeTKu
Bamuioke 10 mg/160 mg ¢puimupanu TadjaeTku

aMJ'IOI[I/Il'II/IH/ BaJICapTaH
Wamlox® 5 mg/80 mg film-coated tablets
Wamlox® 5 mg/160 mg film-coated tablets
Wamlox® 10 mg/160 mg film-coated tablets

amlodipine/valsartan

IIpoyeTeTe BHUMATEIHO HsJIaTa TUCTOBKA, IPEIH 1A 3all09HETE Ja pueMaTte TOBA JICKapCTBo,
Thil KATO TS ChAbP3KA BaskHa 32 Bac undopmanus.

3amasere Ta3u JUCTOBKa. MoKe /1a ce HaJO0XH Jia sl IPOYEeTeTe OTHOBO.

AKO UMaTe HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexap wiu gapmarieBt.

ToBa JIeKkapcTBO € IPeNUCcaHo eIUMHCTBEHO U INYHO Ha Bac. He ro mpeorcThnBaiite Ha npyru
xopa. To Mo’ke 1a UM HaBpenu, HE3aBUCHMO Y€ MIPU3HALMTE HA TSIXHOTO 3a00IABaHE ca ChIINTE
Karo Bammure.

Axo IMOJIYYUTEC HAKAKBH HCXKCIJIaHU JICKAPCTBCHU PCAKIINU, YBEIOMETC Bamus JICKap Wi
Q)apMaHCBT. ToBa Bk/II0YBa M BCUYKH BB3MOKHH HEXKEJIaHU pCaKiuu, HECONMCAHU B Ta3U
JTucTOBKA. BrkTe Touka 4.

Kakso ChAbpPiKa Ta3u JIUCTOBKA

ok wh

KakBo mpencrasnsBa Bamiokc 1 3a kakBo ce M3M0I3Ba
Kakgo TpsiOBa 1a 3Haete, npeau Aa npueMere Bamiioke

Kak na npuemare Bamioxc

BB3MOXHU HEeXellaH! peakiuu

Kak na cexpansiBate Bamiokc

ChapprkaHre Ha OMAKOBKATa U AOMBIHUTENHA HH(pOpMAans

KakBo npeacraBjsiBa BamJiokc 1 3a KAaKBO ce U3M0JI3Ba

Bamitokc TabmeTkn CbAbpPKaT JABC BEIIECCTBA, HAPCUCHU aMJIOAWUIINH U BaJiCapTaH. 41 JABCTC BCIICCTBA
crioMarar 3a KOHTpOJIa Ha BUCOKOTO KPBHBHO HaJIATaHE.

AMIIOIUNIVH IPUHAUIEKHU KbM I'pyTaTa BellecTBa, HAPEUEHH “‘KaJILMEBU aHTarOHUCTH .
AMIIOIUNVH CIIUpa MPEMUHABAHETO Ha KU Npe3 KAIIUEBUTE KaHAIM B CTEHATa Ha
KPBBOHOCHHTE CHJIOBE, KOETO IIPEJOTBPATIBA CBUBAHETO HA KPHBOHOCHHUTE CHIOBE.
Bancapran npuHaiexu KbM IrpyIiaTa BEIECTBa, HapeueHu “‘aHrnoreH3uH-II penentopuHu
aHTaronucty”’. AHruoreH3uH Il ce mpousBexaa oT opranu3Ma U Ipeau3BUKBa CBUBaHE Ha
KPBBOHOCHHTE CHJIOBE, KaTO 110 TO3W HAYWH MOBUIIIaBa KPBBHOTO HajsraHe. Bancapran
neiictBa upe3 Ookupane Ha edexTa Ha aHrnoTeH3uH 1.

Topa O3Ha4daBa, 4€ U IBCTC CY6CT3H]_[I/II/I crioMarat 3a CliMpaHc Ha CBUBAHCTO HA KPBbBOHOCHHUTC
choBe. B pE3YITAT HA TOBA KPHEBOHOCHUTE CHA0BE CE€ OTIIYCKAT U KPHBHOTO HAJIATAHE CE€ ITIOHMXKAaBA.

Bamioxkc ce n3non3pa 3a JiedeHHE HA TTOBHUIIICHO apT€pUaIHO HAJIATAHE IIPHU BB3PAaCTHU, YUETO KPBBHO
HaJIsIraHe HC CC KOHTPOJIMpPa A0CTATbYHO )_'[06136 C IMpUeM CaMO Ha aMJIOJUIIUH WJIU BaJiICapTaH.

2.

Kakso TpsdBa 1a 3HaeTe, npeau xa npuemere Bamiioke



He npuemaiite Bamiokce

aKO CTe aJICPTUYHU KbM aMJIOJIMITMH WK JIPYTH OJOKEepPH Ha KaJIIMEeBUTE KaHAIH. ToBa MOXe Jia
BKIIIOUBA ChPOECIK, 3aUuepBsIBaHE HA KOXKATa WU 3aTPYAHCHO JTUINAHE.

aKO CTe QJICPTUYHH KbM BaJICAPTaH WIH KbM HSIKOS OT OCTAaHAJIUTE ChCTABKU HA TOBA JICKAPCTBO
(n30poenn B Touka 6). AKO cMsTaTe, 4e CTe aJeprudHi, KOHCYITHpaiiTe ce ¢ Bammus ekap,
npenu aa npueMeTe Bamiokc.

aKo UMaTe TeKKH YepHOAPOOHH MTPOOISMH HITH TTPOOJIEMH ¢ XKIThUKaTa KaTo OMInapHa mupo3a
WM XOJIecTasa.

ako cte OpeMeHHa cien 3-Tus Mecell (mo-no0pe na u3dsareate ynorpebara Ha Bamiioke mpes
paHHaTa OpeMEHHOCT, BIDKTE pas3zeln ,,bpeMeHHoCT”).

aKO MMaTe MHOT'O HUCKO KPBBHO HAJIATAHE (XUIIOTOHUS).

aKo MMaTe CTCCHEHUE Ha aOpPTHATA Kjana (a0pTHA CTEHO3a) WK KapIUOTSHEH IIOK (ChCTOSHUE,
MIPU KOETO CHPIIETO HE € B ChCTOSHHE JIa JIOCTABU JIOCTATHLYHO KPBB HA TSIIOTO).

aKo MMaTe ChPJICYHA HEJOCTATHUHOCT ciie] MHPApKT Ha MHOKap/a.

aKo MMaTe BUCOKM HHBa Ha 3aXap B KPBBTa H CTPaJaTe OT AuadeT ThIl 2 (HapeUyeH ChII0
HEMHCYJTMHO3aBUCHM 3axXapeH nualeT) Wiv HapyleHa Ob0pedHa pyHKIMS U ce JIEKyBate C
JICKapCTBO 3a MOHMKABAHE HA KPhBHOTO HANSATAHE, ChIBPIKAIIO aTHCKHPCH.

AKo0 HsIKOe 0T U30poeHuTe No-rope ce oTHacs 3a Bac, He npuemaiite Bamioke u ce
KOHCYJITUpPaiiTe ¢ Bammus jgexap.

IIpenynpesxkaenus u npeanasHu MepKu
Koncynrupaiite ce ¢ Bamus nekap, npenu na npuemere Bamokc:

aKko cre OMu 00JTHU (MTOBPBINAIN CTE WITH CTE UMAITU JUAPHST).
aKo “MaTe YepHOAPOOHHU WM OBOPEUHU TPOOIIEMH.
aKo CTe IpeThpIien ObOpeyHa TpaHCILIaHTalus Wik Bu € Ouiio ka3aHo, 4e UMaTe CTECHEHHE
Ha OBLOpEYHHTE apTEPUN.
aKo MMaTte 3a00JsIBaHe, 3acATanio Ha0bOpeyHaTa XkJie3a, HapeueHo “IIbPBHYCH
XUIEPaNI0OCTEPOHU3ZBM .
aKo CTe UMM ChpJieuHa HeIOCTaThYHOCT WK nH(papKT. ClieiBaliTe BHUMATEIHO YKa3aHHUATA
Ha Bammms exap 3a HagasiHaTta 103a. Be3MokHO e cbiio Taka Bammsr siekap a nscnensa
0v0peunara Bu dyHkIus.
ako Bammsar nexap Bu e ka3ain, 4ye uMaTe CTeCHEHHE Ha KJIAIIMTE Ha ChpueTo Bu (HapeueHo
“a0pTHA MJIM MUTpalTHA CTEHO3a”") WITH, Ye JAe0eTMHaTa Ha ChPSUYHUS MYCKYJI € YBelIM4eHa HaJl
HOpMarta (HapedeHo “00CTPYyKTHBHA XUNIEPTPOPHUIHA KapJHOMHONaThs ).
aKo CTe UMAaIld OTOK, OCOOCHO B 00JIaCTTa Ha JIMIIETO WM I'bPIIOTO, OKATO CTE MPHEMANH IPYTH
JieKapcTBa (BKIIOYUTEIHO HHXUOUTOPH HA aHTMOTEH3MH KOHBEPTHPAILHUS €H3UM). AKO
pasBHeTEe TaKMBa CUMIITOMH, CIIpETe IpuemMa Ha BaMitokc u ce cBbpkeTe He3a0aBHO ¢ Bamms
nekap. He Tpsi6Ba HuKoOTa moBede Aa nmprueMare BaMiiokc OTHOBO.
aKo MpueMare HJIKOe OT CICTHHUTE JISKapCTBa, U3IOI3BAHHU 32 JIeYeHUE HA BUCOKO KPBBHO
HaJIsIraHe:

- ACE uaxuOutop (HarmpuMep eHaJanpuil, JU3HHONIPHI, PAMUIIPHII), 0COOEHO aKo

nmare ObOpeuHu MpodIeMH, CBbP3aHu ¢ AuadeTa.
- aJMCKHpEH.

Bamusr siekap Moxe epuoJuyHoO Ja poBepsiBa Ob0peunaTa Bu ¢yHKIUS, KPbBHOTO HAJIATAHE U
KOJIMYECTBOTO HA €JIEKTPOIUTUTE (HAIp. KajJuii) B KpbBTa Bu.

Bwxre cwio nadopmarusta, ozarnasena “He npuemaiite Bamitoke”.

AKO Helo oT u30poeHnTe MO-rope ce OTHacA 3a Bac, koHcyaTHpAaiiTe ce ¢ Bamus jexap, npean
Aa npuemerte Bamuoxc.



T'oBopere ¢ Bamms nekap, ako moiy4dnTe KOpeMHa O60JKa, TajieHe, MOBPhIIaHe WITH AUAPHs CIe]
npueM Ha Bamiokc. Bamusr nekap e B3eMe pellieHue 3a Mo-HaTaThIIHO JeueHue. He criupaiite na
MpueMaTe JIeKapCTBOTO Bamiiokc caMoCTOsITeNHO.

Jeua v roHOIIN
He ce mpenoppuBa ymorpedara Ha Bamiokc mpu fieria 1 1oHOmH (Ha BB3pacT 1of 18 ronuHm).

JApyru gexapcrea u Bamiiokc

WNudopmupaiite Bamms nekap nim ¢papmaneBT, ako mpreMaTe, HaCKOpo CTe MpUeMaiTi WiH €

BB3MOXKHO J1a PHEMETe APYTH JieKapcTBa. Moske J1a ce HajoXu Bammsr nexap 1a mpoMeHH J03aTa

Bu w/unu na B3eme Apyru npeanasHu MEepKH. B HIKou cioydan MOXe Aa ce HAJIOXKH J1a CIIpeTe mpuemMa

Ha €JJHO OT JieKapcTBara. ToBa ce oTHacs 0coO€HO 3a JIeKapCTBaTa, N30pOeHHU MO-110IIy:

- JIeKapcTBa 3a TIOHIKaBaHe Ha apTepuaiHOTO Hansirane, HapeueHu ACE unxubuTop i
AIMCKUPEH;

- JUypeTulH (BH]I JISKapCTBa, HApEUEHH Olle “OTBOIHSBAIIY TAOJETKH ', KOUTO TIOBHUILIABAT
KOJINYECTBOTO Ha OT/eNieHaTa YPHUHA);

- JUTUH (JIEKapCcTBO, M3MOI3BAHO 3a JICUCHUE HA HAKOU BHIIOBE ACTIPECHS);

- KaJMHA-ChXpaHsBally ANYPETULIH, KaJHeBU 100aBKHU, 3aMECTUTENIN Ha COJITA, ChABPKALIM KaTui
WIW IPYTH BEIIECTBA, KOUTO MOTAT /Ia TIOBUILIAT CTOWHOCTHTE Ha KaJIWH;

- HSIKOM BUJI0BE OOJIKOYCITOKOSIBAIY, HAPEUCHN HECTEPOUAHU IPOTUBOBB3NAINTEIHH CPEACTBA
(HCTIBC) unu cenekTHBHHU nuKIooKcurenasa 2 uaxudutopu (COX-2 unxuburtopn). Bammst
JeKap MoXke Ja rmpoBepu 0p0pedHaTa Bu dyHKITuNS;

- aHTUKOHBYJICAHTH (Hamp. kapbamasenuH, pernobapOutai, peHuTonH, HOCPHEHUTONH,
MIPUMHUJIOH);

- BT KaHTapHOH;

- HUTPOTJIMLEPUH U IPYTU HUTPATH WIK APYTH BEIIECTBA, HAPEUEHHU ‘‘Ba30MIIaTaTOPH ;

- nexapcTBa, u3nomsanu npu XMB/CIINH (namp. putoHaBup, HHAWHABUP, HEIN(HUHABHD);

- JIeKapCTBa, U3MOJI3BAHN 32 JIeUeHHE Ha 'bOMYHM HH(EKUNH (Hamnp. KETOKOHA30J1, HTPaKOHA3011);

- AHTHOMOTHLIM (JIEeKapCTBa, U3M0JI3BAaHU 3a JICUCHHE Ha OaKTEepHUaTHU HH(EKLUH) KaTo
prQaMITUIIMH, €PUTPOMHIINH, KIAPUTPOMHUIIMH, TATUTPOMHIIUH;

- BepamnaMuJ, TiITHa3eM (JiekapcTBa 3a ChpIe);

- CHUMBACTaTHH (JIEKapCTBO, U3MOI3BAHO 32 KOHTPOJI HA BUCOKHSA XOJIECTEPOIN);

- JaHTpoJIeH (MHQY3HUs IPU TEKKH aHOMAIIMH B TeJIECHATA TEMIIEPaTypa);

- JIeKapCTBa, U3MOJI3BAHM 32 MPEOTBPATABAHE HA OTXBBPJISIHE HAa TPAHCIUIAHTAT (LMKIOCTIOPHH,
TaKpOIUMYC).

BamJiokc ¢ XxpaHa M HATUTKHA

Xopara, KouTo puemMat Bamioke, He TpsiOBa Ja KOHCYMUPAT IPeUnpyT WIK J1a MUAT COK OT
rpeindpyrt. [IpuurHaTa 3a TOBa €, 4e TPeUnpyThT H COKBT OT TpeHndpyT MoraT Ja JJOBEAAT JI0
IIOBUIIABAaHE Ha IUIA3MEHUTE HUBA HA aKTUBHOTO BELIECTBO aMJIOJIUIIMH, KOETO OT CBOsI CTpaHa MOXKeE
Jia TOBeJIe JI0 HETIPEABUIMMO 3aCHIIBaHE Ha aHTUXHIIEpTeH3UBHUS eekT Ha Bamiokc.

BpemeHHOCT M KbpMeHe

Bbpemennoct

TpsiOBa na kaxxere Ha Bamms nexap, ako MECJIHTE, Ye cTe OpeMeHHa (WK € Bb3MOXKHO J1a
3abpemeneete). OOnKHOBeHO Bammmst siekap e Bu mochBeTBa Ja cripere nmpuema Ha Bamitokc, nmpeu
Jia 3abpeMeHeeTe WK BeJIHAra oM pazbepeTe, ue cre OpeMeHHa u me Bu nochBeTBa J1a B3emMere
Jpyro JeKapcTBO BMecTo Bamiokc. Bamiioke He ce mpenopbuBa npe3 paHHaTa OpeMEeHHOCT (IITbPBUTE
3 Mecena) 1 He TpsAOBa Aa ce mpueMa pu OPEeMEHHOCT ciel] 3-TUsl Mecell, Thbid KaTo MOXKe J1a TPUUMHH
Cepro3HO yBpexkIaHe Ha Bamiero 6e0e, ako ce M3MoI3Ba Clie TPETHs Mecell OT OpeMEeHHOCTTA.

Kspmene
JlokazaHo e, 4e aMJIOUIINH IPEeMIHABA B KbpMaTa B MaJIKH KomuecTBa. Mabopmupatite Bamms

JICKAap, aKO KbPpMHUTC UJIM Bb3HAMEPABATC 1a KbPMUTC. Bamiokc He ce mperopb4Ba Ha MaﬁKH, KOHUTO



KbpMAT 1 Bammst nexap moxke na By HazHauu Apyro jedeHue, ako Mare kKeJaHue Ja KbpMUTe
ocobeHo, ako 6ebeTo By e HOBOPOIEHO MITH € POJICHO MPEKICBPEMEHHO.

Koncynrupaiite ce ¢ Bamms nekap win hapManeBT npean yrnorpedara Ha KOETO U J1a € JIEKapCTBO.

Ilodupane u padoTa ¢ MAIIIHHH

Tosa nexapcTBo MOXke Ja Bu Hakapa fa ce dyBcTBaTe 3aMasiHA. ToBa MOJKe /1a TIOBIHSIE CIIOCOOHOCTTA
Bu 3a no0Opa konneHTparys. CieoBaTelIHO, aKO HE CT¢ CUTYPHH Kak Iie Bu moBiusie ToBa JIeKapcTBo,
He modupaiTe 1 He pabOTETe ¢ MAIlIMHU, KAKTO U HE U3BLPIIBANTE IPYTH JCHHOCTH, U3UCKBAIIU
KOHIICHTpAIHSl.

Bamuioke cbabpxa HaTpUii
ToBa nexapcTBO chABPKa Mo-Manko ot 1 mmol Hatpuii (23 mg) Ha TabneTka, T.€. MOXKE JIa Ce Kaxe,
4e NMPAKTUYCCKU HE ChIbPiKa HATPUH.

3. Kak na npuemate Bamiokc

Bunaru npuemaiite ToBa J1€KapcTBO TOYHO KakTo By e ka3zanm BamusT nexap. Ako He CTe CUTYPHH B
Hemlo, monutaite Bamms nekap. Toa me Bu moMorHe 1a mOCTUTHETE Hall-I00pUTe PE3yNITaTH U II1e
MOHM)KU PUCKA OT HEXXENAaHU PEaKLUH.

OOwnuaiiHaTa 103a Ha Bamiokc e eqHa TabneTka JTHEBHO.

- 3a mpeAnodnTaHe € Aa npruemare TabjaeTKara Mo eJHO U ChIIO BPeMe BCEKU ACH.

- ITpuemere TabneTKara npe3 ycTara ¢ yaiia BoJa.

. Mosxe na mpuemate Bamitokc ¢ unm 6e3 xpana. He mpuemaiite Bamioke 3aeqHo ¢ rpedndpyT
WJIM COK OT TpeindpyT.

B 3aBuCHMOCT OT TOBa Kak ce€ MOBJIHBATE OT JICUCHUETO, BammsT ekap Moke Ja MpeioKu
[MOBHIIIABAaHE WX MOHIDKABAaHE Ha /103aTa.
He napBumagaiite nmpenmucanara 103a.

BamJjiokc M naniueHTH B cTapyecka Bb3pacT (Ha 65 roquHu U nopeye)
Bammst nexap TpsOBa na BHUMaBa, korato Bu noBuiasa go3ara.

AKO uMaTe HAKaKBH JIOMBIHUTEIHHA BBIIPOCH, CBBP3aHU C YIIOTpedaTa Ha TOBa JIEKapCTBO, IOMUTANTE
Bamus nekap nim ¢papmanesT.

AKo cTe npuesiu moBeyve 0T HeoOxoaumaTa 103a Bamioke
AKO cTe MpHenH MpeKajIeHo MHOTO TabneTkn Bamioke, mim ako HAKOW ApyT e mpuen Bammrte
TabJIETKH, KOHCYJITUPANUTE Ce C Jiekap He3a0aBHO.

[loBuiIeHO KOMMYECTBO TEUHOCT MOKE JIa ce HaTpyna B Oenute apodose (0enoapobeH 0ToK),
MIPUYUHABAIKY 331yX, KOUTO MOXKe J1a ce pa3Bue 10 24-48 gaca cnen npuema.

AKO cTe mponmycHaIu 1a npuemMere Bamioke

AKoO cTe IpoIyCHaNM Jia IpueMeTe ToBa JEeKapCTBO, IPUEeMeTe T BeiHara, koraro ce cerure. Cien
TOBA MIPUEMETE CIie/IBalllaTa J103a B O0MYaiHOTO 3a TOBa BpeMe. AKO o0ave MOYTH € HaOIHKIIIO
BpPEMETO 3a clie/[BallaTa 7032, He IpUeMaiTe 103aTa, KoATo cTe mpomycHainu. He B3emaiite aBoiiHa
J103a, 3a Jla KOMIICHCUpaTe MpoIycHaTaTa Ta0ieTKa.

AKko cTe cnipesiu npuemMa Ha BamJioke
CrnupaHeTro Ha jieueHHeTo ¢ Bamiiokc Moxke Ja JoBeie 10 BiIolaBaHe Ha BameTo 3a0ossBade. He
crnupaiite n1a npuemarte Baieto nekapcTBo, qokato BamusT nexkap He Bu kaxe fa ro HanpaBuTe.



AKO UMare HIKaKBH JIOTBIHUTEIHHA BBIIPOCH, CBBP3aHH C YIIOTpedaTa Ha TO3U MPOIYKT, MOJIS
nonuraiite Bamus iekap uinu gapmarieBT.

4, Bb3MokHY HeKeJIaHU peakiun

Kakro Bcuuku JICKapCTBaA, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXCIAHU PEaKIIUH, BBIIPEKHU Y€ HE
BCCKH T'U IIOJTy4aBa.

Hsikou He:KeJIaHU peaKIMU MOTaT Ja 0bIAT CePHO3HM M 12 U3MCKBAT He3a0aBHA MeTULIMHCKA
MOMOII:

Mauiko Ha Opoii MaMEeHTH ca U3MUTAIN CICTHUTE CEPHO3HH HEXETaH! PEaKkIuU (Mo2am O0d 3acecHam
0o I na 1 000 yosexa). AKO HACTHIIN HIKOSI OT CJAETHUTE HEKeJTAHH JIEKAPCTBEHU PeaKIuu,
uHpopmupaiite Bamus jexkap He3a0aBHO:

AneprudHa peaknus CbC CUMITOMH KaTO 0OpHB, ChpOEK, O yBaHE Ha JUIETO TN YCTHHUTE U €3UKa,
3aTpyJHEHO JWIIaHe, HUICKO KPhBHO HalsiraHe (ycellaHne 3a IpruMaisiBaHe U CBETOBBPTEXK).

Jpyru Bb3MOKHH HeKeJaHU peakuuu Ha Bamiokce:

Yecmu (mozam 0a 3aceenam 0o 1 na 10 wogexa).: I'pun; 3amy1ieH HOC, 3a4€PBEHO I'bPIO U
TCKOM(OPT TPH MPETTbIaHe; TI1aBo00Ne; MOAYBaHE HA PBLETE, JIAHNTEe, KpaKaTa, TJIe3eHUTEe HIH
CThITaJNIaTa; yMOPSIEMOCT; acTeHus (c1adocCT); 3a4epBsBaHe U yCellaHe 3a 3aTOIUISTHE Ha JTUIETO W/HITH
Bpara.

Heuecmu (mozam oa 3aceenam oo 1 na 100 yosexa): 3amassHOCT; rajieHe U 0OJIKa B KOpeMa; cyXoTa B

ycTara; ChHJIMBOCT, M3TPBIIBAHE UK MPaByUYKaHe MO [UIAHUTE WK XOIUJIaTa; CBETOBBPTEXK; YCKOPEHA
ChpJeYHa ACHHOCT, BKIFOUUTEIHO ChpPICONEHE; 3aMasHOCT MIPU U3MPaBsHE; KAIUIUIIA; THapHsL; 3allek;
KOXKEH 00OpHB, 3a4epBsABaHE HAa KOXKAaTa; MO{yBaHEe Ha CTABUTE, OOJIKHU B rbpOa; 00JIKa B CTaBHTE.

Peoxu (mocam da 3aceenam oo 1 na 1 000 yosexa): Yceuiane 3a 0€3MOKOICTBO; IIYM B yIIIUTE
(THHUTYC); IpUMalsiBaHe; OTAEISHE Ha [MOBEYE ypPUHA OT HOPMAIHOTO WJIH yCelllaHe Ha M0-4eCTH
TIO3WBH 32 YPUHHPAHE; HEBE3MOXHOCT 32 TOJTyYaBaHe U MOJIbp)KaHe Ha ePeKIMATA; YCellaHe 3a
TEKECT; MOHMWKABaHE HA KPHBHOTO HAJISATaHE ChC CHMIITOMH KaTO 3aMasiHOCT, IPUMaJIsIBaHe,
HOBHUIICHO U3MOTSIBaHE; KOXKHU OOPHBH TI0 ISUIOTO TSJI0; ChpOEXk; MYCKYIIHHU CIa3MHU.

AKO HSIKOSI OT T€3! HeKeJIaHH P€aKkuuu CTaHE€ CEPUO3HA, MOJISA YBEAOMETE Bamus JIeKap.

He:xenanu peaknuu, Cb001IaBaHU MPH CAMOCTOSITETHO MPUJIOKEHHE HA AMJIOTUIINH HIIH
BaJICAPTAaH, KOMTO He ce Ha0awaaBaT npu Bamiioke, miu ce Ha0/II0IaBAT ¢ MO-BUCOKA YeCTOTA,
O0TKOJIKOTO mpu Bamuokc:

AmMnogunua
Kouncyarupaiite ce ¢ Bamus jiekap He3a0aBHO, KO0 MOJYUYUTEe HIKOH OT CJIeIBAIUTE MHOTO

PEIKH, HO CEPHO3HHU HEKEJIaHU PeaKIuu cjiell ynoTpe6aTa Ha TOBA JIEKAPCTBO:

- Bresanno xpunrene, 00yka B 'bpANTE, 3a4yX WIH 3aTPYAHEHO JUIIAHE.

- HOJIYBaHe Ha KJICIa4YuTe, JULECTO UJIN YCTHUTE.

- HOJIYBaHe Ha €31Ka U I'bPJIOTO, KOETO IMPUYNHABA 3aTPYAHCHO JUIITAHE.

- Texku KoKHHA PCaKIUM, BKIIFOYUTEIIHO CUJICH KOXKCH O6pI/IB, YpTUKapus, 3a4CPBABaHC HA
KOXaTa Ha ISUT0TO TSJIO, CHIIEH ChpOexk, MEXYPH, JIFOIIEHE U MTOyBaHEe Ha KOXKAaTa, Bh3IaJICHHE
Ha UraBuIMTe (CHHIPOM Ha Stevens-Johnson, TOKCHYHA enujiepMaliHa HEKPOJIU3a) WK IPYTH
AJePTUYHU PEaKIIHH.

- Wudapkr, aOHOPMEH ChpPJICUCH PUTHM.

- Bo3mnanen mankpeac, KOWTO MOXe J1a IPUIMHK CHITHA KOpEeMHA 00Jika 1 00JiKa B Ibp0Oa,
MPHUJIPYKESHH OT TEKKO HEPA3IIOIOKCHHUE.



Cpo01m1aBaHy ca CICTHUTE HEXKETaHH PEakIiK. AKO HIKOH OT TSIX By nMpuimHSIBAT MpoOJIeMH WITH
MPOBJDKABAT MOBEUE OT €IHA CeAMUIIa, TpsIOBa Ja ce CBhpkeTe ¢ Bamus siekap.

Yecmu (mozam 0a 3acecnam 00 1 na 10 yosexa): 3aMasiHOCT, CHHIMBOCT; ChplLieOueHe (ycemare
OmeneTo Ha chpIeTO Bu); 3auepBsiBaHe Ha JIMIIETO, TIOJyBaHE Ha TJIe3eHHUTE (OTOK); KOpeMHa OO0JKa,
Hepasmojokenue (TafgeHe).

Heuecmu (mozam oa 3aceenam 0o 1 na 100 yosexa): IlpoMeHn B HACTPOCHUETO, TPEBOKHOCT,
nenpecust, 6e3cbHUE, TPEMOpP, IPOMEHH BbB BKyca, IpHMaJlsiBaHe, 3ary0ba Ha ycelaHe 3a 00JKa;
3pPUTEITHH HAPYILCHUS, YBPEKIaHE Ha 3pSHUETO, 3BbHEHE B YIINTE; HUCKO KPHBHO HAJISITAHE;
KUXaHe/XpeMa, IPUYNHEHH OT Bb3MaJICHUE Ha JIMTABULIATa HA HOCA (PHHHT); HAPYIICHO
XpaHOCMUIIaHE, TIOBPBILAHE; KOCOMa, YCHICHO MOTeHe, KOXKEH ChpOek, IPOMSIHA B IIBETa HA KOXKara,
HapYILICHO YPHHUPAHE, YSCTH TTO3KMBH 32 YPHHUPAHE MPe3 HOILTA, yBEINUCHA YeCTOTa Ha YPUHUPAHE,
HEBB3MOKHOCT 32 TOJIy4aBaHe Ha ePeKIHsl; TUCKOM(OPT WM HapacTBaHE HA I'bPIUTE PU MBXKETE,
0oiKa, 00110 HEePa3MOoJI0KEHUE, MyCKYJIHA 00JIKa, MyCKYJIHH KPaMITH; yBEIMYaBaHEe WM HaMaJlsiBaHe
Ha TEJIECHOTO TETJIO.

Peoku (mozam oa 3aceenam 0o 1 na 1 000 wosexa): OOBPKAHOCT.

Mmnozo pedxu (mocam da 3aceenam oo 1 na 10 000 wogexa): Hamanen Opoit 6enu KpbBHU KIETKH,
HaMaJIeH Opoii TPOMOOITUTH B KPhBTA, KOSTO MOXKE J1a JIOBEE 0 HeoOn4aliHa MosiBa Ha CHHUHU WU
JIECHO KbpBeHE (YBpeX/JaHEe Ha YePBEHNUTE KPHBHHU KJIETKH); MOBUIIICHA KPbBHA 3aXap
(xumeprimkeMusi); TOIyBaHe Ha BEHIIWTE, MIOAyBaHe Ha KopeMa (TacTPUT); HapyllleHa YepHOIPOOHA
(G yHKIMS, BB3MAJICHNE Ha YepHUS Apo0 (XenmaTuT), MOXKBITIBaHE HA KOXKaTa (KBITEHHUIIA),
MOBUIICHUE HA YEPHOAPOOHNTE CH3UMH, KOETO MOJKE J1a TIOBIIUsIE HSIKOH JTa00OpaTOPHH M3CIICIBAHNS;
TIOBHUIIIEHO HATIPEKEHHNE B MYCKYJIUTE; BH3MAJCHNUE HA KPBbBOHOCHUTE CHJIOBE, YECTO CHIIPOBOJIEHO C
KOXKCH O6pI/IB, YYBCTBUTCIHOCT KbM CBCTJIMHA.

C neussecmua wecmoma (vecmomama He modice 0a Ovoe OnpeoeieHa Om HATUYHUME OAHHU):
Tpenepene, BAbpBEHa CTOWKA, MOI00CH HA MacKa M3pa3 Ha JIUIETO (MACKOBUIHO JIHIIE), 3a0aBEHU
JIBVDKCHHUSI M BIIAY€HE HA KpakaTa, HecTaOWITHA MOXOJIKA.

Basicapran
Mmnozo peoxu (moeam 0a 3aceenam 0o 1 na 10 000 wosexa): VIHTeCTUHAJICH aHTHOCIEM: MTOIyBaHE Ha

ucpBara, NposaBABaIlo €€ CbC CUMIITOMU KaTO KOPEMHA 6OHKa, racHe, NOBPBIIAHE U JUAPU.

C neussecmua uecmoma (0m HATUYHUME OAHHU He MOdice 0d Ce HANPAasu OYEeHKA Ha YeCmomama):
ITormxkaBane Ha 6p051 Ha YCPBEHUTEC KPBbBHU KJICTKH, IIOBHUIICHA TEMIIEpAaTypa, Bb3MaJICHO I'bPJIO HUIIN
oOpa3yBaHe Ha SI3BU B ycTaTa B pe3yJiTaT Ha HHPEKIMK; CIIOHTAHHO KbPBEHE MJIH MTOJTyYaBaHe Ha
CHMHHHH, BUCOKH HUBA Ha KaJIni B KPbBTa, OTKJIIOHCHHUA B IOKa3aTCIMTE IIPHU U3CJICABAHUS 3a
yepHOAPOOHaTa (DYHKIUS; HAMAaJIeHa WIM CHJTHO HaMalieHa ObOpeuHa (QpyHKIUs; TI0IyBaHe, IPEANMHO
B 00JacTTa Ha JUIIETO W I'bPJIOTO; MYCKYJIHA 00OJIKa; 0OpUB, BUOJIETOBO-UEPBEHH MIETHA; TEMIIEPATypa;
ChpOEIK; AIEPrHYHH PeaKIiy;, 0Opa3yBaHe Ha MEXypH 10 Koxkara (IpU3HaK Ha 3a00JIs1BaHe, HAPEUCHO
OyJI03€H JepMAaTHT).

AKO UMaTe HSAKOS OT Te3U HEXeJIaHU peaKiiu, Mot nHpopMupaiite Baius ekap BeaHara.

Cpo0maBaHe Ha HeKeJAHH PeaKIHH

AKXO NOJTyunTe HAKAKBU HEXKEJIAHU JICKAPCTBEHH PeaKlny, yBegoMeTe Bamms siekap win hapManesT.
ToBa BKJIFOYBA BCHYKHM B3MOXKHH HEOMMCAHH B Ta3H JIMCTOBKA HEXEIAHU peakinu. Moxere ChIIIo Ja
CHOOIINTE 32 HEXKETTAHU PEaKIMU JUPEKTHO Ype3

U3meIiHUTEIHA areHI|s 110 JIeKapCTBaTa
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Kato crobmiaBare HeXeIIaH PeakIliy, MOKETE Ja ajeTe CBOsI MPUHOC 3a TOJyJaBaHe Ha MTOBEYC
uH(pOpPMAIUS OTHOCHO 0S30MMacCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak 1a cbxpansiBate Bamitokce
Jla ce cpxpaHsiBa Ha MSICTO, HEJTOCTBITHO 32 JIeTa.

He uznon3aiite Bamiiokc ciieq; cpoka Ha TOAHOCT, OTOENIA3aH BhPXY KapTOHEHATa OTIAKOBKA U
omuctepa. CpOKBT Ha TOAHOCT OTrOBaps Ha TOCJIEAHHUS IeH OT MOCOUCHHS Mecel.

Ha ce cexpanssa o 30°C.

He u3xBbpisiiTe nexkapcTBaTa B KaHANM3aLUsITa WIM B KOHTEHHepa 3a JOMAIIHU OTHaIbIIH.
[ommmratite Bamms dapmarieBT Kak Ja U3XBBPISATE JTEKapCTBaTa, KOUTO Beue He u3mnomn3pare. Te3n
MEPKH III¢ CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATa Cpelia.

6. CpabpskaHue HA ONIAKOBKATA M 10NbJIHUTEIHA HH(pOpManus

- KakBo cbabpxa Bamiioke

- AKTHUBHHTE BEILIECTBA Ca BAICAPTaH U aMJIOJUITHH.
Bamnoxe 5 mg/80 mg gpunmupana mabnemra
Bceska 5 mg/80 mg drmmupana TabneTka Chabpka 5 mg aMIOAMITHH KaTO aMIIOUITHHOB
6esmat (@amlodipine (as amlodipine besilate)) u 80 mg Bancapran (valsartan).
Bamnoke 5 mg/160 mg ¢punmupana mabnemrxa
Bcesika 5 mg/160 mg dunmupana tabiaeTka ChIbpika 5 mg aMIIOIUITHH KaTO aMIJIOJHUITHHOB
o6esmnat (@amlodipine (as amlodipine besilate)) u 160 mg Bancapran (valsartan).
Bamnoxe 10 mg/160 mg ¢purmupana mabremra
Beska 10 mg/160 mg puamupana tabneTka chabpika 10 mg aMIoUITMH KAaTO aMIIOIHITHHOB
6esmat (@amlodipine (as amlodipine besilate)) u 160 mg Bancapran (valsartan).

- Jpyrure cbcTaBKH ca MEKPOKPHCTAIHA [ETYJI03a, MATHE3UEB CTeapaT, KpOCKapMelo3a HaTpHii,
noBujioH K25, Harpues naypuicyidar, MaHUTOI M KOJIOHJIEH Oe3BOJICH CHITUIIMEB THOKCH]I B
SPOTO Ha TabJIeTKaTa M MOJU(BUHUIIOB ankoxou), TutanoB auokcun (E171), makporon 3 000,
TaJK ¥ XKBIT jxene3eH okcua (E172) BpB prmmmoBoTo mokputue. BikTe Touka 2 ,,Bamiiokc
ChAbpKA HATPUK ™.

Kaxk u3rie:xxaa Bamioke u KakBo ChIbp:Ka 0MaKOBKATA

Bamioke 5 mg/80 mg punmupanu TabnaeTku (TabaeTKN): TO3M JIEKAPCTBEH MPOAYKT NPE/ICTaBIsABA
Ka()eHUKaBO->KBJITH, KPBIJIH, JIEKO TBOMHOU3IBKHAIH, (GMIMHUPAHH TabJIETKU ChC CKOCEHU KpauIla 1
€ Bb3MOXKHO J]a UMaT ThMHHU TMeTHA (UaMeThp Ha TabneTkara: 8 mm, aebenuna 3,0 mm—4,3 mm).
Bamitoke 5 mg/160 mg dunmupanu Tabnetku (TabIeTKH): TO3U JISKAPCTBEH MPOYKT MPEACTABIIsIBA
Ka(heHNKaBO->KbJITH, OBAIHH, IBOWHOU3IIBKHAIH, QUIMHUpaHH Ta0JIETKH KaTo € Bb3MOXKHO Jla UMaT
ThMHH NIeTHA (pa3mepu Ha Tabietkata: 13 mm x 8 mm, gebenuna: 3,8 mm-5,4 mm).

Bamioke 10 mg/160 mg ¢unmupanu tabneTku (TabIeTKH): TO3M JEKapPCTBEH MPOIYKT IPEICTaBIIsABA
Oneo kaeHUKaBO-KBJITH, OBAJIHH, IBOMHOM3IIbKHAIN, (PUIMHUPaHU TabIEeTKH (pa3Mepu Ha
tabnerkara: 13 mm x 8 mm, nebenuna: 3,8 mm-5,4 mm).

Biuctep (OPA/AI/PVC-AL donmo): 10, 14, 28, 30, 56, 60, 84, 90, 98 u 100 TabnaeTku, B KyTHSL.
He BcHYKHM BHIOBE OMTAKOBKM MOTAT Ja ObJaT IyCHATH Ha ra3apa.

IMpuTexaTes HA pa3pellIeHHETO 3a yoTpeda
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CoBeHus

IIpousBoauTenn
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CiioBeHus



TAD Pharma GmbH, Heinz-Lohmann-Strale 5, 27472 Cuxhaven, I'epmanus
KRKA-FARMA d.0.0., V. Holjevca 20/E, 10450 Jastrebarsko, XbpBatus

ToBa JiekapcTBO € pa3pelieHo 3a ynorpeda B IbpKaBuTe — WieHKH Ha EBponeiickoTo
HKOHOMHY€ECKO MPOCTPAHCTBO MO/ CJIeIHNTe HMEHA!

Crpana-ujeHka Hme Ha nekapcTBeHUs] NPOAYKT

Yurapus Wamlox 5 mg/80 mg filmtabletta
Wamlox 5 mg/160 mg filmtabletta
Wamlox 10 mg/160 mg filmtabletta

CnoBakust Wamlox 5 mg/80 mg filmom obalené tablety
Wamlox 5 mg/160 mg filmom obalené tablety
Wamlox 10 mg/160 mg filmom obalené tablety

Bovarapus Bamioke 5 mg/80 mg ¢punmupanu tabiaetku
Bamioke 5 mg/160 mg punmupanu TabaeTku
Bamsokce 10 mg/160 mg dbuamupanu TabieTku

Yexus Wamlox 5 mg/80 mg
Wamlox 5 mg/160 mg
Wamlox 10 mg/160 mg

CrnoBenust Wamlox 5 mg/80 mg filmsko obloZene tablete
Wamlox 5 mg/160 mg filmsko oblozene tablete
Wamlox 10 mg/160 mg filmsko obloZene tablete

Ecronus Wamlox

XbpBaTus Wamlox 5 mg/80 mg filmom obloZene tablete
Wamlox 5 mg/160 mg filmom obloZene tablete
Wamlox 10 mg/160 mg filmom obloZene tablete

JlaTBus Wamlox 5 mg/80 mg apvalkotas tabletes
Wamlox 5 mg/160 mg apvalkotas tabletes
Wamlox 10 mg/160 mg apvalkotas tabletes

JlurBa Wamlox 5 mg/80 mg plévele dengtos tabletés
Wamlox 5 mg/160 mg plévele dengtos tabletés
Wamlox 10 mg/160 mg plévele dengtos tabletés

IMommua Wamlox

PymbHuUst Wamlox 5 mg/80 mg comprimate filmate
Wamlox 5 mg/160 mg comprimate filmate
Wamlox 10 mg/160 mg comprimate filmate

ABcTpuUs Wamlox 5 mg/80 mg Filmtabletten
Wamlox 5 mg/160 mg Filmtabletten
Wamlox 10 mg/160 mg Filmtabletten

I'epmanus Amlo-Valsacor 5 mg/80 mg Filmtabletten
Amlo-Valsacor 5 mg/160 mg Filmtabletten
Amlo-Valsacor 10 mg/160 mg Filmtabletten

JlaTa Ha MoCJIeIHO Npepasrie:kKaaHe HA JIHCTOBKATa
19 Mapt 2025

[MompoOHa nHbOpManys 3a TOBA JIEKAPCTBO € MpeJocTaBeHa Ha yeOcaiita Ha M3nbiaHnTeHa ATSHITUS
o JlekapctBaTa (MAJT) http://www.bda.bg.






