JIMCTOBKA
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Tenaopuc 50 mg/5 mg puamupann radaeTkH
Tenaopuc 50 mg/10 mg puamupann tad/iIeTKH
Tennopuc 100 mg/S mg puamupanu Tad/1eTKH

Tenaopuc 100 mg/10 mg puamupann tad/1eTKH
N0CapTaH KaJUui/amMa0aUIKHH

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

IIpoueTeTe BHHMATE/HO UAJIATA JIHCTOBKA, MpPe/1H 1A 3aM0YHETE 12 NPHEMAaTe TOBA JIEKAPCTBO,

ThH KaTO TH ChbAbPKA BaxKHa 32 Bac uadpopmanus.

- 3anazere Ta3M JIMCTOBKA. MOXKe /1a ce HaJIOKH J1a A NMPOYETETE OTHOBO.

- AKO UMaTe HAKaAKBH JIOMbJIHUTEIHH BLNPOCH, nonuTainTe Bawus nekap uid papMaLesr.

- ToBa nekapcTBO € npeaAnyucaHo eIMHCTBEHO U IMYHO Ha Bac. He ro npeorcrbnBaiTe Ha aApyru
xopa. To Moxe 1a UM HaBpeaH, HE3aBUCUMO Y€ MPU3HALIMTE HA TAXHOTO 3a00/15BaHe Ca ChIUTE
kaTo Bawure.

- AKO MOJIyYHUTE HAKAKBU HEKEJIAHH JIEKAPCTBEHHW peakLMH, yBeaomeTe Baluus ekap uiu
dbapmauesT. ToBa BKJIIOYBA U BCHYKH Bb3MOXKHH HEXKEJIAHW PeaKLIMH, HEOMMCAHHU B Ta3M
nucToBka. Buxkre Touka 4.

KakBo c¢bABbpKa Ta3H JIHCTOBKA

KakBo npeacrasnsisa TeHs0pUC U 32 KAKBO C€ W3I10J13Ba
KakBo Tpsa0OBa na 3Haere, npeau aa npuemere | eHopuc
Kak na npuemare TeHnopuc

Bb3MOXXHH HEXKEJIaHH peaKkUHH

Kak na cbxpansBare TeHaopHC

CbAbp)KaHHE HA ONaKOBKaTa M AOIMbJHUTE/IHA HHPOpMaLUA

) S s el

1. KakBo npeacras/isa TeHJIOpHC H 32 KAKBO Ce H3M0./13BA

Tennopuc cbabpka 1B€ aKTHBHH BELLECTBA, HAPEYEHH Jl0capTaH ¥ amjoaunuH. M nBere BeluecTsa

Cromarar 3a KOHTPOJ1a Ha BUCOKOTO KPbBHO HaJiiraHe.

- JlocapraH npuHa/IeKK KbM Ipyra JiekapcTBa, HapeueHHu "aHruoreH3uH-11 peuentopuu
AHTArOHUCTH", KOUTO MOHUKABAT KPbBHOTO HAJIArAHE YpPE3 OTMYCKAHE HA KPbBOHOCHHUTE
Cb/10BE.

- AMIOQUIMUH MPUHAJIEKH KbM I'pyrara BELLIECTBA, HAPEUYEHH “KaJIUMEBH AHTArOHUCTH .
AMJIOAUIMHH CIKMpa NPEMUHABAHETO HA KAJILMH B CTEHATa HA KPbBOHOCHHUTE CH/10BE, KOETO
NnpeaoTBpaTiBa CBUBAHETO HA KPbBOHOCHUTE CbI0BE M 110 TO3H HAYMH CbLIO MOHUKABA
KPbBHOTO HajlsraHe.

JlelcTBHUsATA HA TE3M /IBE BELIECTBA JOMPHHACAT 3a ClIMpPaHE Ha CBUBAHETO HA KPbBO

B pe3yartar Ha TOBa KPbBOHOCHHUTE Cbh/I0BE CE€ OTITYCKAT U KPbBHOTO HaJiAraHe ce

Tennopuc ce U3non3pa 3a Jie4eHUE Ha BUCOKO KPbBHO HaJIAraHe (XMNepTOHMUS) I
BEYE Ca MPUEMAJTH JIOCAPTAH U aMJIOAMITMH B CHLUMTE 103U, BMECTO /JIa MpHeMaT T

OTACJIHO.
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Kakpo Tpua0Ba na 3uaere, npean n1a npuemete Tennopuc

He npuemaiite Tenaopue

AKO CTe anepruyHH KbM J0CAPTaH, aMIOAUNHH YUK KbM HAKOA OT OCTAHATUTE ChCTABKH Ha
TOBA fieKapcTBO (M30POCHH B TOUKA 6), WIH KbM APYT KAIUHEB aHTaroHucT. Tosa Moxe na ce
NPOABU KaTo Cbpbex, 3a4epPBABAHE HA KOXKATa WIH 3aTPYAHEHO AHLIAHE.

AKO HMATE MHOIO HUCKO KPbBHO HanAraHe (XUMOTOHHUA).

AKO UMATE CTECHEHHME HA a0pPTHATa ChpACHHA Knamna (a0pTHA CTEHO3a) HIIK KapAHOTE€HEH LUOK
(CBHCTOAHHE, MPH KOETO ChPLETO HE € B CECTOAHHUE 1a JOCTABAT AOCTATHYHO KPBB KbM TAJIOTO).
AKO cTpajare OT CbpAEYHA HeAOCTaTbYHOCT Cel HHPapPKT.

Ako cre OpemenHa cnea 3-ua Meceu. (Cbuio Taka no-godpe € aa ce u3darea Tennopuc B paHHa
OpEMEHHOCT - BHKTE ,,bpeMEeHHOCT™).

Ako Bauara yepHoapobHa GyHKUMA € TEXKKO YBPEICHA.

Ako uMare guabeT win HapyuweHa 6bOpeuna GpyHKUMA 4 Ce JIeKYBaTe C JIEKApCTRO 3a
MOHWKABAHE HA KPBBHOTO HANATAHE, ChAbPKALLO ATUCKHPEH.

IIpeaynpexieHus H npeana3sHH MePKH
["'oBopeTe ¢ Bawus nexap wam dapMaueBT npead Aa npueMere TeHnopHc.

Tpabsa na kaxxere Ha Bawusa nekap, ako MHcuTe, Yye cte OpeMeHHa (WK MOxe na 3abpemeHeere).
TeHnopHC He ce npenopbyYBa B paHHa OpeMeHHOCT K He TpadBa Aa ce nNpueMa, ako cTe OpeMeHHa chef
3-Ha Mecell, Thil KaTo MOXE Aa TPHUYMHU CEPHO3HO YBpexaaHe Ha Bauteto 6ebe, ako ce nanonssa
npe3 TO3W NepHoA (BHKTE TOUKA ,,bpeMeHHOCT”).

BaxHo ¢ na kaxere Ha Bawua nekap, npead aa npdeMare [ eHNopHC:

AKO ¢T€ UMAJTH aHAMHE3Aa 32 aHruoeaeM (NogyBaHe Ha NHLETO, YCTHHTE, MbpJOTO HW/WIH e3HKa)

(BHXKTE CBLIO TOYKA 4);

AKoO cTpajaTe OT CHJTHO NOBPbBLLUAHE WIH JHADHSA, BOACIM A0 NpeKoMepHa 3aryba Ha TeHHOCTH

H/WIH cONM OT opranu3Ma By;

AKO npueMare JHYypeTHLHM (N1e€KapCcTBa, KOMTO MNOBUILABAT KOJTMYECTBOTO Ha BOJATa, OTAESNAHA

npe3 6bOpeLnTe) HIIH CTE HA AHETA C OrPaHHYEH NPHEM Ha COJI, BOAECLLA O NPEKOMEpPHa 3aryda

Ha TEYHOCTH H CONM OT OopraHuima Bu;

Axo Bu e H3BeCTHO, Y€ UMATE CTECHEHHUE HJIH 3aMyLIBaHE HA KPbBOHOCHHUTE ChIOBE KbM

BawnTte 6u0peun ninn ako Hackopo Bu e TpaHcnnaHTipaH 6u0pek;

Axo Bawara ywepHoapobHa QyHkuHA € yBpeaeHa (BuxTe Touka 2 "He npuemaiite Tennopuc"),

AKO cTpaaare oT CbpAeyHa HEAOCTAaTLUHOCT, ¢ WK He3 OBLOpeuHo yBpekaaHe, HIIH

CBLMPOBOXKAALLM TEXKKH *HBOTO3acTpalllaBallyd CbpAeYHH apUTMHH. CIELIHATTHO BHUMAHHE €

HeoOXOOHMO, KOTaToO CE EKYBAaTe €AHOBpEMEHHO U ¢ B — Bnokep;

AKko umare npobaemMu ¢ Balunte cbpaeUHH KNanu WiKn CbpACHEH MYCKYJT;

AKO cTpagare oT HCX€MHUHa DoNnecT Ha cbpUeTo (MPUYUHEHA OT HAMANEH NPUTOK HA KPbB B

KPbBOHOCHHUTE ChZIOBE HAa CHPLETO ) WK OT MO3bYHOCHAOBA Obonect ( npUyHHeHa oT

peayLHMpaHO KpbBOOOpallEeHHE B MO3bKA);

AKO cTpagarte oT MbPBHUSH XUNEPATAOCTEPOHU3IBM (CHHAPOM, CBBP3aH C NMOBULLIEHA CeKpeLUa

Ha XOpPMOHA alJOCTEPOH OT HAA0LOpEeUHHUTE XUIT€3H, MPUUHHEHA OT AHOMATHM B JKIIE3HTE);

AKO Hackopo CTe MpeXHUBEIH HHDAPKT;

AKO UMATe WK CTe WMAaJH CHJIHO NMOBHLUIZBAHE HA KPBbBHOTO HaJIAraHe (XHINEPTOHUYHA Kpu3a);

AKO CT¢ B HanpeJHana Bb3pacT U J03aTa TpsAdBa Ja ce YBE/IUYH;

AKO MpHEMAaTe HAKOE OT CINCAHUTE JIEKAPCTBA, H3MOI3BAHM 33 N€UYEHHE HA BUCOKO KPBBHO

HaJAraHe:

- ACE unxuburtop (HanpuMep eHananpurn, TH3MHOTIPWI, paMUNPHI), 0COOEH
610peunu npobneMu, cabp3aHu ¢ auadera,

- ANTUCKHPEH,

- aAKO NpUEMAaTE APYrd JeKapCTBa, KOUTO MOMaT Aa MOBHLIAT HHBOTO Ha Ce
(BuKTE TOYKA 2 ,,JIpyru nekapctea u Tennopuc™).




Bawunsat nekap MOXe neproan4Ho Aa npoeepspa 6b0pevuHaTa By QyHKIIMA, KPLBHOTO HasAraHe u
KOMHYECTBOTO HA eNeKTPONUTHTE (HANP. Kanuit) B KpueTa BH.,
Buxre cbuo HHpopmauusita ozarnasexa “He npuemaiite Tennopuc”.

["'oBopete ¢ Bawus nekap, ako noayuure xkopemMHa 0onka, raaeHe, NOBpbLAHE WIH JHAPHS Cle]
npuem Ha Texnnopuc. Bawuuar nekap wwie B3eme pelleHHUe 3a no-HaraTblHO nevdeHue. He cnupaiite na
npyuemare J1eKapcTBOTO TeHNOpPHC CAMOCTOSTENHO,

Hena H OHOINA
H3nonssanero Ha Tennopuc npu Aeua u woHowK no 18-roaviuna Bb3pacT He ce npenopbyBa.

Apyru nexkapcrsa B Ternopuc
Kaxere Ha Bawua nexap win gapMaLeBT, ako NpUeMare, HACKOpO CTe NPUEMAIIH MITH € Bb3MOXHO Aa

npuemare JpyrH J1€KapcTaa.

Hudopmupaitite Bamns nekap, ake npuemare KaiHeBH 100aBKH, KATHA-CbAbPKALLH 3aMECTHTENH Ha
COJITa, KUTHH-CHLXpaHABAILY JICKAPCTBA, KATO HAKOHW JMypeTHLIM (Hanp. aMWIOpH, TPHAMTEPEH,
CMIHPOHONAKTOH) WK APYTH JIEKAPCTBA, KOHTO MOraT Aa MOBMILAT HHBOTO Ha CEpyMHHUs Kanuii (Hanp.
XE€MapHH, JIEKApCTBA, ChAbPXKALIUKH TPUMETONPUM), Thbit KATO KOMOHHAUMATA UM ¢ TeHAOPHC He ce
MpenopbLUBa.

OObpHETE CneuHaTHO BHHMAHHE, aKO NPHEMATE CICIHHUTE JIEKAPCTBA, IOKATO CE JIEKYBaTe ¢

Tennopuc:

- Jpyry nekapcTea 3a MOHWKABAHE HAa KPbBHOTO HANTAraHE, Thif KATO T€ MOTAT AOMBAHHTEIHO 14
MOHWXKAT KPpbBHOTO By Hanarane. KpbBHOTO Hansrane Moxke na 6be ROHHKEHO ¢ €OHO OT
ClIeAHUTE JIEKAPCTBA/KN1AC IEKAPCTBA: TPHLUMKIMYHHA AHTHAENPECAHTH, AHTHIICHXOTHLH,
baxnoden, aMupoCTHH;

- HecTeponaHu NpOTHBOBDB3NANKUTEIHM NEKAPCTBA KATO HHAOMETALUMH, BKIMOUHTENHO COX-2
MHXHOHTOPH (NeKapCTBa, KOUTO HAMANIABAT Bb3MANCHHETO U MOTraT 1a ObAaT H3NOA3BaHH 33
obnekyaBaHe Ha bosnka), Tbit KaTO Te MOraT aa oTcnabar edexra Ha NOHMKABAHE HA KPbBHOTO
HalAraHe Ha JIocapTaH.

Ako Bawara 6n0peyHa QyHKUMA € yBpeneHa, ¢1HOBPEMEHHOTO MpHlaraHe Ha TE3W JIEKapcTBa MOXKe

na goeeae A0 BnowasaHe Ha OnOpeuyHaTa PyHKUHA.

Tennopuc Moxe na noenuse iy aa Obae NOBIHAH OT APYTH JIEKAPCTBA, KATO HAMpHMEDP:

- Kerokonason, utpakoHaszon (MpoTHBOrbOHUHH J1I€KapCTRA);

- Puronasup, HHAHHABHP, HeNdHHABHP (Taka HApEUYEHHUTE NPOTEa3HH HHXHOHTOPH, H3NOJ3BAHH
3a JeyeHue Ha HIV);

- PudamnuuvH, epuTpOMHLMH, KNAPUTPOMHUMH (AHTUOHOTHLIN);

- KBbAT KAHTAPHOH (GKBAT KAHTAPHOH);

- Bepanamun, uiTrvasem (JIEKapCcTBa 3a chpue);

- JautponeH (MHPy3Hus Mpy CUITHO NOBHLLEHA TEIECHA TEMIEpaTypa);

- Takponumyc, CHPOTHMYC, TEMCHUPOIIMMYC H €BEPOJIUMYC (JIEKAPCTBA, KOMTO MOBJIHABAT
(yHKUMATA HA KMYHHaTa Bu cHcTema),

- CuMBacTaTvH (MOHMKABRALLO XOJECTEPOJIA IEKAPCTRO),

- LluknocnopuH (MMyHOCynipecop).

JlekapcTsa, chabpkaliy AMTUH HE TpaOBa Ja ce npuemart B komOuHauus ¢ Tennopuc e
HenocpeacTseHo HabmoaeuHe ot Bawng nekap. Moxe aa 6bae noaxoafAo NPUIAraHeToO Hg
CNeUHanHy npeana3Hy MEpKH (Hanp. KpbBHY H3CNEABAHUSA ), ‘S@\W no

7%

Moxe na ce Hanoxu BawuaT nekap 1a npoMenu ao3ara Bu w/unu aa sieme qpyru

Ako npdemare ACE HHXHOHTOP UAY anuCKUpEH (BUXKTE CbLIO HHGOPMALIMATA O3arXy
npuemaiite Tednopuc” u “[lpeaynpexneHus U npeanasHu Mepku’™).



TenjopHC ¢ XpAHA H HANIUTKH

Cok oT rpeiindpyT 4 rpefindpyT He TpadBa na ce KOHCYMHUpAT OT XOpa, KOUTO npHeMar TeHnopuc.
Toea € Taka, 3a1l10TO rpeANdpyT H COK OT rpeindpyT MOrar aa J0BeAaT A0 MOBHILABAHE HA HHBATA Ha
AKTUBHOTO BELLECTBO aMJIOAMIIHH, KOETO MOXeE A3 A0BEAE A0 HENPEABHAUMO 3aCHIBaHE HA edeKTa Ha
MMOHWAKABAHE HA KPBBHOTO HanAraHe Ha Tewnopuc. COKbT OT rpeindpyT CbLLO Taka MOXE 1a HAaMaH
TEPANEeBTHYHUA eEKT Ha JocapTaH.

bpeMeHHOCT H KbpMéEHe
AKo cTe OpeMeHHa UM KbpMUTE, CMATATE, Ye MOXKE 1a cTe OpeMeHHA HITH I1aHupaTe OPEMEHHOCT,

noceBeTBalTE ¢ ¢ Bawuna aekap unu gpapmauesT npeau ynorpedara Ha TOBa JIEKApCTBO.

bpemennocTt

Tpabea aa kaxere Ha Baluns nekap, ako MUCIHTe, ye ¢Te OpeMeHHa (WK MOXke J1a 3abpeMeHeeTe).
Bawuar nexap odbukHoBeHO we By nocbBeTBa Aa cnpere npuema Ha TeHwnopuc npean aa
3a0pemeneere WU BeHara oM pasbepere, ye cTe OpemeHHa M we Bu nocwhBeTBa 1a npuemare aApyro
nekapcTso BMecTo Tennopuc. TeHIOpHC He ce mpenopbyYBa B paHHa OPEMEHHOCT U He TpaOBa na ce
npyema, korato cte 6peMeHHa cien 3-ul Mecel, Thii KaTO MOXKE A4 MPUYHHH CEPHO3HO YBpeKAaHe Ha
Bawero 6ebe, ako ce U3nos3ea el TpeTHa Mecell Ha OpeMEeHHOCTTA.

Knpmene

Kaxere Ha Bawuus fiekap, ako KbpMHUTE WK Bb3HaAMEpABATE Ja KbpMHTE. [JoKazaHo e, ue aMNoaAunMH
NpeMKHHaBa B KbpMaTa B MaJiku konuyectsa. [lopaau tazu npuunHa TeHnopHc He ce npenopbyBa 3a
MaiK1, KOWTO KbpMAT M Bawuuar aekap moxxe ga u3bepe apyro nedenue 3a Bac, ako xkenaerte na
KbpMHTE, OCODEHO ako BebeTo B € HOBOPOASHO WK POAEHO NPEKACBPEMEHHO.

Illo¢pupane n paboTa ¢ MAILIHHA

Tennopuc Moxke aa nosinae BbpXy cnocobHocTTra By 3a wopupane win pabora ¢ MallilMHU. AKO
TabneTkure Bu Hakapar aa ce no4YyBCTBATE 3/1€, 3aMasHA WIH YMOPEHH WK 1a BH NpUUHHAT
rnasodonue, He wogupanTe ¥ He H3MON3BANTE MALIMHU U He3abaBHO ce cBbpxKeTe ¢ Bawuua nekap.

TenaopHC CHALPKA JAKTO34 H HATPHH

Axo cte O nHdopmupaHy oT Baluug nekap, 4e UMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH,
CBbpKETE ce ¢ Baluua aekap, npeau Aa NpUEMETE TO3H JIEKAPCTBEH NPOAYKT.

Tora nekapcTBO chabpxka Nno-manko oT 1 mmol HaTpuii (23 mg) Ha TabneTka, T.€. MOXKe 1a ce Kaxe,
Y€ NMPAKTHYECKH He ChAbpka HATPHH.

3. Kak 1a npuemare Tennopuc

Bunarv npuemMaiTe TOBA IEKapCTBO TOYHO KakTo Bu e kazan Bawus nekap wau ¢papmanepr. AKO He
CTE CUTYPHH B HELLO, NonyTaiTe Bawua nekap nwiu ¢gapMaLesT.

[TpenopbunTtentara nosza Tewnopuc e eaHa TabneTka THEBHO.

Tabnerkure TpadBa aa ce norneLIAT C Yawa Bojaa, ¢ UM 6e3 xpaHa. Tpabea aa ce onurtare Ja
[IpMEMaTe JHEBHATA 4034 10 €IHO U CbL0 BpeMe Bceku aeH. He npueMaiite TeHNOpHC ¢bC COK OT

rperngpyr.

BaxxHo ¢ aa npoawnkuTe na npuemare Tennopuc, nokaro BawmsaT nekap He Bu kaxke H

Ynorpeba npu aena B I0HOIH
He ce npenopbysa u3nonssaHeTo Ha TEHNOPUC IPH A€La H KOHOLIIM.

AKO cTe npHe/IH nosede oT Heodxoaumarta a03a Tenopuc



AKO CJiyH4aiHO cTe npHeu TBbpae MHOro TabneTku, He3abarHO ce CBbpkKeTe ¢ Bawus nekap.
[TprnaradeTo Ha TBbLpAE MHOI'O TabNMETKH MOXKe 1a NPUYUHHH NOHW)KaBaHe Ha KPbBHOTO HANAraHe WiK
NOPH NOHW)XaBaHE 10 OMAaCHO HUCKH CTOHHOCTH. Bne Moxe aa nouyBCcTBaTe 3aMaitBaHe,
CBETOBBPTEK, O1eAHOCT HAH cnaboCcT. AKO CNaAaHETO Ha KPbBHOTO HAJIATAHE € 3HAYHTEJTHO, MOXE Aa
u3nagHeTe 8 TexbK WOK. Koxa By Moxe na craHe xnaaHa v nenkasa U 1a H3ryOUTe Cb3HaHMe.
[loBuiEHO KONHYECTBO TEYHOCT MOXKeE Ja ce HaTpyna B 6eaute apoboee (benoapodeH oTok),
NPUHHHABANRKH 3ayX, KOHTO MOXe aa ce pa3sue 10 24-48 yaca cien npuema.

AKO CcTe NpONYCHANH Aa npreMeTe TeHa0pRC

AKO CNY4aHHO CTE NPONMYCHAJIW AHEBHATA 103a, NMPOCTO NPHEMETE CICABALLATA 1034 KaKTO
ODHKHOBEHO.

He B3emaiiTe nBOHHA 103a, 32 Aa KOMNICHCHpATE NPONycHarara ao3a.

AKo cupete npuema Ha TenaopHc
Bawvsar nekap we Bu nocbBeTBa KOAKO Ob/Aro aa npuemare Bauero nekapctro. ChetosiHue Bu Moxe

Aa CC BJOLIH, aKO CNPETE a H3NO/A3BATC Bawero JCKApCTBO, NpcaAu TOW Aa BH Kaxke TOBAa.

AKO HMaTe HAKaKBH JOIMLIHHTENHH BBIPOCH OTHOCHO ynoTpebaTa Ha TOBa JIeKapCTBO, MOMNUTaiTe
Bawius nekap wiu gpapmMauesr.

4. BL3MOKHHE HeXXe/IaHH PEAKITHA

KakTo BCHukM nekapcTBa, TOBA IEKAPCTBO MOXKE Aa NPeAHW3BUKA HEXKENAHU peaKLMH, BEMPEKH He He
BCEKH ' NOyu4asa.

Beanara nocerere Balua nexap, ako novuyBCTBATE HAKOA OT CNCAHUTE, TEXKKH HEXE/IaHN PCaKUMKH

cjiel NMpHEM Ha TOBA JIEKAPCTBO.

- BHezanHo xpHnTeHe, 00/Ka B MbpANMTE, 3a4yX HIH 2aTPYAHEHO QHLLIAHE;

- [logyBaHe Ha Ki1enayMTe, JMUETO WIH YCTHHUTE;

- [loayBaHe Ha e3uKa M I'bPJOTO, KOETO NPHUHHABA MOJIEMH 3aTPYHEHUSA NPH ZHLIAHE;

- TexxkH KOKHH peakU My, BKIIOUUTENIHO HHTEH3UBEH KOXKEH OOpPHUB, ypPTHKAPHS, 3a4€PBSBaHE HA
KOKaTa Mo UAN0TO TANO, CHPOEX No KoxkaTta, obpasyBaHe Ha MEXYPH, JIIOLIEHE W MMOAYyBaHE Ha
KOXKATa, Bb3Na/icHHE Ha IMraBHLUHTE (CHHAPOM Ha Stevens-Johnson, Tok¢HuHa ennaecpmanta
HEKPOK3a) WK APYTH aNepryudHi peaKkLyiH;

- CobpaeydeH yaap, HapyLlIeH CbpAeyeH PUTHM;

- Bn3ananeHue Ha naHKpeaca, KOeTO MOXKE Aa N0BEAE A0 CHIIHA kopeMHa 00nka ¥ 6osiku B rupba,
NPUAPYXKEHA C ycellaHe, 4¢ Bu € MHoro nowo.

AM/IOOHITHH

ClleAHUTE YeCTH HeXKeJann peaknHu ca OUNKM A0KIaaBaHH. AKO HAKOSA OT Te3u peakLuu Bu
MpUYKHABA MpoblieMHU UK AKO Te MPOABJIKAT NOBEYE OT €1HA cCeAMHIA, TPAOBa 1a ce CBbPKETe ¢
Bamuna nekap.

MHoro uectu (Morat aa 3acerdar nosede ot | Ha 10 gyiumn):

- NOAYBaHe Ha rae3eHuTe (OTOK).

YecTu (Morar pa 3acerHar no |1 Ha 10 gyww):

- [ 'narobonue, BUEHE HA CBAT, CHHAKBOCT (OCOOEHO B HAYANOTO HA JICHEHUETO ),
- CobpuebHeHe (ycewaHe Ha CbPACYHHUA PHTHM), 3a4YEPBABAHE,

- bonku 8 KOpeMa, Hepa3nonoKeHHe (raaeHe);

- [ipoMeHeHa YpeBHA NEPUCTANITHKA, JUapHd, 3aMneK, HapYLIEHO XPaAHOCMHIAHE;
- YMmopa, cnadocT;

- HapyueH1s Ha 3peHHETO, IBOHHO BHDKAAHE,

- MYCKYJIHH KpaMIH.




I[p}’l‘l»‘l HCXKCIAaHH pE€akKLlHH, KOHTO Cd Onu C'bDﬁUlEHH, ca H36p0€HH no-401Yy. AKO HAKOS OT TAX CTaHe
CEPHO3HA, HIIH aKO 3a0e1eKUTe HAKAKBH HeXellaHH PC€aKLHH, KOHUTO HC Ca H36PDBHH B Ta3H JIMCTOBKA,

MOJia yBeagoMeTe Bauiusa nekap win dapmMauesT.

Heuvectu (Morat ga 3acerdar ao | Ha 100 gywu):

- [IpoMeHn B HacTpoeHHETO, 6€3N0KORCTBO, AenpecHs, Oe3cbHUeE;

- TpenepeHe, BKyCOBH aHOMANTHM, NpUNAabLK, Cnaboc;

- CKOBaHOCT WK M3TPBIIBAHE Ha KpaHHHLIUTE; 3aryda Ha ycelaHe 3a Doska;

- Llym 8 yuiuTe;

- Hucko KpbBHO HansraHe;

- Kuxane/xpema, MpUYMHEHA OT Bb3MANICHUE HA JIMTABHLIATA HA HOCA (PUHMT);

- Kauinnua;

- Cyxota B ycTara, nOBpbLUiaHe (MPpUWIOIIABAHE);

- Koconaa, noBHILICHO W3NOTARAHE, CHPOEK NO KOXKATE, YEPBEHH NETHA MO KOXKATa,
o0e3uBeTsBAHE HA KOXKAaTa,

- HapyueHue npn ypuHHpaHe, 4eCTO YPHHHUpPAaHE Npe3 HowlTa, rno-ronsaM 6poM mbTy Ha
YPUHHPAHE;

- HecnocoOHOCT Aa ce nonyuH €pekuna, AHCKOMQOPT WK YroleMABaHEe HA rbPAMTE NPH
MDbIKETE;

- bonka, HEpa3NoOOXKEHHKE;

- CtaBHH WIH MYCKYJHH O0NKH, MYCKYJIHH KpaMiH, 6onka B repa;

- [ToBuiiapaHe WX HaMaISBAHE HA TErJIOTO,

- boska B rupaure.

Penku (Morar na 3acersar Ao |1 Ha 1 000 gyun):
- ObbpkBaHe.

MHoro peaky (morar aa 3acerHat a0 1 Ha 10 000 aywn):

- HaManeH 6poii 6enu KpbBHH KIETKH, HaMalsiBaHe Ha TPOMOOLIMTHTE B KPBBT2, KOETO MOXE Aa
aoBene A0 HeoOMuaiHU CHHUHHU WITH JECHO KbpBeHE (YBpekKAaHe Ha YePBEHHUTE KPbBHHU
KNeTKH);

- [ToeuinaBaHe Ha 3axapTa B KPbBT2 (XUNEPrIMKEMHUA);

- 3abonsaBaHe Ha HEPBUTE, KOETO MOXKE a A0BeAE A0 CNadoCT, H3TPbNBaHE HIIH CKOBAHOCT;

- [loaysane Ha BEeHUHTE;

- [loayBaHe Ha kopeMa (racTpur);

- HapyweHna uepHoapo®Ha dyHkuMs, Bb3naneHHe Ha 4epHHA Apod (XenaTuT), NoxKb/ITIBaHE Ha
KOXKaTa (KBbATEHHLIA), NOBULIABAHE HA YePHOAPOOHUTE €H3UMHU, KOUTO MOraT Aa OKaxX<ar
Bb3ACHCTBUE BbPXY HAKOH MEAULIMHCKH TECTOBE;

- YBenn4yaBaHe HA HAMPEIKEHHETO B MYCKYJIHTE;

- Bh3naneHue Ha KPbBOHOCHHUTE CHAOBE, YECTO ¢ OOpHUR MO KOXKaTa,

- HyBCTBHTETHOCT KbM CBET/IHHA.

C HeH3BecTHa 4ecTOTa (UecToTaTa HE MoXe Aa Oblle onpeaeneHa 0T HATHYHUTE NAHHK):
- Tpenepene, BabpBeHa CTo#Ka, Nogo0eH Ha MAaCcKa U3pa3 Ha TMLETO (MACKOBHAHO NHLE),
3a6aBeHH ABMXKCHHUA KU B/IaY€HEe HA KpakaTa, HecTabWnHa moxoaxa.

JTOCAPTAH

Hectu (Morart aa 3acerdat ao | nHa 10 ayuwu):

- 3aMasgHOCT;

- [ToHw)kaBaHe Ha KPBLBHOTO Hanaraude (0cobeHo clie NMpPeKOMEPHO OTAe/AHe Ha B
OPraHu3Ma H No-TOYHO HAMANARAHE Ha 0DeMa Ha KpbBTa, HaNnpyUMep NPy nauye
ChpPACUHA HEJOCTATBYHOCT WM TIPH NIeYEHHE C BUCOKH J03U NUYPETHLIM);

- CBbp3aHK ¢ 103aTa OPTOCTATHYHU €(PEKTH KATO NOHWKABAHE HA KPbBHOTO Hana
CTaBaHE OT JIErHANO WK OT CEIHAIO0 NOJOKEHHE;




HemoLu;

Ywmopa;

Tsbpae manko 3axap B KPbBTA (XMMOTTHKEMHA);

[IpekaneHO MHOrO KaNnKid B KpbBTa (XHINIEPKATTHEMHA );

[Ipomenu B ObOpeuHaTa GyHKUUA, BKIIOHUTENHO OB0peHHa HEOCTATBYHOCT;

HamaneH Opoii Ha YEpBEHUTE KPbBHHU KACTKH (AHEMHA);

YBeNnueHHEe HA KPbBHATA YPES, CEPYMHHUA KPEAaTHHUH H CEPYMHHA KalIHH MPH NALMEHTH CbC
ChbPACYHA HEAOCTATBYHOCT.

Heuectu (Morat ga 3acerHar Ao | Ha 100 gywm):

CBHNIKBOCT;

[ nasobonue;

Pa3cTpOMCTBO HA CbHA,;

YcelwaHe 3a yckopeH nyic (¢upuebueHe);
Cunna 00Jika B rbpaANTE (CTEHOKAPAKA );
HexocTur Ha 8B3ayx (3aayx);

bonku B kopema;

3anekx:

Huapus,

[‘anexe;

[lospbluaHe;

KonpueHa Tpecka (ypTHkapHs);
Coupbex (npypHTyc);

O6pus;

JlokanuavpaHo nogyeaHe (OTOK);
Kauuiuua.

Peaxu (morart aa 3acerdar Ao 1 Ha 1 000 aywu):

CBpBXYYBCTBHTEITHOCT;

AHruoenem;

BbinaneHue Ha KPpbBOHOCHKTE CbAOBE (BACKYIHT, BKJIIOYUTENHO nyprypa Ha Henoch-
Schénlein);

CKOBaHOCT WIH U3TPBIIBAHE (NapecTe3ns);

3ary6a Ha cb3HaHHE (CHHKON);

CHIHO YCKOPEHA W HepaBHOMEPHA ChpaevHa ASHHOCT (MPeACHPAHO MBXKICHE);
Mo3bueH UHCeyAT (yaap);

HHTecTHHANEH aHTHOEAEM: NOdyBaHe Ha YepBaTa, NPOABABALLO CE€ CbC CHMNTOMH KaTo
kopeMHa Oonka, raieHe, NOBPLLUAHE U NHAPUS,;

BrananeHue Ha uepHus Apod (xenarTur);

[osuwaBaHe Ha anaHWH aMHHOTpaHc(epazata (AJIAT) B kpbBTa, OOMKHOBEHO NPH
MPEKpaTARaAHE Ha JICYECHHETO.

C HeW3BecTHA YecToTa (He Morart aa 0b4aT OLICHEHH OT HAJIHYHHUTE ,D.HHHH):

Hamanen 6poit Ha TpoMOOLUTHTE;

Murpena;

AHOMATHH Ha YepHOApOOHaTa PyHKLHS;

MYCKYAHHU ¥ CTaBHH DOMKM;

I'punonoaoOHu CHMNTOMMH;

bonku B rup6a 1 HHPEKUHA HA NMUKOYHUTE MbTHLIA;

[ToBMiIE€HA YYBCTBUTETHOCT KbM CABHUETO {POTOMYBCTBUTENHOCT);
HeobacHuma myckynHa 6onka ¢ TbMHa (C UBAT Ha yaii) ypuHa (paboomuonusa)
MMNOTEHTHOCT;

Bin3nanenune Ha naHKpeaca (NaHKpeaTur);

HUcKU HHMBA Ha HATPHH B KPpbBTA (XUNOHATPHEMHSA ),

Henpecus;




- O61o HepaznonoxeHue (AUCKOMPOpT);
- 3BbHEHE, XXYKEHE, PEB MY LUPAKAHE B YIWHTE (THHHTYC);
- Hapyuien Bkyc (NMpoMsSHa Ha BKycCa).

ChofmaBane HA HEXKEJTAHH PEAKIHH

AKO NOJIYYHUTE HAKAKBU HEXENAHH IEKAPCTBEHHU peakuMM, yBeaoMeTe Bawna nexap unu papmauesT.
ToBa BKNO4YBa BCHUYKH BL3MOMCHH, HEOMMCAHHW B Ta3M JJUCTOBKA HEXEJIAHW peakudd. Moskere ¢bio aa
CHOOLIHTE HEXKENIAHW peakLMK JUPEKTHO upe3

M3nbaHUTENHA areHUMA 10 NeKapeTBaTa

yi. ,,Jdaman ['pyes” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yeOcaiit: www.bda.bg

KaTo cholinasare HexeslaHd peakLHi, MOXETE /1a JaZeTe CBOS NPHHOC 3a NONYy4aBaHe Ha MOBEYE
uHGopMaLiMa OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTBO.

S. Kak aa cexpansBaTte TeHaopuc
CbxpaHaBaiiTe Ha MACTO, HEOOCTBIHO 3a Aella.

He u3non3saiite TOBa EKapCTBO CNEA CPOKa Ha rOOHOCT, OTOENA3aH BbPXY KAPTOHEHATa KYTHSA U
bnaucrepa caea ,,l'onen no:”. CpokbT HA NOZHOCT OTroOBaps Ha NOCNEAHHUA A€H OT NOCOYEHHA Mecell.

Toea JCKApCTBO HC H3UCKBA CINICUHAIHHA YCNIOBHA 3a ChXPAHCHHAC,

JlekapcTBara He TpaOBa a ce H3XBLPJIAT B KAHAJIM3ALIMATA WIH B KOHTEHHEpa 3a AOMALIHH OTHAABLIH.
[lonuTaiite Bawna dapmatieBT Kak Ja YHHLLOXKHTE HEHYKHUTE By nekapcTea. Te3un Mepku e
CMOMOCrHAT 3a ONa3BaHe HA OKOJIHATa cpeaa.

6. Coabpxkanne HA ONAKOBKATA H AONBJIHHTE/IHa HHPOPMAHHA

KakBo cpanpxa Tensopuc
- AKTUBHHTE Bell[eCTBA Ca NOCapTaH Kajuii U amnoaunuy He3nnar.

Tennopuc 50 mg/5 mg punmupalun Tabnerku

Bcaka punmupaHa tabnerka ceabpka 50 mg nocaprax kanuii u 6,94 mg amnoaunuH Ge3unnar,
eKBHBAMEHTEH HA 5 mg aMJIOAHIIHH.

Tennopuc 50 mg/10 mg punmupann Tabnerku

Besika drnMupana Tabnerka cbeabspka 50 mg nocapran kanuii v 13,88 mg amnoaunuu 6e3unar,
€KBHBAJICHTEH Ha 10 mg aMJIOAHNHH.

Tennopuc 100 mg/5 mg dunmupanm Tabnerku

Beaka duwimupana tabnerka cbabvpka 100 mg nocapran kanuit u 6,94 mg amnoaunuu He3unar,
€KBUBAJIEHTEH HA 5 mg aMJIOJAHMIIUH.

Tennopuc 100 mg/10 mg dpunmupanu Tabnerku

Beaka ¢punMupana Tabnerka ceabpka 100 mg nocapran kanuii u 13,88 mg amnoaunuu
6e3unar, ekBHBancHTeH Ha 10 mg ammogunuH.

- JIpyry ¢uCcTaBKH (MOMOLLHM BEIHECTBA) B 4APOTO HA TabjieTkaTa ca: 1aKT03a MOHO
uenynosa, npax (E460); nuwecre, npexxenaruHH3Upano (LapeBHYHO); UapEBUYH
uenynosa, MUkpokpucranta (E460); cunuumneB quokcua, KonouaeH 6e3BojieH,
creapat {E470b); HaTpueB HULWECTEeH ravMKonar (TUI A) M XKBIT XKeJie3eH OKCUL

- Hpyru cbeTaBku (MOMOLUHU BELLECTBA) BbB PHUIMOBOTO NOKpUTHE HA 50 mg/5
TabneTku ca yepseH xeneleH okeua (E172); xwaT xeneseH okcua (E172); noau
ankoxoJ1); TuranoB aokcua (E171), makporos 3000 u Tank (E553b).




- Jlpyru cbCTaBkH (MOMOLUHM BellecTBa) BbB (pHIMOBOTO NOKpUTHE HA S0 mg/10 mg ¢puamupanu
TabJeTKH ca YepBeH xene3eH okeua (E172); nonru(BUHHIOB anKoX01); TATAHOB JHOKCH/L
(E171), makporon 3000 u Tank (ES53b).

- JIpyru cbhcTaBku (MOMOLHYM BellecTBa) BbB (UAMOBOTO nokputue Ha 100 mg/5 mg duamupanu
TabNeTKHu ca YepBeH xene3eH okcua (E172); nosM(BUHHIOB aj1KOX0J1); THTAHOB JHOKCHL
(E171), makporon 3000 u Tank (E553b).

- Jlpyru cbeTaBku (MOMOULIHHM BewecTBa) BbB pruamMoBoTo nokputue Ha 100 mg/10 mg
dbuaMHUpaHH TaONETKH ca *bAT kene3eH okeua (E172); noau(BHHKI0B a/IKOXO0J1); THTAHOB
auokeun (E171), makporon 3000 u tank (ES53b).

Buxkre Touka 2 ,,TeHJopUc cbabpiKa J1aKTO3a U HATPHM™.

Kak u3riexia TeHJIOpHC H KAKBO ChABbPAKA ONAKOBKATA

Tennopuc 50 mg/5 mg puamupanu Tabaetku ca kKahaBo-opaHKeBH, Kpbriu (15 mm x 7 mm), neko
JBOHHOM3ITbKHAJIH.

Tennopuc 50 mg/10 mg puaMupaHu TadIETKH ca YepBEHO-Ka(PsaBH, OBaJIHHU (15 mm X 7 mm), neko
ABOHHOHU3MbKHAIIH.

Tennopuc 100 mg/S mg puamMupanu TabieTku ca po30BH, OBaJIHK (18 mm x 9 mm),
JBOMHOM3IMbKHAJIH.

Tennopuc 100 mg/10 mg puamupanu Tabnetku ca 61ea0 kKapeHUKaBO-KbATH, OBaTHH (18 mm x

O mm), ABOHHOU3IMBKHAIH.

Tennopuc 50 mg/S mg, 50 mg/10 mg, 100 mg/5 mg 1 100 mg/10 mg puamupanu tabaetku ce
npeanarat B Kytuu no 10, 28, 30, 56, 60, 84 u 90 punamupanu tabnetku B OnUCTEPH.

He Bcuuku BUOOBC OIIAKOBKH MOI'aT [da 6]:,[13T MYCHATH Ha la3apa.

[IpuTexaren Ha pa3pelieHHETO 3a ynorpeda
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CnoBeHus

[Ipon3BoauTEN: '
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CiioBeHus
TAD Pharma GmbH, Heinz-Lohmann-Str.5, 27472 Cuxhaven, ['epmanus

To3n siekapcTBO € paspemieHo 3a ynorpeda B AbpkaBuTe-4/1eHKH HAa EBponeiickoTo
HKOHOMHY€eCKO NPOCTPAHCTBO NOJ CJIeAHHTEe HMeHa:

Hme Ha cTpaHa 4ieHKA Hme Ha J1eKapCcTBeH NPOAYKT
bbarapus Tennopuc

Yurapus, Jlarsusa, Ciriosakus | Tenloris

[Momma Alortia

Jlara HA mocJIeAHO npepasr/iexk/1aHe Ha JIHCTOBKAaTAa
[l Anpun 2025

[MoapobHa uHdopmalLMs 32 TO3M JIEKapCTBEH NPOAYKT € NMpeAocTaBeHa Ha yebcaiita Ha U3nbanuTenHa
AreHuus no nekapcrsata (MAJI) http://www.bda.bg.




