JIMCTOBKA



JIncroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

Tenaopuc 50 mg/5 mg puamupanu TadaeTkn
Tenaopuc 50 mg/10 mg puamupanu TadaeTku
Tennopuc 100 mg/5 mg ¢puamupanu TadaeTkn
Tennopuc 100 mg/10 mg puamupanu TadIeTKu
J0capTaH KaJni/aMIiroIuIH

Tenloris® 50 mg/5 mg film-coated tablets
Tenloris® 50 mg/10 mg film-coated tablets
Tenloris® 100 mg/5 mg film-coated tablets
Tenloris® 100 mg/10 mg film-coated tablets

losartan potassium/amlodipine

IIpoyeTere BHMMATENHO USIJIATA JMCTOBKA, IPeAH 1A 3alI0YHeTe 1A prueMaTte TOBa JIEeKapCTBO,
ThH KaTO T4 ChAbPiKa BaxHa 32 Bac undopmanms.

3anazere Ta3u JUCTOBKA. MOXe /1a ce HAIOXKU J1a 51 IPOYETETE OTHOBO.

AKO UMate HIKaKBH JIOMBIHUTETHA BBIIPOCH, TTonuTaiiTe Bamms nekap winu gapmaresT.

ToBa JIeKapCTBO € IPEAINCaHO EIUHCTBEHO U JINYHO Ha Bac. He ro mpeorcrenBaiite Ha npyru
xopa. To Moke 1a UM HaBpeaH, HE3aBUCUMO Y€ MPHU3HAIUTE Ha TAXHOTO 3a00JIsIBaHE Ca CHIIUTE
karo Bammure.

AKO HOJIy‘II/ITC HAKAKBH HCXKCIJIaHU HeKapCTBeHI/I peaKHI/II/I, YBCI[OMCTC BaHII/ISI neKap NIIn
(bapMaueBT. TOBa BKJIFOYBA 1 BCUYKHU BBb3MOXHHU HCKCIAaHU peaK]_[I/II/I, HCOIIMCAaHU B Ta3Uu
JMcTOBKa. BrokTe Touka 4.

Kakso ChbAbpPiKa Ta3u JIUCTOBKA

Uk wd P

Kakso npencrasisiBa TeHIOpHC U 3a KaKBO c€ U3I0I3Ba
Kakgo Tpsi0Ba 1a 3Haete, npeau 1a npuemere TeHIopHUC
Kak na npuemare Tennopuc

BB3MOXXHU HEXETaH! peaKuu

Kak na cexpansiBate Tennopuc

ChabpkaHue Ha ONIAaKOBKATa W JOMBIHUTEIHA HHPOPMALIUS

Kakso npeacraBjsiBa TeHJIOpHC H 32 KAKBO C€ U3I10JI3BA

TeHJ’IOpHC CbAbpiKa ABC aKTUBHU BCUICCTBA, HAPCUCHU JIOCAPTAH U aMJIOAWUIINH. u JABCTC BCIICCTBA
crioMarart 3a KOHTpOJIa Ha BUCOKOTO KPBbBHO HaJIsATaHE.

JlocapTan mpuHaIeKH KbM TpyTIa JeKapcTBa, HapeueH! "aHrnoTeH3uH-11 penentopHu
AQHTaroHUCTU", KOUTO TIOHM)KABAT KPHBHOTO HAJISITAHE UPE3 OTITyCKaHE HA KPbBOHOCHUTE
CBJIOBE.

AMJIOTUNIVH MTPUHAIEKHN KbM I'pyTaTa BEIIeCTBa, HAPEUEHH ‘KAIIMEBU aHTarOHUCTH .
AMIIOUNIVH CIIUpa MPEMUHABAHETO Ha KaJIIUI B CTEHaTa HA KPbBOHOCHUTE ChA0OBE, KOETO
MIPEIOTBPATsIBa CBUBAHETO HA KPHbBOHOCHUTE CHJIOBE U 10 TO3HM HAYMH CBHILO MOHMKABA
KPBBHOTO HaJISITaHE.

HeﬁCTBHHTa Ha TE3U JBC BCIICCTBA AJOIIPUHACAT 3a CIIMPAaHC Ha CBUBAHECTO HAa KPBbBOHOCHUTE CHI0BE.
B PE3YyIATAaT Ha TOBA KPbBOHOCHUTC CHJOBE CC OTIIYCKAT U KPbBHOTO HAJIATAHE CC ITIOHMUIKABA.

Tennopuc ce n3mon3sa 3a JIeYeHne Ha BUCOKO KPBBHO HAJSITaHE (XUIIEPTOHUS) MIPH MAITUEHTH, KOUTO
BeYe ca MPUEMAaJIH JOcapTaH ¥ aMJIOJUINH B CHIIUTE 03U, BMECTO Ja pUEMAT TE3U JIBE JIEKapcTBa
OTJEIHO.

2.

Kakso TpsdBa 1a 3HaeTe, npeau xa npuemere Tenaopuc



He npuemaiite Tensopuc

AKO CTe ajlepriuyHu KbM JIOCAPTaH, aMJIOUITHH WM KbM HSKOS OT OCTAHAJIUTE ChCTaBKU Ha
TOBa JICKAPCTBO (M30pPOCHU B TOUKA 0), WIIM KbM JAPYT KAIIHUEB aHTaroHucT. ToBa MOXe Ja ce
MPOSIBH KaTo ChpOEeK, 3aUepBsiBAHE HA KOXKATA WM 3aTPYTHCHO JHIINAHE.

AKO UMaTe MHOTO HUCKO KPBBHO HaJISITaHE (XUIIOTOHUS).

AKO UMaTe CTECHCHUE Ha a0pTHATa Chp/ICUHA Kiarna (a0pTHA CTEHO3a) MITH KapJUOTCHEH IIIOK
(chCcTOSTHYE, TIPH KOETO CHPIIETO HE € B ChCTOSIHUE JIa IOCTABSIT JOCTATHYHO KPBB KbM TSIIOTO).
AKoO cTpajate OT ChpJieuHa HEJIOCTATHYHOCT CJIEH HH(PAPKT.

Axko cte OpemenHna cnen 3-ust mecen. (Chlo Taka mo-noope e aa ce n3bsarea Tennopuc B panHa
OpeMEeHHOCT - BIKTE ,,bpeMeHHOCT ).

Axo Barmmara wepHOapoOHa (DYHKITHS € TEXKO yBpEAeHa.

Ako umare quabet win HapylieHa ObOpeuHa QYHKIHS U Ce JICKYBaTe C JISKapCTBO 3a
MOHKABAHE HAa KPBBHOTO HAJIATAHE, ChIIbPIKAIIO ATUCKUPCH.

IIpeaxynpesxnenusi U NpeAnasHu MepKU
I'oBopete ¢ Bamust nexap mwinu apmaneBT npenu na npuemere Tennopuc.

TpsbBa na kaxxeTe Ha Bamms nexap, ako MUCIIHTE, Ue cTe OpeMeHHa (MM MOXe J1a 3a0peMeHeeTe).
Tennopuc He ce mpenopbyBa B paHHA OPEMEHHOCT M He TpsiOBa J1a ce mpuemMa, ako cte OpeMeHHa cliejt
3-us Mecell, Thil KaTo MOKe J]a IPUUNHU CepPUO3HO yBpexkIaHe Ha Bamero 6ebe, ako ce u3mnonspa
Mpe3 TO3W Nepro (BIKTE TOUKa ,,bpeMeHHOCT”).

BaxxHo e na kaxere Ha Bamus nekap, npenu aa npuemare Tenmopuc:

AKO cTe Malli aHaMHe3a 3a aHrHoeeM (II0yBaHe Ha JIULETO, YCTHUTE, I'bPJIOTO /WU €3HKa)

(BIKTE CHIIO TOUKA 4);

AKO cTpajziate OT CUITHO MTOBPBIAHE WU TUapHs, BOJCIIH /10 MPEKOMEpHa 3aryba Ha TeUHOCTH

W/WIIK COoJIK OT opranusMa Bu;

AKo npreMaTe AMypeTHIH (JeKapcTBa, KOUTO MOBUIIABAT KOJIMYECTBOTO Ha BOJATA, OTACIISIHA

npe3 ObOpeIrTe) WK CTE Ha JIUeTa ¢ OTPAaHWYCH IIPUEM Ha COJI, BOJICIIA JI0 PEeKoMepHa 3aryoa

Ha TEYHOCTH M COJIM OT Opranu3Ma Bu;

Axo Bu e u3BecTHO, Ue UMaTe CTECHEHHUE WJTH 3aIlylIBaHe HA KPbBOHOCHUTE ChA0BE KbM

Bammre 060pery nim ako Hackopo Bu e TpancruianTHpaH 0B0pek;

Axo Bamara uepronpo6Ha pyHkIms e yBpenena (Buxre Touka 2 "He npuemaiite Tennopuc"),

AKo cTpazare OT chbpeyHa HeI0OCTaThYHOCT, C WK 0e3 ObOpeuHo yBpeKaAaHe, Win

CBIIPOBOKAALIN TEKKU KUBOTO3aCTPALIABALIM ChbPACYHN apuTMuH. Clie[inaIHO BHUMAHUE €

HEeo0X0/IMMO, KOraTo ce JIeKyBaTe eIHOBPEMEHHO U ¢ 3 — Giiokep;

Axo nmate npobiemu ¢ Bammre chbpaeyHn Kianu Wik CbpAEYeH MYCKYJT;

AKo cTpazare OT HCXeMu4Ha 0oJiecT Ha ChpLeTo (IPUYMHEHA OT HaMaJIeH IIPUTOK Ha KPbB B

KPBBOHOCHHTE CBHIOBE HA CHPIIETO ) WIIM OT MO3BbYHOCH [0Ba O0JIeCT ( MPUYMHEHA OT

pelylupaHo KpbBOOOpalleHre B MO3bKa);

AKoO cTpazare OT IbPBUYEH XUIEPAIIOCTEPOHU3BM (CHHAPOM, CBBP3aH C MOBUIIEHA CEKPEeLs

Ha XOPMOHA aJIJOCTEPOH OT HaAOBOPEUHHTE KJIe3U, TPUYMHEHA OT AaHOMAIIMH B XKJIC3UTE);

AKO HacKopo CTe MPEeKUBETN HH(DAPKT;

AKO MMaTe WM CTE UMaJIi CHJTHO TIOBUILIABAHE HA KPHBHOTO HAIATaHe (XUIIEPTOHUYHA KPH3a);

AKoO cTe B HalpeIHaNA BB3pacT U Jlo3ata TpsOBa J1a ce yBEInyH;

AKo miprieMaTe HSKOE€ OT CIIeIHUTE JISKapCTBa, M3IOJI3BAaHH 32 JICYCHNE Ha BUCOKO KPBBHO

HaJIsIraHe:

- ACE unxubuTtop (Hanpumep eHalalpuil, JU3UHOIPHI, PAMHUIIPHIT), 0COOEHO aKo UMaTe
O0BOpedHN MPoOIeMH, CBHP3aHU C Jradera,

- ANMCKUPEH,

- aKo IpuemMare JApyrd JeKapcTBa, KOUTO MOraT Ja IMOBHIIAT HUBOTO Ha CEPYMHUSI KaJIui
(BwxTe Touka 2 ,,/Ipyru nekapctsa u Tenmopuc™).

Bamusr niekap Moxe MepuoJuyHO Aa poBepsiBa Ob0peunaTa Bu ¢yHKIUS, KPBBHOTO HAIATAHE U
KOJINYECTBOTO Ha €IEKTPOIUTHTE (HAMp. KaJlnii) B KpbBTa Bu.



Bwxre cwimo nadopmarusaTa o3arnasena “He npuemaiite Ternopuc”.

I'oBopete ¢ Barius jiekap, ako moay4nuTe KopeMHa 0oka, TajeHe, MOBPhIaHe WU JHAPHUS CIeT
npueM Ha Tennopuc. BammsT jgekap 1ie B3eMe pelieHue 3a Mo-HaTaThinHo jJedenne. He criupaiite na
npueMare JIeKapcTBOTO TEHIOPUC CaMOCTOSATEINHO;

Jena v roHOImIM
M3nom3BaneTo Ha TeHIOpHUC MpH AeTa U FOHOITH 10 18-ToAuIIHa BE3pacT He Ce MPernophUBa.

JApyru gexapcrea u Tensiopuc
Kaxere Ha Bamms nexap win gapmanesT, ako mpuemMare, HaCKOpo CT€ MprUeMalIi WK € Bb3MOXKHO 12
IIpreMare IpyTrH JIEKapCTBa.

HNudopmupaiite Bamms nekap, ako npuemMare KaaueBu J00aBKH, KAU-ChIbPKALIN 3aMECTUTEIN Ha
COJITa, KAJIMI-ChXPaHIBaILH JICKApCTBA, KaTO HAKOU TUYPETULH (HAIp. aMUIOPUA, TPHAMTEPEH,
CHHMPOHOJIAKTOH) WJIN IPYTH JIEKapCTBa, KOUTO MOTaT Aa MOBUIIAT HUBOTO HA CEPYMHHMS Kalnui (Hamp.
XeTapyH, JeKapcTBa, ChABPKAIIY TPUMETONPUM ), T KaTO KOMOMHaNMsATa UM ¢ TeHIopHc He ce
IpenopbyBa.

OOBpHeTE creuaaIHo BHUMaHKE, aKo IIpHeMaTte CIeJHUTE JIEKapCTBa, JOKATo ce JIeKyBaTe ¢

Tennopuc:

- Jpyru nexapcTsa 3a HOHMKaBaHE HA KPbBHOTO HAIATAHE, Thil KATO TE MOraT AOIBIHUTEIIHO A
MOHWKAT KpbBHOTO Bu Hamsrane. KpbBHOTO Hassirane Moxe Aa ObJie MOHMKEHO C €THO OT
CIICAHUTC HCKapCTBa/KHaC JICKApCTBA: TPUIHUKIMYHU aHTUACTIPECAHTHU, aHTUIICUXOTHULIH,
baxnodeH, aMuoCcTHH;

- Hecreponnan npoTHBOBB3MAINTEIHH JEKapCTBA KaTO WHAOMETAWH, BKIrountenHo COX-2
MHXUOUTOPH (JIeKapCTBa, KOUTO HAMaJISiBaT Bh3MAIICHHETO U MOTaT Jja ObJaT U3M0JI3BaHH 32
oOnekyaBaHe Ha O0JIKa), Thi KATO T€ MOTaT Aa OTCJIA0ST eeKTa Ha MOHW)KaBaHE Ha KPBBHOTO
HaJISITaHEe Ha JIOCAPTaH.

Axo Bamara 650peuHa GyHKIUs € yBpeieHa, SAHOBPEMEHHOTO ITpHUJIaraHe Ha Te3H JICKapCTBa MOXKE

Jia ToBeJIe JI0 BIIOIIaBaHe Ha ObOpedHaTa QyHKIIHUSI.

Tennopuc MoXe J1a IOBJIHsE WK Ja ObJie MMOBIUSH OT APYTH JEKapCTBa, KATO HApUMep:

- KerokoHazoJ1, nTpakoHa30J1 (IIPOTUBOT'bOMYHU JISKAPCTBA);

- PuTtonaBup, nHANHABUP, HEN(HUHABHUD (TaKa HAPEUSHUTE MPOTEa3HN HHXUOUTOPH, N3OI3BaHH
3a nedenue Ha HIV);

- Pudamnuiys, epuTpOMUIIMH, KIAPUTPOMHIIMH (AHTHOUOTHUIIH);

- KBt KaHTapUOH (KBAT KAHTAPHOH);

- Bepanamu, nuiitnasem (JiekapcTBa 3a Chbplie);

- HanrtposieH (MH}Y3HUs IPU CUITHO MTOBUIIICHA TEJIECHA TEMIIEPaTypa);

- Takpomumyc, CUPOIUMYC, TEMCUPOIIMMYC H €BEPOITUMYC (JIeKapCcTBa, KOUTO MOBIIUSBAT
GyHKIMATa HA UMyHHaTa Bu cucrema),

- CumBacTaTHH (IIOHMKABAILO XOJIECTEPOIIA JIEKAPCTBO),

- Iuxnocriopus (MMyHOCYIIPECOD).

JlexapcTBa, ChABpIKAILM JUTHH HE TPsIOBaA Aa ce mpuemar B koMOuHaius ¢ Tennopuc 6e3
HETOCPeICTBEHO HaOoeHue ot Barms siekap. Mosxe 1a Ob/ie TIOAXO/ISII0 MPUIIATraHeToO Ha
CIEIMATHU MPEANA3HA MEPKH (HATp. KPbBHU U3CIIEIBAHUS).

Moxe na ce HanoXku Bamust nekap a npoMenu jio3ata Bu w/mim 1a B3eMe JIpyTy pena3Ht MEepKH:

Axo npuemate ACE nHXnOUTOpP MM alMCKUpEH (BHKTE ChIO HHpOpManusITa o3aryaBeHa “He
npuemaiite Tennopuc” u “IlpexynpexxaeHus u npeamnasHu MEpKu”).

Tennopuc ¢ XxpaHa 1 HAUTKH



Cok ot rpeindpyT u rpeindpyT He TpsIOBa 1a ce KOHCYMHpAT OT X0pa, KOUTO npreMar TeHIopHc.
ToBa e Taka, 3am0TO rperIPpyT U COK OT TpeHNIPPYT MOTAT Aa JOBEAAT 10 MOBHUIIABaHE HA HUBATa Ha
aKTUBHOTO BEIIIECTBO aMJIOJMITHH, KOSTO MOXE J1a IOBEIC 0 HEMPEABUIUMO 3aCHIBAHE HA €EeKTa Ha
MOHKaBaHE Ha KPHBHOTO HaysraHe Ha Ternopuc. COKbT OT rpendpyT ChIO TaKa MOXKE J1a HaMalu
TeparneBTUIHHA e(heKT Ha JT0CapTaH.

bpeMeHHOCT 1 KbpMeHe
AKo cTe OpeMeHHA Wi KbPMHTE, CMATATE, U¢ MOXKE J1a CTe OpeMeHHA WM IJIaHupaTe OpeMEeHHOCT,
MOChBETBalTE ce ¢ Bamms nekap mim dapMaiieBT npean yrnorpedaTa Ha TOBa JIEKapCTBO.

bpemennoct

Tps0Ba Ha KaxkeTe Ha Baims 1ekap, ako MHECJIHTE, 4e cTe OpeMeHHa (MM MOXKe Jia 3a0peMeHeeTe).
Bammusr nexap oOukHOBeHO 1ie Bu mocsBeTBa Aa cnpere npuema Ha Tennopuc npeau aa
3abpeMeHeeTe WK BeHara oM paszoepere, ye cTe OpeMeHHa 1 e Bu mockBeTBa Ja nmpuemare Apyro
nekapcTBo BMecTo Tennopuc. TeHnopuc He ce mpenopbyuBa B paHHa OPEMEHHOCT M He Tpsi0Ba J1a ce
npueMa, Korato cte OpeMeHHa cliel 3-Usl Mecell, Thi KaTo MOXe Jia MPUYHHN CEPHO3HO YBPEKIAHE HA
Bamnrero 6e6e, ako ce M3Mon3Ba clie/l TpeTHs Mecell Ha OpEMEHHOCTTA.

KbpMmene

Kaxxete Ha Bammms nexap, ako KbpMUTE WM Bb3HaMepsiBaTe Ja KbpMmute. JlokasaHo e, 4ye aMJIOAUIHUH
MpeMHUHaBa B KbpMaTa B MaJiku kKonndecTsa. [lopaau tazu npuunza Tennopuc He ce npenopbyBa 3a
MalKd, KOUTO KbpMSAT 1 Bammst nexap Moxke aa nzbepe Apyro JedeHue 3a Bac, ako xenaere ma
KbpMHTE, 0c00EHO aKo 0e0eTo By € HOBOPOAEHO MM POJIEHO NPEKAEBPEMEHHO.

lo¢upane u pa6oTa ¢ MAIIUHHA

Tenmopuc Moxe 1a TOBIHsE BEPXY criocoOHOCTTa Bu 3a modupane nim padbora ¢ MamuHu. AKO
Tabnetkute Bu HakapaT 1a ce modyBcTBaTe 3Ji€, 3aMasHU MM YMOPEHHU WK Ja Bu npuuunsT
riaBo0Oosue, He mogupaiTe U He N3MOI3BaliTe MallIMHK U He3a0aBHO ce CBbpikeTe ¢ Bammms iekap.

Tennopuc CbIbPKA JAKTO3a U HATPUIi

Ako cTe Own uHpopMHUpaHu OT Baius nekap, ue iMare HEIOHOCHUMOCT KbM HSKOH 3aXapH,
CBBpKETE ce ¢ Barus siekap, npean 1a mpueMeTe TO3M JIeKapCTBEH MPOJIYKT.

ToBa jekapcTBO ChABPIKA MO-Mako 0T 1 mmol Hatpuii (23 mg) Ha TabneTka, T.€. MOXKE JIa Ce Kaxe,
Yye MPaKTUYECKH HE ChIbpiKa HATPUU.

3. Kak na npuemate Tennopuc

Bunaru npuemaiite ToBa JIeKapcTBO TOYHO KakTo Bu e xa3an Bamus nexap uinn hapmaneBT. AKo He
CTe CUTYpHH B HEIlO, monuTaiire Bamus nexap i GapmarniesT.

HpeHOp’L‘lI/ITCHHaTa J03a TeHJ’IOpI/IC € €aHa TabIeTKa JHCBHO.

TabmeTkuTe TPsIOBA 1A ce MOTIBINAT C YaIa Bojaa, ¢ Wim 0e3 xpana. TpsdBa 1a ce onurare ga
mpreMarte JTHEBHATa J103a 110 €JTHO U ChI0 BpeMe Beeku JeH. He npuemaiite TeHmopuc cbe COK OT

rpeindpyr.
Baxho e na npoabimkute n1a npuemare Tennopuc, Jokato Bamust iekap He Bu kaxe Helo apyro.

Ynorpebda npu aena u I0HOIIH
He ce npenoppuBa U3n0J13BaHETO HA TEHIOPUC MPU A€LA U FOHOLIY.

AKO cTe pHeJn moBeye oT HeodxoauMara no3a Tensopuc

AKo ciry4aifHO cTe IpUeH TBpe MHOTO TaOJIeTKH, He3a0aBHO ce CBbprkeTe ¢ Bammst ekap.
[Ipunaranero Ha TBBpPAEC MHOTO TaOJETKH MOYXKE Jja IPUIMHY MOHIKaBaHE Ha KPhbBHOTO HAJISTaHE HIIH
JIOpH TIOHM>KaBaHE J0 ONAaCHO HUCKHU CTOMHOCTH. Bue Moke 1a mouyBcTBaTe 3aMaiiBaHe,



CBETOBBPTEXK, OJIETHOCT MM c1ab0CT. AKO CIIalaHeTO HAa KPHBHOTO HAJSTaHE € 3HAYUTEITHO, MOXKeE /1a
U3MaJHeTe B TeXKBK MOK. Koska B Moske 1a cTaHe XJaaHa | JIenKaBa v 1a U3TyOHUTe Ch3HAHME.
[ToBuIIEHO KOJIMYECTBO TEYHOCT MOXKeE Jla C€ HaTpyma B Oenute ApodoBe (OenoapodeH 0TokK),
MIPUYUHABANKY 331yX, KOUTO MOXKe J1a ce pa3Bue 10 24-48 yaca cnen npuema.

AKo cTe nponmycHaJu 1a npuemete Tenaopuc

AKo ciydaifHO CTe MPOMyCHAIN JHEBHATA /1032, IPOCTO MpUEMETe cleBaIiaTa 103a KakTo
0OWKHOBEHO.

He B3emaiiTe aBoiiHa 1032, 32 Aa KOMIIEHCHpATE IpoIlycHAaTaTa 103a.

Axko cnpete npuema Ha TeHJiopuc
Bammar nekap me Bu mockBeTBa KOJIKO ABITO Aa mpreMate BameTto nekapcTBo. CheTossHue Bu MOXe
Jla ce BIIOLIM, aKo CIIpeTe Ja u3nonsBaTte BameTo nekapcTBo, npeau Toil 1a Bu xaxe ToBa.

AKO MMaTe HAKaKBH JOIBIHUTEIHNA BHIIPOCH OTHOCHO yIoTpedara Ha TOBa JISKApCTBO, MTONUTANTE
Bamus nekap wnu papMarieBT.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BUKA HEXKCIAHU PEaKIIUH, BBIIPEKU Y€ HC
BCCKH T'Y ITOJTy4aBa.

Bennara nocerete Bamus iekap, ako moyyBCTBaTe HAKOS OT CIIEIHUTE, TEKKH HEXEJIaHU peakLuu

CJIe]] TpUeM Ha TOBA JICKapCTBO.

- BuezanHo xpuntene, 00jKa B IbpANTE, 3aAyX WIN 3aTPYJHEHO JUIIAHE;

- IlomyBaHe Ha KjemayuTe, JIULUETO WIH YCTHUTE;

- [TonyBaHe Ha e31Ka U I'bPJIOTO, KOETO MPUUUHSIBA TOJIEMH 3aTPYyAHEHHS IPU IUIIAHE;

- TeXKH KOXKHM PeakLUH, BKIIOUYUTEITHO HHTCH3UBEH KOXKEH 00pUB, YPTUKApHs, 3aUepBsIBaHe Ha
KO’KaTa Mo ISUI0TO TSUI0, ChpOeX Mo KoXKaTa, 00pa3yBaHe Ha MEXYpH, JIIOLICHE U MO JyBaHe Ha
KO’KaTa, Bb3MaJieHe Ha JIMTaBUIUTe (CHHIpPOM Ha Stevens-Johnson, TOKCHYHA enmuiepMatHa
HEKPOJIN3a) WIK APYTH AJIEPTHYHH PEaKLUH;

- CwpaeueH ynap, HapylIeH ChpeueH PUTHM;

- Briananenue Ha maHkpeaca, KOSTO MOXKe Ja JIOBEJIE IO CHIIHA KOpeMHa 0oJIKa U OOJIKH B I'bp0a,
npuapyKeHa ¢ yceuane, ye Bu e MHoro Jsomo.

AMJIONUITHH

CrenHUTE YeCTH HeXKeJaHU peakuy ca Oy JOKIaaBaHu. AKO HSKOS OT Te3u peakiuuu Bu
NPUYMHABA POOJIEMH WIIM aKO Te MPOIbJIKAT NMOBeYe OT €HA CeIMUIIA, TPAOBA /1a ce CBhPIKETe C
Bamus sekap.

MaHoro uectu (Morar ja 3acersgar nosede ot 1 gHa 10 aymm):
- MOJTyBaHe Ha Tie3eHUTe (OTOK).

Yecru (morar ga 3acersar jo 1 Ha 10 qymim):

- I'maBoGOMME, BUEHE Ha CBST, CHIMBOCT (0COOEHO B HAYAJIOTO Ha JICUCHHUETO);
- Crprebuene (ycemane Ha CbpACYHIS PUTHM), 3aU€pBsIBaHE;

- Bonku B kopema, Hepa3noJioxkeHue (TajieHe);

- [IpomeHeHa uypeBHa NEPUCTANTHKA, TUAPUS, 3aIleK, HAPYIIEHO XPaHOCMIJIAHE,
- YmMopa, ciadocT;

- Hapy1uenust Ha 3peHHeTo, IBOMHO BHIKJIAHE;

- MyCKyJTHU KpaMITy.

Jpyru HeXeTaHu peakiyu, KOUTO ca OMITM ChOOILIeHH, ca M30POSHH TI0-/10JTy. AKO HSIKOS OT TSIX CTaHE
CEpUO3HA, HJIH aKO 3a0eNIeKNTE HIKAKBU HEeXXEJIaH! Peakiii, KOUTO He ca N30pOCHHU B Ta3U JIMCTOBKA,
MoJisl yBeoMmete Bamust nekap nim ¢apmanesT.



Heuectu (Morar ga 3acernar go 1 va 100 gymm):

- [Tpomenu B HACTpOEHUETO, OE3MOKONUCTBO, JeTpecusi, 0e3CHHUE;

- Tpenepene, BKyCOBH aHOMAaJIUH, IPUIaIbLIH, CI1a00CT;

- CKOBaHOCT WJIM U3TPBIIBAHE HA KPaWHUITUTE; 3ary0a Ha ycemaHe 3a 00JKa;

- [ITy™m B ymwre;

- Hucko kpbBHO HansATaHe;

- Kuxane/xpema, mpruauHeHa OT Bh3MMaJICHUE Ha IUTaBUIlaTa Ha HOca (PUHUT);

- Kammmna;

- Cyxorta B ycTara, NOBpbLIaHe (IPpUiIolaBaHe);

- Koconan, noBuieHo u3norssane, CbpOex 1o KoxKaTa, YepBEHHU IIeTHA 110 KOXKaTa,
00e31BETABAaHE Ha KOXKATa;

- Hapymenne npu ypuHupaHe, 4eCTo ypHHUpPaHE Mpe3 HOLITa, MO-ToJIsiM Opol MbTH Ha
YpUHHpPAHE;

- Hecnoco6nocT aa ce momy4n epekuusi, AMCKOM(OPT MM yrojeMsiBaHe Ha TbPAUTE IPH
MBIKETE;

- Bonka, HepasmnonoxeHue;

- CraBHU WM MYCKYJITHH OOJIKH, MYCKYJIHH KpaMIid, O0JIKa B Tbp0a;

- IToBumraBane UM HamMaJsIBaHE HA TETJIOTO;

- Bosnika B repaure.

Penku (morar ga 3acernar o 1 Ha 1 000 mymm):
- OO0BpKBaHe.

Mmoro peaku (Morat na 3acerHat 1o 1 #a 10 000 gymmm):

Hamanen Opoii 611 KpbBHU KJIETKH, HAMaJIsIBaHE Ha TPOMOOLIMTUTE B KPBHBTA, KOETO MOXE /2
J0BeJie 10 HeoOWvaiHi CHHUHY WJIM JIECHO KbpBeHe (YBpPEKAaHEe Ha YEPBEHUTE KPHBHU
KIICTKH);

- IToBuiraBaHe Ha 3axapTa B KPbBTa (XUIIEPIIINKEMUS);

- 3a0osiBaHe Ha HEPBUTE, KOETO MOXKeE Jia JOBEJIE JI0 CI1a00CT, N3TPBIIBAHE MU CKOBAHOCT;

- [TonyBaHe Ha BEHLIUTE;

- [lomyBaHe Ha KopeMa (racTpuT);

- Hapymena uepHoipoOHa QyHKIMSL, Bb3MaJeHUE Ha YePHUS IPo0 (XenaTuT), MOXKbJITIBAHE Ha
KokaTa (KBJITEHHUIIa), TOBUIIIABaHE HA YEPHOAPOOHUTE EH3UMHU, KOMUTO MOTAaT Ja OKaXkatT
BB3ACHUCTBHE BbPXY HAKOH MEANLUHCKH TECTOBE;

- YBennyaBaHe Ha HAIIPEKECHUETO B MYCKYIIUTE;

- Br3nanenne Ha KpbBOHOCHHUTE CHAOBE, YECTO C OOPHB MO KOXKATa;

- YyBCTBUTEIIHOCT KbM CBETIIHMHA.

C Hew3BecTHaA YecToTa (YecToTaTa He MOKe Jia ObJie onpe/ieieHa OT HATMYHUTE JJaHHH ):
- Tpenepene, BIbpBeHa CTOWKA, [T0I00CH HA MacKa M3pa3 Ha JIMIETO (MACKOBUIHO JIHIIE),
3a0aBeHU JABWKCHUS U BIayeHE Ha KpakaTa, HeCTa0MIIHA OXOKa.

JIOCAPTAH

Yecru (morar ga 3acersar jo 1 Ha 10 qymim):

- 3aMasiHOCT;

- IlonmxkaBane Ha KPHBHOTO HaJsIraHe (0COOEHO Cliel] MPEeKOMEPHO OTIEIISTHE Ha BOAA OT
opraHu3Ma U 1o-TOYHO HaMalsiBaHe Ha o0eMa Ha KPbBTa, HAPUMep MIPH NMalUeHTH C TEXKa
ChpACYHA HEJOCTATHYHOCT MJIH MIPHU JICUEHUE C BUCOKH JI03H AUYPETHIIN);

- CBBp3aHu C JI03aTa OPTOCTATUYHU e(PEeKTH KaTo MOHWKaBaHE Ha KPHBHOTO HAJISTaHE MPH
CTaBaHe OT JIETHAJIO MJIK OT CeIHANIO TOJ0KEHHE;

- Hewmorr;

- YMopa;

- TBBpaE ManKo 3axap B KPbBTA (XUIIOTIUKEMUS);

- [Ipekaneno MHOTO Kanuii B KPBbBTA (XUIEPKATUEMHS );

- [Ipomenu B ObOpeuHaTa QyHKIHS, BKIIOUYNTETHO ObOpeYHa HENOCTAThYHOCT;



- Hawmasen O6poit Ha YepBeHUTE KPHBHU KICTKU (aHEMUS);
- YBennueHue Ha KpbBHATA ypes, CEPYMHHS KPEaTHHUH W CEPyMHUS KAl MPU MAlMEHTH ChC
ChpACYHA HEJOCTATHYHOCT.

Heuectu (Morar ga 3acernar go 1 va 100 gymm):
- CBHIMBOCT;

- I'maBoGomnue;

- PazctpoiicTBo Ha ChHS;

- VYcemrane 3a yCKOpeH myJic (Chpuednene);
- Cunna 60Jka B rbpANUTE (CTEHOKAPANS);

- Henocrur Ha BB3AYX (330yX);

- Boinku B kopema;

- 3amnek;

- Huapus;

- I'anmene;

- IloBpbiLaHe;

- KonpusHa Tpecka (ypTukapus);

- Copbex (mpypuryc);

- OO6pusB;

- Jlokanu3upaHo nojyBaHe (0TOK);

- Kanmua.

Penku (morar na 3acersat g0 1 va 1 000 gymm):

- CBpBXUYBCTBUTEIHOCT;

- Anrnoenem;

- Br3nanenue Ha KpPbBOHOCHHUTE ChAOBE (BaCKYJIUT, BKIIOYUTEIHO ITypypa Ha Henoch-
Schoénlein);

- CKOBaHOCT WJIM U3TPBIIBaHE (IIapecTe3ns);

- 3ary0a Ha ch3HaHUE (CHHKOIT);

- CunHO yckopeHa 1 HepaBHOMEpHA ChpJIedHa AEWHOCT (TIPEACHPAHO MBXK/IEHE);

- Mo3bueH uHCynT (yAap);

- HHTecTHHANIEH aHTHOeIeM: 1I0IyBaHe Ha YepBara, POsIBSIBALO CE ChbC CUMIITOMU KaTo
KOpeMHa 00JIKa, rajieHe, MOBPBIIaHe U TUAPHS;

- Br3nanenue Ha uepHus Apo0 (XenaTur);

- [loBumaBane Ha ananuH amMmuHOTpaHchepaszara (AJIAT) B kpbBTa, 0OOMKHOBEHO TIPH
IpeKpaTsBaHe Ha JICYUCHHUETO.

C HeusBecTHa yecToTa (He MoraT Ja ObJar OLIEHEH! OT HAIMYHUTE JaHHN):
- Hamanen O6poit Ha TpoMOOIIUTHTE;

- MurpeHa;

- AHOMaNMu Ha YepHOPOOHATA QYHKIIUS;

- MycKyJIHY U CTaBHHU OOJIKY;

- I'punonogo6Hu cUMIITOMUY;

- Bonku B repba 1 mHGEKINSA Ha MUKOYHNTE THTHUINA;

- [loBuiieHa 4yBCTBUTETHOCT KbM CIIBHLETO ((POTOUYBCTBUTEIHOCT);
- HeobscHnMa myckyitHa 60ka ¢ ThMHA (C IBAT Ha Yail) ypuHa (pabaoMuon3a);
- MmmotenTHOCT;

- Br3nanenue Ha maHkpeaca (MMaHKPEaTHT);

- Hucku HuBa Ha HaTpUil B KpbBTa (XUIIOHATPHEMUS);

- Henpecus;

- 006110 Hepa3moyiokeHue (TUCKOMdOPT);

- 3BBHEHE, JXYKEHE, PEB WM LIpaKkaHe B yIIUTE (THHUTYC);

- Hapymen Bkyc (mpoMsiHa Ha BKyca).

Cpo01aBaHe HA HeKeJIAHU PeaKIun
AKO TIOJTyYnTe HIKAKBU HEXEJIAaHU JIEKAPCTBCHH PEaKIIMY, YBeqoMeTe Barms nekap win (apMarieBT.



ToBa BKJIFOYBA BCHYKH B3MOXKHH, HEOTIMCAHH B Ta3M JINCTOBKA HEXKENIaHHU peakiui. MoxeTe ChIIo aa
CHOOIIUTE HEXKETIAHU PEAKIMH JUPEKTHO Upe3

W3mbIHUTEHA areHIUs 10 JeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yebcanT: www.bda.bg

Karo cho0maBare HexeNaH! peakiuu, MOXKETe Jla JaieTe CBOS IPUHOC 3a MOJTyYyaBaHe Ha TIOBEYe
nH(OpMAITHS OTHOCHO 0€30I1aCHOCTTa Ha TOBA JICKapCTBO.

5. Kak n1a cbxpansiBate Tenaopuc
CoxpansBaiiTe Ha MSCTO, HEIOCTBITHO 3a JeLa.

He n3non3BaiiTe TOBa JIEKapCTBO €I CPOKA Ha TOTHOCT, OTOEIA3aH BEPXY KapTOHEHATa KyTHS U
onmucrtepa cien ,,l'oneH 10:”. CpoKbT Ha TOIHOCT OTTOBApPSI Ha MOCIEIHUS JeH OT TIOCOYCHHUS Mecell.

ToBa JICKApCTBO HE M3UCKBA CIICHUATIHU YCJIOBHUS 34 CbXPaHCHUE.

JlexapcTBata He TpsiOBa Ja ce U3XBBPIAT B KAHATU3AIUITA UK B KOHTEHHEPA 32 IOMAIITHU OTHAIbIIH.
[lommmratiTe Bamms dapmaliieBT Kak Ja YHUIIOKKTE HeHY)kHUTe Bu nexapcrsa. Te3n Mepku 1mie
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATa Cpeja.

6. Cpabp:kaHue HA ONIAKOBKATA M I0NbJHUTEIHA UHpopMauus

KakBo cbabpxa Tensnopuc

- AKTUBHHTE BEILLIECTBA Ca JIOCAPTAH KAJINH U aMJIOJUIINH Oe3UIIaT.
Tennopuc 50 mg/5 mg GuamMupanu TabICTKH
Bcesika punmupana tabnerka cpabpxka 50 mg nocapran kanuid u 6,94 mg amiiounuH Oe3unnar,
€KBUBAJICHTEH Ha 5 mg aMJIOJUIIMH.
Tennopuc 50 mg/10 mg punmupanu TadbIeTKH
Bcesika punmupana tabnerka cpabpixka 50 mg nocapran kanuid u 13,88 mg amnoaunun 6e3unar,
eKBUBaJIeHTeH Ha 10 mg amioAunuH.
Tennopuc 100 mg/5 mg buamupanu TabIeTKu
Bcesika punmupana tabnerka ceabpixka 100 mg tocapran kanuii u 6,94 mg aMmnoaunuH Ge3unar,
€KBUBAJICHTEH Ha 5 mg aMJIOJUIIMH.
Tennopuc 100 mg/10 mg hunmupanu TabIeTKH
Bcesika punmupana tabnerka ceabpika 100 mg ocapran kanuii n 13,88 mg amonunux
Oe3mat, ekBUBaNieHTeH Ha 10 mg aMI0uIMH.

- Jpyru cbeTaBky (IIOMOIIHY BELIECTBA) B SIAPOTO Ha TalJieTKaTa ca: JaKTo3a MOHOXHIPAT,
renyio3a, pax (E460); HumecTe, mpeKeTaTHHU3UPAHO (IIAPEBUYHO); TAPEBUYHO HUIIECTE;
neinyno3a, Mukpokpuctaisaa (E460); cunnnueB JHOKCH, KOJIOUIEH 0e3BOICH, MarHe31eB
creapar (E470b); Hatpues HuiiecTeH raukonar (Tun A) v xbiaT xene3eH okeua (E172).

- Jpyru chCTaBKH (IIOMOIIHH BEIIECTBA) BB (PUIMOBOTO MoKpuTHe Ha 50 My/5 mg dbunmmupanu
TabyeTky ca yepBeH xeneszeH okcun (E172); xopnt xenezen okcua (E172); mommu(BuHMIOB
ankoxou); TutaHoB nuokcun (E171), makporon 3000 u Tank (E553Db).

- Jpyru cheTaBKH (IIOMOIIHH BEIIECTBA) BB PUIMOBOTO mokputue Ha S0 mg/10 mg hunmupanu
TabneTky ca yepBeH xeneseH okern (E172); momu(BHHUIOB aIKOXO0J); THTAHOB AMOKCHJ
(E171), makporoxn 3000 u tank (E553D).

- Jpyru chcTaBKH (IIOMOIIHH BEIIeCTBa) BbB (HIMOBOTO mokputue Ha 100 mg/5 mg punmupanu
TabneTky ca yepBeH xeneseH okenn (E172); momu(BHHUIOB aIKOXO0J); THTAHOB AMOKCHJ
(E171), makporon 3000 u tank (E553D).



- Jpyru cecraBky (IIOMOIIHK BEIeCTBa) BBB (praMoBoTo mokpurre Ha 100 mg/10 mg
dbuTMupaHu TabIETKH ca BT XkKesaesdeH okcua (E172); moau(BUHUIIOB aIKOXO0); THTAHOB
mauokeun (E171), makporon 3000 u tank (E553D).

Buxre Touka 2 ,,TeHnopuc cbabpika JJakT03a U HATpUK®.

Kak usrinexna TeHaopuc 1 KAKBO ChABP:KA OMIAKOBKATA

Tennopuc 50 mg/5 mg punmupanu TabiaeTku ca kadsBo-opaHkeBH, Kpbri (15 mm x 7 mm), JeKo
JIBOMHOU3II'BKHAJIY.

Temnopuc 50 mg/10 mg puMupanu TabIeTKU ca yepBeHo-KadsBu, oaaHu (15 mm x 7 mm), exo
JBOWHOUBITBKHAIH.

Temnopuc 100 mg/5 mg Gpumupanu TabaeTku ca po3oBu, oBaaax (18 mm x 9 mm),
JIBOMHOU3II'BKHAJIY.

Tennopuc 100 mg/10 mg punmupanu TabneTku ca 61ea0 KaQeHUKABO-KbJITH, oBaHH (18 mm x

9 mm), ABOHHOU3IIbKHAIH.

Temnopuc 50 mg/5 mg, 50 mg/10 mg, 100 mg/5 mg u 100 mg/10 mg punmupanu TabaeTKu ce
npemiaraT B kKytuu o 10, 28, 30, 56, 60, 84 u 90 punmupanu TabeTku B OJUCTEPH.

He Bcuuku BHIOBE OMaKOBKH MOTar Ja ObJaT IMyCHATH Ha Ta3apa.

IIpurtexkaTesa Ha pa3pelIeHUETO 32 yNOTpeda
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CrioBeHus

IIpousBoguresn: 5
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CiioBeHust
TAD Pharma GmbH, Heinz-Lohmann-Str.5, 27472 Cuxhaven, I'epmanus

To3u JiekapcTBO € pa3pelieHo 3a ynorpeda B Ibp:xaBuTe-4i1eHKH Ha EBponeiickoTo
HKOHOMHUYECKO MPOCTPAHCTBO MO/ CJIeHUTe HMeHAa:

HNme Ha cTpaHa 4ieHKa HNmMe Ha JiekapcTBeH NPOAYKT

Bbovarapus Tennopuc

Yurapus, Jlareus, CioBakus | Tenloris
Mosma Alortia

JlaTa Ha MOC/IeHO MpepasriekaaHe HA JIHCTOBKATA
11 Anpun 2025

[TonpoOHa nHOpMaIKs 3a TO3M JICKApPCTBEH MPOAYKT € MPEI0CTaBeHa Ha yeOcaliTa Ha M3nbJIHUTEIIHA
Arenrus mo jgexkapcrsara (MAJ) http://www.bda.bg.





