IHNPHJIOXKEHHUE 1

KPATKA XAPAKTEPHCTUKA HA ITIPOAYKTA
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2. KA'-IECTBEH H KOJJUMYECTBEH CBHCTAB

Besika Tabnerka cpabpKa JeKapCTBEHO BeIECTBO AHroKCcHH (digoxin) 0,25 mg.

3a IBJIHHA CHACHK Ha IOMOIIHHUTE BEIMECTBA BHKTE To4dka 6.1.

3. JEKAPCTBEHA ®OPMA

Tabuetka
Kpswria, nnocka, 6ana tabneTka ¢ dacera B OEJHTEIHA YepTa OT €AHATa CTpaHa.
TabneTtkara Moxe aa ObAe pazaeiicHa Ha ABE PABHH JO3H.

4. KIHHHUYHUA JAHHH
41 TepanepTHuHH NOKAIAHHA

¢ JIMrokCHH ¢ IIOKAa3aH 3a OBJIAAMBAHE HAa XpOHMYHATA CHPACYHA HEAOCTATHYHOCT, KOTaTo
OCHOBHHA npobneM ¢ cacTojudHa Auchynruud. Haii-3Haunrensa Tepanemqﬂa mon3a ce
HaOMmoaBa [IPH [TAllMEHTH ¢ KaMePHA JHIaTallus,

¢ JIMIrOKCHH € ITOKAa3aH 0Cco0eHO0, KOraTo ChpAeqYHaTa HeAOCTaTHIHOCT Ce IPHAPY>KaBa OT
NpeaAchpAHO MBXACHE.

¢ 3a KOHTpPOJ Ha KaMepHaTa 4eCTOTa IPH XPOHAYHO NMPEeACEPAHO MBXKICHE; IpeAChPIHO
TPENTeHE; NPeIChPAHM TAXHAPHTMHUH C BHCOKA 4eCTOTA.

4.2 Jlo3MpoBKa H HAYHH HA NPH/IOKEHHE

Hosrponka

Ho3uposkara Tpabsa Ja Obae CTporo HHAUBHAYaIHA U 3aBHCH OT BB3pacTTa, Oe3MacTHATA Te/ISCHA Maca
H Ob0pedHaTa GpyHKIHS Ha BCeKH naudeHT. 1IocotennTe 1030 ca caMO OPHEHTHPOBBYHH,

HyxHo e paznukuTe B 0M0OCTEIHOCTTA MEXKAY MAPEHTEPAIHNATE H NepopaiHuTe (popMH 1a Gbaar
OTYHTAHH, KOTaTo ¢e IPEMHHABA OT €HH HAYHH Ha MPHIOXKeHHe KeM ApyT. Korato nauHeHTHTE
IpeMHHABAT OT NepOpalicH KbM HHTPABEHO3EH BT Ha BHBEXKAAHE, J03aTa TpsiOpa Aa OpJAe peaylHpaHa C
oko110 33%.

Be3pacmuu ¢ xponunna copoeyna nedocmamvyrocn bes HaOKaMepHa apummus
He ce nauckpa HatoBappaHe. [Ipu naimwenrd ¢ HopManHa 6u6peuna GpyHKua, obn4aiine
ot 125 go 250 muxporpama (0,125 xo 0,25 mg). I[Ipn naguenTn Hax 65 rOOHHA MOXKe B
H TIO-HHCKA 7033 OT 62,5 MHKpOrpama (0 0625 mg).




Qenaosgane nHa Hadxmegua maxuxagégg U NPEOCHPORO MbIICOeHe RpU gggpacmuu u oeya Hao I 0
go@unu

Bﬁpsa aMraTanuzanmg (24 4aca)

AKXO e NIPHI0KHMO OT MEJUIIHHCKA I'IeHA TOYUKa, Obp3a AHrHTAIH3aLHS MOXE na 6sae NOCTHrHATA MO
CAeAHUTE HAUWHH!

750 no 1 500 muxporpama (0,75 mo 1,5 mg) karto eIMHHYHA A03a.

[Tpw junca Ha CNIENIHOCT M IOBHILISGH PUCK OT II0SABATA HA TOKCHYHH €(eKTH, HAIpHMED NPH NMAllHEHTH B
Halpe/Haja Bp3pacT (HaJ 65 roIMHH), OpallHATA HATOBapBaia fo3a Tpsadsa na 6p¢ pasjencHa Ha
HAKOJIKO IpHEMa IIpe3 6 Jaca KATO TEPANIeBTHUHHUAT OTIOBOp TpaOBa Aa ObIe OLUCHEH, IPeH NpUIarage
Ha BCAKA CleaBalia 1o3a (BkK. Touka 4.4).

baBHa THIrHTANH3ALHS
JUrHTanM3auusaTa ce IOCTHTA 3a eIHa CeAMMIA, ¢ MpUJIarate Ha nosu ot 250 xo 750 MHAKpOrpaMa

aaeBHO (0,25 po 0,75 mg ). B paMkuTe Ha TasH ceAMuIa TpsAOBa Ja € HAIMIE KIHHAYCH OTTOBOP Ha
TepanuaTa. )

3abenexka: M3a6opsT Mexxay Opp3a HIH OaBHA QUIHTANH3ANAS 3aBHCH OT KITHHUYHHKS CTATyC Ha
NEHCHTA U CIECIIHOCTTA.

Iogawspikalua JHruTaan3anus
OnpenensHeTo Ha NOAALPXKAMIATA 103a C€ OCHOBABA HA H3YHC/IIBAHETO HA JHEBHHTE 3aryOH nipe3

OTACJHUTENHATA CHCTEMA. B KIIHHHYHATA IIPAaKTHKA CH H3M0JI3Ba MIUPOKO cileaHaTa GopMyna:

Hooovpoicawa doza = MAKCUMARHU MERCCHU 3aNaAcy X Yeoneanu 3a2ybu/100
Knnero:

Maxcumannu menecnu 3anacu = = Hamoeapsawa 003a

260nesnu 3a2ybu = 14 + xpeamununos kpuperc (Ccr)/ 5

Ccr € KpeaTHHHHOBHS KIMPBHC, Kopurupal ksM 70 kg TenecHo Terno uim 1,73 m’ TenecHa NOBBPXHOCT.
Ccr (kopurnpas kM 70 kg TesrecHO Terno) Moxe aa Op4¢ H39HCIEH, aKo pa3nonaraTte H CaMo ChbC
CepYMHATa KpCaTHHHHOBA KOHIEHTpAUHA (Scr) KAKTO CICABA!

Muvoice
Ccn = - (140 — ev3pacmma)/ Scr (6 mg na 100 ml)
3a6enexka: Koraro cepyMHaTa KOHIEHTpamUsa Ha KpeaTHHUHA (Scg) € MpeAcTaBeHa B umol/l,

croiirocTuTe TpAGBa Aa ce npen3duciaT B mg Ha 100 ml (mg%), kakTo cnenpa:

Scr (8 mg na 100 mi) Sca (umol/l) X 113,12/10000= 88,4

Kbgero 113,12 ¢ MmonekyHaTa Maca Ha KpeaTHHHMHA.

Kenu




ITonygyenuar pesymnrar 3a Ccr ce yMHOXxaBa 110 0,85.

3abenexka: Tesn GopMyIH He MOraT Ja C€ M3NOI3BAT 34 H3YHWCIABAHE HA KPCAaTHHWHOBUSA KIUPBHC IPH
Hena.

Ha npakTHka, TOBa 03HA4aBa, e NMOBEYETO NAMEHTH ce HyxAaaT oT 0,125 no 0,25 mg marokcHH
THEBHO. IIpH YYBCTBHTEITHY MAIHEHTH, ¢ TIOBHIIEH PHCK OT TOSBA HA HEXENIAaHA PEaKliH, € Honxo,umua
nosara ot 0,0625 Mg JHEBHO. OOpaTHO, IpH HAKOH NAIMEHTH € NOAXOAAINA IO-BUCOKA fO3a.

Hosopodenu, kvpmauema u oeya 0o _l0-200uuina sv3pacm (axo 6 npedxodnume 08e CEOMuyu He cd
RPURALAHU COPOSYHU 2AUKOZUOU

BrOpeunusT KTHPBHC HA JATOKCHH IPH HOBOPOIEHHATE, 0COOEHO NPH HEAOHOCEHHUTE, € IOHHKEH,
3aTOBA, OCBEH OOIIMTE HHCTPYKUHH 32 JO3HpaHe, TpAOBA [a Ce IIPEABHIHM aICKBATHA PeAyKLHA Ha 103414
¥ HHAMBHIYAJHO NO3HUPaHE.

Cllex HEOHATAMHHA NEPHOI, ACLIATA KATO WAIO CE& HY)KAAAT OT II0-BHCOKA ,HOBHPOBKE CIIPAMO TEIECHOTO
TETJIO ¥ TelleCHaTa IIOBBPXHOCT, OTKOJKOTO Bh3pacTHUTE. [Ipu Aenara van 10 roaunH, ce H3HCKBA
IO3WpaHe KaxTo IIpH Bb3PACTHUTE, KATO AO3UTE CE KOPHTHPAT CIPIAMO TEJIECHOTO HM TETJIO.

OpajiHa HaTOBapBalila 1034 (IIPHJara ce o cIeIHaTa CXeMa):

HenoHoceHH HOBOPONSHH ¢ TEACCHO TEINO MOK 1,5 Kg 25 ug/kg Ha 24 qaca
HenoHOCEHH HOBOPOAEHH ¢ TEICCHO Teryo 1,5 — 2,5 kg 30 ug/kg Ha 24 yaca
Hosoponenu 1o 2-roJMmHa Bb3pacT 45 ng/kg na 24 gaca
Jema ot 2 10 5-roJuIIHa Bb3pacTt ‘ | 35 ug/kg Ha 24 qaca
Hemna ot 5 a0 10-roguinna Be3pact 25 ug/kg Ha 24 4aca

HatoBapBainara go3a TpadBa 1a Objie pa3feneHa Ha HIKOJIKO NIPHeMa, KaTo ITbPBOHAYAIHO ¢ [IpHEMA
IIOJIOBHHATA, a OCTAHAIIOTO KONHYECTBO C€ JIO3Hpa NPEe3 MHTEPBaIK oT 4-8 Yaca KaTo TePalCBTHYHHAT
oTroBop TpadBa M1a ObJe OlIEHEH, IPead NPHIArdHe HAa BCAKA CIEABALIA 1034,

IMomrbpixailia THrHTANH3AIKS (ITpUIara ce 1Mo cJIeaHaTa CXeMa):

HenoHOCEHH HOBOPOICHH:
JIHeBHa fo3a = 20% ot HaroBapBamiara J03a 3a 24 yaca (opajgHa HJIH HHTPABEHO3HA)

JloHOCEHH HOBOPOJICHH M Aela o 10-roauinga acT:

JlueBHa 1o3a = 25% ot HaToaapBamaTa 103a 3a 24 yaca (opajiHa HIH HH'I])&BBHDBH&)

‘Te3H cXeMH Ha J03HpaHe ce MPeAJaraT kaTo obILH HacOKH. 3a mpucnocobapane Ha FO3ATE P
NeIHaTPUYHH TANHEHTH € HeOOXONUM MOHMTOPHHT Ha CEpYMHHUTE HHBA HA AATOKCUH H CTPHKTHO
IPOCNEAABAHE B KIMHHYHH YCIIOBHA.

AXO B paMKHTe Ha /IBe Ce[]MHIH TIPEeH HAYANIOTO Ha TEPANUITA C JUTOKCHH, ca OHIIM IPATaraHy ;[pyrﬂ
ChbpAEeYHM IIHKO3HAH, ONTHMAJIHATA HATOBAPBAIA 1034 I ObJie T0-HHCKA OT MpEenophYaHaTa.

Hayuenmu nao 63-200uuHa 8v3pacm

TEHAEHLHSA KbM BlIOIIaBaHE HA ﬁ‘bﬁpE‘IHaTa (OYHKIHSA ¥ HUCKATE HM GeamaCTHa Tenegf:
(apmMaKOKHHETHKATA HA JUTOKCHH, KATO IPH TSAX JECHO C€ CTHTa JO BUCOKH CEPYM



CBbC CHITBTCTBAILINTE TOKCHYHH ABJICHHA. CepyMHOTO HHBO HA ,IIHI‘OI(CHH TpabBa Ja ce npocneassa
pe,uonﬁu K Ia ce u3b4rRa XUIIoKanMeMHuATA.,

Ipenopvxu 3a do&wane npu 6vOpeunu y8pexcoaHus Y SuypemusHa mepanys
Bux Ttouka 4.4,

MOHHUTOPHET
CepyMHaTa KOHLIEHTpaLKMA HAa JUNOKCHH MOXKe Aa Obae u3pa3eHa B KOHBEHIMOHAJHH SAMHHIH KaTO

HAHOIpaM Ha MHIHIHTHD (ng/ml) uiaH B egMHULIHE 00 cucTemara SI xaro HanoMon Ha JHTHp (nmol/l). 3a
na mpesbpHete ng/ml B nmol/l, ymHOXeTe ng/ml mmo 1,28,

CepyMHaTa KOHLIEHTPALIHA HAa AUTOKCHH CE OTIpeleNia ¢ PaquOUMYHHA aﬁcopﬁunome*rpﬂﬂ Kp®BTa 34
M3CJIE/IBAHE CE B3eMa Hal-MaiKo 6 yaca CeA NOCHEAHATA NPHIIOXKEHA 1034 AUroKCHH, M3cneapanus na
MaUeHTH OT IPyIarTa 3a NpoyyYBaHe Ha JUTHTANHC MOKAa3BaT, Ye ONTHMAIHOTO CEPYMHO HMBO Ha
AUTOKCHH MEKIY pueMuTe TpaGea Aa Obae Mexay 0,5 ng/ml (0,64 nmol/1) u 1,0 ng/ml (1,28 nmol/).
ITposBHTE HA TOKCHYHOCT OOHYAlHO ce acoIMHpaT ChC CEpYMHH HHBA HA AMrOKCHH Hax 2,0 ng/ml, Ho
MOHSIKOTa TOKCHYHOCT MOKe Aa Ce W3SBH M MPH NMO-HHCKA CEpYMHH KOHIeHTpaui. OLenkxa Janu
CUMITTOMHTE Ha MallMeHTa ¢¢ TBJKAT Ha TepanuATa ¢ JUrOKCHH, MOXe fa ObJ¢ HalpaBeHa clel KaTo ce
B3eMarT IIpeBHA BaXXHH (aKTOPH KaTO KIMHHYHHA CTATYC Ha MANUCHTA, CepYMHOTO HHBO Ha KaJiis i
(OYHKLUHHWTE HA IMTOBHAHATA XKIE34.

Jpyra BHIOBE TVIMKO3HOH, BKIIOYHTETHO MeTaGOJIHTHTE HA JMrOKCHH, MOTAT A3 HHTEP(EPHPAT C |
Pe3yNTaTHTE OT TECTOBETE, KOETO U3HCKBA BHHMAHHE 110 OTHOLICHKE Ha CTOMHOCTH, HEKOPECTIOH AU pALH
C KIIMHAYHHA CTATyC Ha [alHeHTA.

HaypH Ha NpHICKEHHE
HuroxcuH CodapMa e mpeHa3HaueH 3a mepopaiHo npuioxenne. TabneTkure ce nOrrbIAT LENH ¢
MAalIKO BOJA.

4.3 IIporHBONOKA3ZaAHHSA

¢ (CBpPBXYYBCTBHTEIHOCT KBM AKTHBHOTO BEIECTBO HIIHM HAKOE OT MOMOIIHHTE BEIOECTBA,
n30pocHH B TO4Ka 6.1,
CBpPBXYyBCTBUTENHOCT KbM APYTH CHPAEYHH TIHKO3HIH;
APpHUTMHH, CISACTBAE OT AUTHTAIHCOBA HHTOKCHKALIKS,
CepleuHa HeIOCTATHUYHOCT NpH XuneprpodHyHa 0OCTPYKTHBHA KapAHOMHOIIATHSA, OCBCH B
CJIyday ¢ NpHAPYAKABAINO NPeACHPAHO MBXKIESHE U ChbpACYHA HEAOCTATHYHOCT, HO JOPH H B TE3H
CJIydad JMIOKCHH TpsAOBa Aa ce npusara ocodeHo Mpenna3iuBo;

¢ JIMroKCHH € MpOTHBOIIOKA3aH IIPH MHTEPMHTEHTEH ThicH AV-0710k 1 AV-0nok 1l cTenes,
ocOoOeHO NpH aHaMHeza 3a CHHApOM Ha CTOKC-AaMc;

o IIpUCTBNIM HA KAMCPHA TaXUKApOHA, KAMEPHO MBEKACHE HIIH TPEHTECHE;

¢ JIMrOKCHH € IPOTHROIIOKA3AH [P HAJAKAMEPHH apUTMUH, AaCOLIMHPAHH C JOIIbJIHUTEIHO
ATPHOBEHTPHKYJIADHO CHOIYe, kKaT0 WPW-CHHpOM (IIPUCTHIK Ha HAAKAMEPHA TAXHKApAHA -
OpeAChPIHO MbXJISHE, MpoTHYANIO ¢ AedopMupani, pasmupeHd QR S-koMNnekcH), OCBEH aKo
eJIeKTPOMH3NOJIOTHMHHUTE XapaKTepPUCTHKH Ha CHOMYETO €A H3BECTHH ¥ BCHYKH BB3MOXKHH
HETaTHBHH €(eKTH HA JHTOKCHH BBPXY TE3H XapaKTEPHCTHKH ¢a IIpeBAPUTEIHO OLCHEHH,
JIUFOKCHH € MIPOTHBOIOKA3AH ITPH HANMYME HIH CHMHEHHE 34 HaNW4He Ha JOMbIHUTEE:
aTPHOBEHTPUKYIAPHO CHOIYE, JOPH H 6e3 aHaMHe3a 3a HAKAMEPHH apUTMHH.

4.4 Chnennajsn npeaynpexiacHus B OpeAna3Ha MepKH npu ynorpeba



ToxcHYHOCTTA Ha AUIOKCHH MOXKE 12 IIPOBOKHPA H39BATa Ha ApUTMMH, HIKOH OT KOHTO MOTAaT Aa
HAnono6sBaT ApHTMHKTE, 34 KOHTO C¢ HA3HAYABA JICKAPCTBEHHUST MPOAYKT. HanpuMep, HankaMepHATa
TaxHKapHs ¢ MpOMeHJIHB AV 6ok H3KCKBA 0CO0eHO BHAMAaHKE, 3aII0TO PATHMBT MHOIC Hanmogo0ssa
NpeACHEPAHO MEKICHE.

B Hakou CiiydaH Ha CHHOATPHAIIHO yBpexkaaHe (Sick Sinus cHaIpoM), AUTOKCHH MOXKE I3 IPHYHHH
CHHOaTpHalleH OJIOK HIIH BIOIIABAHE HA CHHYCOBaTa OpaguKkapauns. |

MOHHTOPHHIET Ha CEpYMHOTO HUBO Ha JUTOKCHH MOXe Ja ObJie MHOIO IIOJIE3EH 3a ONpene/aHe Ha
Kypca Ha TepanusTa, HO TpaOBa Aa ¢¢ HMa NpeABU, Y€ TOKCHYHH J03M OT APYTH INIHKO3HIAW MOrar na
KOMIIPOMETHPAT PE3yATATUTE OT AaHATH3UTE M Ja HMUTHPAT PHBHAHO 3aJ0BOUTEIHHA PE3YITaTH,
YMeCTHO ¢ HaOMIOACHUATA 14 C€ MPOBEAAT IIPHU BPEMEHHO IPEKpAaTABaHE Ha MpHeMa Ha JUIOKCHH.

AKXO B pAMKHTE HA JIBEe CEAMULM MPEeAd HA9JIOTO Ha TEpAIHATa C ZUTOKCHH, ca OHIH NpHIaraHy Jpyrd
ChpASYHH I'HMKO3HIH, Ha MAIHEHTHTE Ce MPEnOphYBa MO-HUCKA HATOBAPBalia J03a.

[Ipn manpeHTH B HalpeaHalla BE3pacT, KAKTO M KOTATO MMa MPHYHMHH 32 NOHHXKeH OROpeueH KIMMPHHC Ha
TUIOKCHH, TpA0Ba Ja ce OOMMCIH peAYKHHUSA KAKTO Ha HATORAPBAIIMTE, TAKA H Ha [TOJIBbPXKALIMTE JO3H.

XHHOKCHHTEI, XHIIOKAJIHEMHAATA, XHIIOMATrHE3HEMHATA H ITOOYEPTAHATA XHHEPK&J]]_IHGMHH IIOBHIIIABAT
JYBCTBHTCIIHOCTTA Ha MHOKapia KbM IeHCTBHETO Ha CBhpACHHHTEC IN'THKO3HAH,

[IpH nalueHTH che 3a00NIBaHAA Ha IMUTOBMIHATA XJIe3a JUTOKCHH Ce NpHara ¢ 0Co0eHO BHUMAaHHE.
[Ipn xMnoGyHKIMS Ha XJIe3aTa HATOBAPBAIIUTE B MOAhPKAIIHTE 03K TpAOBA Aa ObAaT MOHHKEHH.
[Ipn xunepTHpeOUAM3EM CHIIECTBYBA PEJIATHBHA PEIUCTEHTHOCT KBM JUTOKCHH H € BB3MOXKHO Ja C¢
HAJIOXKH [TOBHEIaBaHe HA JosuTe. [To BpeMe Ha Kypc 3a JieueHHe Ha THPEOTOKCHKO03a, A03UTe TpAGBa na
OBZlaT NOHMKEHH, OKATO THPEOTOKCHKO3aTa He Oble oBNagaHa.

[TaumenTH CBC CHHAPOM Ha ManabcopOLus, KAKTO U NPETHPNEIHTE PEKOHCTPYKTHBHHE ONEpalliy Ha
FacTPOHHTECTHHATHUS TPaKT, MOraT Ja HMaT NOTPeOHOCT OT [TO-BHCOKH J03M JHTOKCHH.

IIpu puraTaymMcoBa HHTOKCUKALMA, PHCKBT OT BP3HHKBAHE Ha )KHBOTO3ACTpalllapalii apHTMHH NIpHA
IHPEeKTHA KapaHOBEp3HA HapacTBa MHOTOKPATHO H ¢ ITPABONPONMOPIIHOHANICH HA IIPHI0XKEHATa MOITHOCT.
ITpu NallHeHTH ¢ MPeNCHPAHO MBXKICHE, IIPH KOUTO € IUIaHYBaHA eJeKTPOKapAnOBeP3Hs, 1-2 THH NpenH
MaHHNyJalHATa € HeoOXOAHMO Ja ¢e CIIpe JedeHHeTo ¢ JUroKCKH (C oriiel u3ddareane nossara Ha
KaMEPHW apiTMHAH ). 1Ipy NalMEHTH ChC ChbMHEHHE 3a AUTHTAIMCOBA HHTOKCHKALIMI,
eNexTpoKapaHoBep3usaTa Tpabea na Obae oTnokeHa. [IpH HEOOXOAMMOCT OT CIIEIIHA KApAHOBEP3HS CE
H3MON3BA €JIEKTPOLIOK ¢ NTO-MAJIKa MOINHOCT. JIMpeKTHATa KapAHOBEP3HA € HETIOAXOASINLA 3a JIEGeHHE Ha
apUTMHHU, IIPHYMHEHU OT CHPACYHH TTTHKO3HIH.

Muoro ot 6naroTsopauTe epeKTH Ha TUTOKCHH BBHPXY PHTBMHUTE HAPYIIEHHS Ca PE3YNTarT OT 3a0aBsaHe
Ha ATPHOBEHTPHUKYNAPHOTO TpoBexane. IIp1 HanmuuHe Ha ChINECTBYBAUI HelrblieH AV 6510k censa fa
ce ouaxpa Obp3a nporpecHs Ha Omoka. IIpH Hanugle HA ChIECTBYBAWI IIbJeH 0ok, Moxe Aa Onpae
MOTHCHAT HOHOBEHTPHKYJIAPHHAT PHTBM. |




NaHEHTH C TPECEH MHOKapACH HH(QAPKT H XMIokanueMus, TpaOba Aa ce HMa IpejBH/l BPb3MOXHOCTTA 3a
BB3HUKBAHE HA APUTMUHU. |

IIpn maguenTH CTpaAallid OT AaMHJIOHA03a Ha ChPIETO, MPHAPYXKEHa OT ChplieuHa HEAOCTATEYHOCT,
TMIPHIOKEHHETO Ha JHTOKCHH KaTo 1110 TpsAOBa na ce u3barsa. 1IpH mankeHTH ¢ aMMIOKHA03a Ha ChPLETO
H NPeACHEPAHO MEBXACHE, TIPH JIMIICA Ha APYTa NOAXOAALIA TepalnsI, JRFOKCHH MOXe Aa Ob1e H3mom3BaH
Ip# YCHOBHE, Y€ KAMEPHATa YeCTOTa C€ KOHTPONIHpa BHUMATEIHO:

B PEIKH CIIYYaH TUI'OKCHH MOXE Ja [IPCAH3BHKA Ba30KOHCTPHUKLINA H clIeZiBa Ja ¢e n304area ITPH
ITAlIHCHTH C MHOKapIAHT.

- ITanmuenTH ¢ Gepr-OepH H yBpexaaHe HA CHPIETO HE pearupaT aicKBATHO HA TEpaNuATa ¢ JHrOKCHH, aKo
NOJICHKAUIMAT THAMHEOB ASQHIMT HE C& TPETHPa CBOeBpeMeHHO. B HaydHaTa jiMTepaTypa HMa JaHHH,
ye npH Sepu-0epu ¢ YBpekAaHe HA ChPHETO AUTOKCHH MOXeE Jia MHXHOHpPA HABNKU3aHETO HA THAMHUH B
MHOITUTHTE. |

IIurokcHH He TpA6Ba Aa ce Ha3HAYaBa NpU KOHCTPHKTHBEH IEPHKAPANT, OCBEH KOraTo Ce H3II0I3Ba 33
KOHTPOJI HA KAMEPHHA PHTHM TNIpH MPEACHPIHO MBXKAEHe HIH 32 IogoOpaBaHe Ha CHCTO/IHATA

THCQYHKIHS.

[Tpu manueHTH ¢ HapymIeHa CUCTONHA JieBOKaMepHa (PyHKIHS H HOPMAaJICH CHHYCOB PHTBM, JHIOKCHH
noaoGpsisa H3APBLAIHBOCTTA Ha (PH3MUECKO HaTOBapBaHe. BB3MOXHO € TOBA 1a C€ ObJDKH Ha
nonoOpeHaTa xeMoaHaMuKa. ITon3aTa oT JUTOKCHH 34 HallMeHTATE € HaaKaMepHH apHTMHH € To-
OTYETIIHBA B TOKOH, OTKOJIKOTO IIPH PU3HIECKO HATOBAPBAHE.

[IpexpaTaBaHeTO Ha IPHEMA HA OHTOKCHE MPH NMAUCHTH HA TEPaIus ¢ JUYPETHIIH, CAMOCTOATEIHO HIH
B koMOuHanuA ¢ ACE-HHXHOHTOPH, BOAH 00 KIMHHYHO BJIOIIABAHE.

[Ipu npHIIOXKEeHHe Ha IUTOKCHH B TEPAaNEBTHYHK A03u ce Habmonapar EKT-npoMeHH (yAbIDKaBaHe Ha
PR-mnTepBana u genpecusa Ha ST-cerMenTa; KakTo ¥ PaalIHBO NONOKUTENHHN ST-TpoMeHH IpH
eIEKTPOKapAHOrpaUYHH H3C/IeABAHNS C HATOBAPBAHE ), KOUTO ¢a O0YCIIOBEHH OT
€JIEKTPOOHU3NONOrHUHITE CBORCTRA HA JTUTOKCHH H HE Ca IIposBa Ha HHTOKCHKAIHS.

BunpekH ye MoBe4ETO MAalMEHTH ¢ XPOHHYHA KOHIECTHBHA ChpACYHA HEAOCTATEHHOCT ¢ NoAoOpsABaT
npH 6bp3a ZHTHTATH3AMAA ¢ JUTOKCHH, IPY HAKOH OT TAX JIMIICBA U3SABEHO, [IOCTOSHHO H ABJINOTPAHHO,
noxoOpeHHe Ha XeMOAHHAMHKAaTa. 3aToBa, peayd H300pa Ha AUTOKCHH KaToO CPeACTBO 34 MOAAbpKaILA
OUTHTANH3AlMA, OTTOBOPET Ha TepallkATa TPAOBA Ja Ce€ OLIEHH 34 BCEKH MAlHEHT IOOTACIIHO.

ITanHeHTHTE CBC CCPHO3HH PCCIIHPATOPHH 3a60naBanKA MOrar Aa IIPOABAT INOBHIICHA H}’BGTBHTEI[HDGT
Ha MHOKapa KbM JHIHTAIIHCOBH I'NIMKO3HH.

[Ipy manpexTH Ha JeYCHHE ¢ AUIOKCHH € He0OXONHMO MIEPHOAHYHO NpocieaBaHe Ha CepyMHHTE HHBA
Ha eNeKTpoJHTHTE H Ob0peunaTa GyHKIHs (CepyMHAaTa KOHIESHTpAlMA Ha KpeaTHHHH ). HecToTaTa Ha
NPOCHEAABAHE 3aBHCH OT CHCTOSHUETO HA NAMMEHTA.

4.5 B3auMopeiicTBHE ¢ APYTH JIEKAPCTBEHH NPOAYKTH M APyru $opMH Ha B3auMoJelicTBHE

- BaauMoaeHicTBHETO MOXE Aa ObAe Pe3ylNTaT OT Bb3ACHCTBHE BLPXY pPeHAHATA €KCKpe
B THKAHHUTE, CRHLP3BAHE ¢ INIA3MEHHUTE NPOTEHHH, pasnpeae/leHHeTO B ThKaHuTe, abcopl
TACTPOHHTECTAHAIHNSA TPAKT M YYBCTBHTENIHOCTTa KbM JUIOKCHH. BB3MOXHOCTTa 34 E



MEXIy MeAHKaMEHTHTE TpsOBa Ja ce MMa ITPeABH BHHATH, KOraTo ¢e HasHayaBa KOMGHHUpaHa Teparud
B HaH-100para npeanasHa MApKa IIpH B3HUKHANIO CEMHEHHE € MMPOBEPKATA Ha CEPYMHATa KOHHCHTPALIHA
Ha JJUTOKCHH.

JlekapcTBeHHTE MPOAYKTH, KOMTO MPEAN3BHKBAT XMIIOKANHEMHA (THASHAHHY OHYPETHIH, THTHECBH COJIH,
kapOGeHOKCONOH, KOPTHKOCTEPORAH) MOTAT Aa MOBHIIAT 9YBCTBUTEIHOCTTA KbM JHTOKCHH.
ITanMeHTHTE IpHEeMalId JUTOKCHH €a NMO-YYBCTBATEIHH KBM XHNOKAJHEMHATA, MPESAH3BHKAHA OT
CYKCaMETOHHYM.

[Ipn purdTatM3ApaHd DAOMEHTH KAJILAAT MOXXKE Aa IPUYHHY CePHO3HH apUTMHH, OCOOEHO aKo €
BbBeZICH OBp30 BeHO3HO. [1apaTHpeouHUTE XOPMOHM U BHTAMHH 1) yBenyaBaT HHBOTO HA KaJIlHA B
KpPBBTa U [10 TAKEB HAYMH MOTAT Jd MOBHUIAT YyBCTBUTECIHOCTTA Ha MAOKAp/Aa KbM JHUIOKCHH.
CepyMHHTE HHBA HA AMIrOKCHH MOraT Ja ObAaT MOBHIIECHH IIPH €AHOBPEMEHHO IPHIIOKESHHE C!
MHIOMETAIHH, aNnmpa3oiaM, GiaeKauHuI, TeHTaMHLIMH, HTPaKOHA30]1, Ipa303HH, CITHPOHOJIAKTOH,
XHHHIHH, XHHHH, BepanaMuall, aMAoapoH, nponageHoH, aMpOTEpHIIHH, MAKPOIHIHH aH THOMOTHITH
(epHTPOMHIIHH, KIIAPHTPOMHIIMH), TETPAIIHKINH (BEPOATHO H APYTH AaHTHOHOTHIIH ), TPHMETOTIPHM,
IPOIAHTE/HH, ATOPBACTATHH, IUKJIOCIIOPHH, EIIONPOCTEHO U KapBeaHOIL.

CepyMHHTE HHBA Ha JUTOKCHH MOTAT Aa OBJaT NOHHXEHH PH €AHOBPEMCHHO IIPHIIOKEHHE C:
apeHANMH, AHTHAIIMAY, KaOMHH-TIEKTHH, HIKOH OCMOTHYHH JIAKCATHBH, XOJICCTHpaMiH, akapbo3a,
canbyramol, cyiadacanasiH, HCOMAIAH, pu(haMIULMH, HAKOH I];HTDCT&THLIH (EHHTOUH,
METOKJIONIPaMH I, MEHHLUHIAMYH H XBJIT KAHTAPHUOH.

EnHOBpeMEeHHOTO NPUIOKEHHE HAa JUIOKCHH ¢ HAKOM KANIHEBH AHTArOHHCTH MOXE Jia JOBENE A0
NOBHINABAHE Ha INIa3MEHUTE MY KOHIleHTpanuu. Bepanamu, deloAUITHH ¥ THANIaMH NIOBHIIABAT
CEpPYMHHTE KOHIEHTPALIMH Ha AUroKCHH. Hude THITHH ¥ AHITHA3EM [TOBHINIABAT CCPYMHHTE
KOHIIEHTpAllHH Ha AUIOKCHH ¢aMO NOHAKOra. M3pagunud He MpOMEHs CEpyMHHTE KOHLSCHTPALMH Ha
aurokcud. ACE-HHXHOHTOPHTE MOBUIIABAT CEPYMHHUTE KOHLICHTPALIMH HA JUI'OKCHH CAMO ITOHAKOTa.
[Tponparonon 1 Apyrd GeTa-610KepH, NPHUIaraHd eIHOBPEMEHHO ¢ JUTOKCHH, MOTAT Ja IIOTHCHAT
OOMBIHUTEIHO MpeAChPIHO-KAMEPHAaTa MPOBOANMOCT.

MupagHOH He MpPOMEHS PABHOBECHOTO ChCTOSHHE Ha CEPYMHOTO HHBO HA JUTOKCHH.

JarokcuH e cybeTpar Ha P-rimkonpoTedHa, 3aTopa HHXHOUTOpUTE HA P-rITHKONpOTEMHA MOTaT Ja
NOBHINAT KOHLICHTPAIIHATA Ha JHIOKCHHE B KPBBTa Upe3 NomoGpaBaHe Ha pe3opliuara WMy
MOoHHKaBaHe Ha 6b0peyHHA KIHPBHC (BX. TOYKa 3.2).

4,6 Depraanrer, (pEeMEHHOCT H KbpMeEHe

bpeMeHHOCT

He € H3BECTHO JaJIH THIOKCHH HMa TEPaTOTeHHH e(EKTH.

Hama nadopManua gami qJurokcuH uMa edekT BbpXY QepTHIHTETa IPH Xopa.

BBIpeKH 9€ N03MPOBKATA ¥ KOHTPONBT HA TEPAMUATa ¢ JUIOKCHH Ca No-Clabo MpenckKasyeMH MpH
OpeMEHHH KEHH, OTKOJKOTO NIPH MALKECHTH, KOATO He ca OpeMeHHH, OpeMEHHOCTTa HE Ce ABABa
NPOTHBONOKA3aHHAE 32 ynorpeda Ha JUTOKCHH, KATO B HAKOH CIy4ad JOPH € HEOOXOJHMO NOBHIIABaHe Ha
flo3aTa o Bpeme Ha SpeMenHocT. KakTo NpH BCHYKH J€KapCTBa, JUrOKCHHE TpsAOBa Aa ObAe MpeAnHCBaH
Ha OpeMEHHHM XEHH CaMO KOrato moi3ara OT JIeUeHHETO Ha MaliKaTa MPeBHINABA BE3MOXHHSA PHCK 34
nozna.

He ca naGmronasanu saﬁenemﬂmn HeXeIaHH PeaKIMH Iy ILIOAAa ¥ HOBOPOIEHOTO, KOTATO CEpYMHHTE
KOHIEHTPALNH HA JUT'OKCHH ITpU Malkata ce MoAABpKaT B HOPMAJIHU MPaHHLIK, IOPH H NPH
MpOAB/DKUTEIHA IPEHATANHA EKCIIO3HIMA Ha AHTHTaHCOBH INIHKO3HAH. BENPCKH ue ce € CMATAlIO, 4e

3a00NsBaHeE 32 TOBA. H[JHJIOJI{BHHBTD Ha JMIOKCHH HA MalikaTa € MeTOM, KOHTO yCIe
TPETHPAHE HA TAXUKAPAHA X KOHNeCTHBHA ChpAevHa HeJOCTATHYHOCT NPH ILIOAA.
Hexenann peakdd NpY N0 ¢a HabmonaBaHH B CIyYaH ¢ JHTHTaJHCOBA HHTOKCHIE




KspMmene
JHTOKCHH C€ eKCKpeTHpa ¢ MAYHHOTO MIISIKO B HE3HAYHTCIIHK KOJMHYCCTRA, HOPAAH KOCTC NEYEHHETO C
JAHTOKCHH Ha KbPMCITH XX€HH HE € IPOTHBOIIOKA3AHO. | | |

4.7 Edexru BbpXy cnocoGHOCTTA 32 modupane H paGoTa ¢ MamIWHH

Hma crobuieHnd 32 HapymeHnd B 3peHneTo W pyHkuuuTe Ha I{HC npu nanuenTy, npHeMaily JUTOKCHH,
CJIeOBATETHO TAIHEHTHTE TPA0Ba a BHHMABAT, Koraro modupar, paboTar ¢ MalllHHA AIH H3BBLPIIBAT
OMACHH OICHHOCTH.

4.8 HexenanH JekapcTBeHH PeaKIHH

HesxenanuTe peakuy ca MpeNcTaBeHH 0 CACTEMATa OpraH-KIac B 9eCToTa. YecToTara ce onpeaeis no
MedDRA xato: MHOro uectd (> 1/10), gyectn (= 1/100 no <1/10), newectu (= 1/1 000 no <1/100), peaxu
(= 1/10 000 mo <1/1 000), muoro peaku (< 1/10 000), BKITFOYHTENHO OTACTHH CHOOIICHHUS.

MHOro JecTHTe, 4ECTHTE H HEUESCTHTE PSAaKIHH €A YCTAHOBEHH TIPH KIMHUYHH NPOYYBAHHS, KATO
CIIy9aHTe ¢ maneto ca B3erd nmoj BHEMaHHEe, Hexemanure leKapcTBEHH peakiMy, YCTAHOBEHH NpPH
TOCTMAPKETHHTOBH HaOIFOICHHS C& CUMTAT 3a PSOKH HIIH MHOTO PEAKH (BKIIIOUHMTENHO OTACIHH
ChOOIIEeHH ).

Hapyiiesns Ha KpbRTa W TAMGMHATAE CHCTEMA
Mmuoro peaku: TpoMOOLHTONMCHUA

HapyiieHud Ha MeTaboIHu3Ma H XpAaHEHETO
MHOro peakKu: aHOpeKCcHs

[IcHXVYHY HAPYIIEHNUS
HeuecTH: genpecHs
MHOro peaKH: ncuxo3a, anaTtida, OOLPKBAHE

HapynieHus Ha HEPRHATA CUCTEMA
UecTH: cCMYILICHHA BEB dyukuuute Ha HHHC, 3aMasHOCT
MHOro peaks: ramasoboame

HapvnieHus Ha O4uuTe |
YecTH: HapynIeHOo 3peHKe (pa3MasaHO BIDKJAHE, BUKIAHE B XBIITO)

CopaevyHy HapyLUeHud
YecTH: apHTMHA, NPOBONHH HApyllleHHs, OHIreMHHHS, TPHUIEMHHHKS, YIb/DKaBaHe Ha PR-HHTEepBaia,

CHHYCOBa OpaauKapams |
MHOro peiku: HaJKaMepHa TaXuapHTMHS, IPEAChPAHA TaxuKapaus (¢ Wik 6e3 010K), HojanHa
TAXKKapAHA, KaMepHa apUTMHS, KaMEpHA EKCTPaCHCTONUs, Aenpecks Ha ST-cermenTta B EKT

CroManiHO-4YpeBHY HADYIIICHH
- YecTu: rafieHe, NOBpblOAHE, OHAPHA
MHOro peKH: HCXeMHA W HEKpO3a Ha yepBaTa

HapyllieHUs Ha KOXATa H IOAKOMKHATA ThKaH




YecTu: nnpexoaHHd OOpUBH MOLO0HN HA YPTHKAPHSA HAKM CKapJaTHHA, KOUTO MOrar Ja ObAaT NPHAPYKEHH
C M3pa3cHa CO3HHO( NI

HapyiieHus Ha BB3NPOH3BOAMTENHATA CHCTEMA W ThpJIaTa
MHOT0 peaKH: THHEKOMACTHS TpH HPOABDKUTENICH NPHEM

Oo0mm Hﬂgﬂm CHHI H BQEKTH Ha MACTOTO Ha IIDHIIOKCHHC

MHuoro peaks: yMopa, 00O HEPA3NONIOKEHHE, OTIALHATIOCT

4.9 IIpepozupane

[IpH3HamuTe Ha Npefo3upane ca NoAoOHH Ha Te3H, OITHCaHH B TOYKA 4.8, HO MOraT Aa ObAaT mo-4eCTH H
ITO-TEXKH. |

[Ipu3HanuTe Ha HHTOKCHKALHA C TUTOKCHH 3aII0MBAT /1a CE MPOSBABAT C MOBHUIIEHA Y€CTOTA IPH HHBA
Hax 2,0 ngr/ml (2,56 nmol/l), Makap de YyBCTBUTEIHOCTTA NIPH OTACIHATE HHAWBHIH BapHpa
3HAYMATENHO. OUeHKa Jaiy CUMIITOMHTE HA [TAMKEHTA C¢ ABIDKAT HA TepanuaTa ¢ JHIOKCHH MOXE na
Oble HampaBeHa Clie KaTO Ce B3eMAaT [IpeIBH BaXHH (aKTOPH KATO KIHHHYHHKA CTAaTyC Ha mallHeHTa,
CEpYMHOTO HHBO Ha KATHi H QYHKIHMHMTE Ha IIHTOBHIHATA »J1e3a (BX. TOUKA 4.2).

Bs3pacTHH
KinHuvANTe HAOMOASHNS NTOKA3BAT, 9¢ [IpH BB3pacTHH 03 ChpacuHo 3aboisiBaHe, CBPbX/03a AHIOKCHH
ot 10 no 15 mg Boan A0 CMBEPT Ha MOJOBHHATE [TALUEHTH.

Cumnmomu Ha npedo3upane om CmMpara Ha Copyemo

CHMIITOMHUTE OT CTpaHa Ha CHPIIETO ca HaH-4yeCTHAT M CEPHO3CH 3HAK 32 OCTPa HWIH XpOHHYHA
IUTHTAIIACOBa HHTOKCHKaIMA. Hak-A3pa3eHHTe ChbpOSYHH CHMITTOMHE Ce NposBSBaT 3 A0 6 yaca cnefn
Ipeao3upaHe H MOraT jAa MepcHCTHpaT Ipe3 cileapamnTe 24 yaca WM no-asaro. Ha npakTika,
MHTOKCHKAIHATA ¢ JUTOKCHH MOXE J1a ¢ MPOSBH KaTo IIPOMU3BONICH THII apUMTMHA. YecTH ca H
MHOXECTBEHUTE PHTBMHH HApYIIEHHA IIPH €JHH H CHIIH NauHeHT. Te BKIIOYBAaT NapOKCH3MANHA
MpeACHPAHA TaXHKApAHA ¢ TPOMEHIHB AV-0I0K, HOAATHA TaXHKapAus, OpafiuppexBeHTHO NPEACHPAHO
MBXIeHe (C MHOTO MAJIKH BapHAaI[HH B KaMepHAaTa YecToTa) H OudaciuxynapHa KaMepHa TaXuKapIHs.
KamepHHTE €KCATPACHCTONH ¢a Hali-paHHATa H YECTa NPOABa HA apUTMHUA. T—Iec*ro ce NpOosBABAT
OHMreMHHHS HIIH TPHMeMHHUSI.

Yecto ce mogBaABAT CHHycOBaTa Opagukapausa H Apyrd OpaaHapHTMHH,

Yecr e cepaeunnar 6ok ot I, Il u 11l crerien, kakto H AV JHCOLHAOUATA.

PaHeH npH3HaK HA HHTOKCHKALKSA MoXke a OpAe yoarnkaBaHeTo HA PR-HHTepRrana.

IlprisHax Ha MHTOKCHKANUA MOXKE Aa ObAe U KaMePHATA TAXUKapIUSL.

MHTOKCHKAIAATA ¢ JHTOKCHH MOXE JIa IOBEAE 10 ChpASUEH apecT; OOMKHOBEHO daTalleH, KaTo
[IOCNICACTBUE OT ACHCTOJHSA HIIH KAMEPHO MBKIACHE.

XHIIOKATAEMHUATA MOXE 1a JOMPHHECE 33 HACTBIIBAHE HA HHTOKCUKALIUA (BXK. TOuKa 4.4)

Cumnmomu Ha npedo3upane om CmMpana Ha Opyau Op2any u Cucmemu

BBp30TO HaTOBapBaHE ¢ MHOI'O BHCOKH JO3H BOIH [0 JIEKa 0O H3pa3eHa XUIIOKATHEMHUI,
ONOKHpaHe HA HATPHH-KAJIMEBATA [IOMIIA.
I"'acTpOMHTECTHHATHUTE CHMIITOMH €2 MHOTO Y€CTH NIPH OCTPa HIIH prHH'JHa MHTOKCHKS
TOBEYE OT [IOJIOBHHATA MAMEHTH TE NMPEAX0XKAAT CHMITOMHUTE OT CTPaHa HA ChPLETO (




nanaH). B nosedero cnyuan (Ao 80%) ce cpobinana 3a aHOpeKcHA, FaAcHe ¥ NOBphILaHe. Te3n
CHMIITOMH Ce [IPOSABABAT CPABHUTENHO OBP30 Cliell npeA03UpaHe.

CHMIOTOMH OT CTpaHa Ha 3PEHHETO M HEPBHATA CHCTEMA Ce IIPOSBIBAT KAKTO IPH OCTPa, Taka H NpH
 XpOHHYHA HHTOKCHKaLMA. MHOI'O 9€CTH CHMIITOMHE Ca 3aMasHOCT, Pa3IHUHM CMYIICHHA BBB QYHKIMHTE
Ha ITHC, yMopa u o61mo Hepasnonoxenue, Hali-uecTd ca HapynIeAWATA B [BETHOTO 3pEHHE (BIDKIAHE B
*KBITO-3€I€HO). 3pUTCIHATE ¥ HEBPOIOTHYHH CHMIITOMH MOTAT Ja IEPCHCTHPAT AOPH CJIE] KaTo
APYTHTE CHMIOTOMH Ha HHTOKCHKALIMA BEYE ¢4 OT3BYYaNH. |

IIpn XpOoHHYHA HHTOKCHKALHA MOTaT Aa npeobaajasar HecnenHpHUHKETE OOIIY OTUTAKBAHHA KATO
¢1ab0CT H Hepas3IIOJOXKEHHE, '

Heua

Kiuauyunte HaOMIOAEHHA OKA3BaT, Y€ NMPH Aela Ha BB3pacT oT 1 10 3 rogusm 6e3 chpAcyHo
3a00/ABaHe, CBPRXA03a AUTOKCHH OT 6 10 10 mg BOAH A0 CMBPT Ha NOAOBHHATA NALHCHTH.
[ToBedeTo cCHMNITOME HAa HHTOKCHKAIHA IIPH ACHATA CE HPOABABAT 10 BpeMe Ha Ha9aJlHATa
IUTHTAIHU3AlKA HIH CKOPO CE] TOBA.

Cumnmomu na npedosupane om cCmpanda Ha Cvpyemo

[Tpu meuata ce NpOsIBABAT ChITATE ADHTMHH HITH KOMOWHAIIAK OT apHTMUH, KakTO NPH Bb3pacTHHTE. B
neaHATPHYHATA MOMyNaIs c€ HaOMmoAaBaT No-pAAKO CHHYCOBa TaXMKapAHsA, HaJKaMCpHA TaXHKApIAHS H
TaXH(PPEKBEHTHO MPEACHPIHO MBX/eHe, [lo-decTH ca npopoaHuTe (AV) HApYIIEHNA H CHHYCOBATA
Opaguxapani.

KaMepHaTa €KCTPacHCTOMHS € MO-pAKKA, HMa ChOOIEHN 32 KaMepHa eKCTPaCHCTONNA, KaMepHa
TAXWKApIHA H KAMEPHO MBXASHE CaMO B CIIyvaH Ha MOIIHO HpEeJo3HpaHe. .

ITpu mena, npyeMallid AMTOKCHH, BCSKO PUTBMHO MIJIH NIPOBOJHO HAapyIICHHE Ce/Ba [1a € CYMTa 32
[IPHYHHEHO OT JUTOKCHH, OCBEH aKO IOCIeABalllaTa OlieHKa JOKaKke [IPOTHBHOTO.

Cumnmomu Ha npedo3upane om cmpana Ha Opyau Op2anu  cucmemu

[Togo6HO Ha BL3PacTHHUTE, YECTH eKCTPAaKapAKaIHH CUMIITOMH ca TE3H OT CTpaHa Ha 3peHnero, [THC u
IaCTPOMHTECTHHANHNA TpaKT. IIpy KbpMadyeTa H MalKH Jela Mo-pAOKO ¢€ CpelllaT raJjeHe H MOBPBINAHE.
B nonblIHEeHHE KbM HEXENaANTE peakiiuy, HabMmoaaBaHu IPH NPUNOKEHHE HA NPENOPEYaAHHTE A03H,
IIpH NpeRo3npane ce ¢hro0mana H 32 3a0aBeH pacTex M pa3sBHTHE NPU KbpMadeTaTa, 3aryba Ha Terjao npH
[IO-TOJIeMHTE Jela, KopeMHH OONKH CISACTBHE OT HCXEMHUA Ha ME3CHTEPHAIHHTS APTEPHH, 3aMasgHOCT H
ITOBSACHYECKH HAPYILECHHA, BKIIIQUATEIHO MCHXOTHYHA CHMIITOMATHKA.

JleueHHe
[IpoMHBKaTa HA CTOMAaxa cliefl CKOPOIIHO MOrTblane (CIlyJaliHoO WM YMHLUICHO CaMOOTPABSHE)
CIOoMara 3a pelyllHpasHe Ha KOJIMYEeCTBO AUIMOKCHH, HAMHYHO 3a abcopOuud. 1lanHeHTATE, IOTBIHATH
rojieMH KOIHUYECTBa JUTOKCHH TpAOBa /1a mpHeMar roasMa J03a aKTHBEH BBIVIEH, KOHTO CBHP3Ba
IUTOKCHH B FaCTPOMHTECTHHAITHHSA TPAKT H MpefoTBpaTABa abcopbungra. |

AKo BB3pacTeH 6e3 ¢chpaedHo 3abonasane, MOreJHe nopeve 0T 25 mg AUTOKCHH, PE3yATAThT € CMBPT
HJIM IIPOTPECHBHA HHTOKCHKANMSA, KOETO MOXe f1a 6b/le MpeNoTBpaTeHo EJHHCTBEHO C BEBEKIAHE Ha
NUrokcHH-cBbp2Bamy anTrTena (Digibind®). Ako aere Ha BB3pact or 1 A0 3 rogusy, 6e3 ChpAEHO
3a00nsMBaKe, noreJHe nMopede or 10 mg AUrOKCHH H He &bJAT BEBEACHH TUTOKCHH-CBbP3BAIH AHTHTEIIA,
~ ¢aTaJHUAT U3XOJ € rapaHTHPAH.
HanuunaTa xunokamaeMus TpaOBa na 6bAe kopurupana. B ciyyan Ha MONTEIIAHE HA FOJE MH B
KOJIMYECTBA JUTOKCHH, CKEJIETHHTE MYCKYJIH OTHEJIAT KaJHi H TOBA MOXE Aa AOBEIE A0 XHAPke
32TOBA, NIPENN MIPHIATaHETO HA NpenapaTH, KOPUTHpallld XHIOKanueMHATa, TpAdBa Ja O
CEPYMHOTO HUBO Ha Kau4. | |




bpagnapuTMHHTE c€ MOBIHABAT OT aTPOIIKHH, HO MOXKE [1a CC HAJIOXKH BPEMEHHO MOCTABAHE HA
neicMmeitkep. KaMepHuTe apuTMHAH Ce MOBIHABAT OT JIHAOKAVH H (JEHHTOHH.

[IpH KHTOKCHKAIMS ChC CBHLIECTBYBALNA OIACHOCT 32 JXHBOTA, AHANH3ATA HE € MOAXONAN METOH 3a
OTCTPAHABAHE HA AUI'OKCHH OT OpraHW3Ma. | |
HHTpaBEHO3HOTO MPUIOKEHHE HA CHIEMUUIHY JATOKCHH-CBhP3BAIlH (OBYH) aHTHTENA BOIHU 10 OBp30
OT3ByJaBaHE Ha CHMITOMMTE H YCIOKHEHHATA CBBP3aHH ¢ AHTHTAINCOBATa HHTOKCHKauus. Digibind®e
€IHUHCTBEHOTO CIIeIMGHYHO JIeUeHHE HAa HHTOKCHKAUAATA C AUTOKCHH.

5, ®APMAKOJOIMYHHU CBOMCTBA

31 @d@apMakoaHHAMHYHH CBOWCTBA
DapMaKOTEPANIEBTHYHA fpyna: Cepaeunn ripko3un, garataymcoBd, ATC xoa: CO1A A0S

JIMrOKCHH € JleKapCTBeH IMPOAYKT OT IPyNaTa Ha JHTHTAMCOBHTE IMTHKO3UH. [IpATE:KAaBa MOIIEeH
MONIOKHUTENIEH HHOTPONEH H HATMOTPOTIEH M OTPHIIATENIEH XPOHO- H JPOMOTPOIICH €(EKTH BhPXY
MHOKapaa. bnaronpuaTHiuTe ¢heKTH Ha JUNrOKCHH ¢a pe3yITaT Ha JUPEKTHOTO MY ACHCTBHE BHEPXY
ChbpPACYHMA MycKyJl. EdekTHTe ca MpONOPLIHOHAIHH Ha J03aTa M C€ NOCTHIaT ChC CPaBHHTCIHO HUCKH
n03H. JIMTOKCHH Bh3AeHCTBa BRPXY €NCKTPHYECKATa ASNONApU3AIAA HA KISTKHTE HA MHOKApaa |
CBBP3aHOTO C TOBA MOBIHMSABAHE HA TEXHUA KOHTPAKTHIMTET. JIHTOKCHH NPUTEXABa BHCOK aQUHUTET 110
otHowmeHNE Ha Na'™ 1 K-ATP-eH3HMeH KOMIUIEKC IO BHHIIHATA YacT Ha KneThyHaTa MeMOpaHa, KaTo
uHxnOHpa MeMbpannata Na' /K™ aktusupana AT®d-a3a, B pe3ynTaT Ha KOETO Ce NOBHLIABA HHIIYKCHT Ha
KanyeByd HOBM npe3 MeMOpaHaTa ' HHTpalETyJapHHTE KaHeBH HHBa B MOMCHTBT HA CIIPSATaHe Ha
Bb30YXKOaHETO H ChkpalleHneTo. EQHKacHOCTTa Ha IATOKCHH ce MOXe 1a ObAe 3HAaYMTEHO [IOBHIIEHA
Ip¥ HUCKa €KCTpalie/IyIapHa KOHIIEHTpalMs Ha KaJ|s, JOKATO XUIepKaIneMHITa HMa oOpaTeHd edekT.
HuaupexkTHOTO JeliCTBHE Ha ZHTOKCHH BbPXY ChPACUHO-CBA0OBATa CUCTEMA CE€ OCBHINECTBARBA Upe3
aBTOHOMHATa HepBHA cHereMa (AHC) ¥ 0THOBO ce Ib/DKH Ha HEXHOupane Ha Na'/K' moMma B KJIETKHTE
Ha AHC. BaroMuMeTHYHOTO OeHCTBHE BOAH 0 NOHMXaBaHe Ha CHMIIATHKOBHA TOHYC H HaMasneHa
YECTOTa HA NPOBEXKAAHE Ha HMITYJICHTE IIpe3 NpeAchpauATa u AV-pb3ena. CnesoBaTesHo, INapeH
6naronpusTed edekT Ha JHTOKCHHA € 3a0aBsHe HA KAMEPHATA YeCTOTA.

HNHIAPEKTHHTE IPOMEHH B CHPASYHHS KOHTPAKTHIIATET CE€ TBIDKAT CHIIO M HA NPOMEHHTE BB BEHO3HHA
KOMILJIAHBHC, KOHTO €A Pe3yNITaT OT MpOoMeHeHaTa akTHBHOCT Ha AHC H JMPEXTHO CTHMYJIHPAILIO
BB3/IeHiCTBHE BEPXY BeHuTe. OOImuaT eekT BEpXy NMPKYIalHATA HE € €AHAKEB PH OTACIHUTE CYOEKTH
H CE YIIpaBJIsBa OT B3aHMOICHCTBUETO MEXAY AUPEKTHHS H HHARPEKTHHA MEXaHW3IBM HA ACHCTBHE HA
aurokcud. IIpu HaxoM HajiKaMepHH apDHTMHHE € BOJEIIO HEBPOTeHHO-MEeIUHPAHOTO 3a0aBsiHe Ha
NIPOBESKAAHETO B AV-Bh3ena.

IIpu NalUeHTH CBC CHPACYHA HEAOCTATHYHOCT CTEIICHTA HA HEBPOXOPMOHAHA aKTHBAIHA Ce acCOIHHpPA ¢
KJIMHHYHO BOII&BAHE H PHCK OT [TOBHIIEHA CMEPTHOCT, He3aBHCHMO OT CBOS HHOTPOINCH €(EKT,
JUrOKCHH NMOHHKaBa aKTHBHOCTTA Ha CHMIATHKOBATA HEPBHA CHCTEMA M CHCTEMAaTa pCHHUH-aHIHOTEH3HH
¥ Taka MOXe Jia TOBausAe 6J1aronpUaTHO NpexXUuBIeMoCcTTd. MexaHuaMuTe 3a TOBA OCTaBaT HEACHH.

52 @apMaKOKHHETHYHH CBOHCTBA

Abcopbuusg
Edexr Moxke na 651¢ Habmonasan 0,5 10 2 yaca clieR MepopaaHo NPHIcKeHHe H JOCTHTa CBOS
MaKkCHMYM cJjel 2 Ao 6 uaca. JIlurokcuH uma Obp3a M NOYTH NBJIHA FACTPOCHTEPAIHA pe:;o
80%). Koraro nosara AHrOKCHH € IpHETa Clel XpaHeHe, CKOpPOoCTTa Ha pe3opduus e 3abay
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O0III0TO KOMHYMECTBO Ha pe30pOHpaHusa TUTOKCHH € oﬁmgHéBeHo HenpoMeHeHo. I1pu Tab
OMOHATMYHOCTTA HA [IEPOPATHO MPHIIOKEH AHTOKCHE € OKOIo 63%. |




Pa3nipenenenuc -

[IbpBOHAYATHOTO pasNpeAceHHE HA JUTOKCHH NpoabpkaBa ot 6 1o 8 gaca. To e cieaBaHo oT

- TMIOCTETIEHHO NMOHKKABAHE HA CEPYMHATA KOHIEHTpAlHE, 3aBACEI0 OT CKOPOCTTA Ha EKCKPEIH Ha
JTHTOKCHH OT OpraHu3Ma. JIMrokcHH aMa roiisM obeM Ha paznpeaencHie (Vds. = 510 1 mpu 3apasn
10GpOBONIHM), KOETO AEMOHCTPHPA, Ye TOM paslpe/ens B 3HaUMTENHA CTETIEH U Ce CRBP3Ba ¢ MHOTO OT
ThKaHuTe. Haii-BHCOKH KOHIEHTpalMH Ha JUTOKCHH Ca K3MEPEHH B ChbpLIETO, YePHHS ApOO H
6nOpenmTe, KaTo KOHIEHTPALMUTE B CHPIeTo Haapumapar 30 MeTH Te3d B KpbBOOOpallleHHeTo. BhIpeKH
ye KOHIIEHTPAIMATA B CKEETHHTE MYCKY/IH € N0CTa MO-HUCKA, TOBA JIeno He TpadBa fa Op0e
MOALEHABAHO, 3aIL0TO Te npencTaBnasar 40% oT TenecHoTo Terno. CERBp3Ba ce ¢ NIa3MEHHTE IIPOTEHHN
1o 25%. .

EMUMUHHPAHE - -

Otaend ce OT OpraHu3Ma OCHOBHO 4pe3 On0peluTe, B HEIpOMEHEH BUA. JIUroKkCHH ¢ cybcTpar Ha P-
[MTHKOIIPOTEXHA, KOWTO € TPaHCIOPTEH IIPOTEHH B AlIHKAUTHATA MeMOpaHa Ha SHTEPOLUTUTE ¥ MOXE Ja
orpaHHud abcopOIHITa HA OUIOKCHH. P-TIHKONpoTeHa B NIpOKCHMANHUTe OB0peunH TyOynHn e BaxeH
dakTop B peryinanusta Ha 6p0peuHaTa eKCKpelHs Ha QHrOKCHH (BX. TO4YKa 4.3).

IIpu 6-aHeBeH nepHol Ha MPOCICAABaHE Cllel; BEHO3HO MPHIIOKEeHHE, MexXay 60 u 75% ot npnnﬂmeﬂa'ra
1034 Ce OTKpHBa HENpOMeHeHa B ypHHaTa. JIHMOKCHH ce eKCKpeTHpa OCHOBHO 4pe3 Grlpenure, Kato
[IPOLEHTRT AHEBHY 3aryOH e (GYHKIHA Ha KPCATHHHHOBUST KNHPBHC, NOJYYEH OT KOHLCHTPAIIHATA Ha
CepyMHHA KpeaTHHHUH. ToTanHuAT B 6p0pedeH KIMpHHC Ha JATOKCHH NMPH 3ApaBH Xopa e 193 £25
ml/min, pecoektuBHO 152 * 24 ml/min.

[Tpu Manka gacT oT HHAUBHAHTE HaX 40% OT OpanHO NPHETHIT JUTOKCHH CE TPaHC(OpMUpa OT
GakTepurTe B AcOENOTO YepBO A0 KApAHOHEAKTUBHY MPOAYKTH ([IPOAYKTH OT PeAyKIMATA HA JUTOKCHH
wim DRPs), KOHTO ¢€ eKCKPeTHPAT ¢ ypHHATa. Y CTAHOBEHO €, 4¢ OBOpeyHHAT KAHPLHC Ha ABaTa
OCHOBHH MeTaloiTa JUXHAPOAHTOKCHH H JUTOKCHTeHHH € 79 + 13 ml/min, pecnextusHo 100 + 26
ml/min. |

[Tpn naupenTy ¢ HOpManHa OKr0peyna GyHKIHA BpeMETO Ha NOMyeIUMAHHpaHe (112) OT OpraHu3Ma € oT
30 g0 40 gaca.

EJuMHHHPpAHE IPH COCIIMATHH MAlHEHTH

[Ipu maiueHTH ¢ HapymeHa 660peyHa QYHKI{HA BpEMETO Ha OIYEeNTHMHHHPAHE C€ yB/DKABA, a NIPH
aHypus Moxke aa 6pae ot mopsanabka Ha 100 vaca. [Io-roysiMara yacT OT JUIOKCHH € CBBP3aHa C ThKAHHTE
¥ € H3BBH LIMPKYJIAaLKsTa, 3aTOBA ToM He ce eMMMHHApa e(heKTHBHO TIpH KapAMOIyMoHacH Galinac.
Cren 5-4acoBa XeMOAuanu3a eaBa 3% 0T AHTOKCHH CE OTCTPAHABA OT TSIOTO.

BEOpEUHHAT KIHPBHC HA AMTOKCHH IIPH HOBOPOJICHHUTE € NOHKMKEH, 3aTOBa TPAOBA J1a Ce MpeABUAH
ajeKBaTHA pefyKIUs Ha 03aTa H MHIHBHAYATHO Ao3UpaHe. ToBd € 0co0eHO H3Pa3eHOo NMpH
HEAOHOCEHHTE, 3aI0TO ObOpEUHUAT KNUPBHC € CBBP3aH ChC 3pENOCTTa Ha ﬁ"bﬁpeqz-la'ra (pyHKLIHA.
KTuphHCHT Ha MHIOKCHH HA 3-MecedHa Bb3pacT € 65,6 + 30 ml/min/1,73m?, 3a cpaHenne ¢ 32 + 7
ml/min/1,73m” na BB3pacT 1 cepMuna. Cie HEOHATATTHHS NEPUOA, ACIAaTa KAaTO A0 C& HYKAAST OT 1no-
BHCOKA JO3HPOBKA CIPAMO TEIECHOTO TEIVIO H TelleCHATa MOBBPXHOCT, OTKOJIKOTO Bh3PAaCTHHTE.

3.3 IlpeakJIHHHYNRHA XAARHH 32 §e300aCHOCT |

He ca mpoBexcaaH¥ IpOy4YBaHHS BBPXY CKCHCPHMEHTAIHU JKMBOTHH 3a KapUHHOT€HEH M MYTAr¢HEeH
NOTEHITHAI Ha HTOKCHH.

6. PAPMAIIEBTHYHHA JAHHH

6.1 CnuchK HA DOMOIIHHATE BelllecTBA




MHKPOKpHCTAJIHA 1[ETyNI034
ApEBUYHO HHIIECTE

TIOBHIOH

MAarHe3ueB creapar
KOJIOMJAJIEH CHIIHIIHEB AUOKCH

6.2 HecnBMeCTAMOCTH

He ca 13BecTHH,

6.3 Cpoxk na rogaocr

3 TOIUHH,

6.4 Coenua/jng YCJIOBHS HA ChXPAHEHHE

To3H nexapcTBEH NPOAYKT HE H3HCKBA CTICITHAJIHH YCIOBHA HA ChXpaHEHHE.
6.5 BnancoabpxanAe HA ONAKOBKATA

[To 10 tabnerku B 6mucTep ot PVC/amymunueso ¢omuo; mo 2 umm 5 OGimicTepa, 3a€AHO C JMCTOBKA B
KapTOHEHA KYTHSI.

6.6 CoendaIna NPeINa3HH MepKH IPH H3XBLP/ISHE

HsMa cienaiHm H3UCKBAHHA.

7. IIPHTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA
COOAPMA ANl

yi1. Unuercko moce 16

1220 Codmus, benrapud

8. HOMEP(A) HA PASPEHHIEHHUETO 3A YIIOTPEBA

9600271/03.06.2002

9. JJATA HA ITbPBO PA3PEIIABAHE/IIOJHOBSBAHE HA PASPEHIEHHMETO 3A
YIIOTPEBA |

03.06.2002

10, JATA HA AKTYAJIM3ZHPAHE HA TEKCTA

Anpun, 2016




