NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JJEKAPCTBEHUS TPOAYKT
Pritor 20 mg Tabnetku
Pritor 40 mg Tabnetku
Pritor 80 mg Tabnetku

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Pritor 20 mg Tabaetku
Bceska Tabnerka cpabpika 20 mg TenmucapTad (telmisartan).

Pritor 40 mg Tabaetku
Bceska tabnerka cpabpika 40 mg renmucaptad (telmisartan).

Pritor 80 mg TabaeTku
Bcesika Tabnetka cbbprka 80 mg TenMucapran (telmisartan).

IToMoIIHM BENIECTBA C M3BECTHO JIEUCTBUE
Bcesika Tabnerka 20 mg ceappixa 84 mg copouron (E420).

Bcesika Tabnerka 40 mg ceappxa 169 mg copouton (E420).
Bcesika Tabnerka 80 mg ceappika 337 mg copouron (E420).

3a IBIHUA CIINCHK HA ITOMOIIHUTE BEIECTBA BIKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA
TabneTka
Pritor 20 mg TabneTku

benu, kpwerau tabierkn (2,5 mm) ¢ rpaBupan kox ,,50H“ ot exHara cTpaHa ¥ I0roTO Ha KOMIIAHHSTA
OT Jpyrara cTpaHa.

Pritor 40 mg TabaeTku
benu, npoasirosatu Tadbnerku (3,8 mm) ¢ rpaBupan kox ,,51H“ oT eaHaTa crpaHa.

Pritor 80 mg raGuerku
benu, nmpoabarosarn Tabmetku (4,6 mm) ¢ rpaBupan ko ,,52H ot exHaTa cTpaHa.

4. KJIMHNYHU JAHHHAU

4.1 TepaneBTHYHU NOKA3AHUS

XunepToHus
Jleyenue Ha eceHLIMaTHA XUMIEPTOHUS MIPU BH3PACTHHU.

ChbplieuH0-ChI0Ba PODUIAKTHKA

HamansiBane Ha cbpaeyHO-ChAOBaTa 3200JIEBAEMOCT IIPH BB3PACTHH C:

o M3ABEHA aTepOTPOMOOTHYHA ChPACYHO-CHA0BA OOIECT (aHaMHe3a 32 KOpoHapHa 00JIecT Ha
CBPLETO, MO3bYEH MHCYJT WX NepU(EPHO apTepHaIHO 3a00JsIBaHE) UK

o 3axapeH JualeT THI 2 ¢ YCTaHOBEHO YBpEeXJaHe Ha KpalHUTE NPULETHH OpraHu.




4.2 Jlo3upoBKa M HAYMH HAa MPUJIOKEHHE

2031/1[30131(3

Jleuenue na ecenyuanna xunepmonus

O6ukHOBEHO edekTuBHATA M03a ¢ 40 MQ BeqHBX THEBHO. HiIKOM marimeHTH MoraT Jia Ce TIOBIUSAT
JIOpPH U OT JTHEeBHA Jio3a oT 20 mg. B ciyyanre, B KOMTO He ce TIOCTHTa KETAaHOTO KPhBHO HAJISITaHE,
Jlo3aTa Ha TeIMHUCApTaH MOXKe Ja ObJie TOBUIIICHA MaKCUMATHO 10 80 mg BeqHbxk MHEBHO. [1pu
pellieHre 32 MOBUINIABaHE Ha J03aTa, TPSOBA Ja ce MMa MPEIBH, Ye MAKCUMATTHHSAT
AHTHXHIIEPTEH3UBEH eeKT OOMKHOBEHO ce NocTHra 4 10 8 CeMUIIM ClIe/l HA4aIoTO Ha JISYEHUETO
(Bx. Touka 5.1). Kato apyra Bb3MOKHOCT, TEIMUCAPTAH MOJKE J1a ObJIC TIPUIIarad B KOMOWHAIIHS C
JMUYPETHIIH OT THA3UICH THII KaTo XUAPOXJIOPOTHA3HU, 32 KOUTO € IOKA3aHO, Y€ UMAT JIOIbIHUTEITHO
MOHW)KABaIIO KPHBHOTO HAJSITAHE JICWCTBHE MPU TPUIIOKEHHE C TEIIMUCAPTAH.

CvpOoeuno-cv006a npoguiakmuka

[Ipenoppuntennara no3a e 80 mg BenHBK AHEBHO. He e m3BecTHO mamu mo-aucku go3u ot 80 Mg
TeJMUCapTaH ca e)eKTUBHHU 32 HAMAIIIBaHE HA ChPJCYHO-ChI0BATa 3200I€BaEMOCT.

[Tpu 3anouBaHe Ha JIEYEHHUE C TEIMHUCAPTaH 32 HAMaJIsIBaHE Ha ChPJIEYHO-ChIOBATa 3a00JIEBAEMOCT Ce
NpenopbyBa BHUMATEITHO MPOCIE/IsIBaHe HAa KPBBHOTO HAJISITAHE U aKO CE Hallara, KOpUrupaHe Ha
JIeKapCTBaTa, KOUTO MOHWKABAT KPHBHOTO HaJIsITAHE.

Cmapuecka ¢v3pacm
He e HeoOxoaumo Kopurupase Ha Jo3aTta IpH MalMeHTH B cTapyecka Bb3pacT.

bvopeuno yepescoarne

Hasnnuen e orpaHrYeH OIMKT MPHU MAIMEHTH ¢ TEXKO ObOPEUHO YBpEXKIaHe WM Ha XeMoauanu3a. [pu

TE3H MAIMCHTH Ce MPEMophuBa MO-HUCKA HavaHa 1032 20 mg (BK. Touka 4.4). [Ipu marueHTy ¢ JIeKo

JI0 YMEPEHO TeXKKO ObOpEedHO YBpEeKIaHe HEe Ce Hallara KOpurupaHe Ha J03MpoBKaTa. TenmucapTaH He
Ce OTCTpaHsABa OT KPBBTA Upe3 XeMODHITPAIHS U HE Ce AUaTH3HpPa.

Yeproopobno yspexcoane

Pritor e mpoTHBOIIOKa3aH MPH MAIMEHTH C TEXKO YEPHOAPOOHO yBpekaaHe (BXkK. Touka 4.3).
[Ipu maruenTH ¢ JIeKo 10 YMEPEHO TEXKKO YepHOAPOOHO yBpeXKIaHe T03UPOBKaTa He TpsOBa 1a
HaBuiaBa 40 mg BeHBXK AHEBHO (BXK. Touka 4.4).

IHeouampuuna nonynayus

BesonacuHocTTa 1 edukacHocTTa Ha Pritor mpu sena u oHomm Ha Bb3pacT moj 18 roaunu He ca
YCTAHOBEHU.

HanuuauTte moHacTosimeM JaHHU ca OMUCAaHU B TOUKH 5.1 1 5.2, HO IPEeNOpPHKYU 3a JO3UPOBKATa HE
Morart a ObJaT Ja/ieHu.

Hauwnn »Ha npuioxeHue
TabneTkuTe TENMHUCAPTAH ca MMPEeIHA3HAYCHH 32 TIEPOPATHO MPUIIOKECHHIE BEAHBXK IHEBHO U TPIOBa 1a
Ce TIOTIIBINAT IIeJTH, C TEYHOCT, ChC WK 0e3 XpaHa.

[pennasuu Mepku, KOUTO TpsiOBa j1a ObAT B3ETU Npean paboTa ChC WM MPUIOKEHUE Ha
JICKapCTBEHUS MPOAYKT.

TenmucaptaH TpsiOBa Jia ce ChXpaHsiBa B 3a1ieyaTaHus OJIMCTEp MOPaJIN XUTPOCKOIIMIHUTE CBOWCTBA
Ha Ta0nerkure. TabneTknure TpsAOBa /1a ce M3BAXKAAT OT OJIMCTEpa HETIOCPECTBEHO MPEIH
npuiioxkeHue (Bx. Touka 6.6).

4.3 IIpoTuBomoOKa3aHus

o CBpBXUYBCTBUTETHOCT KbM aKTHBHOTO BEIIECTBO WJIM KbM HSAKOE OT IIOMOIITHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

. Bropo u tpeto Tpumeceune Ha OpemeHHOCTTA (BXK. TOUKU 4.4 1 4.6).

o OOcTpyKTHBHHU 3200JI1BaHHS HA KITBYHUTE IBTUILA.

o Texko 4epHOAPOOHO YBpEKAaHE.



CorpreTBamniara ynorpeda Ha Pritor ¢ amiuckupeH-cbIbpIKaiiy IPOAYKTH € MPOTHBOIIOKA3aHa TPH
TNALMEHTH ChC 3axapeH quadetr uim 660peuno yspexaane (GFR < 60 ml/min/1,73 m?) (sxk. Touku 4.5
us.1).

4.4 ChneuuajaHu nmpeaynpesaeHus U NpeAna3Hy MepKH NMpU ynoTpeda

BpemenHocT
He tps6Ba ma ce 3amouBa npueM Ha aHTHOTeH3UH 11 penienitopan 010KepH 110 BpeMe Ha OPeMEHHOCT.

[TarueHTKHUTE, KOUTO IUIAHUPAT OPEMEHHOCT, TPSOBA J1a IPEMUHAT KbM aJITEPHATUBHO
AHTUXUTIEPTEH3UBHO JICYCHUE C YCTAHOBEH MPOo(HI Ha O€30MacHOCT NpHU YIOTpeda Mo BpeMe Ha
OpEMEHHOCT, OCBEH aKO CE CUHTA, Y€ € OT 0COOEHA BAXKHOCT J]a C€ MPOABIDKH JICUCHHUETO C
anruoTeH3uH Il perientopuu O010Kkepu. AKO € TMAarHOCTUIIMPaHa OPEMEHHOCT, JICUSHUETO C
anruoreHsuH Il penentopuu 6y10KkepH TpsiOBa He3a0aBHO Ja ObJie MPEYCTAHOBEHO M aKO € TIOAXOISIIO
Jla ObJIIe 3aIM0YHATO AITEPHATHBHO JIeueHHe (BXK. TOUKH 4.3 1 4.6).

YepHoapoOHO YBpEkKIAHE

Pritor He TpsiOBa /a ce MpuJIara MpH MAKUCHTH C XO0JIECTa3a, C XIJIbYHH O0CTPYKTHBHU HAPYIICHUS WIIN
TEXKKO YEPHOIPOOHO yBpexKaaHe (BxkK. Touka 4.3), Thi KaTO MO-TroJsIMaTa 4acT OT TeIIMUCAPTAH Ce
eNMMUHHPA Ype3 JKTbuKarta. [Ipy Te3u marreHTH MOXKe Ja Ce OYakBa HaMaJleH YepHOPOOEH KIUPBHHC
Ha TenMucapTaH. Pritor TpsiOBa 1a ce npuiiara BHUMATEIHO MPH MAIMEHTH C JISKO 10 YMEPEHO TEKKO
YEPHOAPOOHO yBpEXKIaHE.

PenoBackynapHa XUIIEPTOHHUS

Koraro manueHTH chC cTeHO3a Ha ABeTe ObOPEUHHN apTepUH WIIH CTEHO3a Ha apTepHaTa KbM €THHUYCH
¢dyHKIIOHUpAI] OBOpEK ca JTeKyBaHH C JIEKAPCTBEHH MPOIYKTH, TIOBIUSIBAIINA PEHUH-aHTUOTEH3HH-
aJJIOCTePOHOBATA CUCTEMA, ChIIIECTBYBA IIOBHIIICH PUCK OT TE)KKA XMIIOTOHUS U ObOpeUHa
HEIOCTAaThYHOCT.

bw0OpeuHo yBpexkaaHe u 6bO0peuHa TPaHCTIAHTAIIHS

Koraro ce u3nosn3Ba Pritor mpu nanueHTy ¢ HapyiieHa 0b0pedHa GyHKIusI, ce MpernopbyBa
HEPHOINYHO TPOCIIEeIIBaHe HA KaJHs M CEPYMHUTE HUBA HA KpeaTHHWHA. HsaMa onuT 1o oTHOmeHue
Ha MPWIOKEHHETO Ha Pritor nmpu namueHTy, npeThpIiesin HacKopo ObOpeyHa TpaHCILIAHTALIHS.
TenMmucapTaH He ce OTCTpaHsiBa OT KPbBTa Upe3 XeMO(MITPalus M He Ce THATU3UpA.

[MauyeHTH ¢ XUIOBOJIEMHUS W/UIM N3YePIBAHE Ha HATPHS

CumnToMaTuyHa XUIOTOHHMS, 0COOSHO Cie/l mbpBata jo03a Pritor, moxe 1a ce HaboAaBa npu
NAlMEeHTH C HaMaJIeH 00eM Ha IIUPKYJIMpaIiaTa KpbB U/WIIM HATPUEB NCPUIIUT, HAIPHUMED TPH MOIIIHA
JUypeTUdHa Tepamnus, AMeTa ¢ OrpaHUYeH PUEM Ha COJl, IUapHsl Wi NOBpbIIaHe. TakuBa ChbCTOSHUS
TpsiOBa /1a ObAT KOPUTHPAHH NIPE/IU MPUIIOKeHneTo Ha Pritor. Hamanenusit o6eM Ha nupKyupaiara
KPbB U/ HATPUEBUAT AeHUIUT TPsOBa Jla ObJaT KOPUTUPAHH TIPS MpUIIoKEeHHe Ha Pritor.

JIBOMiHO OJIOKMpaHe Ha PEHUH-aHTMOTeEH3nH-agocTepoHoBara cucrema (PAAC)

WNwma nannu, e cerpTeTBamaTa ynorpeda Ha ACE uaxuburopu, anrnorensut |l penentopau
0JIOKEepH WM ATMCKUPEH MTOBUIIABA PUCKA OT XUIIOTOHHS, XUIIEPKATNEMHSI 1 HAMAJIIBaHE Ha
O0bOpeunaTa ¢pyHKUMsA (BKIOUMUTENHO ocTpa ObOpeuHa HenoctaThuHOCT). [lopanu ToBa He ce
npenopbyBa ABOIHO O6mokupane Ha PAAC upe3 komOunnpanara yrnorpedba Ha ACE naxuburtopw,
anrnotensuH |l penentopuu 61okepn miM anuckupeH (Bx. Touku 4.5 u 5.1).

AKO ce TIpelieHy, Ye TepanusiTa ¢ ABOHHO OJ0KupaHe € abCOII0THO Heo0XoIuMa, ToBa TpsiOBa 1a
CTaBa caMo 1Mo HaOJIFOJIEHHETO Ha CIEIMATNCT U IPY 9€CTO BHUMATEITHO MPOCyeIsIBaHe Ha
0b0peyHaTa QyHKIUS, EIEKTPOIUTUTE U KPHBHOTO HAJISATAHE.

ACE unxuburopu u anruotensus |l penenropau 610kepu He TpsiOBa 1a ce U3MON3BAT CHIIBTCTBAILIO
NpY aLMEeHTH ¢ AuadeTHa HedponaTusl.

Jpyru chCTOSIHUS ChC CTUMYJIAIINS HA PEHUH-aHTHOTEH3HH-AJJIOCTEPOHOBATA CUCTEMA
[Ipu nauueHTH, YUITO BacKyIapeH TOHyC U ObOpeyHa GyHKLHUS 3aBHCAT OCHOBHO OT aKTHBHOCTTA Ha
PEHHUH-aHI'MOTEH3UH-aJIOCTEPOHOBATA CUCTEMa (HalpUMep MallMeHTH ¢ TeKKa 3aCTOMHA ChpleyHa




HEJAOCTATHhYHOCT WJIH MOJISHKAII0 ObOpeYHO 3a00Is1BaHe, BKIIOUNTEIHO CTCHO3a Ha ObOpeuHaTa
apTepusi), JICYCHUETO C JICKAPCTBEHH MPOITYKTH, KOUTO TIOBJIHSBAT Ta3W CHCTEMa, KATO TEIIMUCAPTAH, €
OWJIO CBBP3aHO C OCTPa XUIIOTOHUS, XUIIEPAa30TEMUSsl, OTUTYPHS U PSIIKO ocTpa ObOpedHa
HEJOCTaThYHOCT (BXK. Touka 4.8).

IIspBHYCH AJIOCTSPOHNU3BM

[TaniveHTH ¢ IBPBUYEH ANJIOCTEPOHU3HM IO MPUHIIUII HAMA J]a pearupar Ha aHTUXUIICPTEH3UBHU
JIEKapCTBEHU MPOAYKTH, NEHCTBAIN Ype3 HHXUOUpaHe Ha peHUH-aHTHOTEH3NHOBATA CHCTEMA.
ITopanu ToBa, ynorpebaTa Ha TeTMHUCApTaH HE Ce MPETOPHYBA.

CreHo3a Ha aOpTHATA M MUTpAJIHA Kjana, OOCTPYKTUBHA XUOEPTPOhUYHA KAPIUOMHUONATHS
KaxkTo mpu apyruTe Ba3oauiiaTaToOpH, CIEIHaTHO BHUMAaHHUE € He0OX0IUMO TIPH MAIUeHTH, CTPAJAIIN
OT a0pTHA WU MUTPAJTHA CTEHO3a MM OOCTPYKTHBHA XHIIEPTPOPUIHA KAPTUOMUOTIATHS.

TlanmenTty ¢ 1MadeT, JEKYBAHU C MHCYJIMH MM aHTHAMA0ETHHU JIeKapCcTBa

[Ipu Te3n marMeHTH MOXe J1a HACTHIM XUIOTINKEMUS TIPH JICUSHHE C TEIMUCAPTaH. 3aTOBa, IPH TE3H
MAIUCHTH TPOBa J1a ce OOMHCIIM ChOTBETHO MPOCIICIABaHE Ha KPhBHATA 3aXap U MOXKE JIa C& HAIOXKH
KOpHUTHpaHe Ha J]03aTa Ha HHCYJIMHA WITH aHTHANA0ETHUTE JIEKapCTBa, KOTaTo € MMOKa3aHo.

XUnepKaIueMust

Ynorpebara Ha JEKapCTBEHHU MPOYKTH, KOUTO TOBJIUSIBAT PEHUH-aHTMOTCH3MH-aJ1I0CTEPOHOBATA
CHCTEMa, MOKE J]a I0BE/IE 10 XUIIEPKATTUEMUS.

XunepkalueMusTa MOKe 1a 0bJie ¢ paTajeH u3Xo/| NPy MAIUECHTH B CTapuecKa Bb3pacT, MpU
MaIUeHTH ¢ ObOPEYHa HEOCTATHYHOCT, TIPU MAIIMCHTH ¢ TUa0eT, MPH MAlMEHTH, JICKYBaH!
CBHITBTCTBAIIO C JPYTH JEKApCTBEHH MPOTYKTH, KOUTO MOTaT Ja MOBUIIIAT HUBATA HA KAIHS W/WIH TIPH
TIAIUEHTH C HHTEPKYPEHTHHA CHOUTHSI.

[Mpenu na ce B3eMe pelieHue 3a ChIIbTCTRAIIA YIOTpeOa Ha JIeKapCTBEHH MPOAYKTH, KOUTO MOBIHSBAT
PEHHH-aHTMOTEH3WH-AJJIOCTEPOHOBATA CHUCTEMa, TPsIOBa J1a ce MPELeHN ChOTHOLIEHUETO 110J133/ PUCK.
OCHOBHHTE PUCKOBH (haKTOPH 32 Bb3HUKBAHE HA XUTIEPKAINEMHsI, KOUTO TPsOBaA Ja ce B3eMaT 0T
BHUMaHHE ca:

- 3axapen auader, ObOpeyHO yBpexnaHe, Bb3pactT (> 70 roanHmn)

- KomOuHanus ¢ eanH uin noBede JeKapCTBEHU MPOAYKTH, KOUTO MOBIHUSIBAT PEHUH-
AHTMOTEH3MH-AJIJIOCTEPOHOBATA CUCTEMA /MM KalnueBH Jo00aBKH. JlekapcTBEHH POIYKTH I
TEpaneBTUYHM KJIACOBE JIEKaPCTBEHH MIPOAYKTH, KOUTO MOTaT J1a IPEAN3BUKAT XUIIEPKAIUEMHS,
ca COJIEBH 3aMECTHUTEINH, ChIbPKALLU Kadul, Kanuii-cexpanssaiuu quyperuuu, ACE
WHXUOUTOPH, aHTHOTeH3UH |1 penenTopHn O6JI0KepH, HECTEPOUIHN TIPOTUBOBB3MATUTEITHH
cpencta (HCIIBC, Bxirountento cenekTuBHU COX-2 HHXUOUTOPH), XeTTapyuH,
UMYHOCYTIPECOPH (LIUKJIOCTIOPHH WIIK TAKPOJIMMYC) U TPUMETOIPHUM.

- HHTEepKYpeHTHH CHOUTHS U MTO-CIEIMAIHO JAeXHIpaTUpaHe, 0OCTpa ChpeuHa JeKOMIICHCAIIHS,
MeTa0OJIMTHA ali103a, BIolaBaHe Ha ObOpeyHaTa (QyHKIIMsS, BHE3AITHO BIIOIIABAHE HA
OBOpPEeYHOTO ChCTOSIHME (HAPUMEP WHPEKIMO3HH 3a00JIsIBaHuU ), KIETHUHO JIN3UPaHE
(HammpuMep ocTpa UCXeMusl Ha KpalHUIIUTE, padIoMHOIN3a, OOIIMPHA TpaBMa).

[pu prckoBH ALMEHTH CE MPENOPbYBa BHUMATEIIHO MPOCIIS/IIBAHE HAa CEPYMHUS Kauil (BXK.
Touka 4.5).

ETHnuecku paznnuusa

KakTo e HabOnro1aBaHo MPU MHXUOUTOPUTE HAa aHTUOTEH3WH KOHBEPTUPAIIUS CH3UM, TEIIMUCAPTAH U
JpyTuTe aHTHOTeH3uH 11 penenTopHu OJI0KepH ca OYEBUIHO MO-MAJKO e(heKTUBHU IO OTHOIIICHHE Ha
MOHMYKABAHETO Ha KPBBHOTO HAJISITaHE MPHU X0pa OT ahpoaMEePUKaHCKU IIPOU3XO0], OTKOJKOTO IPHU
JIPYTHTE pacH, BEPOSITHO ITOPAJIU MO-TOJIIMOTO TIpeo0IIajlaBaHe Ha ChCTOSHUS Ha HUICKO PEHHHOBO
HUBO IIPH MTOMyJaus OT ahpoaMEepPUKaHCKH MPOU3XOJT C XUTIEPTOHMSL.

Hcxemuuna 001eCT Ha CBPIIETO
KakTo mpu BCSAKO aHTUXUTIEPTSH3UBHO CPEIICTBO, MPEKOMEPHOTO NOHMKaBaHe HA KPhbBHOTO HAJIATaHE
IIPH MAIUCHTH ¢ KICXEMHYHA KapIUOMAaTHs UIIH HCXEMHUYHO ChPICYHO-CHI0BO 3a00/sIBAHE MOXKE Ja




JIoBeIe 10 MHPAPKT Ha MHOKap/Ia MJIH HHCYIIT.

WHTecTHHANCH aHTHOEIeM

3a UHTECTHHAJICH aHTHOE/IeM Ce ChoOIIaBa IPH MalUeHTH, JICKYBaHU ¢ aHTHOTeH3UH 1l perientopHn
ookepu (Bk. Touka 4.8). Te3n manueHTH UMaT KOpeMHa 00Jka, TaJcHe, TOBPBIIAHE U THAPHL.
CuMmnToMHTE OTIMYMSIBAT CJIe]] IPEYCTAHOBSIBaHE HAa aHTHOTeH3MH 11 perientopauTe Ookepu. AKo ce
JIMATHOCTHIIMPA WHTECTHHAICH aHTHOEICM, JICUCHUETO C TeIMUCAPTaH TPsOBa Ja ce MPEYCTAHOBU U
Jla ce 3arovHe MOAX0ASII0 HAOTIOICHHE IO IBITHOTO OTIIYMSIBAHE HA CHUMIITOMUTE.

Copburon
Pritor 20 mg mabnemxu

Pritor 20 mg Tabnetku chabpxa 84,32 mg copOUTON BHB BCsKa TabJIeTKa.

Pritor 40 mg mab6nemxu
Pritor 40 mg Tabnetku chabpika 168,64 mg copOuTo BHB Besika TabJIeTKa.

Pritor 80 mg mabnemxu
Pritor 80 mg Tabnetku chabpika 337,28 mg copOUTOI BbB BCsiKa TabaeTka. TO3HM JIeKapCTBEH MPOIYKT
He TpsI0Ba J1a ce mprueMa OT MalMeHTH ¢ HACIeICTBEHa HETOHOCHMOCT KbM (hpyKTO3a.

Harpuii
Bcesika Tabnerka chabpika mo-manko ot 1| mmol sHatpwii (23 mg) Ha TabieTka, T.e. MOXe Jla ce Kaxke,

Ye NMPaKTUYECKU HE ChAbp)Ka HATPUH.

45 B3auMmoaeiicTBHE ¢ IPYTHU JeKaAPCTBEHH MPOAYKTH U APYrH (JOpMH HA B3aUMOoO/eiicTBHE

QI/IFOKCI/IH

[Ipu eqHOBPEMEHHO MPUIIOKEHUE Ha TEIIMHUCAPTAH C TUTOKCUH C€ HAOJI0JaBa YMEPEHO MOBUIIIABAHE
Ha nkoBara (49%) u Ha Haii-nuckara (20%) rurasmMeHa KOHIIEHTpAIHs Ha AUTOKcuH. [Ipu 3anouBane,
KOpUTHpPAaHE Ha JI03aTa WK CIIMpaHe Ha JICYEHUETO ¢ TeIMUCApTaH, TpsOBa Jia ce mpociie/IsiBaT HUBaTa
Ha JIMTOKCHH, 3a J1a Ce MOAIbPXKAT B TEPAIIEBTUYHUS HHTEPBAIL.

KakTto npu apyru ekapcTBeHH NPOAYKTH, KOUTO MOBJIMABAT PEHUH-aHTMOTEH3NH-AIJ0CTEPOHOBATA
CUCTeMa, TeIMUCApTaH MOXKE Jla MPeIN3BHUKa XUNepkamueMus (Bx. Touka 4.4). To3u puck Moxe fa ce
YBEJIUYHU B CIy4ail HA KOMOMHHUPAHO JIEUECHHE C JPYTH JIEKapCTBEHU MPOIYKTH, KOUTO ChILO MOTaT Aa
NpeIU3BUKAT XUIIEPKaTHEeMHUs (CONEeBU 3aMECTUTENHN, ChABPKAIY KaJIMH, KaJINH-ChbXpaHsIBaIln
muyperunn, ACE uaxuburopu, anruorensu Il penentopHu 01okepu, HECTEPOUIHN
npotuBopb3nanuTentu cpeacraa (HCIIBC, BkimtountenHo cenektuBHn COX-2 HHXUOUTOPH),
XelapyuH, IMyHOCYIPECOpH (LMKIOCIOPHH WM TaKPOJIUMYC) U TPUMETOIIPHUM).

Bb3HMKBaHETO Ha XUIIEPKAJIUEMHUS 3aBUCH OT CBBP3aHHUTE C TOBA PUCKOBH (hakTopH. PUCKBT ce
TIOBUILIABA [IPU TIO-TOPE TIOCOUSHUTE JieUeOHN KOMOMHAMH. PUCKBT € 0cOOEHO BUCOK ITPU KOMOHHAIIUS C
KaJMHA-ChXpaHsIBalll AMYPETULIM U KOTaTO c€ KOMOMHHPA ChC COJIEBU 3aMECTUTENH, ChbPIKaIIN
kayuii. Hanpumep npu komoOunanms ¢ ACE uaxuburopu winr HCIIBC pucksT € mo-Manbk, Ipu
YCIIOBHE Y€ CTPUKTHO CE CIa3BaT MpeANa3sHuTe MEPKH IpU yrnorpeoa.

CeirpTCTBaIIaTa yoTpeda HE ce MPenopbhyBa.

Kanuii-cbxpaHsBaiy JMypeTULX UM KaJIUEBU 100aBKH

AmnrnorensuH Il penenropanTe 610KepH, KaKBBTO € TEIMHUCAPTaH, HAMAIIABAT 3arydara Ha KaJlnu,
KOSITO ce TpeAn3BUKBa OT AuypeTuiuTe. Kanuii-chxpansBamunre 1nypeTHITH, HAapuMep
CHHPHHOJIAKTOH, EIUIEPEHOH, TPHAMTEPEH WM aMHJIOPU], KaJMeBUTE JOOABKH WM COJIEBUTE
3aMECTUTEINHN, ChAbP KA KaJIMH, MOTaT Ja JOBEJAT 10 3HAYMMO MOBHILABAHE HA CEPyMHMUS KaJIuil.
Axo chITBTCTBaIATA yoTpeOa € IoKa3aHa mopaayu yCTaHOBEHA XUIIOKaIMeMusl, Te TpsiOBa 1a ce
M3II0JI3BAT C TIOBHUIIIEHO BHUMAHKE U TPSAOBa YECTO /a C€ MPOCIEAsiBa CEPYMHUS KAIHH.




JlnTui

IIpu cerpTCTBaIIA yHoTpeOa Ha TUTHIA C HHXUOUTOPH Ha aHTHOTEH3WH KOHBEPTHPAILUS €H3UM H C
anruoTeH3uH Il perientopHu OJI0KepH, BKIFOUUTEIIHO TEIMHUCAPTaH, Ce ChoOIaBa 3a 00paTuMo
MOBUIIICHUE HA CEPYMHUTE JINTUEBU KOHIICHTPAIIUY U MPOSBH HA TOKCUYHOCT. AKO Ta3u KOMOWHAIIHS
€ HeoOXo/IrMMa, ce TPerophiBa BHUMATEITHO MPOCTeIIBaHe Ha CEpyMHUTE HHBA Ha JIUTHIA.

C’BH’BTCTBaHlaTa yrIOTpe6a HN3HUCKBA ITIOBUIIICHO BHUMAHHUC.

Hecreponanu mpoTHBOBB3MAINTEIHN CPECTBA

HCIIBC (t.e. aueTnicalunIOBa KUCEIWHA TPU TPOTUBOBB3MAINTEHH 1030BH pexxumu, COX-2
naxubutopu u HecenektuBHr HCIIBC) Morat na HamassIT aHTUXHUIIEPTEH3UBHUS €EKT Ha
anruoteH3uH Il penenropanTe OI0KEpH.

[Tpu HsIKOM MalUeHTy ¢ HapyuieHa ObOpeuHa GyHKUMS (HanpuMep JeXuApaTHpPaHu MalUeHTH HITH
MalMeHTH B CTapuecka Bb3pacT ¢ HapylleHa ObOpeuHa (yHKIMs) €AHOBPEMEHHOTO MPUIOKEHUE Ha
anruoteH3uH Il penentopan O10KepH U cpeacTBa, KOUTO HHXHOMPAT UKIOOKCUTEHA3aTa, MOXKE J1a
JIOBEJIe 10 TI0-HATaTHITHO BIIOIIaBaHe Ha ObOpeuHaTa GpyHKINS, BKIIOYUTEIHO € BB3MOYKHA OCTpa
O0BOpevHa HeJOCTATHUYHOCT, KOSTO OOMKHOBEHO € oOpaTuMa. [1o Ta3u npuunHa, KOMOMHAIMSTA
TpsI0Ba J1a ce MpujIara ¢ MOBUILICHO BHUMaHHE, 0COOSHO MPH MAIMEHTH B CTapyecka Bb3pacT.
[TanmenTuTe TPAOBA A ca aJeKBaTHO XUIPATUPAHH U TPAOBa 1a ce 00CHIM MpociesiBaHe Ha
O0bOpeuHaTa (YHKIUS B HAYAJIOTO HA KOMOMHHPAHOTO JICUCHHUE U TIEPUOTUYHO CIIE/ TOBA.

B eano npoyuBaHe eIHOBPEMEHHOTO MPUIIOKEHUE HA TEIMUCAPTAH M PAMUIIPUII € TOBEJIO 10
nokauBaHe Ha AUCq.24 1 Crmax Ha paMHITPWII U paMUTIpUiIaT Ao 2,5 nbTH. KmMHWYHATa 3HAaUMMOCT Ha TOBa
HaOJII0/ICHNE HE € U3BECTHA.

Jlnyperunn (THA3UIHN WIH OPUMKOBH IUYPETHLIN)

[MpenmrecTamio JieueHUE C BUCOKH JI03U TUYPETHIH KaTo Gpypo3eMusi (OpUMKOB TUYPETHK) U
XUAPOXIOPOTHAZU] (THAZUIICH TUYPETHK) MOXKE Jia IOBEE 10 HamasieH o0eM Ha IIMPKyJIrpaiiaTa KpbB U
PHCK OT Bb3HMKBAHE Ha XUIIOTOHUS MIPH 3all04BaHE HA JICUCHHE C TEIIMHUCAPTaH.

[a ce B3eMe 1Moji BHUMaHHWe TIPH ChITHTCTBAIA YIIOTpeoOa.

JIpyru aHTUXUIEPTEH3UBHU CPEJICTBA
[ToHmkaBaoTo KPHBHOTO HAJIATAHE JCHCTBUE HA TEIMHUCAPTAH MOXKE J1a CE TIOBHIIU TIPH
CBHITBTCTBAIIA YIIOTpeda ¢ APYTH aHTUXUIIEPTSH3UBHU JIEKAPCTBEHU TPOIYKTH.

JlaHHM OT KJIMHWYHW U3MUTBAHUS NIOKA3BaT, Y€ IBOHHOTO OJIOKUpaHe Ha PEHUH-aHTHOTEH3HH-
anpocrepoHoBara cucteMa (PAAC) upes komOunnpanata ynotpeda Ha ACE naxuburopw,
anruorensuH |l penentopHu GJI0KepH WK ATMCKUPEH Ce CBBP3Ba C M0-BUCOKA YECTOTA HAa HEXKENAHH
CBHOMTHS, KaTO HATIPUMEP XHUIIOTOHHMS, XUTIEPKATUEMHUS 1 HamasieHa Ob0pedHa GyHKIHS (BKIFOUUTEITHO
ocTpa ObOpedHa HeIOCTaTHYHOCT), B CPABHEHHE € yIIoTpeOdaTa caMo Ha €HO CPEe/ICTBO, AeiCcTBaIo
BbpXy PAAC (Bk. Touku 4.3, 4.4 u 5.1).

B53 ocHOBa Ha (hapMaKOJIOTHIHUTE UM CBOMCTBA € BE3MOXHO JIa C€ OYaKBa, Ue CIICTHUTE
JIEKapPCTBEHU MPOIYKTH MOTaT Ja MOBUINAT XUMTOTCH3UBHUS €()eKT HAa BCHUKW aHTUXHUIIEPTECH3UBHU
CpEeJICTBA, BKIIFOUUTEITHO TEIMHUCAPTaH: 0akiiodeH, amudoctuH. ChIo Taka, OPTOCTATUYHATA
XUIIOTOHUS MOJKE J1a ObJICe YTEKHEHA OT aJIKoX0JI, 0apOUTypaTH, HAPKOTUYHU BEIIECTBA HIIH
AHTUJICTIPECAHTH.

KODTI/IKOCTGDOI/IZII/I (CI/ICTCMHO HDI/IJ’IO)KCHI/IG)
Hamamnssane Ha AHTUXUTICPTCH3UBHUA e(i)eKT.

4.6 @epTHANTET, )PEeMEHHOCT H KbpMeHe

BpemeHHocT

He ce npenopwuBa ynorpebara Ha aHrnoteH3uH 1l penentopHu 6J10KepH Mpe3 MbPBUS TPUMECTHP Ha



OpemenHocTTa (BX. Touka 4.4). YmoTpebaTa Ha anrnoteH3uH 11 penenrropan O10KepH €
MPOTHBOIIOKA3aHa Mpe3 BTOPHS U TPETUSI TPUMECTHP Ha OpeMeHHocTTa (BK. Touku 4.3 1 4.4).

Hsima nocrarbuHO TaHHU OT ynoTtpebata Ha Pritor mpu Opemennu sxenu. [Ipoy4uBanusta mpu >KHBOTHU
NOKa3BaT PEeNpPOIYKTHBHA TOKCUYHOCT (BXK. TOUKa 5.3).

EnnaemMuonornuHuTe 1aHHU 32 PUCKA OT TepaToreHHocT cief ekcro3unus Ha ACE naxuburtopu mpes
IBPBUS TPUMECTHP Ha OpEeMEHHOCTTa He ca yoenuTenHu. Bee mak, He Moke J1a ce M3KII0UH c1abo
NIOBHIIIaBaHE Ha pUcKa. J[0KaTo HSAMa KOHTPOJUPAHH €IHUIECMHUOIOTHYHY JaHHU 3a PUCKA U
ynotpeba Ha aHruoteHsuH Il perentopHu 6;10KepH, CXOIHI PUCKOBE MOTAT Jja ChILECTBYBAT U NIPU
TO3H KJIac JiekapcTBa. [[allueHTKUTe, KOUTO TUIaHUpaT OPEMEHHOCT, TPAOBa J]a MPeMUHAT KbM
ITEPHATUBHO aHTUXHUIIEPTEH3UBHO JICUEHHE C YCTAaHOBEH MPOo(uiI Ha 6e30I1acHOCT IpHU yHnoTpeda mno
BpeMe Ha OpEMEHHOCT, OCBEH aKO CE CUUTa, Y€ € 0T 0cO0EHa BaYKHOCT J1a CE€ MPOIBJDKH JIEICHUETO C
anruoteHsuH Il penentopuu 6mokepu. Korato e quarHoctuipana OpeMEeHHOCT, IEYEHHETO C
anruoteHsuH Il penentopuu 60KkepH TpsiOBa He3a0aBHO Ja ObJe MPEyCTaHOBEHO H, aKo €
NOJXOJAIIO, 1a ObJe 3aII0YHATO ANTEPHATHBHO JICUCHHUE.

YcTaHOBEHO €, ue eKCIO3HIUATa Ha aHTnoTeH3uH 11 petienTopHu GJIoKepH Mpe3 BTOPUS U TPETHS
TPUMECTHp Ha OPEeMEHHOCTTa MPeaN3BHKBA (DETOTOKCHYIHOCT MU Xopa (MOHIKeHa ObOpedHa
(GYHKITHS, ONIMTOXHUIPAMHUOH, 3a0aBeHa depertHa OCU(pHUKAIUI) U HEOHATAITHA TOKCUIHOCT (OpOpedHa
HEJIOCTAThYHOCT, XMIIOTOHHMS, XUIIEpKaIUeMusi) (Bxk. Touka 5.3).

[IpenopwuBa ce ynTpa3ByKOB Iperiie] Ha ObOpeuHaTa (yHKIUS U Yeperia, aKo HACThITH SKCIIO3ULIUS
Ha aHrnotensuH Il penentopuu Gokepu npe3 BTOpUs TPUMECTHP Ha OPEMEHHOCTTA U ClIe TOBa.
HoBopoaeHnure, unuto Maiiku ca npueMainu anruotensul 1 penenropuu 6okepu, TpsOBa 1a Obaat
BHHUMATEITHO HA0JII0O/ITaBaHH 32 HAJIMYUE HAa XUIIOTOHUS (BK. TOUkHU 4.3 u 4.4).

Kepmene
Twit kaTo HAMa JaHHK OTHOCHO yroTpedaTa Ha Pritor B mepuosa Ha kbpmene, Pritor He ce

NpEenopbYBa, a ce MPEAMOYNTAT ATTCPHATUBHH JICUCHHUS C TI0-100pe yCTaHOBEH MPOQ I Ha
0e30MacHOCT B MEPHO/Ia Ha KbpMEHEe, 0COOCHO MPH KbPMEHE Ha HOBOPOJICHO WIIH TMPEKICBPEMEHHO
POJICHO JieTe.

DepTUuTer
B npeaAKIMHIYHE TPOYYBAHUS HE ca HaOIromaBany ehekTr Ha Pritor BbpXy MBIKKHSA M KEHCKHUS

bepTunuTeT.
4.7 EdexTu BbpXy ciocodHOCTTA 3a modupaHe U padoTa ¢ MAIIUHA

Korato ce modupa nim paboTu ¢ MalIuHy, TpsOBa J1a ce UMa NPEeABU, Y€ IPU aHTUXUIIEPTEH3UBHA
Teparus kato Pritor, moHsikora, MOrar Jia ce IpOsIBIT CHHKOIT HJIH BEPTHTO.

4.8 HexelaHu JeKaPCTBEHH peaKIUu
Pesrome Ha mpodumiia Ha Oe30macHOCT

CepHo3HHTE HEXETIAHH JICKAPCTBEHH PEaKIINK BKITFOYBAT aHA(WIAKTUYHA PEAKIHs U aHTHOCIEM,
KOHMTO MO’Ke J1a HacThIAT psako (= 1/10 000 mo < 1/1 000), u octpa 6b0pedHa HeTOCTaTHYHOCT.

YecroTaTa Ha HEXKEIAHUTE PEAKINH, ChOOIIEHH NPH yroTpeda Ha TeIMHUCAapTaH, OOMKHOBEHO €
cpaBaMMa ¢ 1ane6o (41,4% crpsmo 43,9%) npu KOHTpOIMpPaHU U3MUTBAHUS NIPU NAIHEHTH,
JIeKyBaHH 3a XUIIEpTOHUS. YecToTara Ha HeXKellaHUTE peakMy He € CBhP3aHa C J03aTa U He IIOKa3Ba
3aBUCHMOCT OT T10J1a, Bb3pacTTa WK pacara Ha nanuenture. [Ipodurst Ha 6e30macHoCT Ha
TeIMHUCApTaH MPH MAIMEeHTH, JIEKyBaHU 3a HAMAJIIBaHE HA ChPACYHO-ChI0BATa 3a00JI€BaEMOCT, € B
CBHOTBETCTBHE C TO3H, HAOII0IaBaH MPH NALMEHTU C XUIIEPTOHUSI.

N36poennTe mo-101y HEXXETaHW PEAKINH ca ChOpaHu OT KOHTPOJIUPAHU KIIMHUYIHH W3ITUTBAHUS MPU
MaIMEHTH, JIEKyBaHHU 32 XUIEPTOHUS U OT OCTMAPKETUHTOBH choOmeHns. COUCHKBT, CHIIO TAKA,
OTpa3siBa CEPUO3HU HEKEIaHU PEAKIUY U HEXEIAHU PEakliMy, BOACIIHU JO IIPEKpaTsIBaHEe Ha



JICYEHUETO, ChOOIICHH! B TPH ABJITOCPOYHH KJIMHUYHH MIPOYYBaHUs, BKIOYBamy 21 642 nanuenTy,
JIEKYBaHU C TeIIMHCApTaH 3a HAMaJsIBAHE Ha ChPJICYHO-CHI0BATa 3200JIEBAEMOCT 32 MEPUO]T IO IIeCT
TOJINHU.

CouchbK Ha HEKETAHUTE PEaKITNN B TAOJTWICH BUIT

HesxenanuTe peakiny ca KaTerOpU3UPaHU CIIOPE]T YeCTOTaTa, KATO € M3MOJI3BaHa CclieIHaTa
KOHBEHITUs: MHOTO decTH (> 1/10), uectu (> 1/100 g0 < 1/10), meuectu (> 1/1 000 g0 < 1/100), peaxu
(> 1/10 000 mo < 1/1 000), muoro peaku (< 1/10 000).

HpI/I BCSKO Irpynupane B 3aBUCUMOCT OT YCCTOTATa HEKCJIAHNUTE PCAKIIUHN Ca MPEACTABCHU B HU3XOAAII]
pe€a 10 OTHOIICHHUE HA TSAXHATa CCPUO3HOCT.

WNndexnun u nndecranuu

Heuectn: Wudeknus Ha TMKOYHUTE TBTHUIIA, UCTHT, HH(EKITU HAa TOPHUTE
JUXaTEHN MHTUIIA, BKIFOYUTETHO (PaPUHTUT U CHHYUT
Penxu: Cericuc, BKIIFOUUTENHO ¢ (haTayieH H3XOMI*

Hapymienus Ha KpbBTa 1 TMMQHATA CHCTEMa
Heugecrn: Anemus
Penxu: Eosunodunms, TpoMOonUTOIEHUS

Hapymennsa Ha MyHHaTa cucTeMa
Penku: AHauIakTHYHA PEaKIUsl, CBPBXUYBCTBUTEIHOCT

Hapymenus Ha MeTabomim3mMa 1 XpaHEHETO
HeuecTtu: XunepraaueMus
Penku: Xwurnornukemusi (TP MAUSHTH ¢ TUa0eT), XUTTIOHATPUEMHSI

[lcuxuyHu HapyIIeHHS
Heuectn: bescbHue, nenpecus
Penxu: besnokoicTBO

Hapymenus Ha HepBHaTa cuctemMa
Heuectn: Cuukon
Penxu: CBHINBOCT

Hapyuienus Ha ounre
Penxu: 3puUTenHo yBpeKIaHe

Hapymenns Ha yxoTo u nabupuHTa
Heuecru: Bepruro

CobpaedHu HapyILIEeHuUs
Heuectu: bpanukapaus
Penxu: Taxukapaus

Cpa0BH HapyIIEHUS
Heuectu: XUMOTOHMA?, OPTOCTATUYHA XMIIOTOHUS

PecniupaTopuu, rpbAHN U MEAUACTUHAIIHA HAPYIIEHUSA
Heuecrtn: JucrmHes, kanummia
MHoro penku: WuTepcrunmanua 6enoapodHa 6onect*

CroMantHo-4peBHI HAPYIICHUS
Heugectu: AOGnomuHaHA 00K, AUAPYS, JUCTIETICHUS, (IaTyICHITHS,
MOBPBILIAHE
Penxmu: CyxoTa B ycrara, abjoMUHalIeH TUCKOM(OPT, TUCTEY3HUS



XemnaToOunmapHu HapyIIeHUS
Penxu: AGHOpMHA YepHOAPOOHA PyHKIHMS/9epHOAPOOHO HapyIIeHue®

Hapymenns Ha Ko)kaTa 1 TOJKOKHATA ThKaH
Heuecru: [Ipypuryc, xurepxuaposa, 0Opus
Penxu: AHrHOeAeM (BKITIOYUTETHO C aTajcH U3Xo[), eK3eMa, CPUTEM,
ypTHUKapus, IeKapcTBEH 0OPHB, TOKCHYEH KOKEH 00pUB

Hapymenus Ha MycKyJIHO-CKeJIETHATA CUCTEMA U ChbeMHUTENHATA ThKaH
Heuectu: Bonka B repOa (HampuMep UIIMac), MyCKyJIHU CIIa3MH, MUAJITHUS
Penxmu: Aptpanrusi, 005Ka B KpailHUK, OOJIKH B CYyXOXIITHATA (TEHINHUT-
MOJOOHH CUMIITOMH )

Hapymenns na 050pernure u MMKOYHUTE THTHIIA
Heuecru: BroOpeuno yBpexaane (BKIFOUUTEIHO OCTPO OBOPEUHO

YBpEXKIaHe)

OO6mm HapymeHns 1 eheKTH Ha MICTOTO Ha TIPHIIOKCHHE

Heuectu: Boska B rpbaHus KoIII, acTeHus (C1adocT)
Penxu: I'punonono6HO 3a00s1s1BaHEe
H3cnensanus
Heuecru: IToBuieH KpeaTUHUH B KPBBTa
Penxu: [ToHMXeH XeMOTTIO0HH, MTOBHUILICHA TUKOYHA KUCEITHHA B KPBBTA,

MOBHIIICHU YEPHOIPOOHUTE SH3UMH, MOBHUIIICHA KPEATUH
(dbocdokrHasza B KpbBTa
1234: 33 NOMBJIHMTENHO OMMCAHKE, MOJIS, BHKTE MOATOUKA ,,Onucanue Ha usopani Heiceian
pearyuu‘

Onucanne Ha U30paHU HEXEJIAHU PEaKIIUU

Cencuc

B m3nutBaneTro PROFESS e HabmromaBana noBuieHa 4€cToTa Ha CETICHC MIPH JICUEHUE C TeIIMUCAPTaH
B cpaBHEHHE C mane6o. CrONTHETO MOXKe /1a € CilydaliHa HaXOJIKa WIIY JIa € CBhP3aHO C HEMO3HAT 10
MOMEHTA MEXAHU3bM (BXK. Touka 5.1).

Xunomonus

Ta3u HexxenaHa peakius € ChboOIeHa KaTo YecTa MMPpH MaIUeHTH ¢ KOHTPOJIUPAHO KPHBHO HAJATAHE,
KOHUTO ca JICKyBaHH ¢ TEIMUCApTaH 3a HaMaJIsiIBaHEe Ha ChPACYHO-ChI0OBaTa 3a00JICBAEMOCT, B
JIOTTBJIHEHNE KbM CTaHAAPTHUTE TPUKU.

AbHnopmHa uepnoOpooHa QyHKyus/4eproopobHO HapyuleHue

IToBeuero cayyan Ha aOHOPMHA YePHOAPOOHA (YHKIIHS/YePHOAPOOHO HAPYIICHUE OT HOCT-
MapKETUHIOBHUS ONTUT HACTBIIBAT NPH MALMEHTH OT SMOHCKU MPOou3Xo. IIpu manueHT ot SIOHCKU
MPOM3X0/I CHIIECTBYBA MO-TOJISIMa BEPOSTHOCT J1a TIOJIy4YaT TE3U HEXEJaHU PEaKIHH.

Humepcmuyuanna 6enoopobua 6orecm
Crnyyau Ha HHTEpCTHUIMATHA OeoipoOHa OOJIECT ca ChOOIIEHHU OT MOCT-MaPKETHHTOBHSI OTIUT BHB
BpB3Ka ¢ IpueMa Ha Tenmucaprad. [IpuauHHO-ClleIcTBeHa Bph3Ka 00ade He € YCTaHOBEHA.

Hnumecmunanen anzuoedem

Cro0ImeHu ca clyvand Ha HHTECTUHANICH aHTHOEIEM Clie/l yoTpeda Ha aHruoTeHsuH 11 penientopau
omokepu (Bk. Touka 4.4).
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Cpo0111aBane Ha MOA03UPAHN HEKETAHHN PEAKITHH

Cro01IaBaHeTo Ha MOIO3UPAHU HEIKEIIAHU PEAKIIUH CIIe]] pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MPOAYKT € BaKHO. TOBa MMO3BOJISIBA Ja MPOIBJKK HAOIIOICHUETO Ha ChOTHOIICHUETO IMOJI33/PUCK 32
neKapcTBeHUs MpoaAyKT. OT MEIUIIMHCKUTE CIISIUAIMCTH CE M3MCKBA Ja ChOOIIaBaT BCSIKa
MTOI03MpaHa HeXKeIIaHa Peakilys Upe3 HaIllHOHAHA CICTEMa 3a ChOOIIaBaHe, IOCOYEHa B

[Ipuioxenue V.

4.9 Ilpemo3upane
ChImlecTByBa oOrpanndeHa HHGOpMaIus o OTHOIIECHHE Ha MPE03UPAHETO MPH XOpa.

Cumnromu

Haii-u3siBeHuTe MpOsIBY Ha TpEA03UPaHe C TEIIMUCAPTAH ca XUIIOTOHUS U Taxukapaus. Cboliasa ce
CBINO 32 OpamuKapans, 3aMasiHOCT, TOBUIIIAaBaHE HA CEPYMHUS KPEaTHHUH U ocTpa OhOpedHa
HEJOCTAaTHhYHOCT.

OBnansgBaHe

TenmucapTad He ce OTCTpaHsBa Ype3 xeMopuiITpauus u He ce auanusupa. [lanuentsT TpsiOBa na
ObJic BHUMATEIHO NPOCIICASBAH U JICUCHUETO TPSAOBaA J1a ObJIe CUMITOMATHYHO U O IBPIKAIIIO.
OBnazsiBaHETO 3aBUCH OT U3MHHAIOTO BpEMe CIIe]] IpUeMa U TeXeCTTa Ha CHMIITOMHUTE.
[IpenopbunTENHNTE MEPKU BKIIOYBAT MIPEAU3BUKBAHE HA MOBPBLIAHE U/WIM CTOMAIIHA IPOMHMBKA.
[MpunaraneTo Ha aKTUBEH BBIJIEH MOXKE JIa € OT 0J13a IIPH JICYCHUETO Ha Tpepo3upane. Heobxoammo
€ YeCTOo MPOCIIeAsIBaHe Ha CEPYMHUTE eNIEKTPOJIUTH M KpeaTuHHH. [IpH mosiBa Ha XUIIOTOHHS,
MAIMEeHTHT TPSAOBa 1a ObIe TOCTABEH B JIETHAJIO 10 TPHO MOJI0KEHUE B OBP30 J1a Ce MPIIIOKAT COJIEBH
1 00EMHH 3aMECTHUTEIIH.

5. ®APMAKOJIOTMYHU CBOMCTBA
51 @apmakoguHAMUYHH CBOMiCTBA

dapmakoTepaneBTHYHA rpyna: AuruotensuH Il perenropau 6;10kepu (APB), camocTosiTesnHo,
ATC xon: CO9CAO07.

MexaHu3beM Ha JIEUCTBUE

TenMucapTaH € nepopaiHo akTHBEH U crieipuueH anrnoteHsuH Il penenropen Ookep (tum ATz).
Toli m3mMecTBa ¢ MHOTO BUCOK adMHHUTET aHTHOTeH3UH Il 0T HeroBoTO MsicTo Ha cBbp3BaHe B AT1
pEeLEenTOPHUA TOATHIL, KOUTO € OTTOBOPEH 3a U3BECTHUTE AeUCTBUS Ha anrnoTeHsuH Il. Tenmucapran
HSIMa JOPY ¥ YaCTHYHA arOHUCTUYHA akTUBHOCT cripsiMo AT: perenrropa. Tenmucapran ce cBbp3Ba
cenektuBHO ¢ AT1 perientopa. CBbP3BaHETO € MPOAB/DKUTEIHO. TeIMHUCAPTaH HE MOKa3Ba aUHUTET
KBM JpyTH perentop, BkitounteaHo AT, u npyru mo-cnabo xapakrepusupanu AT pemenropu.
DyHKIMOHATHATA POJISl HAa TE3W PELENTOPH HE € M3BECTHA, HE € N3BECTEH U e(heKThT HA TAXHATA
Bb3MOXHA CBPbXCTUMYJIAIlMA OT aHTMOTeH3UH I, YMiiTO HUBaA ce moBUIIaBaT OT TeJMucapTaH. HuBara
HAa TUTAa3MEHUS aJIJIOCTEPOH Ce TTOHMXKABAT OT TEeIMHUCApPTaH. TeaMucapTaH He MHXUOUPA YOBEIIKHS
TUTa3MEH PEHUH U He OJIOKMpa HOHHUTE KaHaIW. TeaMucapTaH He MHXUOUpa aHTHOTEH3UH
KOHBepTUpamus eH3uM (kuanHa3a II), eH3uMbT, KOHTO ChITo pasrpaxaa OpagukuauHa. [lopagn ToBa
HE C€ OYaKBa J1a MOTCHIINPa OpaTHKHHIH-METUUPAHUTE HEeXKETaH! JIEKAPCTBEHU PEAKITHH.

IIpu xopa no3a 80 mg TenMucapTaH MOYTH U3LSLIO MHXUOUPA MPEIU3BUKAHOTO OT aHTMOTeH3MH 1
MOBHINIABAHE HA KPHBHOTO HaysiraHe. IHXUOUTOPHUAT eeKT ce MoaAabpxka Hajl 24 yaca U BCe OIIe €
M3MepHuM 110 48 Jaca.

Knnanuna edukacHOCT ¥ 6€30I1aCHOCT

Jleuwenue Ha ecenyuanna Xunepmonust

Crnen mppBara J103a TEIIMUCApTaH ce HAOJI0JaBa MOCTEIICHHA M0sBa HAa aHTUXUIICPTCH3UBHA
aKTHBHOCT B PaMKHTE Ha 3 yaca. MaKkCHMajIHO IOHMKaBaHe Ha KPbBHOTO HAJIsITaHE CE TOCTUTA

11


https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

OOMKHOBEHO 4 10 8 CEIMUIIN CIIe HAYaJIOTO Ha JICUCHUETO U C€ MOIIbPKa Upe3 MPOAbIIKUTEITHA
Teparnmusl.

Cren mpueM Ha Jj03aTa aHTUXHUIIEPTEH3UBHUAT e€(PEKT ce 3abprka moBeue oT 24 yaca, KaTo BKIIOYBA H
HOCJIeJHUTE 4 yaca Ipeau ClieABaliara 103a, KakTo OKa3BaT aMOyJIaTOpHUTE U3MEPBAHUS Ha
KPBBHOTO HaisArane. ToBa € MOTBBPICHO U OT CbOTHOLIEHUETO MUHUMAIHI KbM MaKCUMAaTHU
KOHIIEHTpaIH, KOeTo € moctossHHO Haxa 80% cren npuem Ha no3u 40 1 80 mg TenMucapras npu
w1ane00 KOHTPOJIMPAaHU KIMHUYHY poyuBaHus. Hanune e oueBuHa TEHOCHLNS 3a BPb3Ka MEXIY
J103aTa ¥ BPEMETO J0 Bh3CTAHOBSIBAHETO HA 0a3aTHOTO cHCTOIHO KphBHO Haysrane (CKH). B ToBa
OTHOLICHUE TAHHUTE 3a AUACTOIHOTO KpbBHO Haisrane (JJKH) ca nenoctosHHM.

[Ipu manueHTH ¢ XUIIEPTOHUS TEIMHICAPTaH PEIyIHPa U CUCTOIHOTO, U TUACTOITHOTO KPHBHO
HaJsirane, Oe3 J1a MoBNMsBA ITyJicoBaTa YyecTtoTa. HanmnumeTo Ha AnypeTHdeH U HaTpUypeTHieH edexT,
KOMTO Ja JomprHece 3a XUIIOTCH3UBHATAa aKTUBHOCT Ha JICKAPCTBEHUS MMPOAYKT BCE OLIE HE €
JIOKa3aHO. AHTHXUIEpTEeH3NBHATA e(h)UKACHOCT Ha TETIMICAPTAaH € CpaBHUMA C Ta3W Ha CPEACTRA,
MIPEICTABUTENN Ha JAPYTH KIaCOBE aHTHUXUIIEPTSH3UBHH JIEKAPCTBEHN MTPOAYKTH (YCTAaHOBEHA IPH
KJIMHAYHU U3MHUTBAHMSA, CPAaBHSIBALIH TEIMUCAPTAH C AMJIOJIUIIMH, aT€HOJOJI, CHANATIPHUIL,
XUAPOXJIOPOTHAZU/ U JIM3HHOTIPHIN).

[Tpu BHE3anmHO MpEeKbCBAHE HA JICYCHUETO C TEIMUCAPTAaH KPHBHOTO HAJSTaHE MOCTETIEHHO CE BPbIIa
JI0 CTOHHOCTHTE MPEeIH JICUYCHUETO 32 MIEPHOJT OT HAKOJIKO IHH, 0€3 JaHHU 3a pebayH XUIIEPTOHUICH
edexr.

YecToTa Ha CyXa Kaluivia € 3HAa4YMTCIHO I10-MaJIKa NpH MalMCHTH, JICKYBaHU C TCIIMUCAPTAH,
OTKOJIKOTO ITPU TE€3U, HA KOUTO Ca JaBaHU I/IHXI/I6I/ITOpH Ha aHT'MOTCH3WH KOHBEPTUPAILUA €H3UM B
KIIMHAYHU U3NUTBAHUA, JUPEKTHO CpaBHABAIIU ABECTC aHTUXUIICPTCH3UBHU JICUCHU.

CvpOoeuno-cv006a npoguiakmuka

ONTARGET (Tekyiio riobagHO H3MKMTBAHE Ha KpaiHa TOYKA MPH JIEYEHHE C TeIMHUCApTaH,
camocTosTeHO U B komOuHarus ¢ pamumpuit (ONgoing Telmisartan Alone and in combination with
Ramipril Global Endpoint Trial)) cpaBusiBa edexTrTe Ha TeIMHUCAPTaH, PAMHUIIPUI U KOMOHHAIIMATA
OT TeJIMUCAPTaH ¥ PAMUIIPWI BbPXY ChPJACYHO-CHIOBUTE pe3yiaTaTu npu 25 620 manueHTn Ha Bb3pacT
55 roauHu WK 10-BB3PACTHU ¢ aHAMHE3a 32 KOPOHAPHA apTepraliHa 00JiecT, MO3b4eH HHCYIIT,
NPEXOJICH HCXEMHUYCH TPHUCTHII, eprdepHO apTepraiHO 3a00JIsIBaHE UITK 3aXapeH JuadeT T 2,
CBITBTCTBAH C JIAHHU 32 YBPEXK/JaHE Ha OpraHuTe (KaTo PEeTHHOINATHS, JIEBOKAMEPHA XUIIEPTPODHS,
MaKpo- WIN MUKPOAJOYMUHYPHSI), KOHTO Ca TOIYJIAIUS C PUCK OT Bb3HUKBAHE HA ChPACYHO-CHIOBH
UHIIUJICHTH.

[TaupeHTHTE ca paHAOMHM3UPAHU KBbM €/IHA OT CIEJHHUTE TPH I'PYIU Ha JieueHue: Tenmucaprad 80 mg
(n =8 542), pamunpun 10 mg (n = 8 576) wiu koMOUHANKATA OT TeaMucapTan 80 mg U paMUITIPHIT
10 mg (n = 8 502), ¢ moceaBaIio cpeaHo BpeMe Ha HabmoaeHne 4,5 ToanHu.

TenmucapTad noka3Ba cxoAeH e(eKT ¢ paMHITpuJI [IPH HaMalIsIBaHe Ha IbPBUYHATA ChCTaBHA KpaiiHa
TOYKa OT ChPJCYHO-CHJ0BA CMBPT, HedaraneH HHPAPKT Ha MUOKapJia, HedaTaieH MO3bUeH HHCYJIT
WIN XOCTIMTaIN3alMs IOPaan 3aCTOMHHA ChpIeYHA HEJOCTaThUHOCT. YecToTaTra Ha MbpBUYHATA
KpaifHa TOYKa € CXOAHa B rpynuTe Ha Teamucaptad (16,7%) u pamunpun (16,5%). KoepuureHtsT Ha
PHCK 3a TenmucapTaH crpsmo pamunpui e 1,01 (97,5% A1 0,93-1,10; p (ue mo-manka

epukacuoct) = 0,0019 mpu rpanvna 1,13). TIporieHTHT Ha CyYanTe HAa CMBPTHOCT IO BCAKAKBa
npuuuHa € cboTBeTHO 11,6% 1 11,8% cpen nanueHTHTe, JIEKyBaHU C TEIMHUCAPTaH U paMHUIIPHUIL.

YcTaHoBeHO e, ue e()eKTUBHOCTTA Ha TeJIMHUCAPTaH € CXOJ[HA C Ta3W Ha PAMUIIPUII IPH MTPEIBAPUTEITHO
orpejiesieHaTa BTOpPUYHA KpaiiHa Touka ,,ChplIedHO-ChI0Ba CMBPT, HeaTajeH HH(PAPKT Ha MUOKapAa
1 HedaraneH Mo3bueH uHeynt [0,99 (97,5% JAU1 0,90-1,08; p (ue mo-manka epuxacHoct) = 0,0004)],
bpBUYHATA KpaliHa Touka B pedepentHoTo npoyuBane HOPE (IIpoyuBaHe 3a orieHKa Ha ChpICYHUTE
pesyararu npu npodunaxkruka (The Heart Outcomes Prevention Evaluation Study)), koeto nmpoyusa
edeKTa Ha paMUITPUI COPSAMO T1aneoo.
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IIpu nmpoyuBaneTo TRANSCEND, naruenTtu ¢ HenmonocumocT kKbM ACE HHXUOUTOPH, ChC CXOTHU
KpuTepuu 3a BKIrouBaHe kato nmpoyuBaHneto ONTARGET, ca pannomusupany Ha JedeHue ¢
tenmucaptan 80 mg (n = 2 954) i mane6o (n = 2 972), kaTo u ABETE JIEKapCTBa ca MPHIaraHu B
JOTIBJTHCHNE KbM CTaHAapTHUTE Iprku. CpeHaTa IPOIBJIKUTEIIHOCT Ha TIPOCe/sBaHe ¢ 4 TOIHHU U
8 Mecena. He ce oTkprBa CTaTUCTUYECKH 3HAYMMA PA3JIMKa B YECTOTaTa HA MbPBUYHATA ChCTABHA
KpaiiHa Touka ,,ChpIeIHO-ChA0Ba CMBPT, HearameH HHGAPKT Ha MHOKap/1a, HedaTaleH MO3bUeH
MHCYJIT WIN XOCTIUTAIN3AIMs IOpaIu 3aCTOiHA Chp/ieuHa HenocTarbuHocT  [15,7% B rpynara Ha
tenmucapTal U 17,0% B rpynara Ha mane6o ¢ koedpunueHt Ha prck 0,92 (95% JIU 0,81-1,05;

p =0,22)]. Uma maHHu 3a mojI3aTa Ha TEJIMUCAPTAaH B CPABHEHHE C IUIAe00 IpH IIPpeaBapUuTEITHO
olpejieieHaTa BTOPHYHA ChCTAaBHA KpaiiHa Touka ,,Chp/IeYHO-ChI0BA CMBPT, He(aTaieH HHPAPKT Ha
MUOKapJa u HedaTaneH Mo3bueH uacyat [0,87 (95% U 0,76-1,00; p = 0,048). Hama naunuu 3a
I10J13a I10 OTHOILIEHKE Ha ChPAECYHO-CHI0BATA CMBPTHOCT (Koeduitnent Ha puck 1,03; 95% I
0,85-1,24).

Kamwma u aarnoenem ce cbo01aBaT mo-psaKo MpH MalueHTH, JISKYBaH! C TEJIMHCAPTaH, OTKOJIKOTO
MIPH MAIUEHTH, JIKYBAaHU C PAMHIIPHIIL, JIOKATO XUIIOTOHUS CE€ ChOOIIaBa MMO-4eCTO MPU TeIIMUCAPTAH.

KomOunupaHneTo Ha TeIMHUCapTaH C PaMUIPHII HE yBEIMYaBa [03aTa CIPSAMO PaMUIIPHI HITH
TEJIMUCAPTaH caMOCTOSTeNHO. ChpAEYHO-ChA0BAaTa CMBPTHOCT U CMBPTHOCTTA M0 BCSIKAKBA IIPUYMHA,
KaTO YHCIICHO U3paXKCHHUE, Ca MO-BUCOKH NPU KoMOHuHaImaTa. OCBEH TOBa UMa 3HAYNMO T0-BHCOKA
YecToTa Ha XuNepKanuemus, ObOpeuHa HelOCTaThYHOCT, XUTIOTOHMS U CHHKOII B TpyIaTa C
koMOuHanusTa. [lopagu Tasu npuynHa, ynorpedara Ha KOMOMHALMATA OT TEIMUCAPTaH U PAMUITPUT
He ce MpernopbhyBa MNP Ta3H MOMyIalHs.

B m3nmtBaneto ,,[IpodmnakTideH pexnm 3a eheKTUBHO Mpearna3BaHe OT MOBTOPEH MO3bUEH HHCYIT
(,,Prevention Regimen For Effectively avoiding Second Strokes* (PROFESS)) npu maruentu Ha

50 romuHM WK MO-BB3PACTHH, KOUTO HACKOPO Ca MONTYyYHIIM MO3bUEH HHCYIT, ce 3a0ems3Ba
MOBHIIIEHA YECTOTa HA Bh3HUKBAHE HA CETICUC TIPU TeIMHUCApTaH B cpaBHeHUE ¢ miae6o, 0,70%
cipsimo 0,49% [RR 1,43 (95 % nmoseputenen uarepsain 1,00-2,06)]; yectoTara Ha Bh3HHKBaHE Ha
cercuc ¢ ¢aTajeH U3X0/ € MOBHIICHA TP NMaleHTUTe, nprueMainy teiamucaptad (0,33%) cipsimo
nanuenTute, mpuemanty miaiedo (0,16%) [RR 2,07 (95% moseputenen uutepsan 1,14-3,76)].
HabmroaBanaTa rmoBuIlieHa 4eCTOTa Ha BR3HUKBAaHE Ha CETICHC, CBbpP3aHa ¢ yrorpedaTa Ha
TEJIMHCAPTaH, MOXE J1a € CIy4YailHO OTKPUTA WIIH J]a € CBhp3aHa C MEXaHU3bM, KOHUTO € HEeTO3HaT 3a
MOMEHTA.

J1Be rosemu panaomuzupanu Koutposupanu usnurBanus — ONTARGET (Tekyiio riio6aaHo
W3MUTBaHE Ha KpaliHa TOYKa MPH JICYSHHE C TeIMUCAPTaH, CAMOCTOSTEITHO H B KOMOMHAIHS C
pamumpui (ONgoing Telmisartan Alone and in combination with Ramipril Global Endpoint Trial)) u
VA NEPHRON-D (KnuanuHo mpoydBaHe, CBBP3aHO C pa3BUTHE Ha HedpomaTus npu auader,
npoBeieHo 0T MUHHUCTEPCTBO 1O BhpocuTe Ha Betepanute (The Veterans Affairs Nephropathy in
Diabetes)), npoyuBar ynotpebara Ha komOuHaiusta or ACE unxubutop u anruorensus |l
peLenTopeH Giokep.

ONTARGET e npoyuBane, mpOBEJEHO IpY NAIMEHTH C aHAMHE3a 32 ChPIEYHO-CH0BA WU
MO3BYHOCHJI0BA OOJIECT, HIIH 3aXapeH AUadeT THII 2, MPHUJPYKEHA C IAHHH 32 YBpeXIaHe Ha
e(eKTOpHU OpraHu. 3a no-noapodHa nHpopMauus BIKTE ,,ChbpAeUHO-ChA0BA MPOPUIAKTHKA MO~
rope.

VA NEPHRON-D e npoyuBaHe mpu ManyeHTH Cbe 3aXapeH auadet Tum 2 U quadetHa HedponaTusi.
Te3u mpoy4BaHus HEe TIOKA3BaT 3HAYUM OJlaronpusTeH eekt BbpXy ObOpEeUHNUTE W/UITK ChPIEYHO-
CBHJIOBHTE MOCIEIUIHN U CMBPTHOCTTA, KaTO CHILIEBPEMEHHO Ca HaOJII0AaBaHH MMOBHUIIEH PUCK OT
XHUIEPKATUEMHUs], OCTPO YBpEkKIaHe Ha OBOpEnnTe W/MIIM XUIIOTOHKS B CPAaBHEHNE C MOHOTEPAITUITA.
Karo ce umaT npeiBu CXOJHATE UM (hapMaKOJMHAMUYHY CBOWCTBA, TE3U PE3YITATH Ca MPHIOKIMU
u 3a qpyru ACE uaxuOutopu u anrnorensu Il penenropuu Gioxepu.

ACE unxuburopu u anrnorensus |l penentopHu 6510KkepH cieoBaTeTHO HE TPAOBaA Jja ce M3I0JI3BAT
CBHITBTCTBAIIO MIPY MAUEHTH ¢ ArabeTHa HedpomaThs.

ALTITUDE (KnuHu4HO M3MUTBaHE, MPOBEACHO C aJJMCKUPEH NPH MAMEHTH ChC 3aXapeH quadeT
THII 2 ¢ U3M0JI3BaHE Ha ChPAECYHO-CHI0BH 1 OBOpeuHn 3a0osaBanus karo kpaitau touku (Aliskiren
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Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease Endpoints)) e mpoyusare,
NpeIHa3HAYCHO Ja U3CJIE/Ba Toj3aTa OT 100aBsSHETO Ha allCKUPEeH KbM cTanaapTHa Tepamnus ¢ ACE
MHXUOUTOP WK aHrHoTeH3uH || penenTopen 6J0Kep MpU MallMEHTH ChC 3aXapeH AuadeT TUM 2 1
XpOHUYHO OBOpevHO 3a00JsIBaHe, ChPAEUYHO-CH0BO 3200 siBane WK U aBete. [IpoyuBaneTo e
MPEKPaTEeHO MPEKICBPEMEHHO TIOPAIU MOBUIIICH PUCK OT HEOJIArONPUITHH mocienuiy. Kakto
ChpACYHO-CHIOBATA CMBPT, TAKa M HHCYJITHT Ca YHCICHO MO-YECTH B TpyIaTa Ha aIMCKUPEH,
OTKOJIKOTO B IrpyTara Ha 1ane0o, a IpeACTaBIsABaIIUTe HHTEPEC HEXKENaHU ChOUTHS U CEPHO3HH
HEe)XeJIaH! ChOUTHS (XUTIePKATUEMIIs], XHUIIOTOHHUS 1 Oh0pedHa AucyHKIHS) ce ChoOmaBaT mo-4ecTo
B TpyIaTa Ha aIUCKUPEH, OTKOJIKOTO B rpyrara Ha Iameoo.

[eauaTpuyHa HOMyJIAIIs
besomacuocrTa u epukacHocTTa Ha Pritor mpu mena u roHoOIM Ha BB3pacT 1o 18 rogunu He ca
YCTaHOBEHHU.

Edexrture Ha moHMkaBaHe HAa KPHBHOTO HAJISATAHE OT ABE IO3M TEIMHUCAPTAH Ca OLCHSBAHH IIPH

76 TanueHTH ¢ XUIEePTOHUS, IPEIUMHO C HAJTHOPMEHO TETJI0, Ha Bb3pacT oT 6 10 < 18 roguHn
(tenecno terno > 20 kg u < 120 kg, cpenno 74,6 kg) cnen npuem Ha Tenmucaptad 1 mg/kg (n = 29
nexyBanu) wiu 2 mg/kg (n = 31 nexyBaHu) 3a IEPHOJT HA JICYUCHHUE OT YETHPH CeaMUIH. [Ipu
BKJIIOYBAHE B U3CJIEIBAHETO HAIMYMETO HA BTOPUYHA XUIICPTOHHS HE € poyuBaHo. [Ipyu HiKou oT
HU3CJICABAHUTC IMAalUCHTH U3I10JI3BAHUTE JO3H Ca 6I/IHI/I IMO-BUCOKHU OT TE3U, MMPCIIOPHYBAHU 3a JICUCHHUC
Ha XUIEPTOHUS MPU Bb3pacTHATA MOIyJIAIMs, KaTo € JOCTUTHATA JHEBHA 71032, ChU3MEpHMa ChC

160 mg, xosTO € mpoyuBaHa npu Bb3pacTHU. Cliex KopurupaHe 3a eeKTH Ha Bb3pacToBaTa rpyma,
cpenno npomenute Ha CKH cripsimo u3xomuute croitHocTH (mbpBUYHa 11en) ca -14,5 (1,7) mm Hg B
rpynara Ha tenmucaptan 2 mg/kg, -9,7 (1,7) mm Hg B rpynara Ha tenmucapran 1 mg/kg u -6,0 (2,4)
B rpymnara Ha miane6o. Kopurupanute npomenu B JIKH ot uzxomaure HuBa ca

cpotBeTHO -8,4 (1,5) mm Hg, -4,5 (1,6) mm Hg u -3,5 (2,1) mm Hg. IIpomenuTe ca 10303aBHCHMH.
JlanuuTe 3a 0€30MaCHOCT OT TOBA MPOYYBAHE MPH MALMEHTH Ha Bb3pacT OT 6 10 < 18 romunu xaro
ISU10 ca TI0I00HH Ha Te3M TPH Bb3pacTHH. be3omacHoCcTTa Ipy JBIrOCPOYHO JICYCHHE C TeIMHUCAPTaH
IPH JIe1a U FOHOIIIH HE € OIICHsBaHa.

[NoBuieHue Ha Opost Ha €O3MHOGUIIUTE, CHOOIIABAHO TIPY Ta3H MOMYJIalKs MAIUCHTH, HE ©
YCTAaHOBCHO IIPpHU Bb3PAaCTHH. Knnunanoro MY 3HAQYCHUEC HE € U3BECTHO.

KimHuYHNTE TaHHM HE TI03BOJIABAT Ja CE HAIIPAaBH 3aKJIFOYCHUE M0 OTHOIICHUE Ha €(UKACHOCTTa U
0e30MmacHOCTTa Ha TeJIMUCAPTAH MPH ITEANATPUIHA MTOITYJIAIHUs C XUIIEPTOHHSL.

5.2 ®apmakokuHeTHYHH CBOHCTBa

AOGcopOuus
AOcopOiusra Ha TenMucapTaH ¢ 0bp3a, HE3aBUCUMO Y€ a0COPOMPAHOTO KOJIMYECTBO Bapupa.

Cpennara aOCcoIr0THa OMOHAIMYHOCT Ha TenmucapTal e okoso 50%. Koraro Tenmucapran ce npuema
C XpaHa, peayKuusATa Ha o0JacTTa oJ KpuBarta miazMeHa konueHTpauus-speme (AUCo.) Ha
TeIMHCcapTaH Bapupa ot okosio 6% (o3a 40 mg) mo okoso 19% (mo3a 160 mg). Tpu yaca cien
NPUIOKEHUE TUTa3MEHUTE KOHIIEHTPAILIMH ca TOI00HU ITPH NIPUEM Ha TEIIMUCAPTAH Ha TJIIHO WIIH C
XpaHa.

JInneiHOCT/HETUHEHHOCT

He ce ouakBa cnabara penykuus B AUC ma nmpenn3Bruka HaMaJsiBaHe HA TepaneBTHYHATA €(PUKACHOCT.
Hsma nunelina 3aBUCUMOCT MEXAY JO3UTE U MIa3MeHUTe HUBA. Cmax U B mo-mainka crened AUC ce
MOBHINIABAT HETIPOIIOPIIMOHAIHO TpH 1034 Hax 40 mg.

Pasnpenenenue
TenMucapTtaH ce CBBp3Ba B rojisiMa CTETICH C Iia3MeHuTe npotenHu (> 99,5%), riaBHoO ¢ anOyMuH u

anda-1 kucen rimkonporenH. CpeTHUAT IPUBHICH 00€M Ha paslpeesieHue P TOCTUTaHe Ha
crannoHapHo cheTostHue (Viss) € okoito 500 1.

Buorpanchopmarus
TenMucapran ce MeTaboIM3Mpa Ype3 KOHIOTHPAHE [0 TIOKYPOHHKIA Ha M3XOIHOTO cheauHeHue. He e
HaOIoaBaHa (papMaKoJIOTHYHA AKTUBHOCT HA KOHIOTATa.
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EnumMunupane
TenMucapraH ce xapakrepu3upa ¢ OUSKCIIOHEHITMAIHA OTCIa0BaIa (hapMaKOKHHETUKA C TEPMHUHAJICH

SIIMMUHAIMOHEH Oy HUBOT > 20 yaca. MakcumaHata mia3MeHa KoHIeHTpanus (Cmax) U B TIO-MaJIKa
crerieH obJacTTa 1Mo KpuBaTa rmia3MeHa kormnenTparmsa-speme (AUC) ce moBuiasa
HETPOIOPIIMOHATHO Ha Jio3aTa. HaMa naHHu 3a KIIMHUYHO 3HAUYMMa aKyMYyJIalisl Ha TeIMUCApTaH,
MIPHET NPU NPETIOPBhUUTETHATA 103a. [lTa3MeHUTe KOHIICHTPAI[MH Ca TI0-BUCOKH IPU KEHHU, OTKOJIKOTO
npu MBXKe, 0e3 TOBa Jia € CBbP3aHO C BIUSHHE BbPXY e(DUKACHOCTTA.

Cuiex nepopaiHo (M HHTPaBEHO3HO) MPHJIOKEHHE TEIMUCAPTAH CE €KCKPETHPa MOYTH U3IIIIO C
(exanuuTe, rIaBHO KaTO HENPOMEHEHO chenuHeHne. KymynatuBHarta ypruHapHa ekckpenus € < 1% ot
mo3ara. Toramaust miasme KIupbHC (Clior) € Bucok (oxoao 1 000 ml/min), cpaBHeH ¢ uepHOIPOOHHUSL
KpbBeH NOTOK (okosio 1 500 ml/min).

[Nenmarpyuyna momysaarus

dapmakoKMHETHKATa HA JIBE 03U TEIIMHICAPTaH € OLCHsSBaHa KaTO BTOPUYHA LIeJT IIPH TAIHEHTH C
xuneptonus (n = 57), Ha Bb3pact oT 6 10 < 18 roauHu cnen npuem Ha Tenmucaprad 1 mg/kg nim
2 mg/kg 3a mepuo. Ha JICYeHNE OT YEeTHPH ceaMUIH. PDapMaKOKMHETHIHUTE IIeTH BKJIIOYBAT
OIIpeeNsIHE Ha CTAMOHAPHOTO CHCTOSIHUE HAa TEIMHUCAPTAH IIPH JIela ¥ IOHOIIHU U IIPOYyYBaHe Ha
pa3nnuusTa, CBbp3aHH C Bb3pacTTa. BeIpeku ue npoyyBaHeTo € OWMII0 MHOTO MaJIKo 3a 3HauuMa
OlIeHKa Ha (hapMaKOKMHETHKATA MPH Jena noa 12 ronuau, pe3ynTaTuTe B IOBEUETO ClIydau ca B
CHOTBETCTBHE C HAXOAKHUTE MIPU BB3PACTHHU M MIOTBBPIKIABAT HEIMHEHHOCTTA Ha TEJIMUCAPTaH,
0co0eHo 1o oTHomIeHHE Ha Crax.

ITonoBa 06ycioBeHOCT
HaGmronaBanu ca mosioBM pa3iudus B Iia3MeHuTe KOHIEeHTpau. Cmax 1 AUC chOTBETHO OKOJIO 3 1
2 I'BbTH IO-BUCOKHU IIpU JKCHUTEC, CPDABHCHHU C TC3U IIPU MBIKETE.

Crapuecka Bb3pacT
®dapmMaKOKUHETHKATA Ha TEIMICAPTaH HE CE pa3indaBa MEXIy MAIMEHTH B CTapYeCKa Bh3pacT U TE3H,
MO-MJIAIH OT 65 TOIVHU.

bwr0OpeuHo yBpexaaHe

[Tpu marueHTH ¢ JIEKO 10 YMEPEHO U TEXKKO ObOpEeYHO YBpEeKIaHe ce HaOJI01aBa yABOsSBaHE Ha
IUIa3MeHHUTE KOHIleHTpanuu. Habnronasar ce o06ave mo-HUCKHU TIa3MEHH KOHIEHTPALUY MPH
nanueHTH ¢ 6bOpPeYHa HEOCTATHYHOCT, MOUIOKEHH Ha quanu3a. [Ipu nanuentu ¢ Ob0pevHa
HEOCTATHYHOCT TEJIMICAPTAH Ce CBhP3Ba B TOJISIMa CTETEH C MIa3MEHUTE IPOTENHH U HE MOXeE Ja
Ob1e oTeneH npu quanusa. [Ipu nanuenTr ¢ ObOPEUHO YBPEKIaHE STMMUHAIIMOHHUSAT TOIYKHUBOT
HE € TIPOMEHCH.

YepHoIpoOHO YBpeXIaHE

®dapMaKkOKUHETUYHUTE MIPOYYBAHUS TPU NMAIIMEHTH C YSPHOIPOOHO yBpEXkKIaHE TIOKA3BAT [TOBUINIABAHE
Ha abcomoTHaTa OMOHATMYHOCT 10 oKkosio 100%. Ipu manueHnT ¢ 4epHOIPOOHO YBpEXKIaHE
SITMMUHAITMOHHIISIT TOTYKUBOT HE € TPOMEHECH.

5.3 IlpeakIMHMYHHU JaHHU 32 0€30MACHOCT

[pu npeAKIMHTYHYE TPOYYBaHUS 32 O€30MACHOCT, JI03H, BOJIEIH JI0 EKCIIO3UIHS, CPAaBHIUMA C Ta3U B
KJIMHUYHUSA TepaneBTHUEH TMaNa3oH, ca NPEAU3BUKAIN HaMallsiBaHE Ha TapaMeTPUTE Ha YEPBEHUTE
KPBBHU KJIETKH (€PUTPOIIUTH, XEMOTJIOOWH, XeMaTOKPHT), IPOMEHHU B ObOpeYHATa XeMOIMHAMUKA
(TOBHIIIEHO HMBO Ha YPEEH a30T B KPhBTa M KPEATHHWH), KAKTO U TMOBUIIIEH KaJHii B cepyMa Ha
HOPMOTEH3UBHU >KUBOTHH. [Ipu Kydera ca HaOmonaBanu Ob0peuHa TyOyaapHa AUIaTalust U aTpogusl.
[Ipu urbxoBe U KydeTa € 0TOeNsI3aHO ChIIO YBPEXKIaHEe Ha CTOMAIIIHATA JINTaBHLA (€PO3Usl, SI3BU MU
BB3naNicHre). Te3n GapMakoIOrHyHO METUMPAHH HEXKelIaH! JIEKapCTBEHU PEaKIIUU, U3BECTHU OT
MPEIKINHIYHUTE TPOYYBAHUS C HHXHOWTOPH Ha aHTHOTEH3WH KOHBEPTHUPAILUS €H3UM U aHTHOTEH3UH
II penentopHu OJ10KEpH, ca MPEIOTBPATEHH Ype3 MEPOPATHO J00aBsiHE Ha (PU3UOIOTUYEH Pa3TBOP.
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IIpu nBaTa BUAa )KMBOTHU ca HAOJIOJaBaHH MTOBHUIIIEHA aKTUBHOCT HA TUIA3MEHHS PEHUH U
XUNEePTPO U/ XUIEPIIa3ns Ha FOKCTArJIOMEPYITHHUTE KIETKH. Te3u MpOMEeHH, KOUTO ca ChIO U
KJIACOB e(heKT HA HHXUOUTOPUTE HA AHTMOTECH3WH KOHBEPTUPAIIVS SH3UM U Ha JPYTU aHTUOTEeH3uH 11
pelenToOpHU OJIOKEpH, HIMAT KIMHIUYHA 3HAYUMOCT.

Hsama sican nanam 3a TEPATOIrCHECH C(I)CI(T, BBIIPEKHU TOBA IIPH TOKCUYHU JO30BH HUBA Ha TCIIMUCApPTaH
€ Ha6ﬂ}OﬂaBaH C(bCKT BBbpPXY NOCTHATAJIHOTO Ppa3BUTUEC HA TOTOMCTBOTO, KaTO IMMO-HUCKO TCJICCHO

TETrJI0 U 3a0aBEHO OTBApsAHC Ha OYHUTE.

Hsama JaHHHU 3a MYTAar¢cHHOCT U CbOTBECTHA KJIACTOI'CHHA AKTUBHOCT IIPU U3MUTBAHUA in vitro n 3a
KaHICPOIrCHHOCT IIPU INIBXOBC U MUIIKH.

He ca HaOnronaBanu epeKTH Ha TEIMUCAPTAH BbPXY (PEPTUIIATETA IPH MBKKUTE UITH KECHCKUTE
JKUBOTHHU.

6. DAPMAIEBTUYHHU JAHHU
6.1 Cnucbk HAa IOMOIIHHUTE BeLIeCTBA
IoBunon (K25)

MernymuH

Harpues xuapoxcun

Cop6uton (E420)

Maruesues creapar

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHoCT

Pritor 20 mg TabneTku
3 roguH"

Pritor 40 mg u 80 mg TabyueTkn
4 ronuHU

6.4 Cneuna.mm yYcdioBusl Ha CbXPAaHCHUE

To3u JICKAPCTBCH NPOAYKT HC U3HMCKBA CIICIUAIHU TEMIICPATYPHHU YCJIOBUS Ha CbXpPAHCHHC. I[a Cce
CbXpaHsBa B OpUTMHAJIHATa OIIaKOBKa, 3a 1da CC MPEAIasyu OT BJiara.

6.5 Bwuau chbabp:kaHue HA ONAKOBKAaTa
Anymunuit/anymunnit omuctepu (PA/PA/AI/PVC/AL). Enun Gnuctep chabpxa 7 win 10 TabieTku.

Pritor 20 mg TabneTkn
Bunose onakosku: omuctep ¢ 14, 28, 30, 56, 90 nau 98 TabnaeTku.

Pritor 40 mg u 80 mg TabueTku
Bunose onakosku: oauctep ¢ 14, 28, 30, 56, 90, 98 wiu 280 TabiaeTKH Wik nepPOpUpaHu €IHOI030BH
Osmicrepu ¢ 28 X 1 Tabnerky.

He Bcuuku BHIOBE ONAKOBKK MOrar Ja ObJaT IyCHATH Ha Ia3apa.
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6.6 CnenuaJHu mpeana3Hu MEPKH NP U3XBBPJIsiHE U padoTa

TenMucapraHn TpsiOBa J1a ce ChXpaHsBa B 3allCUaTaHUTE OJUCTEPU MOPATU XUTPOCKOITUIHUTE CBOWCTBA
Ha Tabnerkure. TabieTkuTe TPsAOBA J1a CE M3BAXKAAT OT OJIMCTEpa HETMOCPEJACTBEHO MPEIH
NPUIOKEHUE.

Hewusnonszsanust JICKApCTBCH NPOAYKT WJIM OTHAABYHUTEC MATCPUAJTIU OT HCTO TpH6Ba Ja C€ U3XBBPJIAT
B CBOTBCTCTBUEC C MCCTHUTC N3UCKBAHHA.

7. HNPUTEXATEJI HA PASBPEHIEHUETO 3A YIIOTPEBA

Bayer AG
51368 Leverkusen
T'epmanus

8. HOMEP(A) HA PASPEIIIEHUETO 3A YIIOTPEBA

Pritor 20 mg taGierku

EU/1/98/089/011 (14 tabnerkn)
EU/1/98/089/012 (28 Tabnerkn)
EU/1/98/089/020 (30 tabmerkn)
EU/1/98/089/013 (56 TabaeTkn)
EU/1/98/089/019 (90 tabnerkn)
EU/1/98/089/014 (98 Tabnerkn)

Pritor 40 mg TabneTku
EU/1/98/089/001 (14 tabnerkn)
EU/1/98/089/002 (28 tabieTkH)
EU/1/98/089/021 (30 Tabierkn)
EU/1/98/089/003 (56 Tabnerkn)
EU/1/98/089/017 (90 tabnerkn)
EU/1/98/089/004 (98 TabieTkwH)
EU/1/98/089/005 (280 TabmeTkm)
EU/1/98/089/015 (28 x 1 Tabierkn)

Pritor 80 mg Tabaerku
EU/1/98/089/006 (14 Tabnerkn)
EU/1/98/089/007 (28 tabieTkwm)
EU/1/98/089/022 (30 tabieTkw)
EU/1/98/089/008 (56 TabneTkwm)
EU/1/98/089/018 (90 tabneTxwm)
EU/1/98/089/009 (98 Tabnerkn)
EU/1/98/089/010 (280 Tabnerkn)
EU/1/98/089/016 (28 x 1 TabneTkn)

9. JATA HA ITbPBO PAZPEINABAHE/IIOJJHOBABAHE HA PASPEIHIEHUETO 3A
YIIOTPEBA

[Hara Ha mppBo paspemasane: 11 nexemspu 1998 r.
[Jara Ha nocnenno nmomHoBsBaHe: 19 HoemBpu 2008 .
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10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

IMoapobHa uHpOpMaIKs 3a TO3M JIEKapCTBEH MPOIYKT € MpeJocTaBeHa Ha yebcaiita Ha EBpomneiickaTa
areHIus o JiekapeTeaTa https://www.ema.europa.eu.
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MNPUJIOXKEHHUE |1

MMPOU3BOJUTEJ(A), OTTOBOPEH(HH) 3A
OCBOBOKJABAHE HA APTUIU

YCJIOBUA NN OTPAHUYEHUS 3A TOCTABKA U
YIIOTPEBA

JAPYI'N YCJIOBUS N UBUCKBAHUA HA PASPEHIEHUETO 3A
YIIOTPEBA

YCJI0OBUA NN OTPAHUYEHUS 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. NPOU3BOIUTEJI(M), OTTOBOPEH(HHN) 3A OCBOBOXJIABAHE HA ITAPTU/U

HwMe u afipec Ha IPOU3BOJUTENS, OTTOBOPEH 3a OCBOOOKIABAHE HA NAPTHINTE

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
T'epmanus

b. YCJI0OBUA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

.HCKapCTBeHI/IﬂT MPOAYKT C€ OTITYCKa ITO JICKAPCKO MPCANNCaHUC.

B. JIPYI'U YCJIOBUS U UBUCKBAHUSI HA PASPEHLIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKTyaJau3npanm aokaanau 3a oezonacuoct (ITAB)

W3uckBanusra 3a nogaBane Ha ITAJIB 3a To3U neKapCcTBEH MPOAYKT Ca MOCOYEHU B CIIUCHKA C
pedepentaute natu Ha EBponetickus cpio3 (EURD cnuchk), npeasuaen B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKHU CIICIBAIIH aKTyaIN3all1H, TyOJUKYBaHU HA €BPOIICHCKHUS
yeOropTain 3a JeKapcTaa.

I'.  YCJI0OBHUA NN OTPAHUYEHUS 3A BE3OITACHA 1 EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS TIPOAYKT

. Ilnan 3a ynpaBienue Ha pucka (ITYP)

[Mpurexaressar Ha paspeiennero 3a ynorpeda (ITPY) TpsioBa 1a n3BbpIiBa H3UCKBAaHUTE ICHHOCTH U
JIeCTBUS, CBBP3aHU C TIPOCIIe/siBaHe Ha JIeKapcTBeHaTa 0€301acHOCT, TocoueHu B 0Jj00penus [TYP,
npezcraBed B Moayin 1.8.2 Ha pa3penieHueTo 3a ynorpeda, KakTo U BbB BCHUKH CJIE/IBAIIH 0JI00PEHH
akTyanu3auuu Ha [TYP.

Axryanmmsupan [TYP tpsiOBa na ce mopasa:

. 10 MCKaHe Ha EBpornelickara areHuus 10 JeKapcTBaTa;

o BUHArU, KOTATO Ce U3MEHsI CUCTEMAaTa 3a yIpaBJIeHUE Ha pHCcKa, 0OCOOCHO B pe3yiiTaT Ha
HoJTyYaBaHe Ha HOBA HH(pOPMAIIKS, KOSITO MOXKE J1a JIOBEJIE 10 3HAYMMU ITPOMEHH B
CHOTHOIIEHHUETO T10J13a/PUCK, HIIH CJIe]T IOCTHI'aHe Ha Ba)KEH eTaIl (BbB BPb3Ka C MPOCIIE/IsIBaHe
Ha JIeKapCTBEeHaTa 0€30MaCHOCT WITH CBEXKIAHE HA PUCKA 10 MUHHUMYM).
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NPUJIOXKEHHUE Il

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA
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A. JAHHHU BBbPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

KapTonena onakoBka

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

Pritor 20 mg TabiaeTku
TeJIMHCApTaH

2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BELIECTBO(A)

Bcesika Tabnerka cpappka 20 mg TeaMucapTaH.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

Coappxa copouroin (E420).
3a nombIHUTETHA WH(pOPMAIIHSI TPOYETETES JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJITHA OITAKOBKA

14 tabneTku
28 TabeTKu
30 rabieTkn
56 TabieTkn
90 TabieTkn
98 rabieTkn

5. HAYMH HA NPWIOKEHUE U ITbT(UIIA) HA BBBEXKJIAHE

IlepopasiHo npuIIOKEHHE
IIpeau ynorpeba npovereTe JIMCTOBKATA.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE IEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCEI'A HA IELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JCTa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

I'omen no:

‘ 9. CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

I[a Ce¢ CbXpaHsiBa B OPUIHHA/IHATA OIMMAKOBKA, 3a 1a C€ NMpeanasm oT BJjara.
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TAX, AKO CE UBUCKBAT TAKHBA

10. CHEIMAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIA OT

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer AG
51368 Leverkusen
T'epmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/98/089/011
EU/1/98/089/012
EU/1/98/089/020
EU/1/98/089/013
EU/1/98/089/019
EU/1/98/089/014

13. TAPTHUJAEH HOMEP

ITapt. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUSI HA BPAILJIOBA A3BYKA

Pritor 20 mg

‘ 17. YHUKAJIEH UIEHTUO®UKATOP — IBYUSMEPEH BAPKO/{

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAJICH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH UAEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrep cbe 7 TadneTkn

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

Pritor 20 mg TabiaeTku
TeJIMHCApTaH

‘ 2. NME HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer (imoro)

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. HHAPTUJAEH HOMEP

ITapt. Ne

|5.  JOPYro

TH
BT
cp
uT
T
cO
HA
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Ennono3oB 0jmcTep wiu Apyr dsamcrep, KOUTO He e ¢bC 7 Ta0JeTKH

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

Pritor 20 mg TabnaeTku
TeJIMHCApTaH

‘ 2. NME HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer (imoro)

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. HHAPTUJAEH HOMEP

ITapt. Ne

|5.  JOPYro

26



JAHHU, KOUTO TPABBA JA CBABP/KA BTOPUYHATA OITAKOBKA

KapTonena onakoBka

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

Pritor 40 mg TabiaeTku
TeJIMHCApTaH

2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BELIECTBO(A)

Bcesika Tabnerka cpappka 40 mg TeaMucapTaH.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

Coawpika copouroi (E420).
3a nombIHUTETHA WH(pOPMAIIHSI TPOYETETES JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJITHA OITAKOBKA

14 tabneTku

28 TabieTkn

30 rabieTku

56 TabieTkn

90 TabieTkn

98 rabieTku
280 TabmeTku
28 x 1 tabieTkn

5. HAYMH HA IPWIOKEHHUE U ITbT(UIIA) HA BBBEXKJIAHE

[TepopanHo npunoxeHue
[Mpeau ynorpeba npovereTe JIMCTOBKATA.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, UYE JTEKAPCTBEHUAT NIPOAYKT TPSABBA
JA CE CbXPAHSABA HA MSICTO JAJIEYE OT HHOTI'JIEJA B JOCETI'A HA JELIA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEX/IEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

IIa Ce¢ CbXpaHsiBa B OPUI'HHA/IHATA OIMMAKOBKA, 34 1a Ce Mpeamnasu oT BJjara.

10. CHELHUAJIHU IIPEANNASHU MEPKHU IMPU U3XBBPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer AG
51368 Leverkusen
I'epmannus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/98/089/001
EU/1/98/089/002
EU/1/98/089/021
EU/1/98/089/003
EU/1/98/089/017
EU/1/98/089/004
EU/1/98/089/005
EU/1/98/089/015

13. TAPTHUJAEH HOMEP

ITapt. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Pritor 40 mg

‘ 17. YHUKAJIEH UIEHTUO®UKATOP — IBYUSMEPEH BAPKO/{

JByn3mepeH O0apKoj ¢ BKIIOYECH YHUKAICH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrep cbe 7 TabaeTKH

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

Pritor 40 mg TabiaeTku
TeJIMHCApTaH

‘ 2. NME HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer (imoro)

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. HHAPTUJAEH HOMEP

ITapt. Ne

|5.  JOPYro

TH
BT
cp
uT
T
cO
HA
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Ennono3oB 6smctep (omakoBka oT 28 X 1 Ta0/1eTKH) WM BCeKH OJIMCTEP, KOWTO He € ChC
7 TabneTKH

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Pritor 40 mg TabieTku
TeJIMHUCAPTaH

‘ 2. HUME HA IIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Bayer (moro)

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. ITAPTUJAEH HOMEP

ITapt. Ne

|5.  JIPYTO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

KapTonena onakoBka

1. HUME HA JIEKAPCTBEHMSA NTPOAYKT

Pritor 80 mg TabneTku
TeJIMHCApTaH

2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BELIECTBO(A)

Bcesika Tabnerka cpappka 80 mg TenMucapTaH.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

Copawpixa copouroi (E420).
3a nombIHUTETHA WH(pOPMAIIHSI TPOYETETES JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJITHA OITAKOBKA

14 tabneTku

28 TabieTkn

30 rabieTku

56 TabieTkn

90 TabieTkn

98 rabieTku
280 TabmeTku
28 x 1 tabieTkn

5. HAYMH HA IPWIOKEHHUE U ITbT(UIIA) HA BBBEXKJIAHE

[TepopanHo npunoxeHue
[Mpeau ynorpeba npovereTe JINCTOBKATA.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, UYE JTEKAPCTBEHUAT NIPOAYKT TPSABBA
JA CE CbXPAHSABA HA MSICTO JAJIEYE OT HHOTI'JIEJA B JOCETI'A HA JELIA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEX/IEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

31



‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

IIa Ce¢ CbXpaHsiBa B OPUI'HHA/IHATA OIMMAKOBKA, 34 1a Ce Mpeamnasu oT BJjara.

10. CHELHUAJIHU MTPEANTASHU MEPKU INPU U3XBBPJIISTHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer AG
51368 Leverkusen
I'epmannus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/98/089/006
EU/1/98/089/007
EU/1/98/089/022
EU/1/98/089/008
EU/1/98/089/018
EU/1/98/089/009
EU/1/98/089/010
EU/1/98/089/016

13. TAPTHUJAEH HOMEP

ITapt. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Pritor 80 mg

‘ 17. YHUKAJIEH UIEHTUO®UKATOP — IBYUSMEPEH BAPKO/{

JByn3mepeH O0apKoj ¢ BKIIOYECH YHUKAICH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrep cbe 7 TadneTkn

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

Pritor 80 mg TabneTku
TeJIMHCApTaH

‘ 2. NME HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer (imoro)

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. HHAPTUJAEH HOMEP

ITapt. Ne

|5.  JOPYro

TH
BT
cp
uT
T
cO
HA
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Ennono3oB 6smctep (omakoBka oT 28 X 1 Ta0/1eTKH) WM BCeKH OJIMCTEP, KOWTO He € ChC
7 TabneTKH

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Pritor 80 mg Tabnetku
TeJIMHUCAPTaH

‘ 2. HUME HA IIPUTEXXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Bayer (moro)

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. ITAPTUJAEH HOMEP

ITapt. Ne

|5.  JIPYTO
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b. IUCTOBKA
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JlucroBka: uHpopmanusi 3a morpeduTeist
Pritor 20 mg Tadnerku
tenmucapTan (telmisartan)

IIpoyeTeTe BHUMATEIHO IAJIATA JUCTOBKA, MPEIH J1a 3aMl04YHeTe /1a MpUeMaTe TOBA JIEKapCTBO,

Thil KaTO T4 ChABbPKA BaxHa 3a Bac ungopmanus.

- 3amasere Ta3u JUCTOBKA. MoJKe /1a ce HaJO0XkH Ja sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOTBIHUTETHA BBIIPOCH, TTonuTaiiTe Bamms nekap ninu gapmarest.

- Toga nekapcTBO € npeanucano JnyHo Ha Bac. He ro mpeorcrhnBaiite Ha npyru xopa. To moxke
Jla M HaBpeJy, HE3aBUCHMO Ue TPU3HAILIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIUTE KaTo Bammwre.

- AKO TIOJTyYuTe HAKAKBU HEXKEJIAHU PeaKilvu, yBeJoMeTe Bammus iekap wiu dpapmanent. ToBa
BKIIFOYBA M BCHYKH BH3MOKHU HEXKEIaHW PEaKINH, HEONMMCAHH B Ta3M JINCTOBKA. BrokTe
TouKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso nipencraniisisa Pritor u 3a kakBo ce U3MoJ3Ba

KakBo TpsibBa 1a 3Haete, mpeau Aa npuemere Pritor

Kak nma nmpuemate Pritor

BBb3MOXXHU HEXKETaH! PeakIiu

Kak nma cpxpansate Pritor

ChbaspikaHue Ha ONTAKOBKATA ¥ JOTBIHUTEIHA HH(POPMAITHS

Uk wd P

1. KakBo npeacrasiasiBa Pritor u 3a kakBo ce H3moJi3Ba

Pritor npuHa/yie)u KbM KJ1ac JeKapcTBa, H3BECTHH KaTo aHrnoTeH3uH 11 perentopHu 6JI0KepH.
AmnrnorensuH Il e BemiectBo, 06pasyBaHo BbB Barius opranusbm, KOETO NpeAU3BUKBa CBUBAaHE HA
KPHBOHOCHHTE ChJIOBE, KAaTO [0 TO3W HAUMH MOBUIIABa KpPbBHOTO Bu Hansirane. Pritor 6iokupa
edexTa Ha aHrnoTeH3uH I, Taka 4ye KpPbBOHOCHHUTE CBIOBE CE OTIYCKAT U KPHbBHOTO HAJISITaHE Ce
ITOHW>KABA.

Pritor ce u3mos3Ba 3a JicucHHE HAa €CEHIMAIHA XUIICPTOHUS (BUCOKO KPBBHO HAJISITAHE) MTPH
Bb3pacTHH. ,,EceHIManiHa” o3HayaBa, 4¢ BUCOKOTO KPbBHO HAIIITAHE HE € MPUYUHEHO OT JPYTro
3a00JIsIBaHe.

AKo He ce JIeKyBa, BUCOKOTO KPbBHO HAIITAaHE MOXKE JIa YBPEIU KPHBOHOCHHUTE CHJIOBE B PEIHIIA
OpraHy, KOeTO MOHAKOTa MOXKE JIa JIOBeJIe 10 ChpeyueH HHPAPKT, ChpAeUHA WU ObOpedHa
HEIOCTATHYHOCT, MO3bYUEH MHCYIT WM cliernnoTa. OOMKHOBEHO TPH BHCOKO KPHBHO HAJISTaHE HAMA
CHMIITOMH, IIPEIX J1a Bh3HUKHE yBpexaane. [lopaau ToBa € Ba)KHO PEIOBHO J1a C€ M3MepBa KPHBHOTO
HaJIsIraHe, 3a J1a ce MPOBEPH Jald TO € B HOPMAJIHU I'PaHUIIN.

Pritor ce n3mosi3Ba chbI0 32 HAMAISBaHE HA ChPACYHO-CHIOBUTE WHIUACHTH (T.€. Chbp/ICUYCH
UH(DAPKT WM MO3bUCH YJap) NP Bb3PACTHH C PHCK ITOPaIU HAMAJICHO WK OJOKHPAHO
KPBHBOCHAOIIBaHE Ha CHPIIETO WJIHM KpaKarta, MM MPEThPIENN MO3bYEH yAap, UIH C BUCOKOPHCKOB
nuabet. BammsT nekap moxe 1a Bu nnpopmupa, ako ©Marte MOBHUILEH PUCK OT Bb3HUKBAHE HAa TAaKUBa
MHIWJCHTH.

2. KakBo Tpsi6Ba 1a 3HaeTe, mpeau 1a npuemete Pritor

He npuemaiite Pritor

. aKo CTe aJepTUYHH KbM TEIMHUCAPTaH MM KbM HAKOS OT OCTAHAINTE ChCTAaBKH Ha TOBA
JeKapcTBO (M30POCHU B TOUKA 6).

. aKo cte OpeMeHHa ciest TpeTus Mecel (1mo-1o00pe e 1a n3dsarearte ynorpedara na Pritor u B
paHHa OPEeMEHHOCT — BUXKTE TOYKa ,,bpemMeHHOCT ).

o aKO MMaTe TeKKH YepHOAPOOHH MPOoOIEeMHU KaTo XoJiecTasa HilH *KJIbuHa 00CTpyKuus (podiem

C IpeHaka Ha XIThYKaTa OT YePHHUS APOO M KITHUHHS MEXYP) WIH HAKAKBO APYTO TEKKO
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4epHOIPOOHO 3a00sIBaHE.
. aKo MMare JuadeT Wi HapylieHa ObO0pedyHa (yHKIUS U Ce JIEKYBaTe C JIEKapCTBO 33
MOHW)KaBaHe Ha KPHBHOTO HAJSITAHE, ChBPIKAIIO ATHCKUPEH.

Tpsi6Ba na kaxxere Ha Bamus sekap win apmaneBT, npeau aa npuemere Pritor, ako Hsikoe oT
TOpENoCOYEHUTE ChCTOSHUA ce OTHAcCS 3a Bac.

IpenynpexaeHus u NpeInasHu MePKH
T'oBopeTte ¢ Barms nekap, mpeau aa npuemere Pritor, ako cTpagare Wik HIKOra CTe CTPaaaid OT
HSIKOE OT CIICJIHUTE ChCTOSIHUS MITH 3200JISIBAHUS:

. 0B0pedHo 3a00saBaHe WM ObOpPETHA TPAHCILUTAHTAIIHS

. cTeHo3a Ha Ob0peuHaTa apTepus (CTeCHsIBaHE Ha KPHbBOHOCHUTE CHIOBE Ha CIMHMS WK Ha
nBata ObOpeKa)

o 4epHOAPOOHO 3a00msIBaHe

o ChpJICUCH podIIeM

o MOBHUIIIEHU HUBA HA aJIIOCTEPOH (3aabpKaHe Ha BOJIA M COJIH B TSUIOTO, IPUAPYKEHO OT
nucOananc Ha pa3TUYHA MUHEPAIH B KPHBTA)

o HUCKO KPHBHO HaJIsiTaHe (XUMIOTOHUS ), KOETO € Bb3MOXKHO J]a Bh3HHKHE, aKO CTe

JexXuapaTupanu (MpekoMepHa 3aryda Ha Boja OT OpraHM3Ma) WM UMaTe HeOCTHUT Ha COJIH,
HaApUMep MMOpaIH JIeUeHHe ¢ TUypeTHIy (00e3BOAHBAIIN TAOIETKH), AUETA C HUCKO
ChIbPXKAHUE HA COJI, THAPHS HIIH OBPBINAHE

[ ] IIOBUIICHU HHUBA HA KaJ]I/Iﬁ B Kp’bBTa

. nraoder

['oBopete ¢ Baust siekap, npeau aa npuemere Pritor:

o aKo IIpUeMaTe HIAKOE OT CIEJHUTE JIEKapCTBa, U3I0I3BaHHU 32 JIEYEHUE HA BUCOKO KPBBHO
HaJIATaHe:
- ACE nnxuburop (HanpuMmep eHaJlalpul, JIM3UHOIPUII, PAMHUIIPHI), 0OCOOCHO aKo UMaTe
O0BOpedHN MPOOIEeMH, CBEP3aHH C JHa0eT.
- QJIUCKUPEH
Bamusr iekap Moxe NepuoJuyHO Aa nposepsiBa Ob0peunaTa Bu ¢yHKIuUs, KPbBHOTO HAJIATaHE
Y KOJINYECTBOTO Ha €JIEKTPOJINTUTE (HampruMep Kajuil) B KpbBTa Bu. Buxre cbiio
uHpopmanusta, o3ariaBeHa ,,He npuemaiite Pritore.

o aKo TMpuemMare JUrOKCHH

I'oBopere ¢ Bamms snekap, ako noiay4nTe KOpeMHa 00JKa, TaZieHe, TOBPbIIaHe WU JUapHsl cIe]]
npueM Ha Pritor. Bamusit siekap 1ie B3eMe pellieHre 3a Mo-HaTaThIIHO JieueHue. He crimpaiite na
HpHeMaTe JIeKapcTBOTO Pritor caMocTosITeiHo.

TpsibBa na kaxxere Ha Baius jiekap, ako cmsitaTe, 4e cTe (WK € Bb3MOXKHO J1a cTe) OpemenHa. Pritor
HE ce MpernopbuBa B paHHAa OPEeMEHHOCT U He TPpsI0Ba Ja ce IpueMa ciel] TpeTUsi Mecell OT
OpeMeHHOCTTa, Thi KaTo MOKE CEpHO3HO Ja yBpeau Bamero 6ebe, ako ce U3M0n3Ba B TO3U EPHOA
(BmxTe TOUKa ,,BpeMeHHOCT™).

B ciyyaii Ha oniepanusi Wi yrioiika, TpsaOBa j1a Kaxkere Ha Bamms nekap, ye npuemare Pritor.

Pritor moxe 1a Ob/ie mo-Manko e)eKTHBEH MPH MOHMWKaBaHE HA KPHBHOTO HAJISTAHE MPHU MAI[MEHTH OT
appoaMepUKaHCKU TIPOU3XOI.

Jeua v roHomIM
He ce npenopruBa ynorpebara Ha Pritor mpu nena u roromu 10 18 roaunm.

Jpyru Jexkapcrsa u Pritor

Tps6Ba ma kaxxeTe Ha Bamms jgexap win (hapMaieBT, ako MpreMaTe, HaCKOPO CTe IPUEMaTH WK €
BB3MOKHO J1a IpUeMaTe ApYyTrH jekapcTBa. Moxke 1a ce Halnoxu BammsT iekap Ja NpoOMEHU 103aTa Ha
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TE3M JIEKapCTBa WJIH JIa B3eME IPYTH MIPEANa3Hu MepKu. B HAKOM Cllydan MOXe J1a € HE0OXO0IUMO J1a
CIIpeTe MpreMa Ha €IHO OT JieKapcTBaTa. ToBa ce oTHacs 0coOEHO 3a JIeKapcTBaTa, MMOCOYEHH T10-
JIOJTy, KOTaTo Ce M3IMOJI3BaT eAHOBPEMEHHO ¢ Pritor:

o JlekapcTBa, ChABPIKAILM JTUTHUH, U3MION3BAHH 32 JICUCHUE HA HSIKOW BHIIOBE ACTIPECHSL.

o JlekapcTBa, KOUTO MOTaT /a TIOBUILIAT HUBOTO HA KaJlii B KPbBTa KaTO KaJIHii-ChIbpKaIlIN
COJIEBH 3aMECTHUTEIH, KAINI-ChbXPaHsBAIIHU IUYPETUIN (HIKOU 00€3BOJHSBAIIN TaOJICTKH),
ACE naxuburtopu, anrunoteHsuH Il perenropuu 6imokepu, HCIIBC (Hecteponnam
MPOTHBOBB3MAIUTEIIHU CPEICTBA, HAPUMED acUpUH Wik noynpodeH), xenapuH,
UMYHOCYTIpecOpH (HampuMep IIUKIOCIOPHH WIIH TaKPOJIUMYC) ¥ aHTUONOTHKA TPHUMETOTIPHM.

o Huyperuuute (06e3B0gHsBAIIH TaOJIETKN), 0COOEHO aKo ce MpUeMar BbB BUCOKH J03H 3a€THO C
Pritor, morat 1a goBeaar 10 MpeKoMepHa 3ary0a Ha BOja OT OpraHM3Ma M HECKO KPBBHO
HaJsraHe (XUIMOTOHUS).

. Axo npuemare ACE nHXHOUTOp WIN alIUCKUPEH (BIXKTE CHIO HHPOpMAITUATa o3ariaBeHa ,,He
npuemaiire Pritor” u ,,IIpenynpexaeHus U mpeanasHu MepKu-).
. JurokcuH.

Edexrbt Ha Pritor moxxe na 0b1e HamaneH, koraro ce npuinara ¢ HCIIBC (nectepounnn
MPOTHBOBB3MAIUTEIHU CPECTBA, HAPUMED aCIUPHH HIH HOYIPOQeH) HiIH KOPTHKOCTEPOUIH.

Pritor moske fa yBelIn4M MOHMWKABALIOTO KPHBHOTO HAISITAHE JICHCTBHE HA JPYTHU JIEKapCTBa, KOUTO CE
U3II0JI3BAT 3a JICUCHHUE HA BUCOKO KPBBHO HAJIATaHe, WM Ha JIEKapCTBa C MOTEHIHAI 3a IOHMKaBaHe
Ha KPbBHOTO Haysirane (Hampumep 6akinoden, amudoctur). OcBeH TOBA MOHWKABAHETO HA KPHBHOTO
HaJIsIraHe MOJKe Jla Ce YCHIIH NP YIoTpeda Ha alnKkoXoi, 0apOUTypaTH, HAPKOTHYHH BEIIECTBA WIH
aHTHJeNpecaHTH. Bue Moxe Jja yceTUTe TOBa KaTo 3aMaiiBaHe npu u3npassiHe. TpsiOBa na ce
nocbBeTBaTe ¢ Bamms nexap, ako € He00X0IUMO Jja ce KOpUrupa 703aTa Ha IpyroTo JIEKapCcTBO,
JoKaTo mpuemarte Pritor.

BpemMenHoCT M KbpPMeHe

BpemenHoct

Tpsi6Ba na kaxkete Ha Bartust jiekap, ako cMmsitaTe, 4e cTe (WIK € Bb3MOXKHO Jia CTe) OpeMeHHa.
Oo6wukHOBeHO Barmmwsr siekap e Bu mocsBeTBa Ja mpeycTtaHoBUTe pruema Ha Pritor, mpeau na
3a0peMeHeeTe WM BeHara oM pasbepere, ue cre OpeMeHHa 1 e Bu mochBeTBa 1a mpuemMate Ipyro
JekapcTBo BMecTo Pritor. Pritor He ce nmpenopbuBa B paHHa OpPEMEHHOCT U HE TPsIOBa J1a ce mprema,
aKo cTe OpeMeHHa Clie]l TPETHs Mecell, Thi KaTo MOYKe CepHO3HO Jia yBpeau Bamero 6ebe, ako ce
M3II0JI3BA CJIC] TPETHUS MeCell OT OpEMEHHOCTTA.

Kvpmene
Tpsi6Ba na kaxxkere Ha Bamus jiekap, ako KbpMHUTE WM IMaTe HAMEpEeHHUE 1a KbpMuTe. Pritor He ce

mpernopbpYBa 3a MaﬁKH, KOHUTO KbpPMAT U Bammusr JICKap MOKE a Bu naznaun APYToO JICUCHHUE, aKO
HCKATC Aa KbpPMHTE, ocobeHo ako Bamrero 6e6e e HOBOPOJACHO WK € POACHO MPEKACBPEMCHHO.

Ilodupane u padoTa ¢ MAIIMHHA

Hsikou xopa MoXe Jia MOMyYaT HeXETaH!U PEaKI[UK KaTO TMPUTIAIbK WM CBETOBBPTEXK (BEPTHUTO),
KoraTo mpuemar Pritor. Ako moyryunTe TakMBa HEKEJIaHH PEaKInu, He modupaiite u He paboTere ¢
MaITHHH.

Pritor cbabpika copouTo
ToBa nexapcTBo chabpka 84,32 mg copOUTON BBB BCAKA TabJeTKa.

Pritor cbabpika HaTpmii

ToBa jekapcTBO ChABPIKA MO-MaKo 0T 1 mmol Hatpuii (23 mg) Ha TabneTka, T.e. MOXKE Jia Ce Kaxe,
Yye IPAKTUYECKU HE ChIbPKa HATPUil.
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3. Kaxk na npuemare Pritor

Bunaru npuemaiite ToBa 1ekapcTBO TOUHO KakTo Bu e ka3zan BamusaT nekap. AKo He CTe CUTYpPHH B
Hello, nonutaiTe Bammus nexap unu gpapmanesT.

IIpenmoprunTenHara q03a ¢ eqHa TabimeTka qHeBHO. OnmTaiTe ce Aa mprueMarte TabjeTkara 1Mo eIHO U
CBIIO BpeMe BCEKH JCH.

Mosxe na mpuemare Pritor cbe mnm 6e3 xpana. TabneTkuTe TpssOBa @ ce MOTIBINAT IEIH, ¢ MAJIKO
BOJIa WK Jpyra 0e3aIkoXoJIHa HanuTKa. BaxkHo e j1a mpuemare Pritor Bceku jeH, gokaro Barmust
nekap He Bu moceBeTBa apyro. Ako epekTsT Ha Pritor Bu ce cTpyBa npekaieHo CHIeH Wi ciao,
roBopete ¢ Bamus nekap wiu gapMarnenT.

3a JieueHre Ha BUCOKO KPBBHO HaJsiraHe oOnyaiiHata 103a Pritor 3a moBedeTo malueHTy € eHa
Tabnetka 40 mg BeAHBK AHEBHO, 3a J]a C€ OCUTYPH KOHTPOJ Ha KPHbBHOTO HAJISITAHE 3a IIEPHOA HAll
24 vaca. Bammwmst ekap MOXe Jia Ipernopbya Mmo-HKCKa /103a OT eaHa tabietka 20 mg mHeBHO. Pritor
CBHINIO MOXKeE Ja Ob/ie MpUlaraH B KOMOWHAIHS C AUYPETUITN (OTBOIAHIBAIIN TabIETKH) KaTo
XHIPOXJIOPOTHA3U, 33 KOUTO € JJOKa3aHO, Y€ UMaT JIOMIbJIHUTEITHO MMOHIKABAII0 KPFBHOTO HAJISITaHe
JIefCTBHE MpU MpUIiIokeHue ¢ Pritor.

3a HamaJsIBaHE Ha ChP/ICUHO-CHIOBUTE MHIIMACHTH oOnyaiiHaTa 1o3a Pritor e enna Tabnerka 80 mg
BEIHBXK JJHEBHO. B HayanoTo Ha npoduiakTuaHoTO Jeyenue ¢ Pritor 80 mg tpsidBa yecto na ce
Hpociie/siBa KPbBHOTO HaJIATaHe.

Axko Bammst yepen apo6 He QyHKIHMOHUpA MPaBHIHO, 0OOWYaiiHaTa 1032 He TpsOBa /1a HaJBUILIABA
40 mg BeHBXK THEBHO.

AKO cTe npueJH MoBeye 0T HeodOxoaumara jo3a Pritor
AKO clTy4aiiHO TpUEeMEeTe TBbPEC MHOTO Ta0JIETKH, CBhP)KETEe ce He3abaBHO ¢ Barms nekap,
(hapMareBT WM C HAW-OMM3KHS IEHTHP 3a CIIeNTHA TOMOII.

AKo cTe mpomycHa u 1a npuemere Pritor

AKO cTe TIpoITyCHaJM Jla TIpUeMeTe eIHa 1103a, He ce Oe3mnokoiiTe. Biemere no3ara BemHara mom ce
CETHUTE U CIIe/] TOBA MPOIBIDKETE MpreMa 1o 00MJaiiHus HauuH. AKO He npuemere Bamrara TabieTka
CBIMA JICH, B3eMeTe oOnualinara J03a Ha ciieqBamus geH. He B3emaiiTe qBoiiHa 7032, 32 1a
KOMIIEHCHpATe MPOITyCHATUTE WHANBUIYATHHU JIO3H.

AKO UMaTe HAKaKBH JIOTBIHUTEIHNA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKapCTBO, MOMUTANTE
Bamus nexap uinu papmarienr.

4, Bb3MOKHH HeKeJTaHU peakuuuun

Kakro Bcuuku JICKApCTBaA, TOBA JICKAPCTBO MOXKE J1a NTPECAU3BHUKA HCKCIAaHU PCAKIIUH, BBIIPECKU Y€ HC
BCCKM T'l ITOJTy4aBa.

Hsxon He:kelaHN peakIuM MosKe /1a €a CEPHO3HM M 1a M3MCKBAT He3a0aBHO JIeYeHHe.
Tps6Ba xa mocerute He3a0aBHO Bamms nekap, ako MOXy4YHTe HIKOHM OT CIeTHNUTE CHMIITOMHU:

Cencuc* (4ecTo HapuyaH ,,0TpaBsiHE HA KPBBTA™ — TeXKa MHOEKIHS C BH3MAJIUTEICH MPOIEC B LSIOTO
Ts10), OBP30 MMOIyBaHE Ha KOXATa U JIMTABUIMTE (AHTHOEIEM); TE3H HEeXETaHH PEaKIMU ca PeIKU
(morar na 3acernar mo 1 Ha 1 000 aymu), Ho MHOTO cepro3Hu. [lanmeHTuTe TpsiOBa 12 MPEYCTAHOBSIT
npueMa Ha JISKapCTBOTO M He3a0aBHO J1a ce KOHCYJITHPAT C TEXHUS JeKap. AKO He ce JIeKyBar, Te3H
peakuuu MoraTt Jia ObJaT (haTaaHH.

Bb3MOKHU HexKeJIaHU peakiuu Ha Pritor
YecTr HexxeNnaHU peakiuu (Morat aa 3acerHar a0 1 ua 10 gymm):
Hucko KpbBHO HasIsraHe (XUIIOTOHMS) NIPH MAIIMEHTH, JICKyBaHH 32 HAMaJsIBAHE HA
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ChPICYHO-CHIOBUTE HHITHJICHTH.

Heuectu Hexxenanu peaknuu (Morat fa 3acerHat j0 1 Ha 100 gyimm):

WNudexnny Ha MMKOYHUTE TBTUINA, HHPEKITUKM Ha TOPHUTE TUXATEITHH MBTHINA (HAIPUMED BH3MAJICHO
T'BbPJI0, BB3NAIIEHN CHHYCH, IPOCTYa), HamMaJieH Opoii Ha YepBEeHUTe KPbBHU KIETKH (aHEMHs),
TTOBHIIIEHN HUBA HAa KaJIUH, 3aTPyIHEHO 3aCIIMBaHe, 9yBCTBO 3a Thra (Iempecus), MpUnaabK (CHHKOII),
YyBCTBO 32 BHEHE Ha CBSIT (BEPTHUI0), 3a0aBEH ChpJeyeH ImyJic (Opaaukapaus), HUICKO KPbBHO
HaJsraHe (XUIOTOHUS) TIPH MallMeHTH, JIEKYBaHHU 32 BUCOKO KPBBHO HaJIsTaHe, 3aMaiiBaHe MPH
M3IIpaBsiHe (OPTOCTATUYHA XUTIOTOHMS), 3aAyX, KallUIAIa, KOpeMHa 00JKa, Tuapus, 60JKa B KOpema,
ra3oBe, MOBpbILaHe, CbPOEeXK, MOBUILIEHO OTOOTACIIHE, JIEKAPCTBEH 00pUB, O0JKa B I'bpOa, MyCKYIHA
CIa3Mu, MyCKyJIHa O0JKa (MUarus), 0bOpeyHo yBpekaaHe (BKIIOUYUTEIHO 0CcTpa ObOpeuHa
HEOCTAThYHOCT), 0OJIKA B TPBIHKS KOIII, YyBCTBO 3a CIA00CT M TOBHUIIIEHO HUBO Ha KPEATHHHH B
KpPBBTA.

Penku Hexenanu peakimu (mMorar ja 3acersar 10 1 va 1 000 gymim):

Cemncuc* (4ecTo HapuyaH ,,0TpaBsiHE HA KPBBTA“* — TeXKa HHOEKIHA C BH3MAIUTEICH IPOIEC B LSIOTO
TS0, KOSITO MOJKE J1a IOBEJIE 10 CMBPT), YBEJIMUEH Opoii Ha oTpe/ieieH! Oelli KPbBHH KICTKU
(eo3uHOGMINSA), HAMATIEH OpOil Ha TPOMOOIIUTH (TPOMOOIIMTOTICHNS ), TEXKKA AIEPTUIHA PEAKIIHS
(aHadumakTHYHA peaknus), alepruvHa peaknus (HanmpuMmep o0puB, ChpOeK, 3aTPyIHEHO TUINIAHE,
XpUITEeHEe, OJyBaHe Ha JIMIETO WM HUCKO KPhBHO HaJIsATaHe), IOHIKEHU HUBA HA KpbBHA 3axap (Mpu
MAIUEeHTH, OOJIHU OT AUA0ET), TPEBOXKHOCT, CHHIMBOCT, 3PUTEIIHUA CMYIICHHS, YCKOPEH ChpPJICUCH
MyJIC (TaXuKapus), CyXoTa B ycTaTa, JHCKOM(OpT B KOpeMa, HapylleHne Ha BKyca (IuCrey3us),
HapyUIeHHUs Ha YepHOApoOHaTa GyHKIMS (IT0-BEPOATHO € Ta3H HEXKENaHa Peakiys 1a Ce MOSIBU TPH
HAlUCHTH OT SIMOHCKY MTPOU3X0/1), ObP30 MOyBaHE HA KOXKATa U JIMTABUIIMTE, KOCTO MOKE Ja J0BE/IC
JI0O CMBPT (aHTHOEEeM, BKIFOUUTEITHO ¢ (aTalieH u3X0.), ek3eMa (KOXKHO HapyIlIeHHe), 3aUepBsiBaHe Ha
KOXKaTa, KOTIPUBHA TpecKa (YPTUKAPHsl), TEKBK JIEKAPCTBEH 0OpUB, O0JIKA B CTaBUTE (apTpalTusi),
0oJIKa B KpaifHUK, OOJIKa B CYXOKHIJIUATA, TPUIIONOI00HO 3a00IIsIBaHEe, TOHMKEH XeMOTJIOOWH (KphBEH
HpOTCI/IH), IIOBHIICHO HMBO Ha ITMKOYHA KUCCJIMHA, TIOBUIIICHU ‘-IepHOIlpO6HI/I CH3MMU U KPCaTHUH
¢docdoknHaza B KppBTa, HUICKU HUBA HAa HATPUIL.

MHoro penky HexenaHu peakiuu (Morart jaa 3acersar g0 1 xa 10 000 myrmm):
ITporpecuBHO Bh3HUKBAHE HA CPACTBAHUS MO OeNl0poOHATa ThKaH (MHTEPCTUIHATHA OeI0ApOOHA
Oomect)**.

C HeunsBecTHa YecTOoTa (OT HATMYHUTE JaHHHU HE MOXe Jja Ob/ie HalpaBeHa OlleHKa Ha YeCTOTaTa):
WuTecTrHaneH aHrnoeneM: o {yBaHe Ha yepBara, IpOosIBABAIIO C€ ChC CUMIITOMH KaTO KOPeMHa
0oJika, rajieHe, MOBPbIAHE U AUAPHs, C€ ChOOIaBa il yrnorpedaTa Ha CXOIHHU MPOITYKTH.

* CrOUTHETO MOXKE Ja € cnyqaﬁHa HaxoAkKa WA Ja € CBbP3aHO C HCIIO3HAT 1O MOMCHTAa MCXaHNU3bM.

** Cnyyad Ha IPOTPECUBHO Bh3HMKBAHE HAa CPACTBaHUs 10 0eJI0IpoOHaTa ThKaH ca ChOOIaBaHH 110
BpEME Ha IIpUEM Ha TeIMHUcapTaH. Brlpeku ToBa, HE € U3BECTHO JaJId IPUUYMHATA € TEIMUCAPTaH.

Cho01aBaHe Ha HesKeJIAHH pPeakIuu

AKO MOJTyunTe HAKaKBU HEXXEJIaH! JIEKapCTBEHH Peakliy, yBeaomere Bamus nexap uinu gpapmanesT.
ToBa BKJIIOUBA BCHYKH B3MOYKHHM HEONMCAHH B Ta3M JMCTOBKA HEXENAaHU peakuuu. Mosere chUIo 1a
ChOOIINTE HEXKENAaHH PEaKIMU JUPEKTHO Ype3 HAllMOHAJIHATA CHCTEMa 32 ChOOIIaBaHe, IOCOYCHA B
Ipunoxenue V. Kato cpo01maBaTe HeXXeNaHU peakIuy, MOXKETe Ja 1aeTe CBOS MPUHOC 32
NoJy4aBaHe Ha MoBeye HH(pOpMalrs OTHOCHO 0€301MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpansiBarte Pritor
Jla ce cbxpaHsBa Ha MSICTO, HEJOCTBITHO 32 JIela.

He usnon3paiite TOBa JICKapCTBO CJIEI CPOKA HAa TOHOCT, OTOEA3aH BbPXY KapTOHEHATA OMAaKOBKa
cnen ,,l'omer 10:“. CpoKBT Ha TOMHOCT OTTOBaps Ha MOCICTHUS JCH OT TTOCOYCHHS MECETl.
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ToBa nexapcTBO HE M3NUCKBA CIIEIMAIHN TEMIIEPATypHHU YCIOBHSA Ha chXpaHeHue. J[a ce chxpaHsiBa B
OpUTHHATHATA OMAKOBKa, 3a J1a ce Mpe/nasu oT Biara. M3saxgaiire Tabnetkara Pritor ot 6mucrepa
CaMO HEIMOCPEICTBEHO MPEIH /1a 5 IpUeMETeE.

He m3xBbpiasiiTe mekapcTBara B KaHAIM3AMMATA I B KOHTEHHEPA 32 TOMAITHU OTHaIbIIH.
[Nonwuratite Bamms dapManieBT kKak ga U3XBLPIATE JIEKapCTBaTa, KOUTO BeUue HE u3moiizpare. Te3u
MEpPKH IIe CTIOMOTHAT 3a Olla3BaHe Ha OKOJIHATa cpeaa.

6. ChabpikaHue HA OMAKOBKATA U JOMBJIHUTENHA HHOpManus

KakBo cbabpixka Pritor

AKTHBHO BEIIIECTBO: TeIMHCapTaH. Beska TabneTka chabpika 20 mg TeIMucapTaH.

Hpyru cweraBku: nmouaon (K25), meriaymun, HatpueB xuapokcus, copouton (E420) u maruesues
cTeapar.

Kak u3riexna Pritor u kKakBo cbIbp:ka ONaKoBKaTa
Pritor 20 mg ca Gesu, KpbIJIM TAOJISTKU ¢ TpaBUpaH Koz ,,50H™ oT eHaTa CTpaHa U JOroTo Ha
KOMITaHUSTA OT JIpyrara cTpaHa.

Pritor ce nmpeanara B 6smctepu, chabpikantu 14, 28, 30, 56, 90 wiu 98 TabneTkH.
He Bcruku BUOBe ONMakoBKK MOTrart a ObAaT MMyCHATH Ha Maszapa BbB Bamara crpaHa.

IIpuTexaTes HA pa3peLIeHUETO 32 ynorpeda
Bayer AG

51368 Leverkusen

I'epmanus

IIpousBoauren
Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
I'epmanus
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3a JomBIHATENHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHUS
MIPE/ICTAaBUTEN Ha MIPUTEXKATENS Ha Pa3pelIeHneTo 3a ynorpeoa:

Belgié / Belgique / Belgien
Bayer SA-NV

Tel/Tel: +32-(0)2-535 63 11
bbarapus

baitep boarapus EOO/]
Ten. +359 (0)2-424 72 80
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf.: +45-45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49-(0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 85 65
E\MGdo.

Bayer EALdg ABEE

TmA: +30 210 618 75 00
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer HealthCare

Tél (N° vert): +33-(0)800 87 54 54
Hrvatska

Bayer d.o.o.

Tel: +385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353-1-216-3300
island

Icepharma hf.

Simi: +354 540 8000
Italia

Bayer S.p.A.

Tel: +39-02-397 81
Kvnpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +370 52 33 68 68
Luxembourg / Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungaria Kft.

Tel.: +36-14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +356-21 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf. +47 23 13 05 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48-22-572 35 00
Portugal

Bayer Portugal Lda

Tel: +351-21-416 42 00
Romaénia

SC Bayer SRL

Tel.: +40 21 528 59 00
Slovenija

Bayer d. 0. 0.

Tel.: +386-1-58 14 400
Slovenska republika
Bayer, spol. sr.o.

Tel: +421 2592131 11
Suomi/Finland

Bayer Oy

Puh/Tel.: +358-20 785 21
Sverige

Bayer AB

Tel: +46-(0)8-580 223 00

JlaTta Ha mocyieqHO Mpepas3rjexaane Ha aucroBkata {MM/I'TTT}.

Jlpyru u3TOYHUIM HA MH(pOpMAaLHs

Ho;[p06Ha I/IH(l)OpMaLII/ISI 3a TOBa JICKAPCTBO € NPEAOCTABCHA HA ye6caﬁTa Ha EBpOHefICKaTa arcHuuA
1o JiekapcTBarta: https://www.ema.europa.eu/.
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JlncroBka: undopmanus 3a norpeduTeNs
Pritor 40 mg Tadnerku
TenmucapTaH (telmisartan)

IIpoyeTeTe BHUMATEIHO LAJIATA JUCTOBKA, MPEIM 1A 3all04YHeTe 1a MPpUeMAaTe TOBA JIEKAPCTBO,

Thil KaTO TH ChAbPKA BaxHa 3a Bac undgopmauus.

- 3amasere Ta3u JUCTOBKA. MoJKe /1a ce HaJO0XkH Ja sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOTBIHUTEIHHA BBIIPOCH, TonuTaiiTe Bamus nekap wiu GpapmarieBT.

- ToBa sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcThnBaiite Ha npyru xopa. To Mmoxe
Jla M HaBpeJy, HE3aBUCHMO Ue TPU3HAIIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIUTE KaTo BamuTe.

- AKO TIOJTyYuTe HAKAKBU HEXEJIaHU PEaKIluu, yBeJoMeTe Bammus ekap wiu gpapmanent. ToBa
BKIIFOYBA M BCHYKH BH3MOKHU HEXKEIaHW PEaKINH, HEONMMCAHH B Ta3M JINCTOBKA. BrokTe
TouKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso nipencraniisisa Pritor u 3a kakBo ce U3MoJ3Ba

KakBo TpsibBa 1a 3HaeTe, mpeau Aa npuemere Pritor

Kak nma mpuemate Pritor

BBb3MOXXHU HEXKETaH! PeakIiu

Kak nma cpxpansBate Pritor

ChbaspikaHue Ha ONTAKOBKATA ¥ JOMTBIHUTEIHA HH(POPMAITHSI

Uk wd P

1. KakBo npeacrasiasiBa Pritor u 3a kakBo ce H3moJi3Ba

Pritor nmpuHayie)u KbM KJ1ac JEKapCcTBa, M3BECTHH KaTo aHTHOTeH3HH 11 perentopHu 6JI0KepH.
AmnrnorensuH Il e BemiectBo, 06pasyBaHo BbB Barius opranusbm, KOETO NpeAU3BUKBa CBUBAaHE HA
KPHBOHOCHHTE ChJIOBE, KAaTO [0 TO3W HAUMH MOBUIIABa KpbBHOTO By Hamsraune. Pritor 6iokupa
edexTa Ha aHrnoTeH3uH I, Taka 4ye KpPbBOHOCHHUTE CBIOBE CE OTIYCKAT U KPHbBHOTO HAJISITaHE Ce
MTOHW>KABA.

Pritor ce u3mos3Ba 3a JicucHHE HAa €CEHIMAIHA XUIICPTOHUS (BUCOKO KPBBHO HAJISITAHE) MTPU
Bb3pacTHH. ,,EceHIManta” o3HayaBa, 4e€ BUCOKOTO KPbBHO HAITAHE HE € MPUIUHEHO OT JIPYro
3a00JIsIBaHeE.

AKO He ce JIeKyBa, BUCOKOTO KPbBHO HaJIsiraHEe MOXeE Ja yBPEAU KPbBOHOCHUTE ChJIOBE B peAnLia
OpraHy, KOeTO MOHAKOTa MOXKe J1a JIOBeJIe 10 ChpAedYeH HH(DAPKT, ChplievyHa Hik Ob0pevHa
HEIOCTATHYHOCT, MO3bYUEH MHCYIT WK cliernnoTa. OOMKHOBEHO TPH BHCOKO KPHBHO HAJISITaHE HAMA
CHUMIITOMH, ITPEIH J1a Bb3HUKHE yBpexaaHe. [lopaan ToBa e BaXkKHO PEJOBHO Ja c€ U3MEpBa KPbBHOTO
HaJIIraHe, 3a Ja Ce [IPOBEPH Jalld TO € B HOPMAJIHU IPaHMIIU.

Pritor ce n3amos3Ba cbINo 32 HAMANSBaHE HA ChP/ICYHO-CHIOBUTE HHIUACHTH (T.€. Chp/ICUeH
MH(APKT WK MO3BYCH YJap) MPU Bb3PACTHU C PUCK NOPaIH HaMaJIeHO HJIH OJIOKHPAaHO
KPBHBOCHAOAIBaHE Ha CHPIIETO WJIM KpaKaTa, MU MPEThPIENN MO3bUYEH yaap, UiIH C BUCOKOPUCKOB
nuabet. BamusT nekap moxe 1a Bu nnpopmupa, ako ©Mate MOBHUILEH PUCK OT Bb3HUKBAHE HA TAKHBA
WHIIUJICHTH.

2. KakBo TpsioBa 1a 3HaeTe, npeau 1a npuemerte Pritor

He npuemaiite Pritor

o aKo CTe aJlepru4HU KbM TeIIMHCAPTaH WM KbM HSKOS OT OCTaHAJIUTE ChCTaBKH HA TOBA
JeKapcTBO (M30POCHU B TOYKA 6).

. aKko cte OpeMeHHa cie TpeThst Mecell (1mo-100pe e 1a n3bsreare yrnotpedara Ha Pritor u B
paHHa OpeMEHHOCT — BI)KTE TOUKa ,,bpemenHocT*).

o aKO MMaTe TeKKH YepHOAPOOHH MPOoOIEeMHU KaTo XoJiecTasa HilH *KJIbuHa 00CTpyKuus (podiem

C IpeHaka Ha XITbYKaTa OT YepHHUS APoO U KITbYHHS MEXYp) WIH HAKAKBO APYTO TEKKO
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4epHOIPOOHO 3a00IsIBaHE.
. aKo MMarte JuadeT Wi HapylieHa ObOpedyHa (PYHKIUS U Ce JICKYBaTe C JICKapCTBO 3a
MOHW)KaBaHe Ha KPHBHOTO HAJSITAHE, ChABPIKAIIO ATUCKUPEH.

Tpsi6Ba na kaxxere Ha Baus siekap win apmaneBT, npeau aa npuemere Pritor, ako Hsikoe oT
TOpENoCOYEHUTE ChCTOSHUA ce OTHAcCS 3a Bac.

IpenynpexaeHus u NpeInasHu MePKH
T'oBopeTte ¢ Barms nekap, mpeau aa npuemere Pritor, ako cTpagare Wik HIKOra CTe CTPaaaind OT
HSIKOE OT CIICJIHUTE ChCTOSIHUS MITH 3200JISIBAHUS:

. 0B0peuHo 3a00saBaHe WM ObOpPETHA TPAHCIUTAHTAIIHS

. cTeHo3a Ha Ob0peuHaTa apTepus (CTeCHsIBaHE Ha KPHbBOHOCHUTE CHIOBE Ha CIMHMS WK Ha
nBata ObOpeKa)

o 4epHOAPOOHO 3a00msIBaHe

o ChpJICUCH podIIeM

o MIOBHUIIIEHU HMBA HA aJIZIOCTEPOH (3aIbpKaHe Ha BOJIA M COJIH B TSUIOTO, IPUAPYKEHO OT
nucOananc Ha pa3TUIHA MUHEPAIX B KPHBTa)

o HUCKO KPHBHO HaJIsiTaHe (XUMIOTOHUS ), KOETO € Bb3MOXKHO J]a Bh3HHKHE, aKO CTe

JexXuapaTupanu (MpekoMepHa 3aryda Ha Boja OT OpraHM3Ma) WM UMaTe HeOCTHUT Ha COJIH,
HanpuMep Mopajau JieueHHe ¢ TUypeTuiy (00e3BOAHSBAIIN TaOIETKH), AUETa C HUCKO
ChIbPXKAHUE HA COJI, THAPHS HIIH MOBPBINAHE

[ ] IIOBUIICHU HHUBA HA KaJ]I/Iﬁ B Kp’bBTa

. nraoder

['oBopete ¢ Baust siekap, npeau aa npuemere Pritor:

. aKo TpueMare HAKOe OT CIEIHUTE JIEKapCTBa, U3IMOJI3BAHH 32 JIEUeHHE Ha BUCOKO KPBBHO
HaJIraHe:
- ACE nnxuburop (HanpuMmep eHalanpuil, JIM3WHOIPUII, PAMHUIIPHIT), 0COOCHO aKo UMaTe
O0BOpedHN MPOOIEeMH, CBEP3aHH C JHa0eT.
- QJTUCKUPEH
Bamusr iekap Moxe NepuoJuyHO Aa nposepsiBa Ob0peunaTa Bu ¢yHKIuUs, KPbBHOTO HAJIATaHE
Y KOJINYECTBOTO Ha EJIEKTPOJINTUTE (HampuMep Kajuii) B KpbBTa Bu. BuxkTe cbio
nH(pOpMaIMITa, o3ariasena ,,He mpuemaiite Pritor,

o aKo TMpuemMare JUrOKCHH

I'oBopere ¢ Bamms snekap, ako noiay4nTe KOpeMHa 00JKa, TaZieHe, TOBPbIIaHe WU JUapHsl cIe]]
npueM Ha Pritor. Bamusit siekap 1ie B3eMe pellieHre 3a Mo-HaTaThIIHO JieueHue. He crimpaiite na
HpHeMaTe JIeKapcTBOTO Pritor caMocTosITeiHo.

TpsibBa na kaxxkere Ha Bamus jiekap, ako cMmsrtare, 4e cTe (WK € Bb3MOXHO Jia cTe) OpemeHHa. Pritor
HE ce IPEernopbuBa B paHHA OPEMEHHOCT U He TPs0Ba Jla ce ImprueMa ciel] TPeTHsI Mecell OT
OpeMeHHOCTTa, Thi KaTo MOKE CEPHO3HO Aa yBpenu Bamero 6ebe, ako ce U3M0I3Ba B TO3U IEPHOA
(BmxTe TOUKA ,,bpemMenHocT).

B ciyyaii Ha onepanust Wi yroiika, TpsaOBa J1a Kaxxere Ha Bamms nekap, de npuemare Pritor.

Pritor moxe ma Ob/ie mo-Manko e)eKTUBEH NP MOHMWKaBaHE HA KPBBHOTO HAIATAHE MPU MAI[HEHTH OT
appoaMepUKaHCKU TIPOU3XOI.

Jeua v roHomIM
He ce npenopruBa ynorpebara Ha Pritor mpu nena u roromu 10 18 roaunm.

Jpyru Jexkapcrsa u Pritor

Tps0Ba na kaxxere Ha Bamms nexap uim GapManesT, ako pueMare, HaCKOPO CTe MPUEMAalT WU €
BB3MOKHO J1a IpUeMaTe APYyTH jekapcTBa. Moxke 1a ce HalnoXu BammsT ekap Ja NpoOMEHU 103aTa Ha
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TE3M JIEKapCTBa WJIH JIa B3eME IPYTH MIPEANa3Hu MepKu. B HAKOM Cllydan MOXe J1a € HE0OXO0IUMO J1a
CIIpeTe MpreMa Ha €IHO OT JieKapcTBaTa. ToBa ce oTHacs 0coOeHO 3a JieKapcTBara, MOCOYEHH T10-
JIOJTy, KOTaTo Ce M3IMOJI3BaT SAHOBPEMEHHO ¢ Pritor:

o JlekapcTBa, ChABPIKAILM JTUTHUH, U3MION3BAHH 32 JICUCHUE HA HSKOW BHIIOBE JACTIPECHSL.

o JlekapcTBa, KOMTO MOTaT Ja MOBHUINAT HUBOTO HA KA B KPHBTA KaTO KaJIUH-ChIbPIKAIIU
COJIEBH 3aMECTHTENH, KaJHi-ChXPaHIBAIN INYyPETUIH (HIKOM 00€3BOTHIBAIIN TaOJIETKH),
ACE naxuburtopu, anrunoteHsuH Il perenropuu 6imokepu, HCIIBC (Hecteponnam
MPOTUBOBB3MAIUTEIIHU CPEJICTBA, HAPUMED aCIIUPUH WU HOYnpodeH), XxenapuH,
UMYHOCYTIpecOpH (HampuMep IIUKIOCIOPHH WIIH TaKPOJIUMYC) ¥ aHTUONOTHKA TPHUMETOTIPHM.

o Hduyperuuute (06e3BoHsBaLIH TaOIETKN), 0COOEHO aKO CE€ MpUEMAaT BbB BUCOKHU JI03H 3a€HO C
Pritor, morat 1a goBeaar 10 MpeKoMepHa 3ary0a Ha BOjia OT OpraHM3Ma M HHCKO KPBBHO
HaJsraHe (XUIMOTOHUS).

. Axo npuemare ACE nHXHOUTOp WIN alIUCKUPEH (BIXKTE CHIO HHPOpMAITHATa o3arjiaBeHa ,,He
npuemaiire Pritor” u ,,IIpenynpexaeHus U mpeanasHu MepKu-).
. JurokcuH.

Edexrbt Ha Pritor mosxxe na 0b1e HamaneH, koraro ce npuiara ¢ HCIIBC (nectepounnn
MPOTUBOBB3MAIUTEIHU CPECTBA, HAPUMED aCUPHUH HIH HOYNpodeH) iIH KOPTHKOCTEPOUIH.

Pritor moske fa yBelIn4M MOHMWKABALIOTO KPHBHOTO HAJSITaHe JICHCTBHE HAa APYTH JIEKApCTBA, KOUTO CE
U3II0JI3BAT 3a JICUCHHUE HA BUCOKO KPBBHO HAJIATaHe, UM Ha JIEKapCTBa C MOTEHIIHAI 3a TOHMKaBaHe
Ha KPHBHOTO Haysirane (Hanpumep Oaxiioded, amudoctruH). OCBEH TOBa TOHMKABAHETO Ha KPHBHOTO
HaJIsIraHe MOJKe Jla Ce YCHIIH NP YIoTpeda Ha alkoxoul, 0apOnuTypaTH, HAPKOTHYHH BEIECTBA WIN
aHTHJeTpecaHTH. Bue Moxe Jja yceTUTe TOBa KaTo 3aMaiiBane npu u3npassHe. TpsiOBa na ce
nocbBeTBate ¢ Bamms nekap, ako € He00X0IUMO Jja ce KOPUTHpa 103aTa Ha JIPyroTo JIEKapcTBO,
JoKaTo mpuemarte Pritor.

BpemMenHoCT M KbpPMeHe

BpemenHoct

TpsOBa na kaxxeTe Ha Bamms jekap, ako cMsTaTe, 4e cTe (Wl € Bb3MOXKHO J1a cTe) OpeMeHHa.
Oo6wukHOBeHO Barmmwst siekap e Bu mocsBeTBa fa peycTaHoBUTE Tipruema Ha Pritor, mpeau na
3a0peMeHeeTe WM BeHara oM pasbepere, ue cre OpeMeHHa 1 e Bu mochBeTBa 1a mpuemMate Ipyro
JekapcTBo BMecTo Pritor. Pritor He ce nmpenopbuBa B paHHa OpPEMEHHOCT U HE TPsIOBa J1a ce mprema,
aKo cTe OpeMeHHa Clie]l TPETHs Mecell, Thi KaTo MOXe CePHO3HO Jia yBpeau Bamiero 6ebe, ako ce
M3II0JI3BA CJIC] TPETHUS MeCell OT OpEMEHHOCTTA.

Kvpmene
TpsiOBa na kaxxkere Ha Baius jiekap, ako KbpMHUTE WM UMaTe HAMEpPEHHUE Ja KbpMuTe. Pritor He ce

npernopbpYBa 3a MaﬁKH, KOHUTO KbpPMAT U Bammusr JICKap MOKE a Bu naznaun APYToO JICUCHHUE, aKO
HCKATC Aa KbpPMHTE, ocobeHo ako Bairero 0ebe e HOBOPOJCHO WUJIU € POACHO HPCIKACBPEMCHHO.

Ilodupane u padoTa ¢ MAIIMHHA

Hskou xopa MoXe Jia MOMyYaT HeXETaHU PEaKI[UK KaTO TMPUTIAIbK WM CBETOBBPTEXK (BEPTHUTO),
KoraTto mpuemar Pritor. Ako moyryunTe TakuBa HEKEJIaHU PEaKInH, He modupaiite 1 He paboTeTe ¢
MaITHHH.

Pritor cbabpika copouTo
Tosa nexapcTBo chabpka 168,64 mg copburtosn BbB Besika TabieTka.

Pritor cbabpika HaTpmii

ToBa jekapcTBO ChABPIKA MO-MaKo 0T 1 mmol Hatpuii (23 mg) Ha TabneTka, T.e. MOXKE Jia Ce Kaxe,
Yye IPAKTUYECKU HE ChIbPKa HATPUil.
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3. Kaxk na npuemare Pritor

Bunaru npuemaiite ToBa JekapcTBO TOUHO KakTo Bu e ka3zan BamusaT nekap. Ako He CTe CUTYpPHH B
Hello, nonutaiTe Bammus nexap unu gpapmanesT.

IIpenmoprunTenHara q03a € eqHa TabimeTka qaeBHO. OnHTaiTe ce Aa mprueMarte TabjeTkara 1Mo eIHO 1
CBII0 BpeMe BCEKH JCH.

Mosxe na mpuemare Pritor cbe mnn 6e3 xpana. TabneTkuTe TpsOBa @ ce MOTIBINAT IEIH, ¢ MAJIKO
BOJIa WK Jpyra 0e3aKkoXojIHa HanmuTKa. BaxkHo e 1a mpuemare Pritor Bceku eH, gokaro Barmust
nekap He Bu moceBeTBa apyro. Ako eektsT Ha Pritor Bu ce cTpyBa npekaieHo CHICH WU ¢ial,
roBopete ¢ Bamus nekap wiu gpapMarenT.

3a JieueHre Ha BUCOKO KPBBHO HaJsiraHe oOMyaiinara 1o3a Pritor 3a moBeueTo malueHTy € eHa
Tabnerka 40 mg BeAHBHK AHEBHO, 3a J]a C€ OCUTYPH KOHTPOJI Ha KPHBHOTO HAIATaHE 32 MEPHOJ Hall

24 vaca. Berpeku ToBa, MOHsIKOra Barmsar jiekap Moxe Jia Ipenopbya mo-Hucka mpo3a — 20 mg
JTHEBHO WJIM TI0-BHCOKa 1032 — 80 mg aueBHO. Kato npyra Bb3MoKHOCT, Pritor moxe ia 6b/1¢e
Mpujiaral B KOMOMHAIUS ¢ JUYPETULN (OTBOIHABAIIM TAOJETKH) KaTO XUAPOXJIOPOTHA3HU, 32 KOUTO €
JIOKa3aHo, Y€ UMAT JIOMBJIHUTEIHO MOHMKABAIO KPhBHOTO HAJISITAHE ISHCTBUE MPU TPHUIIOKCHUE C
Pritor.

3a HamassiBaHEe Ha Chp/ICUYHO-CHIOBUTE MHIIMICHTH oOnyaiiHaTa 1o3a Pritor e enna Tabnerka 80 mg
BEIHBXK JTHEBHO. B HaYaa0To Ha MpouiIakTHYHOTO Jedenue ¢ Pritor 80 mg tpsidBa yecto na ce
ImpocJieidBa KPbBHOTO HAJIATaHE.

Axo Bammmst uyepen 1po6 He (GyHKITMOHUpA MPaBIITHO, OOMYaliHaTa /1032 HE TPSIOBa /1a Ha/IBHIIaBa
40 mg BeHBXK THEBHO.

AKO CTe MpHeJIU MOBe4Ye 0T HeoGxoaqumara go3a Pritor
AKoO ciy4aiiHO pueMeTe TBbpJe MHOTO Ta0JIETKH, CBBbpXKETE ce He3abaBHO ¢ Bamus nekap,
(hapMaleBT WK C Hal-OJU3KHS IEHTHP 3a CIEHIHA [TOMOIII.

AKO cTe mpomycHa u 1a npuemere Pritor

AKO cTe TIpoITyCcHaJM Jla MpUeMeTe eIHa 1033, He ce Oe3mokoiiTe. Bzemere mo3ara BemgHara mom ce
CETHUTE U CJIe/] TOBA MPOIBIDKETE pHeMa 1o 00MJaiHus HauuH. AKO He npuemere Barrara TabieTka
CBIIMS J€H, B3eMETe oOMUaiiHaTa 103a Ha ciaeasamust AeH. He B3eMaiiTe 1BoiiHa 1034, 3a 1a
KOMIIEHCHPATE NPOIYyCHATUTE UHANBUAYAJIHU T03H.

AKO uMaTe HAKaKBH JIOMBIHUTEIHHA BBIIPOCH, CBBP3aHHU € YIIOTpedaTa Ha TOBa JIEKapCTBO, IOMUTANTE
Bamus nekap nim ¢papmanesT.

4. Bb3MOKHHU He:KeJIaHU peakuuu

KakTo Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXCIIAHU PE€aKIIUH, BLIIPEKU Y€ HE
BCCKH I' TIOJTy4aBa.

Hsixon HeXeJIAHH peaKIU MOKe 12 ¢a CEPHO3HHU U 1a M3UCKBAT He3a0aBHO JieYeHHe.
Tps6Ba 1a mocerute He3a0aBHO Bamms nekap, ako MOXy4IHUTe HAKOW OT CIeIHUTE CHMIITOMHU:

Cencuc* (4ecTo HapHyaH ,,0TpaBsHE Ha KPHBTA“ — TeKKa MH(EKINS ¢ Bh3MAIUTEIEH POIIEC B ISUIOTO
Ts110), OBP30 MMOIyBaHE Ha KOXAaTa U JIMTABUIMTE (AHTHOCIEM); TE3H HEXKETaHH PEaKIMu ca PeIKU
(morar na 3acernar o 1 Ha 1 000 qymm), Ho MHOTO cepro3Hu. [lanmenTure TpsiOBa 1a MPEYCTAaHOBST
npreMa Ha JISKapCTBOTO M He3a0aBHO Jia ce KOHCYJITHUpAT C TEXHHS JIeKap. AKO He ce JIEKyBaT, Te31
peakiuu Morat Jia ObJaT (haTamHH.
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Bb3MOKHU HelKeJIaHU peakiuu Ha Pritor

Yectu Hexenanu peakimu (Morat aa 3acerrat 10 1 va 10 gymm):

Hucko kpbBHO HaJsiTaHEe (XUIIOTOHUS) TIPU TAIIMEHTH, JICKYBaHH 32 HAMaJIIBaHE Ha
ChPJICYHO-ChAOBUTE UHIIUICHTH.

Heuectu neskenanu peakinu (Morar ja 3acersar o 1 Ha 100 myrmim):

WNudexnny Ha MMKOYHUTE MBTUINA, HHPEKIMH HA TOPHUTE TUXATEITHA IBTUIIA (HApUMED Bh3MaJICHO
T'BPJI0, BB3NAIIEHN CHHYCH, IPOCTYa), HamMaJieH Opoii Ha YepBEeHUTE KPbBHU KIETKH (aHEMHs),
MOBHIIIEHN HUBA HAa KAJIWH, 3aTPyIHEHO 3aCITMBaHe, YyBCTBO 32 Thra (Aempecus), MpUNaabK (CHHKOI),
YyBCTBO 32 BUCHE Ha CBAT (BEPTUTO), 3a0aBEH ChpICUcH ITyJic (Opaaukapaus), HUICKO KPhBHO
HaJsiraHe (XMIIOTOHMS) MIPU MalMeHTH, JISKYBaHH 3a BUCOKO KPbBHO HaJsiraHe, 3aMaliBaHe MpH
M3IIpaBsiHe (OPTOCTATUYHA XUTIOTOHMS), 3a4yX, KallInIa, KOpeMHa 00JKa, quapus, 00JIKa B KOpema,
ra3oBe, MOBpbILaHe, ChPOEK, MOBUILIEHO TIOTOOTACTSIHE, JIEKAPCTBEH 00pHB, O0JKa B Ir'bpOa, MyCKYIHA
CIa3MH, MyCKYyJIHa OOJKa (MUarus), 0bOpeyHo yBpekaaHe (BKIIOUYUTEIHO OCcTpa ObOpeuHa
HEOCTAThYHOCT), 0OJIKA B TPBAHKS KOIII, 9yBCTBO 3a CJIA00CT ¥ MOBHIIICHO HMBO HA KPEATHHUH B
KPbBBTA.

Penku Hexkenanu peakiu (Morat fa 3acerHat qo 1 va 1 000 mymm):

Cemncuc* (4ecTo HapuyaH ,,0TpaBsiHE HA KPBBTA“* — TeXKa HHOEKIHS C BH3MAIUTEIICH MPOIEC B LSUIOTO
TS0, KOSITO MOJKE J1a IOBEJIE 10 CMBPT), YBENIM4EH Opoii Ha omnpe/ieieHn O0elln KpbBHH KIIETKH
(eozuHOGMNINS), HAMaIeH OpOi Ha TPOMOOIUTH (TPOMOOIIUTOIICHHS), TEKKA AEPrHYHa PEaKIIns
(anadunmakTHYHA peakmus), aNeprudHa peaknus (HampuMmep o0puB, ChbpOEK, 3aTPyIHEHO JHIIAHE,
XpUINTEHE, IOJyBaHE Ha JIUIIETO WM HUCKO KPHBHO HANATaHe), MOHMKEHU HUBA HA KpbBHA 3axap (Ipu
NalnueHTH, OOTHU OT AUA0ET), TPEBOKHOCT, CHHIMBOCT, 3pUTEITHI CMYIICHUS, YCKOPEH ChpcUeH
MyJIC (TaXuKapus), CyXoTa B ycTaTa, JUCKoM(OpT B KOpeMa, HapylIeHne Ha BKyca (IuCrey3uns),
HapyIIeHHs Ha YepHOApoOHaTa GyHKIHUS (II0-BEPOSITHO € Ta3H HeXeTaHa PeakIys 1a ¢ IOSIBU TIPH
MAIMEHTH OT SITOHCKH MTPOM3X0.1), 0bP30 MOAYyBaHE HA KOXKATa M JIMTABHUIIUTE, KOETO MOXKE Ja JOBE/C
JI0 CMBPT (aHTHOEIeM, BKIIFOUUTENTHO C (haTalleH N3X0/), ek3eMa (KOXKHO HapyIlIeHHe), 3a4epBsiBaHe Ha
KOXaTa, KOTIPUBHA TPecKa (ypTUKAPHsI), TEKBK JIEKAPCTBEH 00pUB, 00JIKA B CTaBUTE (apTpairus),
0oJIKa B KpaiHUK, OOJIKA B CYXOKHJIUSTA, TPUIIONOI00HO 3a00IIsIBaHEe, IOHMKEH XeMOTJIOOWH (KpbhBEH
MPOTEWH ), TOBUIIIEHO HUBO HA MUKOYHA KHCEJIHHA, TOBUIIIEHN YepPHOIPOOHU €H3UMH WIIH KPeaTuH
docdoknHaza B KppBTa, HUCKM HUBA HAa HATPUIL.

MHoro pejiku HekenaHu peakiuu (Morat ja 3acerHat 10 1 va 10 000 gymiwm):
ITporpecuBHO Bh3HUKBAHE HA CPACTBAHUS MO 0o poOHATa ThKaH (MHTEPCTUIHATHA OeI0ApOOHA
OomecT)**,

C Heu3sBecTHa YecTOTa (OT HAJTMYHUTE JaHHHU HE MOXe Jia ObjIe HalpaBeHa OlleHKa Ha YeCTOTaTa):
WuTecTrHaneH aHrnoeneM: o {yBaHe Ha yepBara, IpOsIBSABAIIO C€ ChC CUMIITOMH KaTO KOpeMHa
0oJika, rajieHe, MOBPBIIAHE U JUAPHs, CE ChOOIIaBa i yrnorpedaTa Ha CXOIHHU MPOIYKTH.

* ChOUTHETO MOXKE Ja € cnyqalea HaxoJKa UM a € CBbP3aHO C HCTIO3HAT 1O MOMCHTA MCXaHU3BM.

** Ciry4an Ha IPOTPECUBHO BH3HMKBAHE HA CPacTBAHUS 0 Oe1oipoOHaTa ThKaH ca ChOOIIaBaHH 110
BpeMe Ha IIpHUEM Ha TeJIMHCapTaH. BbhIpeku ToBa, HE € U3BECTHO Jalli IPUYNHATA € TEIIMHUCAPTaH.

Cho01aBaHe Ha HesKeJIAHH PeakIuu

AKO oTyYnTe HIKAKBU HEXKEJIAH! JICKAPCTBEHH peaKInu, yBeaoMeTe Bamms nexap wim hapMarienT.
ToBa BKJIIOYBA BCHYKH B3MOYKHHM HEONMCAHH B Ta3M JHCTOBKA HEXENAaHU peakunu. Mosere chUio 1a
ChOOIINTE HEXKENAaHH PEaKIIMU JUPEKTHO Ype3 HAIMOHAJIHATA CHCTEMa 32 ChOOIIaBaHe, IOCOYCHA B
Ipunoxenue V. Kato cpo01maBaTe HeXXeNaHN peakIuy, MOXKETe 1a 1aIeTe CBOS IPUHOC 32
NoJy4aBaHe Ha MoBeue HH(OpMAaIHsI OTHOCHO 0€30IacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansBate Pritor

I[a CC€ CbXpaHsiBa Ha MACTO, HECAOCTBITHO 3a JCHa.
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He u3non3BaiiTe ToBa JIeKapcTBO Clie]] CPOKa Ha TOHOCT, OTOEINA3aH BhPXY KapTOHEHATA OMTaKOBKA
cren ,,l'omgen 1o:“. CpoKbT Ha FTOAHOCT OTTOBaps Ha MOCICAHUS JICH OT MOCOYCHHS MECell.

ToBa JlekapcTBO HE M3MCKBA CIICIUATTHYA TEMIIEPAaTypPHHU YCIIOBHSI Ha chXpaHeHue. J{a ce chxpaHsiBa B
OpHUTHHAIHATA OIIAKOBKa, 3a Jla ce Ipeanas oT Biara. M3saxmaiire TabmeTkara Pritor ot 6mmcrepa
caMo HeIMOCPEACTBEHO MPEAH Aa 5 IpHEMETeE.

He u3xBbpristiiTe nekapcTBaTa B KaHAIM3aLUsATa WIM B KOHTEHHepa 3a JOMAIIHU OTHAaIbIIH.
[Momuraiite Bamus apMaleBT Kak Aa U3XBBPIATE JIeKapcTBaTa, KOUTO Beue He u3noissare. Tesn
MEpKH I1I€ CIIOMOTHAT 32 Ola3BaHe Ha OKOJIHATa cpefa.

6. ChabpikaHue HA ONMAKOBKATA U JONBJIHUTENHA HHOpManus

Kakso cbabp:xka Pritor

AKTHBHO BEILIECTBO: TeIMHCapTaH. Beska TabieTka chabpika 40 mg TeMucapTaH.

Hpyru ceeraBku: moBumoH (K25), merirymus, HaTpueB xuapokcua, copouron (E420) n marnesznes
creapar.

Kaxk n3raexaa Pritor m kakBo chabp:ka ONaKoOBKaTa
Pritor 40 mg ca Genu, MpOIBITOBaTH TaOJETKH ¢ TpaBUpaH Kox ,,51H“ oT eaHaTa crpaHa.

Pritor ce mpezyara B 6nucteps, chapprkarn 14, 28, 30, 56, 90, 98 wunu 280 TabneTKH, Win
€IHOI030BU OIUCTepH, chabpkamuy 28 X 1 tabneTku.

He Bcuuku BHI0OBE OMAKOBKHM MOTAT Ja ObJAT yCHATH Ha Ma3apa BbB Baiara crpaHna.

IIpuTexaTes HA pa3peLIeHUETO 32 yoTpeda
Bayer AG

51368 Leverkusen

I'epmanus

IIpousBoauren
Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
I'epmannus
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3a JOBIHATENHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHSI
MIPE/ICTAaBUTEN Ha MIPUTEXKATENS Ha Pa3pelIeHneTo 3a ynorpeoa:

Belgié / Belgique / Belgien
Bayer SA-NV

Tel/Tel: +32-(0)2-535 63 11
bbarapus

baitep boarapus EOO/]
Ten. +359 (0)2-424 72 80
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf.: +45-45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49-(0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 85 65
E\MGdo.

Bayer EALdg ABEE

TmA: +30 210 618 75 00
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer HealthCare

Tél (N° vert): +33-(0)800 87 54 54
Hrvatska

Bayer d.o.o.

Tel: +385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353-1-216-3300
island

Icepharma hf.

Simi: +354 540 8000
Italia

Bayer S.p.A.

Tel: +39-02-397 81
Kvnpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +370 52 33 68 68
Luxembourg / Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungaria Kft.

Tel.: +36-14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +356-21 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf. +47 23 13 05 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48-22-572 35 00
Portugal

Bayer Portugal Lda

Tel: +351-21-416 42 00
Romaénia

SC Bayer SRL

Tel.: +40 21 528 59 00
Slovenija

Bayer d. 0. 0.

Tel.: +386-1-58 14 400
Slovenska republika
Bayer, spol. sr.o.

Tel: +421 2592131 11
Suomi/Finland

Bayer Oy

Puh/Tel.: +358-20 785 21
Sverige

Bayer AB

Tel: +46-(0)8-580 223 00

JlaTta Ha mocJieqHO Mpepa3riexaane Ha aucropkara {MM/I'TTT}.

Jlpyru u3TOYHUIM HA MH(pOpMAaLHs

Ho;[p06Ha I/IH(l)OpMaLII/ISI 3a TOBa JICKAPCTBO € NPEAOCTABCHA HA ye6caﬁTa Ha EBpOHefICKaTa arcHuuA
1o JiekapcTBarta: https://www.ema.europa.eu/.
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JlncroBka: undopmanus 3a noTpeduTeNs
Pritor 80 mg Tadnerku
TenmucapTaH (telmisartan)

IIpoyeTeTe BHUMATEIHO LAJIATA JUCTOBKA, MPEIM 1A 3all04YHeTe 1a MPpUeMAaTe TOBA JIEKAPCTBO,

Thil KaTO TH ChAbPKA BaxHa 3a Bac undgopmauus.

- 3amasere Ta3u JUCTOBKAa. MoJke /1a ce HaJOXHU J1a sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOTBIHUTETHA BBIIPOCH, TTonuTaiiTe Bamms nekap ninu gapmarest.

- ToBa sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcThnBaiite Ha npyru xopa. To Mmoxe
Jla M HaBpeJy, HE3aBUCHMO Ue TPU3HAIIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIUTE KaTo BamuTe.

- AKO TIOJTyYuTe HAKAKBU HEXEJIAHU PEaKllny, yBeoMeTe Bammus jiekap wiu gapmarieBT. ToBa
BKIIFOYBA M BCHYKH BH3MOKHU HEXKEIaHW PEaKINH, HEONMMCAHH B Ta3M JINCTOBKA. BrokTe
TouKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso nipencraniisisa Pritor u 3a kakBo ce U3MoJ3Ba

KakBo TpsibBa 1a 3HaeTe, mpeau Aa npuemere Pritor

Kak nma nmpuemate Pritor

BBb3MOXXHU HEXKETaH! PeakIiu

Kak nma cpxpansate Pritor

ChabspixaHye Ha OTTAKOBKATA M JOTBIHUTEIHA HHPOPMAIIHS

Uk wd P

1. KakBo npeacrasiasiBa Pritor u 3a kakBo ce H3moJi3Ba

Pritor nmpuHayie)u KbM KJ1ac JEKapCcTBa, M3BECTHH KaTo aHTHOTeH3HH 11 perentopHu 6JI0KepH.
AmnrnorensuH Il e BemiectBo, 06pasyBaHo BbB Barius opranusbm, KOETO NpeAU3BUKBa CBUBAaHE HA
KPHBOHOCHHTE ChJIOBE, KAaTO [0 TO3W HAUMH MOBUIIABa KpPbBHOTO Bu Hansirane. Pritor 6iokupa
edexTa Ha aHrnoTeH3uH I, Taka 4e KPpbBOHOCHHUTE CBIOBE CE€ OTIYCKAT U KPHbBHOTO HAJISITaHE Ce
MTOHW>KABA.

Pritor ce u3mos3Ba 3a JicucHHE HAa €CEHIMAIHA XUIICPTOHUS (BUCOKO KPBBHO HAJISITAHE) MTPU
BB3pacTHH. ,,EceHIManta” o3HayaBa, 4e€ BUCOKOTO KPbBHO HAIITAHE HE € MPUIUHEHO OT JIPYro
3a00JIsIBaHeE.

AKO He ce JIeKyBa, BUCOKOTO KPbBHO HaJIsiraHEe MOXeE Ja yBPEAU KPbBOHOCHUTE ChJIOBE B peAnLia
OpraHy, KOeTO MOHAKOTa MOXKe J1a JIOBeJIe 10 ChpAedYeH HH(DAPKT, ChplievyHa Hik Ob0pevHa
HEIOCTATHYHOCT, MO3bUEH MHCYNT WK ciernoTa. OOMKHOBEHO MPU BUCOKO KPHBHO HaJsITaHe HAMA
CHUMIITOMH, ITPEIH J1a Bb3HUKHE yBpexaaHe. [lopaan ToBa e BaXkKHO PEJOBHO Ja c€ U3MEpBa KPbBHOTO
HaJIIraHe, 3a Ja Ce [IPOBEPH Jalld TO € B HOPMAJIHU IPaHMIIU.

Pritor ce n3mosi3Ba chbI0 32 HAMAISIBaHE HA ChPICYHO-CHIOBUTE WHIUACHTH (T.€. Chbp/CUYeH
MH(APKT WK MO3BYCH YJap) MPU Bb3PACTHU C PUCK NOPaIH HaMaJIeHO HJIH OJIOKHPAaHO
KPBHBOCHAOAIBaHE Ha CHPIIETO WJIM KpaKaTa, MU MPEThPIENN MO3bUYEH yaap, UiIH C BUCOKOPUCKOB
nuabet. BammsT nekap moxe 1a Bu nnpopmupa, ako ©MaTte MOBHUILEH PUCK OT Bb3HUKBAHE HA TAKHBa
WHIIUJICHTH.

2. KakBo TpsioBa 1a 3HaeTe, npeau 1a npuemerte Pritor

He npuemaiite Pritor

o aKo CTe aJlepru4HU KbM TeIIMHCAPTaH WM KbM HSKOS OT OCTaHAJIUTE ChCTaBKH HA TOBA
JeKapcTBO (M30POCHU B TOUKA 6).

. aKko cte OpeMeHHa cie TpeTus Mecell (1mo-1o00pe e 1a n3bsreare yrnotpedara Ha Pritor u B
paHHa OpeMEHHOCT — BU)KTE TOUKa ,,bpemenHoct*).

o aKO MMaTe TeKKH YepHOAPOOHH MPOoOIEeMHU KaTo XoJiecTasa HilH *KJIbuHa 00CTpyKuus (podiem

C IpeHaka Ha XIThYKaTa OT YePHHUS APOO M KITHUHHS MEXYP) WX HIKAKBO APYTO TEKKO
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4epHOIPOOHO 3a00sIBaHE.
. aKo MMarte JuadeT Wi HapylieHa ObOpedyHa (PYHKIUS U Ce JICKYBaTe C JICKapCTBO 3a
MOHW)KaBaHe Ha KPHBHOTO HAJSITAHE, ChABPIKAIIO ATHCKUPEH.

Tpsi6Ba na kaxxere Ha Bamus sexap win apmaneBT, npeau aa npuemere Pritor, ako Hsikoe oT
TOpENoCOYEHUTE ChCTOSHUA ce OTHAcCS 3a Bac.

IpenynpexaeHus u NpeInasHu MePKH
T'oBopeTte ¢ Barmms nekap, npeau fa npuemere Pritor, ako cTpagaTte WM HIKOTa CTE CTPAJaId OT
HSIKOE OT CIICJIHUTE ChCTOSIHUS MITH 3200JISIBAHUS:

. 0B0peuHo 3a00saBaHe WM ObOpPETHA TPAHCIUTAHTAIIHS

. cTeHo3a Ha Ob0peuHaTa apTepus (CTeCHsIBaHE Ha KPHbBOHOCHUTE CHIOBE Ha CIMHMS WK Ha
nBata ObOpeKa)

o 4epHOAPOOHO 3a00msIBaHe

o ChpJICUCH podIIeM

o MIOBHUIIIEHU HUBA HA AJIIOCTEPOH (3abpKaHe Ha BOJIA M COJIH B TSUIOTO, IPUAPYKEHO OT
nucOananc Ha pa3TUIHA MUHEPAIX B KPHBTa)

o HUCKO KPHBHO HaJIsiTaHe (XUMIOTOHUS ), KOETO € Bb3MOXKHO J]a Bh3HHKHE, aKO CTe

JIexXuapaTupanu (MpekoMepHa 3aryda Ha Boja OT OpraHM3Ma) WK UMaTe HeJTOCTHUT Ha COJIH,
HanpuMep Mopaju JieueHHe ¢ TUypeTuiy (00e3BOAHSBAIIN TAOJIETKH), AUETa C HUCKO
ChIbPXKAHUE HA COJI, THAPHS HIIH MOBPBINAHE

[ ] IIOBUIICHU HHUBA HA KaﬂI/Iﬁ B Kp’bBTa

. nraoder

['oBopete ¢ Baust siekap, npeau aa npuemere Pritor:

o aKo IIpUeMaTte HIKOe OT CIETHUTE JICKApCTBa, U3I0I3BaHHU 3a JICUEHUE HA BUCOKO KPBBHO
HaJIraHe:
- ACE nnxuburop (HanpuMmep eHaJlalpul, JIM3UHOIPUII, PAMHUIIPHI), 0OCOOCHO aKo UMaTe
O0BOpedHN MPOOIEeMH, CBEP3aHH C JHa0eT.
- QJIUCKUPEH
Bamusr iekap Moxe NepuoJuyHO Aa nposepsiBa Ob0peunaTa Bu ¢yHKIuUs, KPbBHOTO HAJIATaHE
Y KOJINYECTBOTO Ha €JIEKTPOJINTUTE (HampuMep Kajuii) B KppBTa Bu. BuxTe chiio
uHpopmanmsta, o3ariaBeHa ,,He npuemaiite Pritore.

o aKo TMpuemMare JUrOKCHH

I'oBopere ¢ Bamms snekap, ako noiay4nTe KOpeMHa 00JKa, TaZieHe, TOBPbIIaHe WU JUapHsl cIe]]
npueM Ha Pritor. Bamusit siekap 1ie B3eMe pellieHre 3a Mo-HaTaThIIHO JieueHue. He crimpaiite na
HpHeMaTe JIeKapcTBOTO Pritor caMocTosITeiHo.

TpsibBa na kaxxere Ha Bamus jiekap, ako cMmsitaTe, 4e cTe (WK € Bb3MOXHO J1a cTe) OpemeHHa. Pritor
HE ce IPEernopbuBa B paHHA OPEMEHHOCT U He TPs0Ba Jla ce ImprueMa ciel] TPeTHsI Mecell OT
OpeMeHHOCTTa, Thi KaTo MOKE CEpHO3HO /a yBpeau Bamero 6ebe, ako ce U3M0I3Ba B TO3U MIEPHOA
(BmxTe TOUKA ,,bpemMenHocT).

B ciyyaii Ha onepanust Wi yroiika, TpsaOBa J1a Kaxxere Ha Bamms nekap, de npuemare Pritor.

Pritor moxe 1a Ob/ie mo-Manko e)eKTUBEH MPHU MOHMWKaBaHE HA KPHBHOTO HAJIATAHE MPHU MAI[MEHTH OT
appoaMepUKaHCKU TIPOU3XOI.

Jeua v roHomIM
He ce npenopruBa ynorpebara Ha Pritor mpu nena u roromu 10 18 roaunm.

Jpyru Jexkapcrsa u Pritor

Tps0Ba na kaxxere Ha Bamms nexap uim GapManesT, ako pueMare, HaCKOPO CTe MPUEMAalT WU €
BB3MOKHO J1a IpUeMaTe ApyTru jekapcTBa. Moxke 1a ce Halnoxu BammsT ekap Ja NpoMeHHU A03aTa Ha
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TE3M JIEKapCTBa WJIH JIa B3eME IPYTH MIPEANa3Hu MepKu. B HAKOM Cllydan MOXe J1a € HE0OXO0IUMO J1a
CIIpeTe MpreMa Ha €IHO OT JieKapcTBaTa. ToBa ce oTHacs 0coOeHO 3a JieKapcTBara, MOCOYEHH T10-
JIOJTy, KOTaTo Ce M3IMOJI3BaT SAHOBPEMEHHO ¢ Pritor:

o JlekapcTBa, ChABPIKAILM JTUTHUH, U3MION3BAHH 32 JICUCHUE HA HSIKOW BHIIOBE JACTIPECHSL.

o JlekapcTBa, KOMTO MOTaT Ja MOBHUINAT HUBOTO HA KA B KPHBTA KaTO KaJIUH-ChIbPIKAIIU
COJIEBH 3aMECTHTENH, KaJHi-ChXPaHIBAIN INYyPETUIH (HIKOM 00€3BOTHIBAIIN TaOJIETKH),
ACE naxuburtopu, anrunoteHsuH 11 perenropuu 6imokepu, HCIIBC (Hecteponnam
MPOTUBOBB3MAIUTEIIHU CPEICTBA, HAPUMED acCUPUH WK UOYTpodeH), XerapuH,
UMYHOCYTIpecOpH (HampuMep IIUKIOCIOPHH WIIH TaKPOJIUMYC) ¥ aHTUONOTHKA TPHUMETOTIPHM.

o Huypernuure (06e3BogHsBaIH TaONIETKN), 0COOEHO aKO Ce MpUEeMaT BbB BUCOKH 03U 3a€THO C
Pritor, morat f1a goBeaar 10 IpeKoMepHa 3aryba Ha BOJa OT OpraHM3Ma M HECKO KPbBHO
HaJsraHe (XUIMOTOHUS).

. Axo npuemare ACE nHXHOUTOp WIN alIUCKUPEH (BIXKTE CHIO HHPOpMAITHATa o3arjiaBeHa ,,He
npuemaiire Pritor” u ,,IIpenynpexaeHus U mpeanasHu MEpKu™).
. JurokcuH.

Edexrbt Ha Pritor mosxxe na 0b1e HamaneH, koraro ce npuinara ¢ HCIIBC (nectepounnun
MPOTUBOBB3MAIUTEIHU CPECTBA, HAPUMED aCUPHUH HIH HOYNpodeH) iIH KOPTHKOCTEPOUIH.

Pritor moske fa yBelIn4M MOHMWKABALIOTO KPHBHOTO HAJSITaHe JICHCTBHE HAa APYTH JIEKApCTBA, KOUTO CE
U3I0JI3BAT 32 JICUeHHE HA BUCOKO KPBBHO HaATaHe, WM Ha JIEKapCTBa C MOTEHIIHAI 3a IOHMKaBaHe
Ha KPHBHOTO Haysirane (Hanpumep Oaxiioded, amudoctruH). OCBEH TOBa TOHMKABAHETO Ha KPHBHOTO
HaJIsIraHe MOJKe Jla Ce YCHIIH NP YIoTpeda Ha alkoxoul, 0apOnuTypaTH, HAPKOTHYHH BEIECTBA WIN
aHTHJeTpecaHTH. Bue Moxe Jja yceTUTe TOBa KaTo 3aMaiiBane npu u3npassHe. TpsiOBa na ce
nochBeTBaTe ¢ Bamms nekap, ako € He00X0AUMO Jja ce KOpUTHpa 103aTa Ha JIpyroTo JIEKapCcTBO,
JoKaTo mpuemarte Pritor.

BpemMenHoCT M KbpPMeHe

BpemenHoct

TpsOBa na kaxxeTe Ha Bamms jekap, ako cMsTaTe, 4e cTe (WIu € Bb3MOXKHO J1a cTe) OpeMeHHa.
Oo6wukHOBeHO Barmmwst siekap e Bu mocsBeTBa fa peycTaHoBUTE Tipruema Ha Pritor, mpeau na
3a0peMeHeeTe WM BeHara oM pasbepere, ue cre OpeMeHHa 1 e Bu mochBeTBa 1a mpuemMate Ipyro
JekapcTBo BMecTo Pritor. Pritor He ce nmpenopbuBa B paHHa OPEMEHHOCT U HE TPsIOBa J1a ce IpHema,
aKo cTe OpeMeHHa Clie]l TPETHs Mecell, Thi KaTo MOXe CePHO3HO Jia yBpeau Bamiero 6ebe, ako ce
M3II0JI3BA CJIC] TPETHUS MeCell OT OpEMEHHOCTTA.

Kvpmene
TpsiOBa na kaxkere Ha Baius jiekap, ako KbpMHUTE WM IMaTe HAMEpPEeHHUE Ja KbpMuTe. Pritor He ce

npernopbpYBa 3a MaﬁKH, KOHUTO KbpPMAT U Bammusr JICKap MOKE a Bu naznaun APYToO JICUCHHUE, aKO
HCKATC Aa KbpPMHTE, ocobeHo ako Bairero 0ebe e HOBOPOJACHO HUJIU € POACHO NPECIKACBPEMCHHO.

Ilodupane u padoTa ¢ MAIIMHHA

Hskou xopa MoXe Jia MOMyYaT HeXETaHU PEaKI[UK KaTO TMPUTIAIbK WM CBETOBBPTEXK (BEPTHUTO),
KoraTto mpuemar Pritor. Ako moyryunTe TakuBa HEKEJIaHU PEaKInH, He modupaiite 1 He paboTeTe ¢
MaITHHH.

Pritor cbabpika copouTo

Toga jekapcTBO chabpka 337,28 mg copOuTos BbB Besika Tabnerka. COpOUTONBT € M3TOYHUK Ha
¢pykTo3a. Ako Bammsr nekap Bu e ka3ain, ye umate HEMIOHOCUMOCT KbM HSIKOM 3axapu wiu Bu e
MOCTaBEeHa IMarHo3a HacleICTBEHa HETOHOCUMOCT KbM (PYKTO3a, PSAKO TEHETHYHO 3a00IIsIBaHe, pH
KOETO XOpara He MOTarT Jia pa3rpaxiar ppykTo3aTa, ToBopere ¢ Bamms iekap, npeau ia npueMere
i 1a Bu Ob/1e mpuiioKeHo TOBa JIEKapCTBO.

Pritor cbabpika HaTpuii
ToBa jekapcTBO ChABPIKA MO-MaKo 0T 1 mmol Hatpuii (23 mg) Ha TabneTkKa, T.e. MOXKE JIa Ce Kaxke,

UC MPAKTUYCCKHU HE ChAbPIKaA HanI/If/’I.
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3. Kak na npuemare Pritor

Bunaru npuemaiite ToBa JeKapcTBO TOYHO KakTo B e ka3zanm BamusT nekap. AKo HE CTe CUTYPHH B
HeIo, monuTaiTe Bamms nekap wimm papmaneBT.

IIpenoprunTenHara q03a € eqHa TabimeTka qaeBHO. OnHTaiTe ce Aa mprueMarte TabjeTkara 1Mo eIHO U
ChHIIO BpeMe BCEKH JICH.

Mosxe na nmpuemare Pritor cbe win 6e3 xpana. TabneTkuTe TpssOBa Jia ¢e MOTIBIIAT IEH, C MAIKO
BOJIa WJIH Jpyra 0e3aIkoX0iHa HanmuTKa. BaxkHo ¢ na mpuemare Pritor Bcexu nen, gokaro Bammust
nekap He Bu mochBeTBa apyro. Axko edextsT Ha Pritor Bu ce crpyBa npekaaeHo CHIIeH WK clial,
roBopete ¢ Bamus nekap wiu dpapMarenT.

3a jleueHre Ha BUCOKO KPBBHO HallsAraHe oOMyaiinaTa mo3a Pritor 3a moseuero manueHTyH € eqHa
tabnetka 40 mg BeIHBK THEBHO, 3a Ja CE OCUTYPH KOHTPOJI Ha KPBBHOTO HAJISITAHE 3a MEPHOJ HAJl

24 yaca. Berpeku TOBa, MOHAKOTa BamusT nekap Moxke /1a penopbya no-aucka no3a — 20 mg
JTHEBHO WJIM TI0-BUCOKa 1032 — 80 mg aueBHO. Kato apyra Bp3MokHOCT, Pritor moxe 1a 6b/1¢e
Mpujiarad B KOMOWHAINS ¢ JUYPETHIIN (OTBOTHSABAIIH TaOJIETKH) KaTO XUAPOXIOPOTHAZU, 32 KOUTO €
J0Ka3aHo, Y€ uMaT JOIIBJIHUTECIIHO NOHUKABAIllO KPBBHOTO HAJIATaHE ILGI\/'ICTBI/IC IIpyU NPUITOKCHUEC C
Pritor.

3a HamassiBaHEe Ha Chp/ICYHO-CHIOBUTE MHIIMICHTH oONUaiiHaTa 1o3a Pritor e enna Tabnerka 80 mg
BEIHBXK JJHEBHO. B HayanoTo Ha nmpoduiakTuaHOTO Jedenue ¢ Pritor 80 mg tpsidBa yecto na ce
Hpociie/siBa KPbBHOTO HaJIATaHe.

Axko Bammst yepen apo6 He QyHKIHMOHUpA MPaBUIHO, 0OOnMvaiiHaTa 103a He TpsAOBa 1a HaBUILIABA
40 mg BeAHBX JHEBHO.

AKO CTe MpHEJIU MOBeYe 0T HeoGxoaqumara ao3a Pritor
AKO ciy4aiiHO IpueMeTe TBBpJIe MHOTO Ta0JIETKH, CBBpIKETE ce He3abaBHO ¢ Bamms nekap,
(apMmaneBT WM ¢ Hali-OJIM3KHUS LEHTHP 3a CIEILIHA ITOMOLII.

AKo cTe mpomycHa u 1a npuemere Pritor

AKO cTe TIpoITyCcHaJM J]a pUeMeTe eIHa 1033, He ce Oe3mokoiiTe. Bzemere mo3ara BemHara mom ce
CETHUTE U CIIe/] TOBA MPOIBIDKETE MpreMa 1o 00MJaiiHus HauuH. AKO He npuemere Bamrara TabieTka
CBINUA JICH, B3eMeTe oOnuaiinara J103a Ha ciieaBamus aeH. He B3emaiiTe qBoiiHa 7034, 32 1a
KOMIICHCHpATE MPOITyCHATUTE UHANBUIAYATHU T03H.

AKO uMaTe HAKaKBH JIOMBIHUTEIHHA BBIIPOCH, CBBP3aHU € YIIOTpedaTa Ha TOBa JIEKapCTBO, IOMUTANTE
Bamus nexap uinu papmarienr.

4, Bb3MOKHH HeKeJTaHU peakuuuun

Kakro Bcuuku JICKApCTBA, TOBA JICKAPCTBO MOXKEC 1a NIPECAN3BHUKA HEKCIIAHU PCAKIIUU, BBIIPECKU Y€ HC
BCCKM T'l ITOJTy4aBa.

Hsaxon HekelaHN peakIUM MosKe /1a €a CEPHO3HM M 1a M3MCKBAT He3a0aBHO JieUYeHne.
Tps6Ba xa mocerute He3a0aBHO Bamms nekap, ako MOMy4IHUTe HAKOW OT CIeIHUTE CHMITOMHU:

Cerncuc* (4ecTo HapuyaH ,,0TpaBsiHE HA KPBBTA™ — TeXKa MHOEKIHS C BH3MAJIUTEICH IPOIEC B LSUIOTO
Ts10), OBP30 MMOyBaHE HA KOXKATa U JIMTABHUIMTE (AHTHOEIEM); TE3H HEeXETaH! PEaKIHU Ca PEIIKU
(morar na 3acernar jio 1 Ha 1 000 nymm), Ho MHOTO cepro3HH. [lanmeHTrTE TPSIOBA J]a MPEYCTAHOBST
HpreMa Ha JICKapCTBOTO M He3a0aBHO Jia ce KOHCYITHPAT C TEXHHS JieKap. AKO He ce JIeKyBaT, Te3H
peaxuu Morart aa Obaat QaTtanHu.
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Bb3MOKHU HelKeJIaHU peakiuu Ha Pritor

YecTu HexenaHu peakimu (Morat aa 3acersat 10 1 va 10 gymm):

Hucko kpbBHO HajsiTaHEe (XUMIOTOHMUS) TIPY TAIIMEHTH, JICKYBaHH 32 HAMaJIIBaHE Ha
ChPJICYHO-ChAOBUTE UHIIUICHTH.

Heuectu neskenanu peakinu (Morar ja 3acersar o 1 Ha 100 myrmim):

WNudexnnn Ha MMKOYHUTE MBTUINA, HHPEKIMKM HA TOPHUTE TUXATEITHH IBTHIIA (HAIPUMED BH3MAaJICHO
T'BPJI0, BB3NAIIEHN CHHYCH, IPOCTYa), HamMaJieH Opoii Ha YepBEeHUTE KPbBHU KIETKH (aHEMHs),
MOBHIIIEHN HUBA HAa KAJIWH, 3aTPyIHEHO 3aCITMBaHe, YyBCTBO 32 Thra (Aempecus), MpUNaabK (CHHKOI),
YyBCTBO 32 BHEHE Ha CBIT (BEPTHUI0), 3a0aBEH ChpJeyeH ImyJic (Opaaukapaus), HUICKO KPbBHO
HaJsiraHe (XMIIOTOHMS) MIPU MalMeHTH, JISKYBaHH 3a BUCOKO KPbBHO HaJsiraHe, 3aMaliBaHe MpH
M3IIpaBsiHe (OPTOCTATUYHA XUTIOTOHMS), 3a4yX, KallInIa, KOpeMHa 00JKa, quapus, 00JIKa B KOpema,
ra3oBe, MOBpbILaHe, ChPOEK, MOBUILIEHO TIOTOOTACTSIHE, JIEKAPCTBEH 00pUB, 00K B Ir'bpOa, MyCKYIHA
CIa3MH, MyCKYyJIHa OOJKa (MUarus), 0bOpeyHo yBpekaaHe (BKIIOUYUTEIHO OCcTpa ObOpeuHa
HEOCTAThYHOCT), 0OJIKA B TPBIHHS KOIII, YyBCTBO 3a CIA00CT M MOBHUIIIEHO HUBO HA KPEATHHHH B
KPbBBTA.

Penku Hexkenanu peakiu (Morat fa 3acerHat 1o 1 va 1 000 mymm):

Cemncuc* (4ecTo HapuyaH ,,0TpaBsiHE HA KPBBTA“* — TeXKa HHOEKIHS C BH3MAIUTEIICH MPOIEC B LSUIOTO
TS0, KOSITO MOJKE J1a IOBEJIE 10 CMBPT), YBEJIM4eH Opoil Ha onpeaeeHn Oenn KpbBHU KISTKH
(eozuHOGMNINS), HAMaIeH OpO Ha TPOMOOIUTH (TPOMOOIIUTOIICHHS ), TEXKKA AJIEpIHYHa PeaKIIns
(anadunmakTHYHA peakmus), aNeprudHa peaknus (HampuMmep o0puB, ChbpOEK, 3aTPyIHEHO JHIIAHE,
XpUNTEHE, OJyBaHE Ha JIUIIETO WM HUCKO KPHBHO HANATaHe), TOHMKEHU HUBA HA KpbBHA 3axap (Ipu
NalnueHTH, O0THU OT AUA0ET), TPEBOKHOCT, CHHIMBOCT, 3pUTEITHA CMYIICHUS, YCKOPEH ChpIcUcH
MyJIC (TaXuKapus), CyXoTa B ycTaTa, JUCKoM(OpT B KOpeMa, HapylIeHne Ha BKyca (IuCrey3uns),
HapyIIeHHs Ha YepHOApoOHaTa GyHKIHUS (TI0-BEPOSITHO € Ta3H HeXeTaHa PeaKIHs 1a Ce TOSIBU TIPH
MAIMEHTH OT SITOHCKH MTPOU3X0.), ObP30 MOAYBaHE HAa KOKATa U JINTABUIIUTE, KOETO MOXKE J1a JIOBee
JI0 CMBPT (aHTHOEIeM, BKIIFOUUTENTHO C (haTalleH N3X0/), ek3eMa (KOXKHO HapyIlIeHHe), 3a4epBsiBaHe Ha
KOXaTa, KOTIPUBHA TpecKa (ypTUKAPHsI), TEKBK JIEKAPCTBEH 00pUB, 00JIKa B CTaBUTE (apTpairus),
0oJIKa B KpaiHUK, OOJIKA B CYXOKHJIUATA, TPUIIONOI00HO 3a00IIsIBaHEe, TOHMKESH XeMOTJIOOUH (KphBEH
MPOTEHH ), TOBUIIIEHO HUBO HA MUKOYHA KHCEJIHHA, TOBUIIIEHN YePHOIPOOHU €H3UMH WM KPeaTHH
¢docdoknHaza B KppBTa, HUCKM HUBA HAa HATPUHL.

MHoro pejiku HekenaHu peakiuu (Morat ja 3acerHat 10 1 va 10 000 gymiwm):
ITporpecuBHO Bh3HUKBAHE HA CPACTBAHUS MO 0o poOHATa ThKaH (MHTEPCTUIHATHA OeI0ApOOHA
OomecT)**,

C Heu3sBecTHa YecTOTa (OT HAJTMYHUTE JaHHHU HE MOXe Jia ObjIe HalpaBeHa OlleHKa Ha YeCTOTaTa):
WuTecTrHaneH aHrnoeneM: o {yBaHe Ha yepBara, IpOsIBSABAIIO C€ ChC CUMIITOMH KaTO KOpeMHa
0oJika, rajieHe, MOBPBIIAHE U JUAPHs, CE ChOOIIaBa i yrnorpedaTa Ha CXOIHHU MPOIYKTH.

* ChOUTHETO MOXKE Ja € cnyqaf/'IHa HaxoAka Wik Ja € CBbpP3aHO C HCIIO3HAT 1O MOMCHTA MCXaHU3bM.

** Ciry4an Ha IPOTPECUBHO BH3HMKBAHE HA CPacTBAHUS 0 Oe1oipoOHaTa ThKaH ca ChOOIIaBaHH 110
BpeMe Ha IIpHUEM Ha TeJIMHCapTaH. BbhIpeku ToBa, HE € U3BECTHO Jalli IPUYNHATA € TEIIMHUCAPTaH.

Cho01aBaHe HA HesKeJIAHH PeakIuu

AKO oTyYnTe HIKAKBU HEXKEJIAH! JICKAPCTBEHH peaKInu, yBeaoMeTe Bamms nexap wim hapMarienT.
ToBa BKJIIOYBA BCHYKH B3MOYKHHM HEONMCAHH B Ta3M JHCTOBKA HEXENAaHU peakunu. Mosere chUio 1a
ChOOIINTE HEXKENAaHH PEaKIIMU JUPEKTHO Ype3 HAIMOHAJIHATA CHCTEMa 32 ChOOIIaBaHe, IOCOYCHA B
Ipunoxenue V. Kato cpo01maBaTe HeXXeNaHN peakIuy, MOXKETe 1a 1aIeTe CBOS IPUHOC 32
NoJy4yaBaHe Ha MoBeue HH(OpMAIHsI OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansBate Pritor

I[a CC€ CbXpaHsiBa Ha MACTO, HECAOCTBITHO 3a JCHa.
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He u3non3BaiiTe ToBa JIeKapcTBO Clie]] CPOKa Ha TOHOCT, OTOEINA3aH BhPXY KapTOHEHATA OMTaKOBKA
cien ,,l'omgen 10:“. CpoKbT Ha FTOAHOCT OTTOBaps Ha MOCIICAHUS JICH OT MOCOYCHUSI MeCell.

ToBa JlekapcTBO HE M3MCKBA CIICIUATTHYA TEMIIEPAaTypPHHU YCIIOBHSI Ha chXpaHeHue. J{a ce chxpaHsiBa B
OpHUTHHAIHATA OIIAKOBKA, 3a J1a Cce Mpenasy oT Biara. M3saxpaiire TabmeTkara Pritor ot 6mmcrepa
caMo HeMOCPEACTBEHO MPEAH Aa 5 IpHEMeETe.

He m3xBbpiasiiTe lekapcTBara B KaHAIM3AIMATA WM B KOHTEHHEpa 3a JOMAITHU OTHaIBITH.
[Nonwuratite Bamus dapManieBT Kak a U3XBBPIATE JICKapCTBaTa, KOUTO BeUue He u3mnoi3pare. Te3u
MEpPKH 1€ CIIOMOTHAT 3a OlMa3BaHe Ha OKOJHATa Cpea.

6. ChabpikaHue HA ONMAKOBKATA U JOMBJIHUTETHA HHOpManus

Kakso cbabp:xka Pritor

AKTHBHO BeIIeCTBO: TelIMHUcapTaH. Beska Tabnerka chabpika 80 mg TeaMucapTas.

Hpyru ceeraBku: moBumoH (K25), merirymus, HaTpueB xuapokcua, copouron (E420) u marnesnes
creapar.

Kaxk n3raexaa Pritor m kakBo chIbp:ka ONaKOBKaTa
Pritor 80 mg ca 6enu, mpoAbIroBaTH TAOJIETKH € TpaBUpaH Kox ,,52H“ oT enxHata crpaHa.

Pritor ce mpezyara B 6nucteps, chapprkarn 14, 28, 30, 56, 90, 98 wunu 280 TabneTKH, Win
€IHOI030BU OIUCTEepH, chabpkamuy 28 X 1 tabneTku.

He Bcuuku BU0BE OMIAKOBKHM MOT'AT Jia ObJaT MyCHATH Ha Ma3apa BbB BamaTa crpaHa.

IIpuTexaTes HA pa3peLIeHUETO 32 yoTpeda
Bayer AG

51368 Leverkusen

I'epmanus

IIpousBoauren
Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
I'epmannus
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3a JoBIHATENHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
MIPE/ICTAaBUTEN Ha MIPUTEXKATENS Ha Pa3pelIeHneTo 3a ynorpeoa:

Belgié / Belgique / Belgien
Bayer SA-NV

Tel/Tel: +32-(0)2-535 63 11
bbarapus

baitep boarapus EOO/]
Ten. +359 (0)2-424 72 80
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf.: +45-45 23 50 00
Deutschland

Bayer Vital GmbH

Tel: +49-(0)214-30 513 48
Eesti

Bayer OU

Tel: +372 655 85 65
E\MGdo.

Bayer EALdg ABEE

TmA: +30 210 618 75 00
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer HealthCare

Tél (N° vert): +33-(0)800 87 54 54
Hrvatska

Bayer d.o.o.

Tel: +385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353-1-216-3300
island

Icepharma hf.

Simi: +354 540 8000
Italia

Bayer S.p.A.

Tel: +39-02-397 81
Kvnpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 84 55 63

Lietuva

UAB Bayer

Tel. +370 52 33 68 68
Luxembourg / Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungaria Kft.

Tel.: +36-14 87-41 00
Malta

Alfred Gera and Sons Ltd.
Tel: +356-21 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf. +47 23 13 05 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48-22-572 35 00
Portugal

Bayer Portugal Lda

Tel: +351-21-416 42 00
Romaénia

SC Bayer SRL

Tel.: +40 21 528 59 00
Slovenija

Bayer d. 0. 0.

Tel.: +386-1-58 14 400
Slovenska republika
Bayer, spol. sr.o.

Tel: +421 2592131 11
Suomi/Finland

Bayer Oy

Puh/Tel.: +358-20 785 21
Sverige

Bayer AB

Tel: +46-(0)8-580 223 00

JlaTta Ha mocyieqHO Mpepas3rjexaane Ha aucroBkata {MM/I'TTT}.

Jlpyru u3TOYHUIM HA MH(pOpMAaLHs

Ho;[p06Ha I/IH(l)OpMaLII/ISI 3a TOBa JICKAPCTBO € NPEAOCTABCHA HA ye6caﬁTa Ha EBpOHefICKaTa arcHuuA
1o JiekapcTBarta: https://www.ema.europa.eu/.
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