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Tprdac Kop 5 mg tabierkn
Trifas Cor 5 mg tablets

2. KAYECTBEH H KOJIHMECTBEH ChCTAB

Bcesaka Tabnetka ceithpaka 5 mg Topacemun (lorasemide),

HOMOQJ,HH BEHIECTBA C H3BCCTCH C!I}CKT

Besaka tabnerka chiibpka 58 mg nakTo3a MOHOXHAPAT.

3a NBJHHA CITHCEK Ha TIOMOILHKTE BElECTRBa, BHKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA
TaGnetka

ECIIH, KPBITIH, NCKO JBOHHO U3MBLKHANH TabIeTKH ¢ JeNNTenHa yepTa OT €JHaTa CTpaha.
Tabnerkara Mowke na OLA¢ pa3AeneHa Ha ARE PABHH [03H.

4. KJIHHHWYHH JAHHH

4.1 TepaneBTHIHH NOKAZAHHA

JleueHNe Ha eceHIHATHA XHIIEPTOHHS.
Jleuenue u npodKuIaKTHKA HA OTOLM H/WJIM HINHEBH, IPHYAHEHH OT CHPACYHA HEAUCTATEUHOCT.
Tpudac Kop e nokazan 2a Bu3pactau.

4.2  J0o3BpOBKa H HAYMH HA NPHJIOKEHHE

HO?M POBKa

EC(?HHHCL’IHCI XUREPMORUA.

Jleuennero 3anousa ¢ ¥z Tabnerka Tpugac Kop (ekBHBaneHTHO Ha 2,5 mg TopaceMHU1) JHEBHO.
TloHMkaBaIoOTO KPBRHOTO HanaAraHe AeiicTeue Ha Tpudac Kop 3anousa 6aBHO Mpes MbPBATA CEAMHIIA H
AOCTHTA HAl-BHCOKA cTeNeH Hai-KBbCHO cnell okono 12 ceaMuui.

AKo He ce NOCTHFHE HOPMAJH3UPaHe Ha KPRBHOTO Hansrade cien 12-ceAMUYHO NedeHHe ¢ ¥z TabneTka
Tpudac Kop (exeupanenTno Ha 2,5 mg TopaceMH) AHEBHO, 103aTa MOXeE Aa ce yBenuul Ao 1 tabnetka
Tpudac Kop (exBuBanenTHO Ha 5 mg TopacemMu) AHeBHO. Tlo-cunieH aHTHXHIIepTEH3HBEH edEKT ce
TOCTHTA ¢ NO-BACOKA A03a, KOTATO M3X0MHOTO KPbBHO HAMATaHE € MHOTO BHCOKO, KAKTO H NPH NaLHEeHTH
¢ HapylieHa 6n0peuHa QyHKIHA.

JonbnHUTENHO YBeTHUaRBaHE Ha THeBHaTa A02a HaJ 1 Tabnetka Tpudac Kop (eKBUBAIEHTHO
TOPaceMHA) He TpAORa Ja ce IIpeAnpHeMa, Thit KaTo He ce 0MaKBa TOBa Ja ROBele A0 A0l
MOHHKEHHE HA KPBEBHOTO Ha/lATaHe.




Omoyu u uznuey:

JlewenneTo 3anousa ¢ 5 mg TopaceMua AHeBHO. Tazu no3a obukHOBEHO TPAOBa Ja ce MpUeMa 3a
HOAABPHAA O34,

B ciyuait Ha He0CTaTh4HA €EKTHBHOCT Ta3H 71033 MOXeE /ia CE YBeWuM A0 20 mg TopaceMu JHEBHO B
3aBHCHMOCT OT TEECTTa Ha KITHHHYHATA KAPTHHA.

IIpu HegocTaThYeH edekT OT obHualinaTa 103a 5 mg TOpaceMHA Ha JIeH, MOXKE /12 Ce Ha3HAa4H JIeYeHHE ¢
10 mg Topacemu. B Te3H ciydau ce nprema no 10 mg TopaceMHJ JHEBHO K B 3aBHCHMOCT OT TEXECTTa
Ha ChCTORHHUETO, I03ATa MOKE J1a & YBeNH4H A0 20 mg TopaceMu JHEBHO.

Heduampuuna nonyrayus

bezonacnocTra H edurachHoctTa Ha Tpudac Kop npu feua W 1oHOWH Ha BB3pacT Mo 18 roguHy He ¢
ycrarnosera. ETo 3anio Topacemun He TpabBa a ce ymoTpebsBa NpH Ieua 1 IOHOMHK Ha Be3pacT 1o 18
roguHu (Bx. T. 4.4).

Cmapuecka svipacm
He ce Hanara npomsnara B fo3ata B crapyecka Bb3pact. Hama ofaue poctarsuHo Nnpoy4BaHus,
CPARHABAIM NALHEHTH B CTAPYECKa BB3PacT ¢ NO-MIaTH.

Yepnoopobua nedocmamvbynocm
JlewenneTo TpAOBa ga ce MPoBEX A ¢ BHHMAHHE TIPH NIALHMEHTH C YePHOAPOOHA HEAOCTATRUHOCT, ThH

KaTO MOJXKE JIa € yBeNIHYAT NIa3MeHNTe HHBA Ha TopaceMua (Bk. T. 5.2).

HaulH Ha OpHIIOKEHHE

Tabaerkure TpsbBa Aa ce NOrBLIHAT C MANKO TCYHOCT CYTPHH. BHONOrHYHATA AKTHBHOCT Ha TOPACEMH]
HE 3aBUCH OT IIPHEMA Ha XpaHa.

Hucmpyryus 3a pazdeasnemo na mabiemxume:

[MocraBeTe TabneTkaTa MesXAY MOKA3AIUHTE H NAJILKWTE HA ABETE CH PHUE ¢ ACAUTEIHATA UepTa HATOpe U
pasuylneTte TabneTkaTa Ha IBE MONOBHHU 110 IbJLKHHATA HA ACJIHTC/IHATA YepTa, KaT¢ HAaTHCHETE C
NanUTe HaHomy.

Tpudac Kop 00HKHOBEHO €& H3M0I3BA KATO ABJITOCPOYHO JIEYEHHE HIIH A0 OTIIYMABAHE HA OTOINTE,

4.3 Ilporusonokazanus

—  CBphXuyBCTBHTENHOCT KbM aKTHBHOTO BEHIECTRO TOPACEMHAT, cyapaHuIypeliHH MPOAYKTH UK
HAKOE OT TTOMOIIIHHTE BewecTa Ha Tpudac Kop, u3bpoeru B T. 6.1

— bnbpeyHa HEAOCTATHYHOCT C AHYPHS

— YepuoapoOHa KOMa MAH MpeKoMa

—  XWHOOTOHH:A

—  XHUNOBONEMHS

— XHIOHATPHEMHS, XUIIOKANHEeMRA

—  3HAYHTENHH CMYIIEHHS NpH YPUHHPAHETO (Hamp. NPHYMHEHH OT XHIEPIUIA3AA Ha NPOCTaraTa)
—  KnpmeHe (BX. 1. 4.6)

4.4 CrnenHajJHH NpegynpexaAeHds ¥ PEeANa3HH MEPKH NPH ynorpeba

Twii kaTo 2acera nuncea A0cTaTs4eH TCPANCBTHYEH ONHT, TOPACEMH]I HE TpﬂﬁBa nace
Ha:




—  mojaarpa;
— CBpAE4YHH apMTMHH (Hanp. SA 6ok, I1 unn Il crenen AV 6nok);

— MNATONOTHYHE [IPOMEHH B aNKa/IHO-KHCEAUHHOTO PABHOBCCHE;

—  €AHOBPEMEHHO JIEYEHHE C INTHH, aMUHOTMHKO3IMAK MAK HedranocnOpHHY,

—  NaTONOTUYHH IIPOMEHH B kphBHATA KapTHHA (T.¢. TPOMGOLUUTONICHHA HNH aHEMHS NPH NaOMEeHTH Ges
616petHa HeOCTATRYHOCT);

— Obubpeuna HEZOCTATHYHOCT, MPHYHHEHA OT HE(QPOTOKCHUHH BEleCTBa;

— Jlela H KOHOLIK Ha Bu3pacT nof 18 roaunn.

Ilpunoxenvero ra Tpudac Kop Moxe a1a 10BeAS 10 NONOKUTENHH PE3YNTaTH NPU JONUHT-TECTOBE,
He e h3MOXHO Jla ce NpelBUAH edeKTa BEpXY 3ApaBeTo Iph 3noynorpeda ¢ Tpudac Kop 3a ponunr
LENH, HE MOTaT J1a C¢ H3KIIOYAT PUCKOBE 3a 3/IPaBeTo.

Tpndac Kop censpka nakrosa, [TanneHTH ¢ peiaky HacNeRCTREHH NpohIeMH KaTo HEMOHOCHMOCT KbM
ranaxTosa, akTaseH AeuuuT Ui ManaGcopBuma Ha rNioko3a/TanakTo3a He TpROBa fa NpHEMAT TO3H
NeKapCTBEH TPOLYKT.

4.5 BianmoaelcTBHE ¢ IPYTH JeKAPCTBEHH MPOAYKTH H Apyrd GopMH HAa B3aNMOJICHCTEHE

TpabBa fna ce UMAT npeaBHA CAeTHKTE IEKApCTBEHH B3aUMOLeiCTBIS:

TOpaCGMH,E[ 3acCHNBa AcHCTEHETO Ha APYyTH NE€KapCTBCHH IIPOAYKTH, NOHMXXKaBAlllH KPEBHOTO HANIATAHE,
ocobeno Ha ACE-nuxnbuTOpHTe. AXO TpabBa na ce npunoxar ACE-HHXHOHTOPH, KaTO JOIBIHEHHE HIH
HezabapHO Clea JIeYSHHE C© TopaceMK/, TOBAa MOXKE Jla JOBeAS A0 CHITHO CNajale Ha KPBBHOTO HaJlAraHe.

Hpe}lHSBHKaHOTO OT TOpaCcEMHJ MOHHXKABAHC HA KaHA, MOXE 1a JOBCAC N0 3a4CCTABAHE H 3aCH/IBAHE HA
HEKEJAHUTE PeaKiKi IPH €AHOBPEMCHHO NPHIIGKCHUEC Ha AUTHTATHCOBH NPENapaTH.

TopaceMH[ MoKe ia MOHIKH edekTa Ha aHTHAHA0ETHHTE JIeKapeTBa.

[Ipobenenun v HecTepouJHHUTE TIPOTHROBBINANKTENHHA lekapcTRa (HATp. HHAOMETALIHH,
ALETHICANHEHIIOBA KHCETMHA) MOXeE A3 TOTHCHAT AHYPETHUHOTO BeHCTBHE K IOHMKABALOHA
APTEPHANIHOTO HANATaHe edekT Ha TOpaceMKI.

TokcuunnsT E(];)BKT Ha NCYCHHE ¢ BUCOKH N03H CAJHUUNATH BEPXY HCHTPATHATA HEPBHA CHCTEMA MOKE
ha ¢c¢ 3aCHNIK OT TOpaceMHK.

OcobeHo B ciTyyail Ha feYeHHe ¢ BUCOKH 03K, TOPACEMHU], MOXKE 1 3aCHNIH CNeJIHNTE HexXelaHH eeKTh:
OTO- ¥ HE(DPOTOKCHUHHUTE edheKTH Ha aMHHOTTIMKO3HAHUTE aHTHONOTHLH (HANp. KaHAMHLKH,
reHTaMHLHA, ToOpaMHLUKH), Ha NPOW3BOIHHTE HA NIATHHATA LHTOCTATHLM, KAKTO H HEQPOTOKCHUHHTE
etheKTH Ha nedaloCIOpUHHUTE.

TopaceMna MoXe CBLIO Ja 3aciiK IeHCTBHETO Ha TeonITHHa, KAKTO ¥ MYCKYJIOpeNaKCHpallHa ehekT Ha
Kypape-TniooOHUTE eKapcTBeHH TIPOIYKTH.

JlakcaTHBHTE, & CBIIO M MHHEPAIO- H THOKOKOPTHKOHAM, MOXE Ja 3acHNAT 3arybaTa Ha KanHii,
npeH3BUKAHA OT TOPACCMHUA.

JIMTHA.




TopacemMna MOXe 1a NOHMKHK Ba3OKOHCTPUKTOPHOTO AeHCTBUE Ha KaTeXOJIaMUHNTE (Hanp. afpeHaiy,
HOpanpeHANUH).

EAHOBPEMERHOTO JleUeHH e ¢ XOAGCTHPAMHH MOXKE Ha 3aTPYIHH TIepopanHaTta pe3opOLysa Ha TOPACEMHI, 1
N0 TO3H HAYHH, H KeNaHus edekr.

4.6 @eprTHIATET, OPEMEHHOCT H KbPMEHe

bpemennoct
Jawmmu 3a ynorpebara Ha TopaceMHA OT OpeMeHHH KEHH JTHNCBAT WM ¢a OrPAHHYEHH.

ITpoyuBanusTa ¢ XHBOTHH NOKa3BaT PEPOAYKTHBHA TOKCHYHOCT. I1pi excnepaMeHTanni MOJENH ©
AHBOTHH TOPaceMHJ NpeMiHaBa Tpes IwialeHraTa (Bk. 1. 3.3). Eto 3amo Tpudac Kop #e ce npenopbuba
npu GpeMeHHOCT.

Jo HaTpynBaHeTo Ha AOCTATBYHO JAHHH, TOPACEMH/I MOXE J1a C& HRTON3BA 10 BpeMe Ha OpeMeHHOCT
CaMo NpH ACHO onpeaeneHa HeobxoauMocT. B Te3u ciyyau TpsaOBa Oa ce W3MON3BA caMo Hal-HUCcKaTa
eieKTHBHA J1034.

JHypeTHIIUTE HE Ca NOAXOAALLM 38 PYTHHHO JIeYeHHEe Ha XUTIEPTOHHA B OTOLM 110 BpeMe Ha GpeMeHHoCT,
3aI0TO MOTaT [a HapyIlaT nepdy3nuAaTa Ha nNANeHTaTa | 110 TO3H HAYKH A3 Hapylliat H BRTPeyTpOOHOTO
pa3sBHTHE. AKO ce Hajlara IPUJICYKEHHETO Ha TopaceMuy] 32 ChpAeuHa M Ob0peyHa HeJoCTaThUHOCT IPH
OpeMeHHH JKEHHU, eNeKTPONHTHIC H XEMATOKPHTBT, KAKTO H PaCTeXBT HA IIIOa TpSGBa CTPHKTHO Aa ce
MPOCAEAABAT.

Kopmene
Hsma naHHY 32 TpeMHHaBaHe Ha TOPACEMU]] B MaYHHOTO MIISKO TIpH Xopa Witk sknsoTHd. He Moxe fa ce

H3KIIOYH PHCK 3a HOBOPOJIEHOTO/KbpMaueTo. ETo 3amo npuniokeHHeTo Ha TOpaceMu]l No BpeMe Ha
KbPMEHE € NPOTHBONOoKa3aHo (BxK. T. 4.3). AKo ynorpebaTa 1o BpeMe Ha KEPMEHC € HANTOXKHTENHA,
KbpMEHETO TpAOBa Aa ce TMPEYCTAHOBH,

®eprunnrer
He ca mpoBesxaaHH [1poy4BaHus 3a eeKTa Ha TopaceMul BepXy depTunuTeTa npH xopa. Ilpn

Npoy4BaHHA ¢ XUBOTHH He ce Habmoasat eeKTH Ha TopaceMus BrpXY (epTHIHTETA.

4.7 EdexTn Bbpxy cnocofHocTTa 32 modnpane H padoTa ¢ MALINHA

Haxe n 1pu npaBuiHa ynotpefa TopaceMH/l MOXe 1a NOBJINE PEaKTHBHOCTTA IO TaKapa CTETEeH, de Aa
CC 3’CErHaT CIIOCOGHOCTHTE 3a aKTHBHO YUacTHE B ABMKCHUETO MO MbTHINATA, paboTa ¢ MallHHHE HITH
pabota Ge3 cTabuina onopa Ha kpakata. ToBa ce OTHacs 0COOEHO IIPH 2anoYBaHe Ha NEYEHHETO,
YBENHYABAHE HA 034Ta HIIM B CNYYAHTE HA 3aMsHA Ha JIEKAPCTBEHH NPOAYKTH HIIH 3al104YBaHE HA
CBITETCTBANIO JICUCHHE, KAKTO U NPH €IHOBPEMEHEH NMpPHEM Ha aJIKOXON.

4.8 HexenaHH AeKaPCTREHH PEAKIHN

Ipu nevenne ¢ Tpudac Kop Morat na ce nosBaT ciegHuTe HEXENaHA peakudH, CIOMEHATH 110-710NY.
3a knacudMKanHa HA YECTOTATA C& W2MOJ3BA CIEAHATA CXEeMA!

Muoro yectu: >1/10

YectH: =1/100 no <}/10
Heuecrn: >1/1 000 no <1/100
Penxu: >1/10 000 mo <1/1 000
MHoro penkH: <1/10 000




HeuspecTHa uecToTa: HE MOI'aT na ¢€ QUECHAT OT HANHYHMTE JaHHH

HapyuieHus Ha KpLBTA H .HI'IMCbHaTa CHCTEMA

Mhuozo pedru. Hamanen Opoil TpOMOOLUTE, EPHTPOLMTH H/MITH J€BKOLMTH.

Hapytiienyd Ha HMYHHATA CHCTEMA
Mnozo pedku: anepruvHH peakimy (Hamp. chpOek, eK3aHTEM, POTOUYBCTBHTEAHOCT), TEMKH KOMHN
PEAKLIHH.

Hapymienns na MeTaGoiii3Ma B XpaHeHeTo

Yecmu: BIOLIABAHE HA MeTaOONHTHA aui03a, MYCKYJIHH KpaMii (0co0eH0 B HA4aJIOTO HA NCUEHHETO),
YBEIHMYCHA KOHLIEHTPAUHSA Ha MHKOYHATA KHCENHHA U THOKO3aTa B KPBBTA, KAKTO W Ha JIMIHIKTE B
KPBLBTA {(TPHrIIHUCPHIH, XONECTSpo), XHNOKaNHEMANS (B chUeTaAHHRE C HueTa, DeiHa Ha Kalui, npH
NOBpLEHE, THAPHA, el HAION3EAHE Ha BUCOKM JO3H JJAKCATHBH, KAKTO H NPH NAUHEHTH ¢ XPOHHYHA
yepnoapobHa quehyHKLm).

B 3aBMCHMOCT OT A03aTa H IPOABDKUTEIHOCTTA Ha ICUCHHETO MOTaT Aa Ce NPOSBAT HAPYLUEHHS BbB
BOAHO-€NEKTPOJIMTHAA DanaHe, ocoGeH0 XHMOBONSMHS, XHIOKATHEMHA H/HIIH XHNOHATPHEMHUA.

ChAOBH HApYIIEHHA

Mhuozo peaicu.' B PE3YNTAT OT XEMOKOHUECHTPAUWATA MOTAT 114 CS NPOABAT TpOMﬁoeMGOHHqHH
YCIOXKHEHHA, CLCTOSHUA Ha 00BpKBaHE, KAKTO H ChPASYHH H LEHTPANHH HMPKYNATOPHH HapyLIEHHA
(BKJ]]O‘-IHTCJ‘IHO C’bpﬂe‘lﬂa H MO3B4YHA HCXCMHH). Tosa MoXe Ja JoBeae Hanpumep A0 apHTMHH, aHTHHA
HEKTOPHC, OCTBP MHOKapAcH HHMAPKT HIIM CHHKOIL

CToMallHO-YPeBHH HapyIleHus

Hecmu: CTOMANIHO-UPEBHH HAPYIUEHHA (HANP. JUIICA HA ANIETHT, CTOMAIHA fonka, rafeHe, NOBPBILALE,
JMapus, 3anek), ocobeHo B HaYalloTo HA JIeYeHHETO.

Muozo peaxu:'naHeraTm.

XenaTo-OHNIHAPHH HADYIIICHHSA
Hecmu: NOBUIICHH HHBA Ha OTIpejeNnely 4epHopoOnn eHsumH (rama-1'T) B kpbBTa.

Hapywenusa Ha 650pennTe ¥ MUKOYHHTE ITHTHIIA
Heuecmu: yBelIN4eHH HHBA HA KPEAaTHHUH H Ypesd B KPLBTA.

IMpu naumeHTH ¢ HApyRIEHUA IPH YPUHHpaHe (Hanp. NOpajH XHNepILIa3HA Ha IPOCTaTaTa), NOBHIIEHOTO
ofpasyBane Ha ypHHA MOJXKe J1a I0BeJle R0 PeTeHLNs Ha YPHHA H 10 Ipepa3TArane Ha HHKOYHHSA MEXYp.

O6mH HapyieHna ¥ ePexTH Ha MACTOTO HA HPHIIOKEHHS

Yecmu: rnapobonue, 3aMasHOCT, yMOpa, ¢cnabocT (0cobeHo B HAYANOTO Ha ACHEHHETO).
Heveemu: KcepocTOMHUS, NApecTE3HH.

Mroeco pedwu: HapylUeHNA B 3peHHETO, IYM B YIIUTe, 3aryda Ha CIyX.

Jabenescxit

[Tpn nponbrXkATENHO NeueHKe TpAOBA PEJOBHO Aa C¢ MPOC/CANRa eIEKTPOAHTHNSA Oananc, ocobeno
CEpYMHMA Kanui.

Ha onpenencHr nHTepeany Tpabea fla ¢¢ NPOCIEAABAT M HURATA HA TTIIOK03aTa, MTHKOYHATA K
KpeaTHHAHA H JTHITHAKTE.

T1H kaTo Moxke f1a ce ouakga MOBHIICHKHE HA KPbBHATA 3aXap C¢ NPenophYBa BHUMATE
BLIAEXHApPaTHHA MeTabOMN3EM NP NaUMEHTH ¢ NATEHTEeH WK MaHugecTeH auaber.
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KpLBRUTE KNETKH (€PUTPOLHTH, TEBKOLKTH, TPOMOOLNTH) CbLIO TPAOBa Aa Ce MPOCREAABaT HA PELOBHH
HHTEPBATH.

Ocobeno B HaUanoTo Ha JICYEHHETO H B CTapyecKa Bh3pacT, TpsaOBa Aa ce 00bpHE BHUMAaHHE Ha BCEKH
[PH3HAK 32 3ary0a Ha ENEKTPOJIMTH U XEMOKOHIIEHTPAIIHS,

CrobllaBang Ha NOAC3MPAHH HEXKENAHH PeaKliHH

Cro01aBaneTo Ha HORO3HPAaHH HEXECAAHN peakUHH Ce paspClliaBaHe 3a YHOTpeﬁa Ha JTCKAapCTBCHHA
NPOAYKT € BAXHO. Tosa nospousBa na IpOABIIKH Haﬁnmneﬂuero Ha ChOTHOUICHHETO HOJ]SBJ’pHCK 3a
NEKAPCTBEHMA NPOAYKT. Ot MEJIHIHHCKHTE CIIEHHATHCTH Ce H3HCKBA J1a cho011aBaT BeAKa nogo3upana
HEKEIAHa peaknys Ype3 HauHOHAalHA CHCTEeMA 3a chOOIABaHE:

H3nenHUTENHA areB1Es 0 AeKapcrBaTa
ya. . Jlamsan I'pyes” Ne 8

1303 Codusg

Ten.: +35 928903417

yebcaiiT: www.bda.bg

4.9 IlIpeno3zupane

CMMITOMM Ha MHTOKCHKALIHSA
He € H3BeCTHA ClieL(HYHA KapTHHA Ha MHTOKCHKaA. [1peno3upaHeTo MoxXe ia NPHYHHH HHTEH3UBHA

AUYpEe3a, BIKIHOYHTEIHO H PHCK OT 3ary6a Ha TEYHOCTH H €NSKTPOJIHTH, MOHAKOra COMHOJIEHTHOCT,
CUHIPOM Ha 06'bpchaHe, CHMNTOMAaTHYHA XHIIOTOHHA, THPKYIATOPEH KONAIC UK CTOMAITHO-4YPEBHA
CHMITOMH.,

Jleuenwe Ha HHTOKCHKAUMATA L
CnenuduueH aHTHIOT He € W3Bected. [1o NpHHIMN CHMIITOMHUTE Ha HHTOKCHKALIMA M3UC3BaT KaTo ce

HaMalH 103aTa UM ce CIIpe NEYCHUETO H eJHOBPEMEHHO C TOBA C€ M3BbPIUH cYOCTHTYHPAHE Ha

TEYHOCTHTE H eNeKTPONHTUTE (HeoOXomIMO e 1a ce H3CeABaT).
TopaceMHA He ce AManu3Mpa H IOPaRH TOBA XeMOAMANIN3aTa HE YBEIHYaBa elHMHHALKATA.

Heyenue npu xunogotemus: 06eM0O3aMECTUTEIHA TEPaNus,
Mevenue npu xunoxanuemun: cyGCTHTYHPALLO JEUYCHHE ¢ KaluH.

Jeyenue AP yupyaamopen Koaarc! aHTHIOKOBO NOJIOXEHHE, aK0 € HeoOX0IHMO — aHTHIITOKOBO
NEYCHHE.

Cnewtnu Mepru npu anaduraxmuuen wox

IlpH nosiBa Ha TLPBHTE CHMIITOMH {HATIP. KOXHH Peakuyi, KaTo yPpTHKApUs WiIH 3a4epBABaHE,
HECNIOKOHCTBHE, TNaBobo/IHe, H3NOTABAHE, raicHe, UHAHO3A):

- OCHIYDPETE HHTPaBCHO3CH ITLT;

- OCBEH CTAaHJAPTHUTE CNELIHY NPONEeNYPH, NOCTABETE MAIMEHTA B IETHANIO MOAOKEHNE ¢ NOBAUrHATH
KpaKa, MOYUCTETE JUXATEIHHTE TETHINA ¥ o0AMIIBaiiTe ¢ XHCIOpOTT,

- 8KO ¢ HeoOX0AUMO ce MPeINPHEMaT JONbJIHHTEIHN CNEIIHY MEPKH (BRITIOUUTEIHO IPUIOKEHHE HA
afipeHanyH, o0eMo3aMecTHTENHA Tepanis, MIKOKOPTHKOHAH).

5.  ®APMAKOJOIUYHU CBOVCTBA

5.1 ddapmakoaHHAMHYHH CBOHCTBA




PapMakoTepaneBTHYHA TPyNa: GPUMKOBH IMyPETHLH
ATC won: CO3CADN4

MexaHHU3BEM Ha JAglicTeHE
Topacemu npuTekasa canypernieH edekT, KOHTO ce OCHOBABA HA [IOTHCKaHe Ha ObOpeynara
peabcopOLMs Ha HATPHE H X710pP B acLEHACHTHOTO pamMo Ha GpuMkara Ha XeHie.

GapMaKoTHHAMHYHE edekTH

I1pn xopa, TMYPETHUHHAT eeKT Clte/l IEPOPATTHO MPHIIOKEHHE 3a1104Ba O30 ¢ MAKCUMAJICH €(EKT CIex
2 1o 3 waca W npoawibkaBa 10 12 vaca. TIpu 3apasn uHAMBKHIH ¢ HAGMIOAaBAHO 3aCHJIBAHE HA Mypesara,
NPOMOPIMOHATHO HA JIONApHTHMA Ha A03aTta (“BHCOKO-TaBaHHA akTHBHOCT”, “high-celiling activily™), mpu
N03H B paMKHTE Ha 5-100 mg. 3acunBane Ha JUype3aTa MOXE CBIIO Ja CE TIONYYH U B COYYaH, XOrato
Jpyrd AMYPETHIY BCUe HE OKA3BAT AOCTATHYHO AeficTBHe (HANpHMED THA3HIH, AcHCTBALN B IHCTANHATE
TYOYNH), HATIp. TIpK yBpeneHa Os0peuna GyHKOus.

BceneacTere Ha Tesn cBo#cTRa, TOpaceMiI BOOH Ko MoGHAN3auud Ha oTouuTe. B ciyuail Ha cepaeyna
HEAOCTATHLYHOCT, TOpaceMul NOACHPIBA CHMIITOMATHKATA, KAaTO NOA00psBa H MHOKapAHATa QYHKINA
TOCPEACTROM MOHMKABAHE HA Npeji- M CeIHATOBAPBAHETO.

Crext nepopanio npunokeHue, aHTHXMIEPTEH3HBHOTO NeHCTBHE HA TopaceMHJ| 3al0vBa DaBHO Ipe3
TBLPBATA CE/IMHITA Ha NeueHHeTo. MakciManen aHTHXUNIEPTEHIHUBEH edeKT ce NOCTHTA CNeJ HE [10-KbCHO
ot oxono 12 ceamuun. TopaceMul IOHHXABA KPBEHOTO HANAraHe, KATO IIOHWKABa NEPHOEPHOTO
cenpoTHBIeHHE. Tosn edekt ce obacHARa ¢ HOPMANM3WPAHETO HA HAPYLICHHS eNeKTPONIHTeH GanaHc,
OCHOBHO C HAMANCHHETO Ha NOBUINEHATA aKTHBHOCT Ha cBoGoauuTe Ca’* HOHM B CHAOBHTE
rAAJIKOMYCKY/IHH KJISTKH Ha apTepHuTe, HaDIIoIaBaliia ce IpH NAUHeHTH, KOHTO CTPafdaT OT XMNEPTOHH.
BeposaTHo To3H edekT HaMansaBa MOBUIICHUS KOHTPAKTAMTET H/HAH ChIOBHS OTFOBOP KbM €HXOTeHHH
npecopHy CyOCTaHIMM, HAMp. KATEXOIAMHHH.

5.2 (MapMaKOKHHETHYHHW CBOACTBA

Abcopbiis ¥ pasnpenenenye

Cnen nepopasien npuemM, TopaceMus ce aGecopGupa 6Hp30 H NOYTH HAIIBJIHO, MAKCHMAITHHTE CCPYMHH
HHBa ce AOCTHrat 1o 1-2 yaca.

buonannanocrra e oxono 80-90 %; npu npeanonaraeMa meHa pezopoumsa, eeKThT HA ITbPBO
NpeMHHABAHE Npe3 YepHHS Aped gocTara Makcumanso 10-20 %.

HC,I[ByCMHCJ'ICHHHT pE3yNTaT OT AAaHHWTE OT ABC IIPOYYBaHMA NOKa3sa, Y€ BhIPCKH 4Ye (BHBHCPIMaTa oT
BPSMCTO) CKODOQCT Ha pe30p6um{ Ha TopaceMn)f HaMallsIBa CIeq NpHEM Ha XpaHa (HO—HHCKa Cmax, KaKTO H
TTOBHLIEHH CTOMHOCTH HAa tmax), 00IaTa pe30opOlMa HA TOpaceMH] HE CE NOBAMABA OT IPHEMA Ha XpaHa.

IMorede or 99% oT TOpaceMuj ce CBBPIBAT ¢ NAasMeHHTe NpoTenny, Metabonutute M1, M3 u M5 ce
CBbP3BaT CHOTBETHO B 86%, 95% 1 97%. HabmoaagaHusT ofeM Ha pasnpeneneHue (V) e 161

broTtpaHchopmaa




OKCHAMPAHE HA METHN0BATA rpyna Ha GeHnn0BHA NPBCTEH A0 KapOOKCHIHA KHCRTHHA, 4 MeTa0ONHTLT
M3 ype3 XUAPOKCHIHPAHE HA NPBCTEHA.
MeraGonaTtnte M2 1 M4 , KOUTO Ce OTKPHBAT B H3MUTBAHMS NPH KHMBOTHH, HE CE OTKPHBAT MPH XOpaTa.

EnuMunnpane

[1pu 3apaBs HHAHBHIY TEPMHHAIHOTO BpEME Ha ROIYKHBOT (t;/2) HA TOPACEMHU H HETOBUTE MeTaboNuTH
e 34 yaca. OGHHAT KIMPBHC HA TOpPaceMu]] € OT TopAthka Ha 40 ml/min, 6LOpeUHHAT KNUPBHE €
npubausurento 10 ml/min,

IIpwu 3ppaBu HEAMBHAH, NpubnuzuTenHo 80% OT NpunoXkeHaTa J03a ce OTKPUBa B ypHHaTa noa gopmara
Ha TopaceMuJ] H META0OIMTUTE MY B CIEAHOTO CPEIHO IPOLEHTHO ChABKAHKE: TOPACEMH] -
npubnusurenno 24%, metabonut M1 - npubnuzutenno 12%, Metabonut M3 - npubansutenno 3%,
metabonut M5 - npubnuzurento 41%. OcHoBHUAT MeTaGoNMHT M35 He npHTekaBa JuypeTHUeH edeKT;
npuOnu3uTENHO obmo 10% oT dhapMakoKHHETHYHAA edeKT ce ABINKH Ha aKTHBHHTE MeTabonuth M1 1
M3.

TTpu 6LbpeuHa HeaECTATEYHOCT, OOIHAT KIMPLHC M BPEMETO HA NOMY-eHMHHUPAHE HA TOPACEMHTT
OCTABAT HENIPOMEHEHEHH, BPEMETO Ha MOMyelHMHHApane Ha M3 u M5 ce yabmkasa. Benipekn ToBa
(papMaKOJMHAMHYHEAT MPOQHI OCTaBa HETTPOMEHEH, BPEMETO Ha AcHCTBHE HE Ce [IOBIIHSABA OT CTENMEHTa
Ha OuOpeynara HeocTaThuHOCT. TopaceMU H HEFOBUTE MeTabOMTH ce U3MBbYBAT B HE3HAUMTENHA
CTEMEH Ype3 XeMOAHANN3A HITH XeMOQMIITpaLins.

IIpn nanpenTty ¢ HapylieHa YepHo/IpoOra QYHKIIHA BIH ChpPeYHA HEAOCTATLUHOCT, BPEMETO Ha NOIY-
eTMMHHHpaHe Ha TopaceMu] U MeTabonuta MS ¢ neko yABIAEHO, a KOJHYECTBATa Ha BELIECTBATA,
H3TBYEHH C YPHHATA, OTTOBapAT Ha TE3H [IPH 3PABH XOpa. -
CrenoBaTenHo He MOXKE 3 Ce OYAKBA KYMYJIHPaHe Ha TOpPAceMHU] U HeroBUTe MeTabONHTH.

JInHeHHoOCT
TopaceMua H HeroesuTe MeTabOIMTH ce XapaKTEPU3HMPaT C A030-3aBHCHMA AHHEHHA KHHETHKA, T.€,
MAaKCHMAJIHATA CEPYMHA KOHLUEHTPAIMSA 1 MAOMHTE IO/ KPHBUTE HA CEPYMHUTE HUBA HAPACcTBaT

MPONOPUHCOHATIHO C YBEJIHYAaBaHE HA 03aTa.

5.3 Tpexknunrunn Jaunu 3a GezonmacHocT

EKCHepHMeHTHTe C XXHBOTHH 32 (bapmalconomﬂ Ha 6830HaCHOCTTﬂ, XpOHHYHA TOKCHYHOCT, MYTar¢HHOCT
H KanHEPOreHHOCT HE JaBaT JAaHHH 324 IIO-BHCOK PHCK NPH NIPHIIOKEHKE Y X0Pa.,

B npoy4sakis 32 penpoayKTHBHA TOKCHYHOCT, HAMA IaHHH 3a TePATOTeHHH eeKTH ¥ NNHXOBE.
HezaBucHMO OT TOBA, MPH BHCOKH 1034 y GpeMeHHH 3allM H [ITBX0Be ce RaGIoaaBaT TOKCHYHH edekTH
3a 10712 ¥ Maiikata. [Ips nnpxose € OHITO BE3MOKHO IeMOCTPHPAHE HA IPEMHHABAHE Ha TOPACEMHUL
npes nnanerrata, He ce nabmonaear ediekt BbpXY pepTHnuteTa.

6. QAPMAINIEBTHYHH JAHHH

6.1 CoHchK Ha NOMOLIHHTE BELIECTBA

JlaxTo3a MoHoxuapar
LlapeBH4nO HHILIECTE




CunnuMes THOKCH)I, KONoHieH be3BoseH
Maruesner creapar (Ph. Eur. ) (pactTenen)

6.2 HecLBMecTuMOCTH

Henpunoxumo

6.3 Cpok na rognocr

3 roauHN.

6.4 CnenMajHn yoJIOBASI HA ChXpaHeHHe

Tosu JICKApPCTBCH MPOAYKT HE H3WCKBA CTICHHANHH YC/IOBHA 3a ChXpAaHEHHC.

6.5 BHJ H CBABPXkAHHE HA ONAKOBKATA

Tabnerkure Tpudac Kop ca zaneuarann B 6nucrepy ot TRepA PVC dunM (250 um, Ge3usered u
NpO3paver) H TBLPAO ATyMUHHEBO (onuo (20 pm).

OpHrHHaIHHTE ONakoBKM chABpHAT 20, 30, 50, 100 uau 400 tabneTkH.
He BCHUKM BHIIOBE OMIAKOBKM MOTAT 71a OBJIAT TyCHATH B Mpoaaxkba.

6.6 CpennajHn npeIna3Hy MEPKH OPH N3XBBPJISHE

Hen3nonseanusT NekapcTBEH NPOAYKT UM OTTIAABYHHTE MaTepHaNM OT Hero TpsbBa a C& H3XBBPIAT B
ChOTBETCTBHE ¢ MECTHHTE H3HUCKBAHHUA.

7.  IIPHTEXATEJ HA PA3ZPEHIEHUETO 3A YIIOTPEBA

Menarini International Operations Luxembourg S.A.

1, Avenue de la Gare
L-1611 JIrokceMmbypr

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA
20020615

9. JATA HA ITBPBO PAPEITABAHE/TTOJHOBSIBAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

Hara Ha NBpBo paspewaeane: 23.07.2002 r

JlaTta Ha nocaeano nogHoessane: 13.03.2008 r,

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
10
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