JUCTOBKA



JlucroBka: arGopMANAA 32 NANHEHTA

Tennoprc 50 mg/5 mg pramupann TabIeTKR
Tennoprc 50 mg/10 mg pramapann radaeTkn
Tennopuc 100 mg/5 mg punmupans tadieTkn
Tennopuc 100 mg/10 mg paamMupann TabieTkn

JocapTaH KalHH/aMIIOQHITHH

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 BHEMATEIHO HAJIATA JIHCTOBKA, NPENH 12 3aN09HeTE 3 IPHEMATE TOBA JEKAPCTBO,

Thil KATO TR ChABPMA BAKHA 32 Bac madopmanus.

- 3anazeTe Tazu NUCTOBKA. MOXKe Aa c€ HANOXH Na 1 NpOYETETE OTHOBO.

- AKO UMAaTe HAKAKBH IOIMLJIHHTENHH BBIIPOCH, Nonuraiite Baiusa nekap unu ¢papmaliesT.

- Tosa ekapcTBO € NpeanucaHo ¢AHHCTBEHO 1 TIHYHO Ha Bac. He ro npeoTcrbnBaifte Ha APYTH
xopa. To MoXe ia MM HaBpeaH, HE3aBHCHMO Y€ NPH3HALMTE HA TAXHOTO 3aD0NABaHe ca ChlHTe
kaTo Bauiure.

- AKO nosyudTe HAKAKBH HEXEIaHM JIeKapCTBEHH PeaKLuy, yBeomeTe Bamus nexap wiu
¢apmanenpT. ToBa BIJIIOMBA M BCHUKM Bb3MOXKHH HEXENAHH PeaKllHH, HeONTHCAHH B Ta3H
JTUCTOBKA. Brokre To4ka 4.

Kakpo chbabpxa TA3H JECTOBKA

Kakeo nmpepctaBnsBa TeHIOpUC H 38 KAKBO C€ H3NOJI3BA
Kakso Tps0O8a 1a 3HaeTe, npeau Aa npueMere Tewnopuc
Kak na npuemare TeHnopuc

Bb3MOXHH HEXENaHU peakitiu

Kak na cexpaHasare TeHnopuc

ChabpaHHe Ha ONAKOBKATA W AONBIHHTENHA HH(OpMALIHSA

A s e

1. Kaxkpo npeacrasisasa Ten/JOpHC H 3a KAKBO ¢e A3N0/JI3BA

Teunopuc cbabpAa B aKTHBHH BELLIECTBA, HAPECYESHH TOCAPTaH M aMnoaunHH. M nsere seuiecTna

CMIOMAraT 3a KOHTPOJIAa HA BHCOKOTO KPBBHO HAJIAraHe.

- JlocapraH NpHHa NEXH KbM IPYIa IEKAPCTBA, HapeYeHH "aHruoTeHsHH-11 peuenropuu
AHTAroHUCTH", KOMTO MOHIDKABAT KPBBHOTO HAJIATAHE Ype3 OTITYCKAHE HAa KPbBOHOCHHTE
CBAOBE.

- AMJTOIHITHH NPHHAAJIEKH KbM I'PYIATA BEIIECTBA, HAPSUEHH “KAJILHEBH aHTAIOHHUCTH .
AMIOIUNHUH CNIMpa MPEeMHHABAHETO HA KaJILMH B CTEHaTa Ha KPbBOHOCHHTE CHI0BE, KOETO
NpeaOTBPATABA CBUBAHETO HA KPHBOHOCHHTE CBHAOBE M MO TO3H HAYHMH CHILO MOHHKABA
KPBBHOTO Ha/IfraHe.

JleiicTBHSTA HA TE3H JBE BELISCTBA AOTIPHHACHT 3a CMIHPAaHE HAa CBUBAHETO H& KPHbBOHOCHHTE ChIOBE.

B pe3ysrat Ha TOBAa KPbBOHOCHHUTE CHAOBE C€ OTMYCKAT H KPBLBHOTO HAJISraHE CE MOHHKABA.

OTACJHO.

2. Kaxso TpalBa 2a 3HaeTe, npean Aa npreMeTe TeHI0pHC




He npuemaiite Tennopuc

AKO CTe aJIeprU4yHH KbM JI0CAPTaH, AMJIOIMIIHH WIH KbM HAKOA OT OCTAHAIHTE ChCTABKH Ha
TOBA NIEKAPCTBO (M30pOeHH B TOUKa 6), WIH KbM APYT KATLUHKEB AHTarOHKCT. Tosa Moxe na ce
NMPOABH KaTO ChpOeK, 3aUepBABAHE HA KOXKATa WIH 3aTPYRHEHO AHILIAHE.

AKO HMaTe¢ MHOI0 HHUCKO KPBBHO HAISAraHE (XHITIOTOHHA).

AKO HMaTe CTECHEeHHEe Ha a0PTHAaTa ChpJAeUHA Kiana (a0pTHA CTEHO3a) WM KapAHOreHeH 110K
(CHCTOSHHE, MPH KOETO CHPLUETO HE € B ChbCTOSHHE Aa NOCTABAT JOCTATHLYHO KP'bB KbM TANIOTO).
Axo cTpajaTe OT CbpAeiHa HEAOCTATBMHOCT CJled HH(PapKT.

Axo cte Opemenna cnen 3-us meced. (Couiuo Taka no-godbpe ¢ aa ce u3dbarsa TeHaopHUc B paHHa
OpeMeHHOCT - BibkTe ,,bpemMeHHocT®).

Ako Baiara yepHoapoOHa QyHKUMS € TEXKO YBpeaeHa.

Axo HMare quaber Win HapylieHa 0p0peuHa QyHKLUHS MU Ce JICKYRATE C JIGKapCTBO 33
NOHHAKABAHE HA KPLBHOTO HAJIAraHe, ChABPIKALLO ATHCKHPEH.

IIpeaynpexaendas U OPeANAIHA MEepPKH
[oBopete ¢ Bamua nekap unv apmauesT npeay Aa npuemMere TeHaopHuc.

Tpatea na kaxere Ha Bawwa nexkap, ako MUCIIHTE, Y€ cT¢ OpeMerHa (WM Moxe fa 3abpemeHeere).
Teunopuc He ce npenopbyBa B paHHa OpeMeHHOCT K He TpAbBa aa ce rnipueMa, ako cre SpeMeHHa caen
3-ua Mecell, Thd KATO MOXe 1a MPHYHHH CEPUO3HO YBpexaaHe Ha Baruero 6ebe, ako ce usnonssa
npe3 TO3H NepHOA (BIDKTE TO4KA ,,BpeMEHHOCT”).

BaxHo ¢ fa kaxkere Ha Batra nekap npeau aa npuemare Ternopue:

BainuaT nexap Moxke nepHoaH4HoO Aa npoeepasa Onbpeunara Bu dpyHkuns, KpnBROTO
KONH4YECTBOTO Ha EJIEKTPONMTHTE (Halp. KANHiH) B KpseTa BH.

AKO CTe HMQTH aHAMHE34a 33 aHruoeaeM (MoayBaHe Ha JIMIETO, YCTHHTE, MbPJIOTO KH/UNTH €3HKa)

(BMDKTE CBILO TOUKA 4);

AKO CTpaaaTe OT CHIHO MMOBPbILUAHE HJIH AHAPHSA, BOACILH 10 NpeKoMepHa 3aryda Ha TeYHOCTH

H/HNY CONH OT opraHnsMa Buy;

AKO npHeMare JHYPETHLH (IeKapCTBa, KOHUTO MOBHINABAT KOJIHYECTBOTO Ha BOAAaTa, OTAE/IsAHA

npe3s Ox0peLTe) HIK cTe Ha AMeTa C OrpaHUYeH MPUEM HA COJ, BOJeLa A0 NpekoMepHa 3aryba

Ha T€YHOCTH M COJIM OT OpraHu3Ma BH;

Axo BH € H3BECTHO, Y€ MMATE CTECHCHHE WIH 3aMyIIBaHE HA KPbBOHOCHUTE CHAOBE KbM

Bamure 660penid WiH ako Hackopo Bu e tpaHcruianTHpaH 0bp6pek;

Ako Baiuara ueproapoOHa QyHKIMA € yBpeaeHa (Brxkre Touka 2 "He npueMalire TeHnopuc”),

AKO CTpazare oT ChpAedHa HEeJOCTATLYHOCT, ¢ WK Oe3 Ob0peuno yspexaaHe, WiIH

CBIPOBOKAALIH TEXKKH )KHBOTO3ACTpaLABALIH ChPACYHM apHTMUM. CrielManHo BHUMaHHeE €

HeoOXOAUMO, KOTaTo c€ JIeKyBare eIHOBpeMEHHO H ¢ B — 6nokep;

Ako rmarte npobsieMmu ¢ Bamiure CbpaeUHH KNaly WIH ChpASYEH MYCKYJT;

AKo cTpazare orT HeXeMH4HAa 6onecT Ha chpLeTo (IPHUMHEHA OT HAMATIEH NPUTOK Ha KPbB B

KPBbBOHOCHMTE ChJI0OBE Ha CHPLIETO ) WIH OT MO3BbYHOCH/0BA HonecT ( npHUuMHEeHa OT

pexyUMpaHo KpeBooOpallleHHe B MO3BKA);

AKoO cTpajate OT ITbPBHYECH XUNEPANAOCTECPOHH3IBM (CHHAPOM, CBBP3aH ¢ MOBHILEHA CEKPELIUA

HA XOPMOHA ATIIOCTEPOH OT HAZOBOPEUHHTE HUIC3H, MPHYHHEHA OT AHOMATHH B XKIIE3HTE);

AKO HaCKOpO CTE NMPEKHBEIH HHPAPKT;

AKO MMaTe WIH CTE€ MMAJIM CWIHO MOBHILABAHE HA KPHBHOTO HATAraHe (XUNEePTOHWYIHA KpH3a);

AKO CTe B HanpeHaNa Bb3pacT U Ko3aTa TpAOBa Ja ce yBEeNHH;

AKO npHeMaTe HAKOE OT CJIEAHUTE JIEKAPCTBA, H3MON3BAHH 34 JIEYeHHE HA BHCOKO KPBBHO

HaJ/graHe:

- ACE waxubutop (HanpumMep eHalanpui, TH3HHOMPWI, PAMMIIPII ), OCODEHO ako UMaTe
OBOpeuHn npodnemMu, CBbp3aHk ¢ aHabera,

- ATHCKMPEH,

- aKo I[pUEMAaTe APYTH JIEKAPCTBA, KOMTO MOTAT g TOBHUIAT HUBOTO HA CepyMH
(BrxTE TOUKA 2 ,,JIpyrH nekapcTBa U Tewnopuc™).




Biokte chilo hHopmauusTa ozarnasera “He npuemaiite Tewnopuc”.

Nena A OHOIOA
Hanon3saneTo Ha TeHNOpHUC NPH ASLA M IOHOLWH A0 18-roautiHa BB3pacT He Ce NpenopnLy4Ba.

Hpyrn xexkapcrpa n Tennopuc
Kaxete Ha Baius nexap wnu dapmailesT, ako ripyeMare, HacCKOpO CTE MpUEeManH KWK € 8b3MOXKHO na

pHeMaTe JAPYry NeKapeTRa.

Hudopmupaiire Bawmusa nexap, ako npueMare KanUeBH N100aBKH, KaTHUH-ChAbPKALH 3aAMECTHTESIH Ha
CONTa, KANHH-ChXpaHABALUM JICKAPCTBA, KATO HAKOH AHYPETHLM (HAfp. aMHIOPHI, TPHAMTEPEH,
CITHPOHOJIAKTOH) WIK APYTH JIEKAPCTBA, KOHTO MOTaT j3a MOBHULIAT HHBOTO Ha CEPYMHMA Kau# (Hamp.
XenapHH, IEKapCTBa, ChAbPHKALUK TPUMETONPUM), Thil KaTo koMOUHHaLMATA KM ¢ TeHnopHe He ce
penopryaa.

OOBpHeTe crieuManHo BHHMaKUe, aKo [IpHeMATe CIIEQHHUTE JICKApCTBa, AOKATO CE JIEKYBaTe ¢

Tennopuc:

- Jlpyru nexapcrsa 3a MOHIDKABAHE Ha KPBBHOTO HaNAraHe, ThH KATO T€ MOraT JOITBTHHTENHO 14
MOHMKAT KpbBHOTO BH Hanarane. KppBHOTO HansArase Moxe Aa Obie NOHKKEHO € €AHO OT
CJIEAHHTE NEKAPCTBA/KNAC JIEKAPCTBA: TPHUMKIMYHHY aHTHACNIPECAHTH, AHTHIICHXOTHLH,
OaknodeH, aMH)OCTHH;

- HecTepouaHHA APOTHBOBL3TIAUTE/IHH JIEKAPCTBA KATO HHAOMETALHH, BIuTIouHTeHO COX-2
MHXUOKTOPH (JIeKapCTBA, KOUTO HAMA/IABAT BH3NANICHHETO W MOTraT Ja ObJaT H3MON3BAHH 34
obnexuasane Ha 6onKa), TbH KATO T€ MOraT na orcnadar edexra Ha NOHDKABAHE HA KPEBHOTO
Ha/sAraHe Ha Jj1ocapTaH.

Axo Bamata 650peuna QyHKUMA € YBpeZeHa, ¢AHOBPEMEHHOTO NPWIAraHE HA TE3H JIEKapCTBa MOXKeE

Aa AoBene Ao BlowasaHe Ha HbOpeuHaTa PyHKUMA.

Ternopuc Moxe aa MoBaMSe WiIH Aa 0bJ€ MOBAHAH OT APYTH JICKAPCTBA, KaTO HaIpUMep:

- KerokoHazon, HTpakoHa30/ (MPOTHBOrbOMYHH JIEKAPCTRA);

- PutoHaBHp, HHAWMHABHP, HeNHUHABHD (Taka HaApEYCHHUTE NPOTEA3HH HHXUOHUTOPH, H3NMOI3BAHU
3a neueHue Ha HIV);

- PudaMnuumuH, EpHTPOMHLHH, KIAPUTPOMHLIMH (AHTHOMOTHLIK);

- KBIT KAHTapHOH (KBJIT KAHTAPHOH);

- Bepanamun, auirnaszeM (JieKapersa 3a Cbhpue),

- HaxrponeH (MH)Y3Us NpH CHIHO NOBHILEHA TeJIECHA TEMIEpaTypa);

- TaxponHMyC, CHPONTHMYC, TEMCHPOJIKMYC H €BEPOIHMYC (JIEKApCTBA, KOHTO ITOBITHABAT
$YHKUHATA HAa UMYHHaTa Bu cHcTrema),

- CuMBacTaTHH ([TIOHKKABALLO XONECTEPOa NEKApPCTBO),

- [ {uknocnopuH (HMYHOCYTIpecop).

JlexapcTsa, ChABPKALGM AXTHHA He TpAOBa aa ce npueMaT B komOHHaums ¢ Ternnopuc dea
HenocpeacTseHo Habmonenue ot Baiua nekap. Moxe aa 6bae noaxoaano rMprHIaraHeTo Ha
CNELMANHH MPEeANa3HH MEPKHK (HalNp. KPbBHH H3CIEABAHNA).

Mosxe 5a ce HaOKH BaluysT Jlekap a MpoMeHH Ao3aTa Bu W/uinu 1a B3eMe Apyrd npeanasHy MEpKH:

Axo npueMare ACE uHxubutop wny anuckupeH (BHXTE chillo HHGpopManuaTa o3arnaseHa “He
npueMaiite Ternopuc” u “IlpeaynpexneHna U Npeana3HH MEPKN™).

Ten/iopHC ¢ XpAHA B HANATKH
Coxk ot rpeindpyT 1 rpeAndpyT He TpaOBa Oa ce KOHCYMUPAT OT XOpa, KOHTO npueMat T
Tosa e Taka, 3amoto rpefindpyT H cOK OT rpeiingpyT MoraTr ga JOBeAaT AO NMOBUMIABAH
AKTHBHOTO BELIECTBO aMJIOOWIMKMH, KOETO MOXE [a JOBEAC A0 HEMNPEABHIHUMO 3aCHII

MOHMXKABAHE HA KPbBHOTO Hanarade Ha Tennopuc. CoksT OT rpeiindpyT Chilo Taxa M na HaMainu = ) ';F; E
TepaneBTHUHUA €(PEKT Ha JIOCAPTAH. = I /* ;'
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bpeMeHHROCT H KhPpMERe
Ako cTe OpeMeHHa WM KbPMHTE, CMATATE, 4e MOXe Ja cTe GpemeHHa Wiy nnaHupare 6peMeHHOCT,

nocwBeTBaiiTe ce ¢ Batuus nexap uau dapManesT nmpead ynotpebata Ha TOBa JIEKAPCTBO.

BpemesHoCT

Tpabna na xkaxere Ha Bawud nekap, ako MHCAUTE, Ye cTe OpemMeHHa (WY MOXe 1a 3abpemeticeTe).
BawmusT nekap odukHoseHo uie Bu nocwhBeTBa Ja cnpere npveMa Ha Tewsnopvc npeau aa
safpemMeHeeTe WK BeAHara IoM pasbepere, ue cte SpemenHa H e Bu nocsBersa na npuemare apyro
nekapeTeo BMecTo Tewiopuc. TeHnopHc He ce npenopbyBa B paHHa OpeMEHHOCT K He TpOBa 1a ce
npHeMa, KOrarto cre OpemeHHa ciefl 3-uia Mecell, T KaTO MOXKE [a NPHUHHH CEPHO3HO YBPEKIaHE Ha
Bawero Oebe, axo ce U3MON3Ba ClIE] TPETUR MECeLl HA OPEeMEHHOCTTA.

Knpmene

Kaxere Ha Baiuus siekap, ako KbpMHTE HWIH Bh3HAMEPABATE a KbpMHTE. JlokazaHo €, 4e aMnoaHITHH
npeMHHaBa B KbpMaTa B MaJKH koauvectsa. [Topany Tasu npruvHa TeHN0OpHC HE Ce Npenophysa 3a
Maiiky, KOMTO KbpMSAT B Bamiuar nekap moxke aa uzbepe apyro nedenue 3a Bac, ako xenaere na
KbpMHTE, 0c00eHO ako 6ebero Bu e HOBOPOAEHO MM POJEHO NMPEXAEBPEMEHHO.,

Mlodupane n paboTa c MAIIHAH

TeHnopHc MoXe aa NoBnuge BbpXy cnocodHoctTa By 32 wodupane wik padota ¢ MaltyHH. AKO
Tabnerxure Bu Hakapar Aa ce NOMYBCTBATE 371€, 3aMasHU WIM YMOPEHH Wik Ja B NpHYHHAT
rnasobonue, He WodHpaiiTe ¥ He H3NON3RaiTe MalIMHK K He3abaBHO ce CBbpXkeTe ¢ Baiua nexap.

TenaopHC CHABPAA JAKTO032 H BATPHH
Axo cte Ounu nHbopMUpaHH OT Bauus fiekap, e UMaTe HENMOHOCHMOCT KbM HIKOH 33XapH,

cBBpXere ce ¢ Bamus siekap, npe/id 21a MpHEMETE TO3H ICKaApCTBEH MPOIYKT.
Tosa nexapcTBO Chabpka Nno-manko oT 1 mmol Hatpuii (23 mg) sa Tabrrerxa, T.e. MOXE 21 Ce Kaxe,

Y€ NPaAKTHYCCKH HE ChAbPIKA HATPHH.

3. Kax aa opaemare Tennopnc

Bunaru npueMaiite TOBa NEKapCTBO TOYHO KakTo BH e kazan Baiuns nekap WiH dapmaueBT. AKO He
CTe CHIypHH B Hello, nonutaire Bainua nexkap wiu dpapMaliesT.

[IpenopwuurenHaTa go3a TewiopHc e enHa Tabierka THEBHO.

TabneTkure TpaOBa Oa ce MOrMbilaT ¢ Yalla Bozaa, ¢ wiu 6€3 xpaHa. 1pa0Ba na ce onurare Aa
npHeMaTe AHEBHATA /1034 N0 €AHO H ChLIO BpeMe Beek AeH. He npuemaiite Tenstopuce ¢be COk OT

rpefndpyT.

BaxxHO € [1a NPOABLDKHTE A3 npueMare TeHnopHc, AokaTto BaluHaT nekap He Bu kaxke HeLlo Apyro.

Ynorpeba npr Aena | OHOIMH
He ce npenopnusa H3MOI3BAHETO HA TEHIOPHUC MPH AeLAa H IOHOIUH,

AKo cTe DpHeaH nosede ot Heobxoaumara no3a Tennopuc
AKO CITy4aifHO CTe fIpHenu TBbpAe MHOro TabneTky, He3abaBHO ce cBbpkeTe ¢ Bawusa nexap.
[NpwnaraHeTo Ha TBBPAE MHOTO TabNMEeTKH MOXe Aa AIPHYHHH MOHWKABAHE Ha KPbBHOTO HAIATAHE HIH

J0pH NOHWKABAHE O OMACHO HUCKHU CTOHHOCTH. BHe Moxe aa novyBcTBaTe 3aMaliBaHe, : —=
CBETOBBPTEXK, OneaHoCT UMM ¢aabocT. AKO CMAAaHETO Ha KPbBHOTO HAJIATEHE € 3HAYHTEAHO, " H“Im PUEN

uinaaHere B TeXbK OK. Koxka Bu Moxe Aa craHe xjaaHa M Jienkasa v Ja u3ryOuTe cu3u
[ToBHLIEHO KOTHYECTBO TEYHOCT MOJXKe Ja ce HaTpyna B Senwre Apobose (benoapobeH oTo
NpUYHHABAHKH 3aaQyX, KOMTO MOXe Aa ce pa3ssHe no 24-48 daca cien npHema.




AKO cTe NpONYyCHANH A npReMeTe TEHI0pHC

AKO ciiy4aifHO CTe NponycHany JHEBHATA X034, NPOCTO MPHEMETE CiieABAaLIlaTa 034 KAKTO
OOHKHOBEHO.

He B3eMaitTe ABOHHA 1034, 32 14 KOMIICHCHPATE NPOITyCcHATaTa A03a.

AKo cupete npEeMa Ha Ted1opHC
Bawwnsr nekap we By noceseTBa KONKO AKIFO Aa npyemare Baulero nexapetso. CheToauue Bu Moxke

A4 ¢€ B/OUIH, aKO CNpeTe a2 u3noassate Baiero sexkapcTeo, npean Toi 1a By kaxe ToBa.

AKO MMaTE HAKAKBH IOITRIHMTE/HHA BBIIPOCH OTHOCHO ynorpebara Ha TOBA JIEKapCTBO, MOMUTaRTE
Bamug nexap wiu dpapMauest.

4. Bo3MOKHE HeXEJIAHH PeaKHRN

Kakro BCHYKH JIEKapCTBa, TOBA JIEKAPCTBO MOXKE [ia MPEAU3BHKA HEXEIaHH PeakLiHH, BLIIPEKH 4E HE
BCEKH I'M NOMYyYaBa.

Beanara nocereTe Balumna nekap, ako NoYyBCTBATE HAKOA OT CNECAHHTE, TEXKKH HeXelaHH peaKkLny

CleA NpHeM Ha TOBA JIEKAPCTBO.

- BHe3anHo xpvnTeHe, 60/1Ka B FBPAXTE, 3a/yX WiH 38TPYAHECHO AHiIAKE;

- [logyBaHe Ha xnenayuTe, THLIETO WM YCTHHTE,

- [MoxyBaHe HA e3UKa H FbPIIOTO, KOETO NPHYHHABA FOJIEMH 3aTPYAHEHWS [IPH AHILAHE;

- Texxyt KOOKHH peakH¥H, BKTIOUHTEIHO HHTCH3HBEH KOXKEH OOPHUB, YPTHKapus, 384€PBABAHE HA
KOKATA MO LIOTO TANO, ChpOek no koxkara, obpasyBaHe HA MEXYPH, JIIOLICHE U NOyBaHEe Ha
KOXKATa, Bh3NancHie Ha NHraBMiyTe (CHHAPOM Ha Stevens-Johnson, TOKkCH4YHA enuaepMaTHa
HEKPO/H3Aa) WIK APYTH ANepruiHy PeaKkiHH;

- CrpaeueH yaap, HapylieH CbpPACHEH PHTHM;

- Brn3naneHHe Ha NaHKpeaca, KOETO MOXe Jia AoBeAe A0 CHITHA KopeMHa 6onka u 6onku B repba,
NpUapyXeHa ¢ ycetade, ye Bu € MHoro notuo.

AMIOOHITHH

CneoHHTE 4eCcTH BeXEeNRHA peaknun ca 61Mny Joxmansany. AKO HAKOSA OT Te3H peakumn Bu
MPHMHHABA Mpo0ieMH WK aKo Te HPOAL/DKAT HOBEYe 0T €1Ha ceAMHna, Tpabsa aa ce cpBpikeTe ¢
Bamug Jexap.

Muoro yectu (Morar aa sacertHar noeeye or 1 Ha 10 avim):
- NOXYBaHE Ha riie3eHHUTe (OTOK).

Yectn (Morar ga 3acersar a0 | Ha 10 xymm):

- I'naBobonue, BUEHE HA CBAT, CHHIMBOCT (0COOEHO B HAYANIOTO HA NCYCHHETO);
- Crpuebuere (ycellane Ha CbpAeYHHSA PHTHM), 3a4ECpBABAHE;

- bBonku B kopeMa, Hepa3noaoxKeHue (raaeHe);

- [IpoMeHeHa YpeBHA NEPHCTAITHKE, NHAPHA, 3aNieK, HapYyILIEHO XPAHOCMHIIAHE;
- YMopa, cnabocr;

- HapymeHnus Ha 3peHHETO, IBOHHO BIOKIAHE,;

- MYyCKY/HH KpaMIIu.

JIpyru HeXKeJlaHH peaxiHH, KouTo ca funu crobuicHH, ca H30poeHH No-40Ty. AKO HAKOA OT TAX CTaHe
CEpHO3HA, HIH aKo 3a0e/IeKHUTE HAKAKBH HEXKEAAHH PeakLiMy, KOHTO He ¢a u30poeHH B Ta3H JIMCTOBKA,
MOJIS yBeaoMeTe Bamns nexap win papMaiieBT.

Heuectu (Morat aa 3acerHat no 1 #a 100 ayun):

- ITpomMen# B HACTpOSHHETO, Oe3nokoRcTBO, AenpecHs, OE3ICHHHE;

- Tpenepete, BKYCOBH aHOM&IUH, NTPHNAABLH, CNabocT;

- CxoBaHOCT WIH H3TPBNBaHe Ha kpalinnuure; 3aryba Ha yceuaHe 3a boska;




- liiyMm B yLiHTE,

- Hucko KpBBHO HaIATaHe,

- KuxaHe/xpema, NpHuHHEHA OT Bb3NAICHHE HA JIMraBHLATa Ha HOCA (PHHHT);

- Kawnuua;

- CyxoTa B ycTaTa, OBpbIlaHe (ApHIOLIABaHE);

- Koconaa, NoBHILIEHO H3NMOTABaHE, CHLPOEK MO KOXKATA, UepBEHH METHA NO KOXATa,
o0e3uBeTABAHE H& KOXKAaTa,

- HapyiueHue npy ypUHHpaHe, 4eCTO YpHHHpPaHe Mpe3 HOLUTA, Mo-rosisM OpoH MmyTH Ha
YPHHHPAHE;

- HecnocobHoCT 1a ce Moy epekiis, JMCKOMPOPT WK YrojieMsaBaHe Ha MbpAUTE NpH
MbXETE,;

- bonka, HepaznoNOXKEHHE;

- CraBHM WK MYCKYJIHK DONKH, MYCKYJIHH KpaMniH, Oonka B repoa;

- [MoBuuiaBaHe HIH HAMAIABAHE HA TETTIOTO;

- Bonka B repauTe.

Penku (Morat aa 3acersat fo 1 Ha 1 000 qyum):
- ObBpxBaHe.

Muoro peaxy (MoraT na 3acersar go 1 Ha 10 000 ayuun):

- Hamanet Opoit 6eny xpbBHH KNETKH, HAM&IABAHE HA TPOMOOUWTHTE B KPBBTA, KOETO MOXKE Aa
goseae A0 HeoOHUalHH CHHHHHM WIH JIECHO KbpBeHE (YBPEKIaHE Ha YSPBECHHTE KPbBHH
KJIETKH);

- [TopHwiasaHe Ha 3axapTa B KpBBTA (XUIEPrIHKEMHS );

- 3abonaBaHe Ha HEPBUTE, KOETO MOXKE A2 A0BEAe A0 cNabocCT, H3TPLIIBAHE HIIH CKOBAHOCT;

- [TonyBaHe Ha BEHIIUTE;

- [HogyBane Ha KOpema (FacTpHT);

- Hapyumena uepHoapoOHa GyHKIUM, BE3NANCHHE HA YepHHs AP0 (XenaTuT), MOKBITABAHE HA
KOXaTa (KbATEHHLA), MOBUILIABAHE HA HEPHOAPOOHHUTE EH3UMH, KOUTO MOTAT Ja OKAXKAT
BL3ICHCTBHE BBPXY HAKOH MEIHLIMHCKH TECTOBE;

- YeenuyaBaHe HA HANPEKECHUETO B MYCKYIIHTE,

- Br3ananeHue Ha KPLBOHOCHHTE CBHAOBE, HECTO C OOPHB [0 KOXKATA;

- YyYBCTBHTEIHOCT KbM CBETAUHA.

C HeW3BecTHA 4ECTOTA (HECTOTaTA HE MOXKE f1a Obie onpenencHa OT HATHYHHTE RaHHH):
- Tpenepexe, BALpBeHa cToiika, noaodOeH HA MacKa H3pa3 Ha JHLETO (MACKOBHAHO NHLE),
3a0aBeHH IBHOKEHHA M Bila4eHe Ha KpakaTa, HectaluiHa NoXoAKa.

JJOCAPTAH

Yectu (Morar aa 3acerHar 2o | va 10 ayun):

- 3aMasHoOCT,

- [TorH)kARaHE HA KPBBHOTO Hanarane (ocobeHo cnen NPeKOMEPHO OTACNAHE Ha BOJa OT
OpraHH3Ma H No-TOYHO HaMaJiABaHE Ha 00eMa Ha KPbBTA, HAITPHMED INPH NMALHEHTH C TEXKKA
CbpAEYHA HEAOCTATHYHOCT HIH ITPH JIEYEHHE C BHCOKH A03H AHYPETHLH);

- CBBbP3aHM ¢ 403aTa OPTOCTATHYHY €(PEeKTH KATO MOHIDKABAHE HA KPBbBHOTO HAIATAHE IIpH
CTABAHE OT NErHANO HAH OT CEAHANO TONIOKEHKE;

- Hemour;

- Ymopa,

- Tebpae Manko 3axap B KPBBTa (XHITOTTHKEMHSA );

- [Tpexaneso MHOro Kaiuii B KppBTA (XHINEPKAAHEMHA);

- [Tpomenn B 6b0peuHaTa GyHKLMA, BITIOUHTENHO OB0peuHa HeOCTaTbYHOCT;

- Hamanex Opoil Ha yepBeHUTE KPHBHH KISTKH (aHEMHA ); g

- YBenH4ueHUe Ha KPpbBHATA Ypes, CEPYMHKA KPeaTHHHH U CEPYMHHUS KANH NpH naulw}eﬂi;ﬁrﬁtb& o
ChpOCYHA HEAOCTATHUHOCT. RS v

Heuectu (Morar aa 3acernar ao | Ha 100 ayuium):
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- CBHIHBOCT;

- ["naBobosHE;

- Pa3cTpolCcTBO Ha CHHA,

- YcetaHe 3a YCKOpeH Imyac (cepucbuene);
- Cunxa 6onka B ropaure (CTeHOKapauA );
- Henoctur Ha sb3ayx (3anyXx);

- bonku B xopema;

- 3anexk;

- Huapns;

- Ianene;

- Ilospuinane;

- KonpueHa Tpecka (ypTHxapus);

- Cnp6ex (npypuryc);

- O6pus;

- Jlokanu3upaHo nogysaHe (OTOK);

- Kamnsnua.,

Peaxu (Morar aa 3acernar no 1 Ha 1 000 xyuwm):

- CBpBbXYYBCTBUTEAHOCT;

- AHrmnoenem;

- BrananeHre Ha KPbBOHOCHHUTE CBHAOBE (BACKYJIMT, BKITIOYHTENRO Mypnypa Ha Henoch-
Schonlein);

- CKOBaHOCT WIH U3TPBIIBaHE (TapecTesns);

- 3ary6a Ha Cbh3HaHHE (CHHKON);

- CHAHO yCKOPEeHA H HEPaBHOMEPHA ChpACYHa NeHHOCT (NMPeaChPAHO MbKACHE);

- Mo3sueH MHCYAT (Yaap);

Bb3naneHue Ha 4epHua apod (xenarTHr);

[TosuiLaBaHe Ha anaHUH amuHoTpaHcdepazaTta (AJIAT) B kpbBTa, OOKHKHOBEHO NPH

NpeKpaTIBaHe Ha JICYSHHUETO.

C HenspecTHa uyecToTa (HEe MOTaT Za ObAaT OLIGHEHH OT HATMYHUTE JAaHHH):
Hamanen Opoit Ha TpombGoLuTUTE;

MurpeHa;

A”oManuH Ha YepHOApoOHaTa (PYHKIIHA;

MyckynHu 1 cTaBHU 00JKH;

- I'punononobun CUMNTOMH,

. bonku B repba u HH(pEKUHA Ha MMKOYHHUTE ITHTHLIA;

- [ToBHuIEHAa YyBCTBHTEAHOCT KBM CABHUETO ((POTOUYBCTBHTENIHOCT);
- HeobsacHuma MycKyaHa 60nka ¢ TbMHa (C LIBAT Ha 4aii) ypuHa (pabaomHosnsa);
- HWMNOTEHTHOCT;

- Bp3naneHne Ha naHKkpeaca (IAHKPEaTHT);

- Hucky HHBA Ha HATPH B KPLBTA (XHNIOHATPUEMHSA);

- Henpecus;

- O0mo nepasnonoxenue (AuckoMdopr);

- 3BbHEHE, KYKESHE, PEB WIH BIpaKaHe B YHIWTE (THHHTYC);

- Hapywen Bxyc (npoMsHa Ha BKyca).

Crofmanane Ha HeXEJIAHE PeAKNHH
AKO NOMYy4YHMTE HAKAKBH HEXEaHH NEeKapCTBEHH peaKkLiMK, YyBeaoMeTe Baulka texap win ¢papmMaliesr.
Topa BKIIOYBa BCHUKH BB3MOXKHM, HEOMMHMCAHH B TAa3H JIMCTOBKA HEXEJIAHH peakiyu. Moxkere chiio 1a
chOOIIMTE HEXKENAHH peaKLIMKM AHPEKTHO 4pe3
H3meaHHTEIHA areHIM IO ISKapCTBaTa

yn. ,.Jamsax I'pyes” Ne 8
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Tesn.: +359 2 890 3417

yebcaitT: www.bda.bg




Kato cro0uiaBate HeXKEAHK peakiluy, MOXeTe Ja AaJeTe CBoA NPHHOC 3a NOYYaBaHE Ha MOBEYE
HH$OpMALIMS OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak aa cexpanssare Tennopnc
CrxpaHsBaiiTe Ha MACTO, HEAOCTBIIHO 3a AcuLA.

He uanon3eaiiTe TOBA IEKApCTBO Cl€ CpOKa Ha FrOAHOCT, OTOENA3aH BbPXY KAPTOHEHATA KYTHS
6aucrepa cnen ,,l'oaen 1o:”. CpokbT Ha FOIHOCT OTroBapA Ha NOCAEABHA JICH OT MOCOYEHU MECEL.

Tosa nekapcTBO HE H3HCKBA CNELIMAIHH YCHOBHA 32 ChbXPAHCHHC.

JlekapcrBaTa He TpAbBa Aa e H3XBBPIAT B KAHATH3ALMATA WIHM B KOHTeHHEpa 38 JOMAUIHH OTAANLUM.
[Tonuraiire Bawins gapmalieBT Kak Aa yHHILIOXKHTE HeHykHHTE Bu nexapcrea. Tesn mepku e
CTIOMOTHAT 3a ONa3BaHe Ha OKOTHaTa CpeAa.

6. CoabpkaBHe HA ONAKOBKATA H JONBJBHTEIHA AHGOpMANAS

Kakpo caabpxa Tenaopuc

- AKTMBHHTE BEILIECTBA C2 JIOCAPTaH KANUK H aMJIOJUITHH Oe3mnnar.
Tennopuc 50 mg/5 mg bunmupanu Tabnerky
Beska punmupana tabnerka chabpka S0 mg siocapraH Kaiui € 6,94 mg amjsonunmH Oesunar,
EKBHUBAJICHTEH HA 5 Mg aMJIORHUITHH.
Tennopnc 50 mg/10 mg punmMupanu TadseTku
Beaka ¢unmupasa tabnerka ¢babpxa 50 mg nocapra kanuii H 13,88 mg amnoaunuu Geswnar,
eKBUBaNICHTEH Ha 10 mg aMnoaUnKH.
Tewrtopuc 100 mg/5 mg punmupanu TabnerTxku
Besika dpunmupana rabnetxa ceaspxa 100 mg nocapraH kanuii v 6,94 mg amnoaunux Se3unar,
EeKBHBICHTEH Ha 5 Mg aMJIONUITHH.
Tewnopuc 100 mg/10 mg dunmupaiin TabneTkn
Besxa dunmupana tabnerka coabpika 100 mg nocapran xanuii v 13,88 mg amnoaunud
Oeswiar, ekpUBaTeHTeH Ha 10 mg aMaOgHITHH.

- Jpyry cucTaBKH ([TOMOLUHM BEllecTBa) B SAPOTO Ha Tab/IeTKaTA ca: NaKTo3a MOHOXHIPAT,
nenynosa, mpax (E460); HuwecTe, npeXXenaTHHH3MPAHO; LAPeBHYHO HULlleCTe; emyno3a,
mukpokpHcTanka (E460); cunuuumes JHOKCHA, KONOHAeH O€3BOMICH, MarHe3HEB CTeapar
(E470b); naTtpres HMUIECTEH TAMKONAT (THI A) B XBTT XKesteseH okeun (E172).

- Jpyru cbeTaBkH (MOMOUIHM BEeLleCTBa) BbB PHAMOBOTO NOKpHTHE Ha 50 mg/S mg punmupans
Tabnerxku ca uepseH xene3ed oxcua (E172); xcurr xeneseH okcua (E172); nonu(BHEHNOB
ankoxon); THraHoB AHOKCHA (E171), makporon 3000 4 Tank (E553b).

- Jpyryu cureTaBKH (MOMOIIHM BeLIECTBA) BhB (PUIMOBOTO nokpuTHe Ha 50 mg/10 mg punmMupaHu
TabneTxu ca qepseH xene3eH okcul (E172); nonu(BUHHIOB alKOXO0N); THTAHOB JHOKCHA
(E171), makporon 3000 u Tanx (E553b).

- HpyrH CheTaBKH (MOMOIIHH BeLECTBa) BbB (pHiIMoBoTO nokputue Ha 100 mg/5 mg punmupann
Tabnerku ca yepseH xeine3eH okcua (E172); nonu(BHHWIOB &1KOXO0); THTAHOB AHOKCHI
(E171), maxporon 3000 u Tank (E553b).

- Jlpyru cheraBkH (TIOMOLIHH BeLlecTa) BbB (rnMoBoTo nokputue Ha 100 mg/10 mg
dunmMupany TabaeTKu ca AKHIT Kese3eH okcHa (E172); nonn(BMHIIOB aaKOX0J1); THTAHOB
auoxcua (E171), makporoa 3000 u Tank (E553b). =i
Binkre TouKa 2 ,, TeHI0puc ChAbpPKA JIAKTO3a H HATPHIA™. p ST
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Kaxk msraexaa Temnopac B KAKBO ChIbKA OUAKOBKATA i

Tennopuc 50 mg/5S mg drunmupanu Tabnetky ca kadaBo-opaHKeBH, Kpbrd (15 mm X 7imrh), nem
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Tennopuc 50 mg/10 mg punmupanu TabneTku ca yepBeHo-KapsaBH, oBaiHH (15 mm X 7 mm), €eKo

NBOMHOU3ITBbKHAJIHU.

Tennopuc 100 mg/5 mg punmupanu TabneTku ca po3oBu, oBajaHH (18 mm x 9 mm),
JIBOMHOU3MbKHAJIH.

Tennopuc 100 mg/10 mg dunmupanu TabneTku ca 61e10 KaPeHHKAaBO-XKb/ITH, OBalHH (18 mm X
O mm), ABOMHOU3NMbKHAJIH.

Tennopuc 50 mg/5 mg, 50 mg/10 mg, 100 mg/5 mg u 100 mg/10 mg ¢punmupanu rabnerku ce
npeanarar B kytud no 10, 28, 30, 56, 60, 84 u 90 puamupanu TabieTKu B OJUCTEPH.

He BcHukH BH10BE OMAKOBKW Morar aa ObJaT mycHaTH Ha nasapa.

[MpuTexaTe/ HA pa3pelIeHHETO 32 ynoTpeda
KRKA, d.d., Novo mesto, SmarjeSka cesta 6, 8501 Novo mesto, CioBeHus

[Ipou3BoaHTE IH: ]
KRKA, d.d., Novo mesto, SmarjeSka cesta 6, 8501 Novo mesto, CiioBeHus
TAD Pharma GmbH, Heinz-Lohmann-Str.5, 27472 Cuxhaven, ['epmanus

To3u JiekapcTBO € pa3pelieHo 3a ynorpeda B AbpKaBHTe-4/IeHKH HA EBponeiickoro
HKOHOMHY€CKO NPOCTPAHCTBO NOJ CJEeJHHTE HMEHa:

Hme Ha cTpaHa YWieHKA Hme HA J1leKapcTBeH NPOAYKT
bbuarapus Tennopuc

Yurapus, Ecronns, JIursa, JlarBus, Pymbans, Chosakus | Tenloris

IMosma Alortia

JlaTa HA NMOCJIEIHO npepas3rjexk/jaaHe HA JHCTOBKATA

20 FOnu 2024

[Tonpo6Ha nHdopMaLKs 32 TO3W IEKAPCTBEH NMPOAYKT € NMpelocTaBeHa Ha yebcaira Ha U3nbaHuTEHA

Arenuus no nekapcreara (MAJI) http://www.bda.bg.
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