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KPATKA XAPAKTEPUCTHKA HA TTIPOAYKTA




1. MME HA JIJEKAPCTBEHMS MPOXYKT W3MbJiHUTERHA ATEHUNS 110 NEKAPCTBATA
DAMIKE X2PBKIIODUOTTILKS W NDOGYXTME - TIDUAOK ML |

Codazonon 40 mg npax ¥ pa3TBOPHTEN 3a HHKEKLINOHEH pa3TBOf
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Ferasryrgrrera srarrr i fd ik d Sanspggrsdnr s EFdEBAFRAd R dypiaerhidrnddskbdd Rl

Codazonon 40 mg npax ¥ pa3TBOPUTEN 32 HHXEKLIMOHEH pa3TBOP:
1 pnaxkoH ¢ mpax 3a MHXKXEKUMOHEH Pa3TBOP ChAbPKa AKTHBHO BELLIECTBO METHNINPEAHW30JIOHOB XUAPOTeH
cykuuHar (methylpednosolone hydrogen succinate), ekB. Ha MeTUNNpeAHU30I0H (methylprednisolone)

40 mg.

| ammyna c pasTsopuTen cpabpxa 1 ml crepuH3MpaHa BOAa 3a HHMKEKLMH.

[ToMOIITHO BEIECTBO C W3BECTHO JieHcTBUE
JlekapCTBEHRSAT NMPOXYKT ChbALPXKA No-Manko or 1 mmol HaTpuif (23 mg) Ha 40 mg, T.e. MpakKTHYECKH HE
ChAbPXA HATpUHA.

3a ITLJIHUA CTIMCHK HA NTOMOIIHUTE BEMECTRA BMXKTe Touka O.1.

3. JIEKAPCTBEHA ©®OPMA

[Tpax ¥ pa3TBOpHTEN 3a HHKEKLHOHEH PasTROp.
dnakoH ¢ THODHUIHU3UPaH MPOAYKT - 651 10 ouTH 61 MHOQHAMINpaH Npax.
AMnyna ¢ pasTtBopuren — 6€31BETHA ¥ NPO3pavHa TeIHOCT.

4. KJIHHHYHU JAHHH

4.1 TepaneBTHYHH MOKA3aHUA
Codazonox 40 mg npax B pa3TBOPUTEI 38 MHXEKLIMOHEH Pa3TBOP € MOKa3aH MpU CICAHUTE ChCTOAHMA:

EngoxpuuHH 3ab0n19BaHHn

- MbPBHYHA WM BTOPHYHA aJIPEHOKOPTHKATHA HEAOCTAThYHOCT (B KOMOUHALIMA C
MHUHEPANKOPTHKOW/IH, KbAETO € MPUIIOKHUMO);

- OCTpa A[IpeHOKOPTHKANHA HEAOCTATbYHOCT (MOXe Aa € HeoOxoaumo nobassaHe Ha
MUHEPATKOPTUXOHON);

- IIIOK B pe3yJITaT Ha a/IpeHOKOPTHKAIIHA HEAOCTATHYHOCT WITH LIOK, HEMIONATIIHB HAa KOHBEHIHOHATHO
JeueHHE, IPH KOHTO € Bb3MOXKHO [1a MMa aAPEHOKOPTHKA/THA HEAOCTATHYHOCT (KOTraro
MHHEPAJIKOPTHKOMXHOTO AEACTBUE € HeXENaTellHo),

- NpeJonepaTUBHO WK B CITYYAHTE Ha TEXKa TpaBMa UK 3aboaBaHe NPU NALMEHTH ¢ YCTAHOBEHA
HanOLOpeuHa HEJOCTATLYHOCT WM ChC CBMHUTENTHH aIpEHOKOPTUKAIIHN PE3EPBH;

- BpoAcHa HANOBOpEeYHa XUMEPILNA3US,

- HETHOEH TUPCOUINT;

- XUNepKanueMus, CBbP3aHa ¢ KapUuHOM.

PeBMaTHYHH 3200,1ABAHUA — KaTO JOMMBIHUTENHO JIEYEHNE 3a KPATKOCPOMHO NMPUITOXEHHE C LET
NpeoNAoIABaHe Ha €MMU30] Ha eK3alepObauus WK BIOLIABAHE HA ChCTOAHHETO MPH:
- PEBMATOHIEH apPTPHUT, BKJI. FOBEHWIEH PEBMATOHAEH apTPHT;

- AHKUO3W ALl CIIOHLUITHT;

- OCTBP ¥ NOAOCTLP OYpPCHT;

- NICOPHATHUYEH aPTPUT,

- CMUKOHIMIINT;

- OCTBP NOAATPO3EH apTPHT;

- OCTbp HecTieUM(PUUHEH TEHIOCUHOBMT;




- MOCTTPAaBMATHUYEH OCTE0APTPUT;
- CUHOBHT TIpH OCTEOAPTPHT.

KoJsiareHo3n — no BpeMe Ha ek3auepbalms Wi KaTo NOAXbPXAIo JeHeHNe Ha:
- CUCTEMEH JIYMTYC epHTeMaTOoneC (M TyImyceH HepuT);

- CUCTEMEH JepMAaTOMUO3HT U NOJTUMUO3HUT,;

- OCTbp peBMaTHYEH KapiuT;

- cuHapoM Ha Goodpasture;

- HONO3€H MNOJHAPTEPUUT.

Koxuu 3a00.1ABaHHA

- neMgpuryc,

- TeXKa (popMa Ha epuTeMa MyJITH(GOpME (CUHHAPOM Ha Stevens-Johnson),
- ekc(hONMaTUBEH JEPMATHT;

- OynoseH xepneTudgopMeH JepMaTHT;

- TeXkKa popMa Ha NCOPHa3KC;

- TEXKa (popMa Ha ceQopeeH AepMaTuT;

- MHKO3HC (yHrouaec.

AJlepruuHy 3ab0sBAHUA — IEYEHHUE HA TEXKH, PE3UCTEHTHH Ha KOHBEHIHOHATHATA Tepanns 3a00sBaHKHA
Karo:

- OpOHXHaTHA acTMa,;

- aTOTIMYEH ACPMATHUT;

- KOHTaKTEH JIEPMaTHT;

- cepyMHa bonecT;

- CE30HEH WU LENOTOAHMIICH aJIeprUieH PHHUT,

- CBPBbXYYBCTBUTEIIHOCT KbhM JICKApCTBa,;

- eaeMm Ha Quinke;

- YPTHKapHAIHY TPaHCHY3IHOHHHU PEAKLIUH,

- aHadpunakcus (enmuHedpuH € IeKapcTBO Ha ITBPBH U300p).

Ouun 3a6019BAHHA — TCKKU OCTPU MU XPOHUYHHU ANEPrudHA UNH BH3MAIUTEIHE IPOLECH, 3aCATalIN OKOTO
KaTo:

- aJIeprUyHM 93BM N0 KOPHEANHUA puo;

- ajllepruyeH KOHIOHKTHBUT;

- Xepriec 30¢Tep OPTAIMUKYC,

- IuGy3eH 3a1eH YBEUT U XOPHOUIUT;

- BB3MAJICHHE Ha NPEJHHUA OHEH CErMEHT;
- opTaTIMUA CUMITATHUKA;

- KepaTuT;

- OINTTHYEH HEBPUT;

- XOPHOPETHHUT;

- WPHT, UPUIOLHKIINT,

I'acTpO-HHTECTHHAIHH 3a00.19BAHUA — KATO CUCTEMHO JICYECHHE ApH ck3auepdaumns Ha.
- yIUEpPO3EH KOJHUT;
- bonect Ha KpoH.

PecnupaTopHu 3aD012BaHHA

- CHMIITOMAaTHYHA CapKOHI033;

- cuuapoM Ha Loeffler, HenopaTnvs Ha neweHue ¢ IPyru CpeicTna;
- bepunnoia; e
- (pyNIMHKaHTHA WKW AUCEMHHHpaHa benoxpobHa Tybepkynosa (Ipy eIHOBPEMEHHO |
MPOTHROTYOEPKYNO3HH CPECTRA);

- acNUpaALMOHEH ITHEBMOHMT; /
- ek3alepOaunH Ha XpPOHHYHA 00cTpykTHBHA BenoapobHa bonect (XObb);

- —




- yMepeHa 0 Texkka MHEeBMOHUS, MPpUUHHEHA OT Preumocystis jirovecii npu namueHT cu¢ CITHMH
(xaTo nobaBb4Ha Tepanus, MPUIIOKEHA B PAMKUTE Ha MLPBHUTE 72 4aca OT 3aMOYBAHETO Ha
aHTHITHEBMOLIUCTHATA TEpaNHA ).

XemaTolorHuYHR 3300/ 19BaNA

- HIHONIATHYHA TPOMOOLHTONEHUYHA My PITYpa NPU Bb3PaCTHH (CaMO BEHO3HO NMPHIIOKEHUE,
WHTPaMYCKY/THOTO HPUIOXKEHHE e IPOTHBOIMOKA3aHO);

- BTOpHUYHA TPOMOOLIUTOTIEHNA TPH Bb3PACTHY;

- npuaobura (aBTOMMYHHA) XEMOJIMTUYHA AHEMUS;

- eputpobnacroneHus (pure red cell aplasia — PRCA);
- BPOAEHA XUIOIIACTUHHA AHEMHUS.

OnkoaoruyHy 3a60I9BARAR — 33 MATMATUBHO JIEYCHHUE HA:

- JIEBKO3H U TUM(OMH TIPU BBIPACTHH,;

- OCTpa JIEBKO03a MpH Jeua;

- 3a 1oAo0pABaHE Ka4ECTBOTO HA )XHBOT ITPH [MALIMEHTH ¢ KAPUWHOM B TEPMUHANIEH cTaaui.

OTOUHH CLCTORHHSR
- 33 WHAYKLUA Ha AXYpeE3a WK PpEMUCHS Ha TIPOTCHHYPHATA NIPH Hedpo3eH CUHAPOM Be3 ypeMus.

Hespoaoruysn 3abongranus

- ex3auepdanus Ha MHOXECTBEHA CKIIEPO3a;

- MO3BbUYEH OTOK, CBBHP3aH € MO3BbUEH TYMOD - TbPBHUEH HITH METAaCTaTHYCH TYMOD WHITH XUPYPIrHYHO
NIeYeHUE UITH ITbYEliCYEHHE,;

- ocTpa rprOHaYHO-MO3bYHA TPABMa - JISUeHUEeTO TpaOBa J1a 3arno4He B paMKHATE Ha 8 yaca OT TpaBMara.

Apyru
- TyOepKyJIO3eH MEHHHTHUT Che cyfapaxHOUAEH OOk WK 3armtatBaul 0ok (py e ZHOBPEMEHHO

MPU0XKEHHE HA MPOTUBOTYOEPKYIO3HO NIEUEHUE);

- OpraHHA TPAHCILIAHTALUA — 3a TPEAOTBPATABAHE OTXBBLPJIAHETO HA TPAHCTIIIAHTUPAHUA OpPraH;
- TPUXHHENO03a ChC 3acAraHe Ha LieHTpaTHaTa HEPBHATA CHCTEMA HITH MKHoKap/a,

- npodrIakTHKA Ha raJIeHETO M NMOBPLIUIAHETO, CBBP3aHU ¢ XMMHOTEPAIUA MPHA KapLUWHOM.

4.2 [{o3MpOBKA H HAYHH HA NPHJI0KEHHE

Jlo3uposka

Bvapacmuu
J{o3MpoBKaTa 3aBHCH OT TEXKECTTa Ha CBCTOSHHETO, KaTO HavaiHaTa Jo3a sapupa ot [0 mg 1o 500 mg. IMpu

CMEMHN ChCTOAHUA CE NMPENopsYBa 3arioyBaHe Ha JICUCHUETO ¢ WHTPABEHO3HA UHXKEKIIUA.
[TpenopbuYUTETHUTE NO3HPOBKHU ca MokaszaHu B Tabmuuara oraomny (Tabauua 1).

Ilayuenmu 6 cmapyuecka ev3pacm

Coda3onoH ce U3IMo3Ba NPeJUMHO 3a KpaThK NEPHOL IPH oCcTpH ChCTOAHMA. He ce Hanara npoMsHa B
7103aTa TIPU MALIHEHTH B CTapYeCcKa Bh3ipacT. JISYEHNETO IMPH NMal#eHTHU B CTapYecka Bb3pact, odaue, Tpaodna
Jla ce [IIaHUpa KaTo ce UMAT NpeIBUI MO-CEPHO3HUTE MOCTEAULH OT HEKEJIAHUTE Peakliy Ha
KOPTUKOCTEPOUINUTE B Ta3W RB3PACT U AALMECHTHTE ClIe[Ba Ja OBJaT NoJ HEMPEeXbCHATO HabmoaeHHE (BX.
TO4Ka 4.4).

Tabauua 1: [lpenopbLunTenH A03HPOBKH

[lokasanue JlO03UpOBKa ‘
JomeHHUTENHA Tepanus Npy *xuBoTosacTpamasawy | IMpunarar ce 30 mg/kg MATpaBEHO3HD M IMYM. | ™
CbCTOAHUA 30 MuHyTH. Taszy 1033 MoXe Aa 6} ﬂ‘:hoBTaQafm HA" \ 'é'l

BCEKU 4 J0 6 Yaca B paMKHTe Ha f Aﬂ?ﬂ,c'& ST
PermaTnuHu 3abongasanud, pedpakTepHu Ha [Ipunara ce e1HaTa OT CXEMUTE qa'rn‘ nu'rpasﬂﬂuaﬁn -
CTaHXAPTHO JieueHHe (MM B IEPUOAUTE Ha MYJICOBO JICUCHUE 38 MWHHMYM 30 MHE '




ek3aLepbauus)

B NPOALIkKEeHHe Ha | 10 4 nHu wiM | g/Mecel B
MpoRLIXEHUE Ha 6 Mecewa. KypcsT Moxe a Obae
MOBTOPEH, ak0 HE HACTHIIU NOAOOPEHHE B PAMKUTE
Ha | ceiMHMLA Cled IPUNIOKEHOTO ICYeHHE WIH aKo
CbCTOSHHUETO Ha NallMEHTa FO Hajlara.

CucreMeH Iynmyc epuTeMaTojiec, pedpaKTepeH Ha
CT2HAAPTHOTO Ne4eHne (MM B IEPUOAHTE HA

ex3auepbaums)

[Tpunara ce 1 g/aeH B npoaskeHWE Ha 3 AHU oA
(popMaTa Ha MHTPABEHO3HO MYJICORO JIEHEHHE 32 He
mo-Manko ot 30 MUHYTH. KypchsT Moxke 1a 6bae
MOBTOPEH, aKO HE HACTBIMN MOA00peHHe B paMKHTE
Ha | ceaMuua ciie IPHIOXKEHOTO NEYEHNE WITH aKO
CBCTOSHHUETO HA MAllMEHTa I'0 Hanara.

MHOX€eCTBEHA CKIIEpO3a, pepakTepHa Ha
CTAHZAPTHOTO JICUcHHE (HNTU B NepMOaANTE Ha
ek3auepodalu)

[Tpunara ce | g/aeH B mpoabmieHne Ha 3 110 5 IHH
nox gopmata Ha UHTPABEHO3HO MYNCOBO JieHeHHe 3a
He no-Manko oT 30 MuHYTH. KypchbT MOXe a2 Obae
MOBTOPEH, aKO HE HACTBLITH NNOACOPEHUE B PAMKHUTE
Ha | ceaMuLa ciex MpHIOXKEHOTO JIEYEHUE WITH aKo
ChCTOSHUETO Ha [TallMEHTa o Hamnara.

OTOYHH CHCTOAHUA KATO IIOMEPYIIOHSDPUT HITH

nynyced Hedpur, pedppakTepHH Ha CTAHAAPTHOTO
neyeHHe (MY B IEPHOAMTE Ha eK3allepbalins)

[Tpunara ce eaHa OT NOCOYEHHUTE CXEMHM 10
¢dopMaTa Ha HHTPABEHO3HO ITyICOBO JICYEHHE 3a HE
no-Manko or 30 MunytTi: 30 mg/kg npe3 aeH 3a 4
IHU WA | g/aen 3a 3, S wm 7 qau. KypceT Moxke Ja
OBLJe MOBTOPEH, aKO HE HACTBIIN NOAOOPEHHUE B
paMKUTE Ha | ceAMHLA CTIE MPUIIOKEHOTO JIeYeHHe
WIH aKo CbCTOSAHHMETO HA MALMEHTa I'o Hasara.

KapusHoM B TepMHHaNeH cTtaauit (3a nonobpasaHe
Ka4ecTBOTO Ha KUBOT)

[Ipwrarat ce 125 mg/aHeBHO HHTPABEHOIHO 32
MEPHOR 00 8 CeAMMHLIH.

ITpogunakTika Ha raJcHETO U NOBPBIKAHETO,
CBBbP3aHH C XUMHOTEPAIIHS MPU KaPLUKUHOM

JMexa 0o ymepena ememozenna xumuomepanus
Ilpunarar ce 250 mg MHTPaBEHO3HO 32 MUHUMYM 5
MHHYTHU | yac npeau xumHorepanuara. Jlo3ara
METUJITIPEAHHIONOH ce NOBTapA IIPH 3aN04YBaHE Ha
XHMUOTEPAIIUATA U [IPH W3NKCBAHETO Ha NALIMEHTA.
3a 3aCUIIBARHE HA e(eKTa €IHOBPEMEHHO C ITbPBATa
IH03a METHIIMPEAHU3ONOH MOXe Ja Obae NnprunoxeHa
XJIOpHA coll Ha PEHOTHA3HH.

Cunno ememozenna xumuomepanus

[Tpunarar ce 250 mg HHTPaBEHO3HO 332 MUHHMYM 5
MHHYTH €THOBPEMEHHO C METOKJIONpaMHUA HITH
OyTupoderon | yac npean xuMuoTepanuaTa.
Ho3aTa Ha METUNTIPEAHHU3OJIOH CE MOBTAPA MPH
3a0YBAHE HA XUMUOTEPAIUATA U (IpH H3NHUCBAHETO
Ha NMallMeHTa.

OcTpa rppbHa4HO-MO3bYHa TpaBMa

Jleuennero TpubBa xa 3anouHe B paMKHTe Ha 8
Jyaca OT TpaBMarTa.

[TauueHTH, NpU KOUTO JIEUEHUETO € 3ANOYHAIO B
paMKHTE Ha 3 yaca OT TpaBMaTa: fipHilarar ce

30 mg/kg noa ¢popmaTa Ha HHTpaAReHO3eH Boyc 3a
nepuoa ot 15 Munyt™i, Cnex 45-MmuHyTHa May3a
cjie[iBa HEMPEKbCHATA HHTPABEHO3Ha WHPY3UA Ha
5,4 mg/kg/yac B npoabmkenue Ha 23 yaca.
[TauueHTH, NpuU KOUTO NNEYEHHETO € 3AMOYHANIO 8
paMKKTe Ha 3 1o 8 yaca OT TpaBMara: [pUiaraT ce
30 mg/kg noa ¢popMara Ha HHTPaBEHO3EH O
nepuold ot 15 MunyTtu. Cnex 45-Mwu
ClIeB2 HEMPEKLCHATA HHTPABEHO3H




| Ta3u, npe3 KOSTO € HHKEKTHPAH BEHO3HUAT GOMyC.

Preumocystis jirovecii — nHeBMOHUA Npyu nauveHTH | Jleuennero TpabBa aa 6bae 3anMoYHATO 10 72

cwe CITUH Haca 0T HAYAJIOTO HA AHTHITHEBMOUHCTHOTO
JAeYeHHe.

EnHa OT BE3MOXHHTE CXEMH BKITIOYBA IPUIIOXKEHHE
Ha 40 mg WHTPABECHO3HO Ha BCEKU 6 J0 12 yaca C
NMOCTENEHHO HaMaliBaHe Ha J03aTa 3a [IEPHOJ He
MO-ABIBI OT 21 ZIHK WK 0 NPUKITIOYRAHE Ha
AHTHITHEBMOLUCTHOTO JIEYEHHE.

[lopaau MOBMINEHATA YECTOTA Ha PEAKTUBHPAHE HA
Tybepxyno3sara npu nmauMesdT# ¢s¢ CTIUH tpabea na
ce UMa NMpeXBH HAZHAYARAHE Ha
AHTUMHUKOOAKTEPUATHO TeYeHHe, AKO CE TIPHIaraT
KOPTUKOCTEPOUAH TIPH Ta3H BUCOKOPHCKOBA IpyTia.
[TauueHTsT TpsOBa Aa 6bae HabnoaasaH cHINO 32
Oene3n Ha akTUBHUpAHE Ha APYTH NATCHTHU

MHOPEKLIH.
Ex3auepbaumun Ha XpoHUYHa 0OCTPYKTHBHA [Mpoy4eHu ca nBe cxemu Ha go3upane: 0,5 mg/kg
6enoapobua 6onect (XObb) WHTpaBEHO3HO HA BCEKH 6 vaca 3a 72 yaca win 125

mg/kg HHTPaBEHO3HO HA BCEkU 6 waca 3a 72 yaca,
CIIe[] KOETO C€ MPEMiIHaBa Ha NEpopaJIeH
KOPTHKOCTEPOU] B 03aTa NOCTENEHHO CE
HamansBa. OOLUKAT KypcC Ha neyeHue Tpadaa na
Oble MHHEMYM 2 CEIMHLH.

TpancnnaHTalWA Ha OPraHy — 3a NpeoTBpaTaABaHe | 3a NpeaOTBpaTABAHE HA OTXBBPJISHETO HA
OTXBBPJISHETO Ha TPAHCIIJIAHTHPAHUS OpraH TpaHCNAaHTUPAaH OpraH ce npunarat Jo3M ot 0,3 g
no |1 g nHTpaBeHO3HO AHEBHO. [TpoasmknuTenHocTTa
Ha JIeYCHKe C Te3W A03M He TpiOBa aa Obae nmopeue
ot 48 10 72 4aca.

KaTto nomengama tepanus Npu Apyru MHIUKaLHU Hauannata no3a Bapupa ot 10 mg g0 500 mg
MHTPaBEHO3HO B 3aBHCUMOCT OT KJIMHWYHOTO
chcTtosgHue, [1o-roneMu 103 Moxe Ja ca
HeOOXONUMM 3a KpaTKOTpalfHO NneYyeHre Ha TEXKKH
OCTpU ChCTOAHKA. HayaitHK no3u no 250 mg
MHTpaBeHO3HO TpabBa aa ObJaT Ha3HA4YaBaHH 3a
nepuoa OT Haffi-Manko S MUHYTH, J0KaTO 110-rofieMu
031 TpAOBA 1a ce HasHayaBaT 3a Hal-mMasiko 30
MUHYTH. [Tocneasaiin 1031 Moxe J1a Gbaar
HA3HaYEHH UHTPABEHO3HO UIIH UHTPAMYCKYIIHO TIpe3
WHTEPBATH, 3aBUCEILH OT OTTOBOPA Ha NalMenTa U
KJIHHUYHOTO ChCTOSHUE.

Tleouampuvyna nonynayus

[Tpu neyexnne Ha XeMaTOJOTHYHY, peBMATHUHH, OBOpEeYHN M JepMaTonoruuln 3a60ABaHUA CE TIPENOPBHYBAT
#2034 oT 30 mg/kg Ao 1 g aHeBHO. Ta3u A03a MOXeE Aa ce MOBTOPH B 3 ITyRca BCEKH ACH UK nipes aed. [Tpu
NeYeHUE Ha peaklii¥ Ha OTXBBPIIAHE HA OpPTraHK ClieJl TPAHCIUIaRTalHA ce NpenopbyBat J03M ot 10 — 20
mg/kg no MakcMMyM | g AHEBHO B MpoAbxeHUe Ha 3 AHU. [IpH neyeHne Ha CTaTyC aCTMATHKYC CeE
npenopbyBaT 4034 OT | a0 4 mg/kg/nHeBHo 3a | 10 3 OHK.

Jo3upoBKaTa Mpy KbpMadeTa ¥ AcLia Moxe a Obre HaManeHa, HO Tpa0Ba da Oble chobpa3leHa no-ckopo ¢
TEKECTTA HA CbCTOSHHETO U TEPAIIEBTHYHUA OTTOBOP, OTKOJKOTO ¢ BL3pacTTa U TErNOTO Ha MalUHUEHTA.
[lenunarpuyHara no3uposka He Tpabra na 6wae noa 0,5 mg/kg/24 uaca.

[Tpy npoAbAKUTENTHO NeUEHHE ¢ METHINPEIHU30IOH MPEKPATABAHETO Ha TepanuiaTa TpA0Ba ja
C MOCTEeNeHHO HAMANIIBAHE HA J03UTe (BX. TOYKa 4.4).

Heobxoanmo e MearUMHCKO HabmoaeHne NpU NpeXbCBaHE Ha NMPOABIHKUTENHO KOPTHKOCTED
NEeYEHHReE.




HaguH Ha NpUIOKEHUE

3a yKa3aHHA OTHOCHO pa3TBapAHETO H palpexXJaHeTo Ha JIeKapCTBEHHA NPOTYKT NMPSAH MPUITOXKEHHE BUX
TOuKa 6.6.

JlexapcTBEHMAT NMPOTYKT MOXKe J1a Ce MpHilara upe3 UHTPaBeHO3HO (1.v.) HHXeKTHpaHe UK HH YU, WK
ype3 UHTPaAMYCKYJTHO (i.m.) HHXeKTHpaHe. [IpeanoduTan MeTon 3a Ha4aTHOTO NPHIIOKEHHE TIPH CNEMIRH
ChCTOSHUA € MHTPaBeHO3HO HHxeKTHpane. HauanHa no3a no 250 mg tpabea ga 6bae npuiarana
WHTPAaBEHO3HO 3a NMEePUO] He o-KpaThK OT 5 MUHYTH. Jlo3u, Hansurimasamu 250 mg Tpabsa xa 6paar
[IpUNarasy 3a MNepuog, He no-kparek or 30 MUHYTH, [locneasalumTe 403U MOraT Aa ce NPUIOKAT
MHTPAaBEHO3HO HJIH MHTPAMYCKYJIHO Mpe3 UHTEPBAN# OT BpeMe, 3aBUCELIH OT TEpaneBTUYHHA OTTOBOP K
KJIHMHNYHOTO ChCTOAHME HA MALHEHTA.

4.3 [TlpoTMBONOKA3AHHUR

Coda3onoH € NIPOTHBOTIOKA3aH:

- NpU CBPBEXYYBCTBHTEIHOCT KbM @KTHBHOTO BEILECTBO MJIM HAKOE OT NOMOIUHUTE BELIECTBA, H30POCHH
B TOoyka 6.1;

- NPH NAUUEHTH ¢bC CUCTEMHA I'pOMYHA WK Apyra CHCTEMHA HHPEKLHA, OCBEH aKO HE Ce Impunara
cretHpHYIHa aHTUHMHPEKIIHO3HA TEPAITHA,

- 3a ynotpeba ype3 HHTpaTeKalleH IThT HAa BbBEX/IaHE;

- 3a ynotpeba ypea enmuaypanen mbT Ha BbBEXIAHE,

- PH NPEXIAEBPEMEHHO POJAEHH ¥ HOBOPOAECHH Jena (BXK. Touka 4.4).

[IpunoxkeHHeTo Ha KUBH WIIH XKWBH aTEHIOWPAHW BAKCHHH € MPOTHBOITOKA3aHO MPH MAaUWSHTH, TIpHEMALIH
HMYHOCYTIPECHBHH J103H KOPTUKOCEPOUIH.

4.4 ChneuHaTHR NpeaynpexXIcHHS X MPeANa3ZHH MEPKHK NpH ynotpeba

HMmyHocynpecHBHH eeKTH/NOBHIIEHA YYBCTBATEIHOCT KbM HHPEKUHH

KOpPTHKOCTEpOHANUTE MOTAT Ja [TOBHLIAT Bb3NMPHEMYIHBOCTTA KbM HH(PEKIHM, 1A MACKHPAT HAKOH Oelie3d Ha
HH(EKLIMA ¥ B XOa Ha TIPUIIOAKEHHUETO UM € Bh3MOXHA NosABa Ha HoBY wHgiekuun. [Ipn ynotpeba na
KOPTHUKOCTEPOH/IH CHLIECTBYBA PUCK OT HaMangBaHE PE3UCTECHTHOCTTA HA OPraHU3Ma U HEBB3MOXHOCT 34
orpaHM4aBaHe Ha UHPEKIHATA.

Ynotpeba Ha KOPTUKOCTEPOMIAN KaTO MOHOTEpanus WNKM B KOMOUHAUMSA ¢ IPYTH UMYHOCYTIPECHBHU
CpPEeACTBa, KOUTO 3aCAraT KJICTbYHUA I XYMOPATHHA AMYHHUTET, WM QYHKIIUATA HA HEYTPOQUIIHTE, MOKE
J1a ce CBbPXKE C NogBaTa Ha MHPEKUUM OT BCAKAKBY NATOr€HH, BKI. BUPYCHH, 6akTepnanin, MUKOTHYHY,
NPOTO30MHK UK XEJIMUHTHH OpPraHU3MH, C BCAKAKBA TeleCHa NoKanu3auuia. Te3n nHGeKUHU MorarT Ja
Obaar neky, HO Morar fa OBJaar TeXKH ¥ NMonskora ¢garaniu. C noBHlIaBaHe HA 103aTa Ha
KOPTUKOCTEPOU/IHTE YECTOTATA Ha HHGEKLMO3HUTE YCIOKHEHHA ChILO HApacTha.

MTaneHTH Ha IMYHOCYNIPECHBHA TEpANus ¢a MO-MOAATINBY Ha HHEKLIUU B CPABHEHHE CBHC 3XPABHTE XOPa.
Hanpumep, MOpOMIH ¥ BapH1ieNna MOTaT Jla NPOTEKAT MHOTO MO-TEXKO U I0PH Ja 3aBbpluat $ataiHo npH
HMYHOCYRpeCcHpaHH A€lia WM Bb3pacTHH Ha KOPTUKOCTEPOUIHA TEpallus.

ITpunoxeHueTo Ha KUBH UM XKUBH aTEHIOHPaHU BAKCHHU € NPOTHBOINOKA3aHO ITPH MALHEHTH, MOyJaBallH
HUMYHOCYTIPECHBHH 031 KOPTHKOCTEPOURM. YOUTH WiIN HHAKTHBHUPAHHW BAKCHHH MOraT Aa OnJaT Nnpuiaradu
MPH fTALKEHTH, TTOTYYaBAlHM WMYHOCYTTPECHBHM 103H KOPTHKOCTEPOUIN, BEIPEKH YE B TE3M CITyYau
OTTOBOPDBT KBM BAaKCHHUTE MOXkKe fa Onae HaManeH. Ilokasany MMyHH3aLMKN Morat fa ObJar npaBeHud MpH
MAUUEHTH, MOMYYaBalW KOPTUKOCTEPOURH B JO3HU, MO-HUCKU OT HMYHOCYTIPECHBHUTE,

Ynotpebara Ha KOPTUKOCTEPOUAM IIpU akTHBHa TyOepKy03a TpabBa Ja 6bae orpaHu4YeHa 0 ClTydauTe Ha
¢y TMHHAHTHA WK AUCeMUHUpaHa TyOepKyno3a, (PH KOHTO KOPTHKOCTEPOUIHNTE C€ TIpHiIarar 3a

OBNIafifBaHe Ha OONECTHUA MTPOLEC EAHOBPEMEHHO C MOAXOARIIM AHTHTYOepKYNI03HH CpeaCTRa.
Heobxon1MMo e BHUMATENHO TTpOCHeAABaHE, aKO KOPTUKOCTEPOMAY Ca MMOKa3aHW NPH NMaUUeHTH

3abongsaneTo. [IpH NPOABIKKTEIHO Kop'rmmcreponﬂﬂo NEYEHHE TE3U MALMEHTH TPADBaA da
XUMHONPOHIIAKTHKA.




[Tpu manueHTH, NOTY4aBallli KOPTHKOCTEPOUIHA TEPaITNs, Ca OITUCAHU CTy4aH Ha capkoM Ha Kanouru,
[IpekparaBane Ha JeyeHHeTO OOUKHOBEHO BOAH M0 KIIMHHUIHA PEMHCHS.

PossTa Ha KOPTUKOCTEPOMANTE NPK CETITHYEH HIOK € NIPOTUBOPSUHRA, KATO PAHHUTE MPOYYBaHUA
ChoOIIABAT KAKTO 32 OH/1aronpusATHY, TaKa ¥ 3a HebnaronpuaTHH edexTH. [10-CKOPOIIHK TaHHH
npeanonarar, He JOmbasallaTa KOpTUKOCTEPOHIHA Tepanus € OnaronpUsTHA NpH MNaLKUEHTH C pa3rbPHAT
CEMTHYEH LIOK ¢ TPOSBY Ha HAnOBLOpevHa HEIOCTATBYHOCT. Bhpeku TOBa pyTHHHATA UM ynoTpeda npu
CEMTHYEH WOK He ce npenopbusa. EANH cHcTeMeH 0030p Ha NpHIaraHeTo Ha KPaThK KypC C BUCOKHM 03U
KOPTHKOCTEPOUIU He noakpensg ynorpedara um. Hakonko Mera-aHanu3u ¥ eaud ob3o0p obaue, npeanonarar,
ye Mo-abIrK Kypcose (5-11 AHKH) ¢ KOPTUKOCTEPOUAU B HUCKH J03H MOTAT Aa IOHHKAT CMBPTHOCTTA,
0co0eHO NpH NaLUEHTHA CbC 3aBUCHM OT BasoNpPEeCcOPH CENTHUEH LIOK.

EdexTy BLPXY HMYHHATA CHCTEMA

B13MOXH2 € MOSBATA Ha aIepruyHK peakiuu. [ lopanu ToBa, 4e ca HabmogaBaHW Makap ¥ B pelKy ciydan
KOKHHK PEAKHMH ¥ aHa(HIIaKTHHHH /aHapUAAKTOMAHH PEAKLMH NPY NAUMEHTH, MOy YaBally JEYEHHE C
KOPTUKOCTEPOUIH, C€ NPENOPHUYBAT CHOTBETHH NpeANa3Hu MEPKH Npen NpuioxeHue, oCoOSHO NpH
MagneHTy ¢ aHaMHe3a 3a JIeKapCcTBEHa alleprius.

Engoxprasiy edexTH

[Tpu nalMeHTH Ha KOPTUKOCTEPOUAHA TEpaANUs, KOUTO Ca MOANOKEHH Ha HEOOUYACH CTPeC, € II0Ka3aHo
MPUIaraHeETo Ha NOBUIICHK 103U OBp304eiCTRAIIN KOPTHKOCTEPOUANK MTPEAM, TIO BpEME U CIIE]l CTpecoBara
CUTYaLH.

[Tpunaranero Ha ¢papMakOIOTHYHM NO3H KOPTHKOCTEPOUIM 34 MO-NPONBIDKUTETHH TIEPUOIHN MOXE 13
JIOBeE 0O CYTIPECUS HA XHITOTATaMO-MMUTYHTapHO-3/IpEHATHATa CHCTEMA (BTOPUYHA aiPeHOKOPTHKAIHA
HegocTaThb4yHOCT). CTENEHTA ¥ NPOABIHKUTETHOCTTA HA TPEIU3BHKAHATA alpEHOKOPTUKATHA
HEJOCTATHYHOCT MOKe J1a Bapupa NpU OTAETHUATE MALUEHTH W 3aBHCH OT A03aTa, YeCTOTaTa, BpeEMETO Ha
[MPHJIATaHE H MPOB/DKHTEHOCTTA HA IIIKOKOPTHKOMIHATA Tepanus. To3u edexT Moxe Aa Ovae HaManex,
aKo ¢e Mpuiara arrepHHpaila Tepanus mpes AeH.

B nombnHeHUe, [IPY PA3KO CIUpaHe Ha IEUEHUETO ¢ MNIFOKOKOPTHKOKAU MOXKE [Ia HACTBITM OCTpa
HanOLOpeuHa HeIOCTAaTBLYHOCT € daTalleH kpak.

HEKEIPCTBEHO NPpEAW3IBUKAaHATA BTOPHYHA AAPCHOKOPTHKANIHA HEAOCTAThbYHOCT MOXKE Ja ﬁ'b,,[lﬂ HaMaJICHa 4pe3
[MOCTENCHHO HAMAJIABAHC HA A03aTta. To3u TUT OTHOCHTENHE HEAOCTAThYHOCT MOXKE A [ICPCHCTHDA B
[MPpOABIIKCHHUE HA MECELIM ClI€A CITUPAHC HA JICHCHHETO. I'lo Ta3u IMPHYHMHA KOPTHKOCTCPOHAHATA TCpaIIni
T“pﬂﬁBﬂ na 6pae Bh30OHOBEHa [IPpH NOoABaTa HA KaKBATO U [1a € CTPECOBA CHTYALHUA.

Cnen pA3Ko MMpeKpaTABAHE HA MNTIOKOKOPTUKOCTEPOUINTE MOXKE A CE NOABU CTEPOHIEH “CHHIPOM Ha
OTHeEMaHe’, KONTO HUariexa He € CRBP3aH ¢ AAPCHOKOPTUKAITHATA HEJOCTATBYHOCT. T03W CHHAPOM
BKJIIOYBA CHMITTOMYE KaTO: aHOPEKCH#, racHe, MoBpblllate, CbHIIMBOCT, r1aBoboinue, Tpecka, 6onka B
CTAaBMUTE, JeCKBaMallud, Muanrus, saryba Ha Termo u/unu xunotoHud. [peanonara ce, 4e Te3u edexTH ce
JTBIIKAT MO-CKOPO HA RHE3anHa NpoMaHa B rIFOKOKOPTHKOUAHATA KOHUSHTPALUUA, OTKOJIKOTO Ha HUCKH
KOPTUKOCTEPOHAHH HHBA.

" MOXOKOPTHKOCTEPOHINTE MOTaT Ad MPHIHHAT WK Ja BIIOINAT CHHAPOM Ha KBIUMHT W MO Ta3¥ NIPUYHHA TE
TpAOBA Ja ce u30ArBatT NpH MaUUEeHTH ¢ TOBa 3a00JI1BaHE.

[1pu nauMeHTH ¢ XUMOTHPEOUAUIEM ce HaOmoaaBa ycuiieH eekT Ha KOPTUKOCTEPOUTUTE.

[Tpy nalMeHTH ¢ XUNMTEPTUPEOWINIBM U ¢ XUTIOKATUEMUS, HHAYLIMPAHA OT METWINPEIHW3OIOH, MOXE 113 C¢
MOABH TUPEOTOKCHYHA nepruoguyHa napanu3a (THIT).

TTpu mauMeHTH, NEKyBaHH C METHIINIPEAHUIONION, H ¢ MPU3HALIK WIH CHMNTOMM Ha MYCKYJIHa cnab
0CO0EHO TIPU TAKKBA C XUNIEPTAPEOUAU3IBM, TpAOBa aa ce noposupa TIIIT.

[Tpn cemuerMe 3a TTIT1 He3abasHO TpAORA a ce 3anoYHe NIpOC/IEASBaHe HA HUBATA HA KATHHA B
MOAXOOALLO JICYEHHE, 32 Jla C€ rapaHTHpa Bb3CTAHOBABAHE HA HOPMAJTHUTE HUBA Ha KallHii B K




MeTaboaHibM R XpaHeHe
KopTrukocTepouauTe, BKITFOYHTENHO METHIIITPEAHU3IOIOH, MOTaT 1a MOBHUILIAT HUBATA HAa KphBHATA 3axap, Aa

BIOILAT CHIIECTBYBAI AHA0ET U [1a HANPABAT NALIMEHTHTE, OANCKEHU Ha MO-MPOAb/DKHTETHA
KOPTUKOCTEPOHIHA Tepalusl, MO-MOAATINBH KbM 3axapeH quaber.

IcnxuyHu eexTH

TIpu ynotpeba Ha KOPTHKOCTEPOUAM MOraT 4a HacTBIAT ICHXWYMHH HapyUICHUA, BApUpally oT eydopus,
Be3ChHUE, pE3KH MPOMEHH HA HACTPOCHUETO, MPOMEHH B TIMYHOCTTA U T€XKKa RENpPeCHa 10 HCTHHCKH
[CUXOTHYHM Nposied. ChUIECTBYBAIM eMOLUOHANHA HECTaOUITHOCT MITH NICHXOTUYHMA TEHREHIHWH MOTaT
CBILUO TaKa [1a CE BIOLIAT OT KOPTHKOCTEPOUINTE.

[Tpu ynorpebara Ha CHCTEMHH CTEPOUIM MOraT Ia HACTBNAT MOTCHIMANHO TEXKKH ICUXUYHH HeXeTaHu
NeKapcTBeHH peakuri. CAMIITOMHTE 0OHKHOBEHO Ce MNOABABAT B PAMKHUTE HA HAKONKO AHU WIH CEIMHLIN
clieq 3aro4yBaHe Ha JieveHueto. [ToBeueTo peakuun OTIIYMABAT WITH ¢l MOHMXABAHE Ha J03aTa, WK Cliel
[IpEKpaTABaHE HA JICYEHUETO, BLIPEKH Y€ MOXKE Ja CE HANIOXKH ClieliMpUIHA Tepanus.

[Ipu npekparaBaHe Ha CYEHHUETO ¢ KOPTHUKOCTEPOUIH Ce CLODIARA 3a IICHXHUYHH €DEKTH; YecToTara Ha
Te3W peakuuu ¢ HeuspectTHa. [lanuenTure/rprkelnTe ce 3a Tax TpAOBa aa ObaaT OKypaxaBaHH Na ThPCAT
MEIULIMHCKA TIOMOII MTPH NOABA HA MCHXHYHA CHMITTOMATHKa, 0C00EHO IIPH REMPECHBHH ChCTORHHUA HITH
CyMURIHU MUCIH. Ha nauuesTuTe/rpuxelinTe ce 3a TaX TpAbBa 1a 6na¢ oOBpHATO BHUMAHHE 33 BEIMOXKHHU
[ICUXWYHHA HAPYLICHUA, KOUTO MOTAaT Ja CE MOABAT WIH IO BPEME, WIH BeIHara clell NoHWKaBaHe Ha
103aTa/ClIHpaHe Ha TEPANTUATA CbC CUCTEMHHU CTEPOHIH.

CneuuanHo BHUMaHHe ce W3HUCKBA NMPH 3aMOUBaHE Ha CUCTEMHA Tepailis ¢ KOPTHKOCTEPOUAU TTPH MALKEHTH
¢ NpeAuIecTBalla aHaMHe3a 3a TEKKH aieKTUBHI pa3cTpoiicTBa HITH TaKWBA MPH TEXHH OJIN3KH
poacTBEeHHULM. Te3u pascTpolicTea BKITIOYBAT JeNpecusi, MAaHHIAHO-ACTIPECHBHO Pa3CTPORCTBO U
Mpeaxoxaaia CTeporaHa MCUX03a.

EdexTi BLpXY HEPBHRATA CHCTEMA
KopTtukocrepounure TpaOBa 13 C¢ NMPUIArarT ¢ MOBUILECHO BHUMAHUE TPH NAUHEHTH C NIPHITATBIIN,

Kopruxocrepounute Tpadsa 1a ce npuiarat ¢ NOBULIEHO BHUMAHKWE IIPH NALIMEHTH ¢ MHACTEHUS MpaBUC
(BMK CBUIO UHMOPMALMATA 38 MUOTIATUA B pa3esia 3a MYCKY/IHO-CKEIETHHU eeKTH).

Bbnpeku, 4e criopell KOHTPORHpPaH! KIIMHUYHH W3NTUTBAHUA KOPTHKOCTEPOUIUTE Ca e(PeKTHBHH 3a I0-
OBbp30TO OBNAAABaHE Ha ekzanepdaLmny Ha MHOXKECTBEHA CKIIEpO3a, TE HE NIOKa3BaT, 4¢ KOPTHKOCTEPOHAMTE
FOBIMABAT KpaliHUA U3X0I WM €CTECTBEHHA X0 Ha 3abonaBaHeTo. [1poyuBaHuATa CHC CHTYPHOCT
YCTAHOBABAT, Y€ 3a NONyYaBaHe Ha 3HAUYMM edekT ca HeOOXOIUMIU OTHOCHTETHO BUCOKH 103U
KOPTUKOCTEPOUIH.

Hma cnobmenna 3a emuaypanHa MHIOMATOo3a TPH NMaUMEHTH, TPHEMAIH KOPTHKOCTEPOHIH, OOMKHOBEHO
NpH MPOALILKUTENHA yioTpeda BbB BUCOKH A03H.

HMa cro0meHHA 3a TeXKKH HeXENTaHH peaKUHH, CBbP3aHH C HHTPATeKaNlCH/ enMIypaieH TbT Ha BbBEXIaHe
Ha KOPTUKOCTEPOHIH (BX. Touka 4.8).

Ounu edextut
Koprukocrepouaure TpsiOBa xa ObAaT NpUiIaraHy BHUMATETHO TIPHU MALMEHTHN C O9€H XepIiec CUMILIEKC,
TOPAAU OMACHOCT OT nepdopall#a Ha POTOBHIIATA.

ITpoasnxkuTenHata ynorpeda Ha KOPTHKOCTEPOUIN MOXe Ja foBele 10 3aaHa cyOKancynapHa KaTapakTa u

HykneapHa KaTapakta (0cobeHO nMpu Aeua), eK3odpTanM WIH NMOBHLIEHO BFETPEOYHO HANATAHE, KOETO MOXE Ja
J0BeIe 40 ITayKoMa ¢ Bb3MOKHO yBpeKIaHe Ha o4HUTe HepBH. Heobxoaumo ¢ decTo npocneass
o¢Tamonor.

ITpu mauMeHTH, NpUeMal¥ KOPTUKOCTEPOUIHU TIO-UECTO CE€ YCTAHOBABAT BTOPHYHH IMbOMYHN
HH(EKLIMH Ha OKOTO.




KoptukocTeporgHaTa Tepamis MoXe a NMPHHUHHKE UEeHTPATHA CepO3Ha XOPUOPETHHOMNATHS, KOATO MOXe Ja
IOBee N0 OT/ENBAHE HA PETHHATA.

Chpaeunn epekTH

HexenaHuTe peakuu Ha MIIIOKOKOPTUKOMINTE BBPXY ChPAEUHO-CHAOBATA CUCTEMA, KATO XUITEPTOHUA U
JHCTHIMTAIEMUS, TIPH IPUIIAraHe Ha BUCOKU JO3H M NPOABIDKUTENEH Kype Ha JieueHHe, Morar Jia HalpassT
MAlMEHTHTE ChC ChIIECTBYBALIN ChPACYHO-ChAOBH PUCKOBY (PaKTOPH MO-NOAATANBH KbM JOITBIHATEAHH
CbpAEYRO-CHAOBU HeXeNNaHu peakuri. ClenoBaTenHo, NPUIIaraHeTo Ha KOPTUKOCTEPORAY TpsbBa na crasa
MpeAna3znueo MpH TaKUBa MallHeHTH H BHUMAHHETO TpsOBa Aa ce HaCOYM KM MOAH(ULIMPAHETO Ha PUCKA U
JOIBJIHUTEITHO NpocelABaHe Ha cbpaedHaTa PyHKUMA, ako € HeoOxoaumo. HecTtoTaTa Ha YCIIOXKHEHHATA
MpH KOPTUKOCTEPOMAHATA Tepanus MoXe 1a 0bjie HaMalIeHa upe3 HIUCKA 1032 Y anTepHUpallla Tepanus npes
NeH.

HMMa crobiuenns 3a chpAeYHH apuTMUH WHITN UMPKYJATOPEH KONanc W/uiK CopaedcH apect nmpy 6np30
NPUIOKEHHUE Ha BUCOKH UHTPABEHO3HH J03M METUIMTPEAHK300H (Hax 0,5 g, NpWIOKEHH 3a Mo-Manko ot 10
MUHYTH), Crobuiaea ce 3a Opagukapaus mo BpeMe Ha UIIH CIie] NMPUIOXKEHUE HA BHCOKH 103U
METUANPEAHUIONOH, KOATO MOXKE 12 HE € CBBLP3aHa ChC CKOPOCTTA WIIH INPOABIKUTEIHOCTTA Ha BHGY3UATA.
HeoOxonuMo e MOBUILIEHO BHUMaHHE MPH [MALHETH, TPUEMAIH KapAHOAKTHBHH MEIUKAMEHTH, KaTO
HATIPUMED JUTOKCHUH, NMOPaay NPean3BUKBAHUTE OT CTEPOHIUTE ENEKTPONUTHH HapyIleHUs/3aryba Ha kamui
(X, TOUKa 4.8).

[Tpunaranero Ha KOPTHKOCTEPOMIN 32 CHCTEMHO NPHIOXKeHHe TpAOBa Aa cTaBa ¢ MOBHILIEHO BHUMAHHE H
caMo OpH AcHa HeoOXoAMMOCT B citydall Ha 3aCToMHaA ChpACHHA HEQOCTATHYHOCT.,

Cohaosu edexTH

CnobiaBa ce 3a nosisa Ha TpoMD03a, BKITIOYUTETHO BEHO3EH TPOMOOeMOOTH3 LM, TTPH JIEHEHHE C
KOPTHKOCTEpOUIH. I10 Ta3n npHYKHA KOPTHKOCTEPOHANWTE TPAOBa a ce M3MON3BaT C MOBUIIEHO BHUMAHHE
MPU NALAEeHTH, KOUTO UMAT WU MOXE Ja Ca NMPpeapa3nolokKeHd KbM TpoMboeMOONTHUHH HapyLIEHUS.

Creponaure TpaGBa a ce MpuaaraT ¢ BHHMaHUE NPU NAIMEHTH ¢ XUITEPTOHUA.

CroMamuo-4peBHU ePeKTH

HaMa yHUBepcateH KOHCEHCYC QA KOPTUKOCTEPOUIAUTE CaMH 1O cebe CU MpeU3BUKBAT MENTHYHH A3BH,
YCTAHOBABAHU I10 BPEME Ha JICHEHUETO; BHIIPEKH TOBA MTHOKOKOPTUKOHIHATA TEPAITMS MOXE J1a Mackupa
CUMIITOMMTE Ha NENTUYHA A3Ba, Taka e nepPopaling UM KPLBOM3IMB MOTaT Ja HACTLIIAT He3 3HauuMa
Oonka. [ MIOKOKOPTHKOUAHATA TEPANUA MOXKE Jia MaCKMpPa INEPHTOHUT UK APYFH MpU3HALM U CUMITTOMU,
CBBHP3aHH CbC CTOMALLIHO-YPEBHH HAPYLIEH#A, KaTo Nepdopalmi, oOCTpyKLHA WK nankpeaTut. [pu
koMOuHUpaHe ¢ HCIIBC pucKbT OT pa3BUTHE Ha CTOMALIIHO-YPEBHY A3BU CE YBEITUYABA.

Koptikoctepouaure Tpadra aa ObAAT U3NOA3BAHK C NOBUILIEHO BHUMAHUE U MALIMEHTUTE YECTO
MOHHUTOPHUPAHH NpH CIEAHNTE ChbCTOSHUA: aKTHBHA WK NTaTEHTHA NENTUYHA A3Ba; CKOPOLIHA YPEBHY

aHaCTOMO3H; abcileC Uy Apyra MHoreHHa KHPEKLHA; YIUEPO3CH KOMUT; AUBSPTUKYIINT.,
BrCOKH 031 KOPTHKOCTEPOMAN MOTAT Ia NPe/IM3BUKAT OCThP MAHKPCATUT.

Xenarobniauapnu eexktu
CBBp3aHO € IEKAPCTBOTO YepHOAPOOHO YBpEKIAHE, BKITIOYHTENHO OCThP XEMATUT WK TTOBHIIABAHE HA
YepHOIPOOHUTE EHIUMH, MOXE J1a Bb3HUKHE B PE3YIITAT HA LIHKJIMYHA TY/ICOBA Tepanus ¢
METUITIPEIHN30JIONR 33 HHTPABEHO3HO MpunokeHrne (0OMKHOBEHO TpH HavanHa 1o3a > 1 g/nex). Cvrobwasar
ce pelKM CTy4au Ha XermaToTOKCHIHOCT. BpeMeTo 1o nossa Moxe Ja 6be HAKOMKO CeAMHIN UTH NO-TbTo.
B MHO3MHCTROTO OT CHLOOIIABAHUTE CITydaH ce HAOMoaaBa OTINYMABAHE HA HEXENAHNTE €PEKTH chef ..
crupaHe Ha neueHueTo. [1o Tazu npuYHHa ¢ HeoOX0AUMO CHOTBETHO NMPOCHECAABAHE.

MycKkyJIHO-cKeJIeTHH eeKTH
CovobniaBa ce 3a 0CTpa MUOIMATHA TTpH ynoTpeda Ha BHCOKH A03H KOPTUKOCTEPOUIH, HACTh
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MalWeHTH, MOTYYaBalllM ¢AHOBPEMEHHO HEBPOMYCKYIJIHH 6rokepu (Hanp. nankypoHuit). Ta3u octpa
MHOIIATHA € FeHEepaIn3IupaHa, MoXe JIa C€ BKJTIOYH OYHATA U JUXaTeAHaTa MyCKYIaTypa W J1a JOBeAe X0
kBaapunapesa. Moxe Aa HacTBIH NTOBHLIIEHHE Ha KpeaTHHkHHa3aTa. KNIMHMYHOTO mMOR00peHHe Uiu
BB3CTAHOBABAHE CNEll CITUPAHE HA KOPTHKOCTEPOUIUTE MOXeE J1a H3UCKBA CEAMULIM IO FOXHHH.

Oc:'reunnporsa'ra € YE€CTA, HO PAAKO PA3ITO3HABAHA HOXCIAHA pEAKIIUA, CBBbpP3aHad C AbJITOCPOYHOTO
[MPHIOKECHHAC Hd BHCOKH [JO3H NHOKOKOPTHKOCTEPOHIH. JeHuTe B MCHOIIay3a €4 C TTOBHUICH PHCK.

Hapymenuda Ha 6b0peuTe H NHKOYHHTE MLTHINA

HeobxoannMo € BHUMaHKE NPH NaKHEHTH CbC CHCTEMHA CKIIEpO3a MOpaaM MOBMIICHA YECTOTa Ha (BH3MOXHO
¢aTanna) ciepoaepmania 666peyna kpu3a ¢ XMNEpTOHUA U HAMaJICHO OT/IeNIAHE HA YpUHa, HaOmoJaBaHU
MpH RHEBHA K032 OT 15 mg wiM noeeye NpeAHU30NO0H. 3aToBa TPAORA PYTHHHO Ja €€ KOHTPOJIUPA KPBHBHOTO
HansraHe ¥ Ob0peyHata QyHKUUA (CepyMEeH KpeaTHHUH).

KoptukocteporauTe TpsadBa Aa ObaaT puiaraHy ¢ BHUMaHUe NpH nalMedTH ¢ 656peyHa HeloCTATHYHOCT.

Hicnensanuga

CpeaHu ¥ BUCOKU JO3U XUAPOKOPTHU3IOH UITU KOPTU3OH MOTraT Aa NPHYHWHAT MOBULIABAHE HA KPBBHOTO
HaJMraHe, 337pbKKa Ha HaTpuit 1 BOJa W NMOBULICHA €KCKpelnd Ha kanuit. [1lo-Manko BepoATHO € Te3u
e(peKTH 12 HACTBITAT [IPH CHHTETHYHHUTE TIPON3BOLAHM, ¢ HIKITIOYEHUE HA CIYYAHTE, B KOWTO C€ NpHIarat
BHCOKH J103H. MoXe 11a ce HanoXy orpaHWYaBaHe ItpueMa Ha COJt U 3aMeCTHUTENIEeH NpueM Ha kami. Bcuukn

KOPTUKOCTEPOUIH MOBUILIABAT EKCKPELIKATA HA KATLIWH.

HapaHsaBaHHA, OTPABAHHANA H YCI0KHEHHS, BL3HHKHAJIM B PE3V/JITAT HA HHTEPREHIIHH

CHCTEMHHTE KOPTHKOCTEPOHAM HE Ca NMOKa3aHy M CIICIOBATEITHO He TpAOBa Ja ce U3MON3BAT 32 NieHeHHE Ha
MO3BYHH TpaBMHU. EAHO MHOMOLIEHTPORO MPOYYBaHE NMNOKAa3Ba MOBHUUIEHA CMBPTHOCT RO 2 CEAMMIIHU U 6
Mecella clie/l TpaBMara MpH NamHUeHTH, HAa KOWTO € TNIpUiarad MeTHINPEAHH30JIOR CIIpAMO ruiaiebo.

Apyru
TBit KATO YCIIOXHEHUATA OT JICHEHUETO C FITIOKOKOPTUKOKIN Ca 3aBUCUMH OT TONEMMHATa Ha Jo03ara H

NMPOABIDKATCITHOCTTA HA JICYEHHUETO, 3a BCCKH OTACJICH CITY yait Tpi[ﬁBEl Aa C€ B3EMC pPELUICHNE 34 103aTda H
MPOOABINAKHTCITHOCTTA Ha TCPAITHATA H J4JIH ia CC H3NM0/I3Ba CXCAHCBHA HITH aliITCPHHPallla TCPpAlTiA Bb3
OCHOB4A Ha OTHOWICHHUETO HﬂﬂE&prCK.

3a oBJTaiIgBaHE Ha CHOTBETHOTO ChCTOSHHE TpA0Ba Ja ce npujiara Hali-HUCKaTa Bh3MOXHa J1034, @ KOTaTo €
BB3MOXCHO HaMalsdBaHe Ha 103aTa, TO TPsOBa Ja CTaBa MOCTENEHHO.

ACNUPHUHBLT U HECTEPOUAHHUTE NIPOTUBOBB3MATUTENHHN CpeacTBa TpAOBa Aa ce IIpuiaraT BHUMarenHo B
CbYETAHUE C KOPTUKOCTEPOUAH.

EanospemenHoTo npunokenue ¢ CYP3A uHxubUTOpH, BKITIOUNTENHO KOOULIHCTAT-ChABPKALIU MPOAYKTH,
CE OYAaKRBa J1a MOBHIIIK PKCKA OT CHCTEMHH HeXelNaHu peakiwu. TakaBa xombuHaums TpabBa aa ce u3barea,
OCBeH aKo 10J13aTa HAAXBbPIA MOBUIUCHUA PUCK OT CHCTEMHH KOPTHKOCTEPOHRHH HEXENaHH peakLMH (BX.
To4yka 4.5).

Crobinana ce 3a GeoXpOMOLIMTOMHA KpH3a Cliell IPUIIOKEHKE Ha CUCTEMHH KOPTUKOCTEPOUIN, KOSTO MOXKE
na 6bae dataHa, Ha nauMeHTH ¢ MOoJ03UpaH WK YCTAHOBREH PEOXPOMOLIMTOM KOPTUKOCTEPOUAN Tpsabea na
ce TIpHIaraTr ¢caMo cCJie ChOTBETHA OLIEHKA Ha ChOTHOWEHUETO NMOJ3a/PUCK.

[ [eauaTpuyHa oMy aalus

PacTe)xhT M pa3sBUTHETO Ha KbPMAUETA W ACLA, MOANOKEHH HA NPOABIKUTEIHA KOPTUKOCTEPOHIHA TEPAITHUS
TpabBa Aa ce MpocneaaBa BHUMATEIHO. PacTexsT Npu Aeua, MpreMally ITHIOKOKOPTHKOCTEPOUIHA wﬂ-‘i‘iﬂﬂ
MPOXBKUTETHO BPEME, €KCAHEBHO, B THCBHA /1034, pa3ic/IeHa B HAKOIKO [pUeMa, MOXe Jla t'n. Mﬁh—t@ ‘_,5_, .

W NpUjiaraHeTo Ha Ta3d JI030Ba cXeMa TpAORa 1a cTaBa caMo NpU Half-CMEIHN ChCTOAHHUA. < {_:: ) 3{\‘
alITepHUpallla TEpanus npe3 AeH OOUKHOBEHO c¢ H3OATBA HITH MHHUMW3UPA Ta3u He:icenaﬂa aﬁum - ﬂ*f,ﬂc \'i?““ ‘
e
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KnpMaueTa ¥ Aela Ha ITPOABIDKUATENTHA KOPTHKOCTEPOUIHA TEpaltusa ca ¢ 0CODEHO BHCOK PUCK OT MOBHINEHO
BLTpEYEPEITHO HANATAHE.

Bucoku A03H KOPTUKOCTEPOUAM MOTaT Ja AOBeAaT RO MNaHKpEeaTUT Mpu Jela.

[TaltHeHTH B cTapyecka Bh3pacT
YecTrTe HEXENAHU PEAKI[HH HA CUCTEMHHUTE KOPTHKOCTEPOUIUN MOXeE J1a Ca CBBbP3aHH ¢ O-CEPHO3HH

NOCNEICTBUA NIPH NALUEHTH B CTapuecka Bb3pact, 0C00EHO OCTEoNnopo3a, XUNEepTOHUS, XUITOKATUEMHUA,
nuabeT, Bb3NPUEMUYUBOCT KbM HHPEKLIMM U U3TLHABAHE Ha Koxarta. HeoOxoMMO € BHUMATETHO KIIKHHYHO
Ha0moaerue 3a U30AreaHe Ha JXHBOTO3aCTPALLIABALINTE PEAKLIHH.

[ToBnuABRaHEe HA AHATUTHUHNTE TECTORE
Tect 3a anepruu: METUWINPEAHU3IONOH MOXE A3 MOTHCHE KOWHUTE peakLty nNpy TECTOBE 32 aNeprum.

Yrorpeba npH CIOPTUCTH
Cnopructute TpsadBa Ja ObaaT HHPOpPMHpPaHU, Y€ TOBA JIEKAPCTBO ChAbpXa KOMIIOHEHT, KOHTO MOXe Aa
JLOBeAe IO MOJIOKHUTENEH TECT 33 ZOMMHI KOHTPOIL.

ToBa TeKapcTRO ChAbPXA Mo-Manko oT 1 mmol Harpuit (23 mg) Ha J03a, T.€. PAKTHYECKU He ChALPXKA
HATPWHA.

4.5 BaiauMogeiicTeHe ¢ IPYIH JEKAPCTBEHH MPOAYKTH U APYTH GOpMH Ha B3auMoaeHicTBHE

MeTunmnpeaHH30n0H € cybcTpaT Ha uutoxpoM P450 ensumuara cucremMa (CYP) U ocHOBHO ce MeTabonnsnpa
qpe3 CYP3A4 enzumure. CYP3A4 ¢ noMuHUpaMaAT U Kali-MHOr0OpoeH eH3nuM oT Half-ronsamarta CYP
MOATPYNa B YePHUSA Apod Ha BL3pacTHH Xopa. To xaraansupa 6-XHAPOKCUNMPAHETO Ha CTEPOUIINTE,
OCHOBHHAT MeTaboNMUTEH eTan BbB (pa3a I, KakTo 33 eHJOTEHHUTE, TaKa U 32 CHHTETUYHHITE
KopTHKOCcTepoUIn. MHoOTO JpyrH cybctaHunm ca cybctpatn Ha CYP3A4, xaTo 32 HAKOH OT TAX (KaKTO U
IpPYTH NIEKapCTBA) € YCTAHOBEHO, Ye MPOMEHAT ITIOKOKOPTHKOHUIHUSA META0OIHIBM Ype3 HHAYKUHS WU
uHxuOupane Ha CYP3A4 eH3uMHuUTE.

CYP3A4 unxuburopu - nexkapcreara, HHXHOHpallld CYP3A4 akTHBHOCTTZ OOMKHOBEHO NMOHWKABAT
YepHOApOOHHA KIMPBHC H NNOBUINABAT MJIa3MEHaTa KOHLICHTpaluA Ha iekapcrsata cybcTpatu Ha CYP3A4,
K4TO HanpuMep MeTUNNpeaHu30510H. B npuckcTBueTo HAa CYP3A4 uuxudurop Moxe 1a € HeoOX0AUMO
TUTpUpaAHE Ha JO3NPOBKATa Ha METHIINPEAHU3ONOH, 32 Ja ¢¢ U3berne cTepouana TOKCHYHOCT.

CYP3A4 uHAyKTOpH - JlekapcTBaTa, HHAyLMpal akTUBHOCTTA Ha CYP3A4, o6ukHOBEHO MOBHLLIABAT
YepHOAPOOHUS KIHPBHC, B PE3YJITAT Ha KOETO C€ NOHWKABAT MJIa3MEHUTE KOHUEHTPalUMU Ha ieKkapcTBaTa
cyb6ctpati Ha CYP3A4. CoBMECTHOTO MpuUNaraHe MOXe Aa H3UCKBa MOBUIIaBaHE HA JO3UPOBKATA Ha
METHUJITIPEIHU3O0IIOH, 3a 1A C€ TIOCTUTHE XKETaHHUA pe3yIITaT.

CYP3A4 cybctpati - B IpUChCTBUETO Ha ApyT cyOcTpaT Ha CYP3A4 qepHOaApoOHUAT KIUPBHC Ha

METHIINTPEAHH3ONIOH MOXE J1a Oblic MOBNUAH, KATO TOBa Hanara HeOOXOMUMUTE KOPEKLHH B J103aTa.

[Tpu cHBMECTHOTO NPUJIOKECHUE HA ABETE NIEKAPCTBA C€ YBEJIM4aBa BEPOATHOCTTA OT HACTHLIIBAHE Ha
HeXXeNaHUTE PEaKLHK, CBBP3aHH ChC CAMOCTOATENTHATA UM yrioTpeba.

Edexty, kouto He ca Meauupand oT CYP3A4 - 1pyru B3auMoaecTBUA W e(eKTH, HACTHIBALIHM TTPU
METHIIMPEANN3ONIOH Ca OTTMCAalH B Tabnmuua 2,

Tabnuua 2 npeAcTaBNABa CIHCHK U OMUCAHHE HA HAW-YECTUTE W/HITU KITWHHYIHO 3HAYWUMU JICKAPCTBECHU
B3aUMOACHCTBUA UM €DEKTH Ha METHINPEIANU3OIOH.

Tabauna 2. Bakuu JekapcTBeHH BIAHMOACHCTBHA HTH eQEKTH NMPK METHINPEIHH30/IOH

JleKapcTBREH K.J1aC HIH THIT - BiauMoaeiicTane wiH edexT |
JIEKaPCTBO HIH CYyOCTaRIUNSA /
AHTHGAKTEPHATTHH CYP3A4 nuxuburop. B nomsnHeHue|
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-U3ouuaszun

MCETHIHIPENAHH30I0H MOXKE 1a YBCIIHYH CTCIICHTA Ha
ALUCTUIHPAHE H KITHPbHCA HA H3O0HHA3IWU.

[IpotuBoTybEpKyNO3HM
-Pudamnuunx

CYP3A4 unaykrop

AHTHUKOArynaHTH (MepopaTHu)

E¢exTbT HA METUIIIIPEAHNIONOH BLpXY TEPOPATHUTE
AHTUKOAryJaHTH € BapHabuneH. Uma crobulenus 3a
3aCHIIEHH, KAKTO M 32 0TCnabeHn epekTH Ha
AHTHKOATYJIAHTHTE NPH EAHOBPEMEHHOTO TIpHIaraHe
C KOPTHKOCTEPOHAU. [ 10 Ta3zu mpuanHa
KOATryJIAUMOHHHUTE MoKa3atenu Tpabea na 6naar
NMpocneAsBanM, 3a Aa e MOAAbPXKAT KeJlaHUTe
AHTHKOAryJIaHTHH e(eKTH.

AHTUKOHBYIICAHTH CYP3A4 unaykrop (4 cyberpar)
-KapbamasenuH
AHTHKOHBYJICAHTH CYP3 A4 vaaykropu
-QenobapouTa
-DEeHUTOUH
AHTWUXOTUHEPTUYHH KoptukocTepouanuTe MOTAT Jia MTOBIUAAT ePeKTUTE

-HespoMyckynHu 6okepu

Ha aHTUXOJNIMHEPTUYHUTE MPOLYKTH.
1) I'lpu exHOBpEeMEHHOTO TIPUIIAraHE HA BUCOKH JO3H
KOPTHKOCTEPOMIH U AaHTUXONOHEPTIMYHU TIPOAYKTH,
HalrpuMep HEBPOMYCKYTHH Gnokep, ce chodiuasa
32 Cy4YaH Ha OCTpa MUOMNATHUA (BXK. TOUKa 4.4).

2) I'lpu mauueHTH, NpHEMaLlld KOPTUKOCTEPOUIH, Ce
HaO/oAaBa aHTArOHKM3EM Ha HEBPOMYCKYJIHO
OnokupaunuTe epeKTH Ha NAHKYPOHUN M BEKYpPOHHIA.
Tosa B3auMOAEHCTBHE MOXKE J1a C€ OYAKBA NMPH
BCHUYKH KOMIIETHTHBHH HEBPOMYCKYJIHU OJIOKEPH.

AHTHXOIMHECTEPAIHH Crepouaute MoXe Ja HaMansaT edekra Ha
AHTUXOJIMHECTEPAIHNTE CPEACTBA ITPU MHACTECHUS
PaBHC.
AHTHIHA0ETHH KopTHKOCTEpOUAUTE MOraT [1a [TOBUIIAT KPbhBHATA
3aXap M T0 Ta3d MPHYHHA MOXKE Ja C€ HAJIOXH
KOpEKIIHA Ha [03aTa Ha aHTUAHaOeTHUTE JieKkapcTBa.
AHTHEMETHLM CYP3A4 vuxubutopu (4 cybecTpaTh)
-ANpenuTaHT
-DocanpenuTaHT
[IpoTuBOrBLOMUHYK CYP3 A4 waxuburopu (4 cybcTpatn)
-UtpakoHa3zon
-KeTokoHa301
[TpoTHBOBHPYCHU CYP3 A4 waxuburopn (M cybctparn)

- HIV- uporeasuu uHXuOHTOPH

1) Ilporeazun HHXHOUTOPH, KATO HHAWHABHD U
PUTOHABHD, MOTaT A4 MMOBHIIAT IUIa3MEHUTE
KOHLEHTpALIMHU Ha KOPTUKOCTEPOUJUTE.

2) KopTukocTepouIuTe MOXe 1a UHIAYyUUpar
meTabonuiamMa ra HIV- nporeasHutre unxuburopu,
KOETO Ja NoBelle 40 NOHUXKEHM Mia3MeHH

KOHLEHTPALHH.
dapMaKOKHHETHYHH SHXaHCepH (YCUITBATEIIH) CYP3A4 uaxuburopwu
-KobHuucrar
ApOMaTa3zHH UHXHONTOPH AMHUHOTTYTETHMUA-UHAYLIHpaHaTa HAXOBOpEeUHa
-AMUHOTTYTETUMHU Cynpecus MoOkKe fa 000CTpHU EHAOKPUHHUTE

JICHCHHUC € MNMKOKOKOPTUKOHWAMN.

KanuuerH aHTAroHUCTH
-JlunTHazemM

CYP3A4 unxuburop (4 cybcrTpar)




Kontpatientusu (nepopaiiu) CYP3 A4 unxudbutop (1 cyberpar)

-Etununecrpanion/HopeTHHAPOH

Cox ot rpefindpyT CYP3A4 unxuburop
HNmyHocynpecopu CYP3 A4 unxuburop (1 cybcTpar)
- {UKJIOCTIOPHH 1) Baaumuo nHxubupaHe Ha mMerabonn3Ma HacTbIIBa

IIpH €AHOBPEMEHHO NpUIIarane Ha UUKIIOCTIOPUH H
METUINIPEIHHIONOH, KATO TOB2 MOXE Aa MOBHLIK
TUTA3MEHUTE KOHLICHTPALIMM Ha BCAKO €HO WM U HA
nBeTte nekapersa. [1o Ta3u nmpuduHa € Bh3MOXKHO
HeXeJTAHUTE PEaKLIHK, CBBP3aHU C NIPHIIATAHETO HA
BCAKO OT JieKapcTBaTa MOOTAEIIHO, XA € MO-BEPOATHO
Ia HACTBIMAT NIPH €AHOBPEMEHHOTO UM
TIPUNOXKEHUE.

2) [Ipn eaHOBPEMEHRHOTO fIpUlarane Ha
METUIHIPEIHU3ONOH U UMKIIOCIOPHH UMA
ChOOIIEHNA 32 IbPYOBE.

UmyHocynpecopu CYP3A4 cybcrparu
-uxnodochamMua
-Takponumyc
MakpoTHaHH aHTHOHOTHLIM CYP3A4 unxubutopu (1 cybcrpaT)
-KnaputpoMuLuH
-EpuTpOMKIIHH
MaxkxponuaHu aHTHOHOTHLIM CYP3A4 uaxuburop
-TponeaHaOMHLIMH
HCITBC (HecTepOonaHH MPOTHBOBBINATIUTETHH 1) Moxe ce NOBHILIH PUCKBT OT CTOMALIHO-UPERHO
CpeacTsa) KBPREHE U yJILIEpallWd NIPHU €THOBPEMEHHO
-Bucoxku no3u ACUpHH npunarane Ha koptukocrepouan n HCIIBC.
(aUeTHICATMLIMIIOBAa KHCEITHHA) 2) MeTtunnpeIHU30/I0H MOXE 1a TOBRUIIYK KIHUpbHCA

Ha BUCOKHM 03U aCMUPHH, KOETO MOXE Ja AOBEIE A0
MOHUXKEHU CEPYMHU HHBA HA CATTUUHITIATUTE.
Crnivpa”HeTo Ha TEYEHHETO ¢ METHINPEAHH3IOMOH
MOXeE a NpeH3BHKA MOBUIUIECHW CEPYMHH HUBA Ha
CalMUWIATHTE, KOeTO OH MOTJIO J1a JOBeAe JO
MOBHIIEH PHCK OT CATHIINIATHA TOKCHYHOCT.

[IpoaykTH, HAMAARALLM KOIIMMECTBOTO HA KaJiNA [Ipn enHOBpEMEHHO NMpUlaraHe Ha
KOPTUKOCTEPOUAHN ¢ NPOLYKTH, HAMAIIABALIN
KOJIMYECTBOTO HAa KaluA (Hanp. AMypeTHLH), €
HeO0XO0IUMO NALHEHTHTE Ja C& MOHUTOpHpaT
BHUMATENIHO 32 Pa3BUTHE HA XHNOKAIMEMHUS. PUCKDLT
OT XHIIOKaNHEMHUA € NTOBHIIEH CbILO TAKa U ITPH
€IHOBPEMEHHOTO MpUIaraHe Ha KOPTHUKOCTEPOUIM C
amboTepuuiuH B, kcaHTUHH Unu 6era 2-aroHHCTH.

HechBMEeCTUMOCTH

[TpernopbYUTENTHO € MPUITaraHeTO Ha METUNMPEAHHIONOHOB XHAPOTEH CYKIIMHAT Aa CE U3RBPILBA OTALITHO OT
JIPYTH BEIECTBa, KOUTO CE NpUiarar Ype3 HHTpaBeHO3eH LT Ha BbBEXAaHe, 3a J1a 0BaaT n3berkaru
npobneMu, CBLP3aHU ChC CHBMECTUMOCTTA Y cTadWNHOCTTA. JIekapcTBaTa, MeXAY KOUMTO ChUICCTRYBA
($pU3MdECKa HECHBMECTUMOCT B Pa3TBOP ¢ METHIIPEIHW3OIOHOB XHAPOreH CYKIIUHAT, BKJTKOYBAT, HO He ce
W3YEPIIBAT C: ATOIYPHHOI HAaTpUl, JOKCATIPAMOB XHAPOXIIOPH], TUIECLIHKIHH, KAIILKEB [JTFOKOHAT,
BEKYpOHHUEB OpOMKI, pPOKYpOHHEB OpoMuI, LHM3aTpaKypuyMoB OpoMua, rivkonMponar, nporodon (3a
noBede HHPOpMaL MU BHXK To4ka 6.2).

4.6 DepraanuTeT, OpEMEHHOCT H KLPMeEHE
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[Tpoy4YBaHHA TIpH KHUBOTHY Ca [MOKa3allu, Ye TIPUJIOKEHU BbPXY MalfYMHUA OpraHN3bM BBLE BU Eh
KOPTUKOCTEPOMIHTE MOraT Ja NpeAN3BHKAT MaipopMalui Ha niona. Bonpeku Tosa, Korato
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npyu OpeMeHHH XEHH, KOPTUKOCTEPOUANTE U3MeKAA He TPHYHHABAT BPOASHU aHOMANIMN. BhIipeky ToBa
MpOYYBaHHA MPH X0Opa He ¢a M3KITHOYHIIN PHCKa OT TakuBa Ae(eKTH, Mopaay KOeTo NpHIaraHeTo Ha
METHIITIPEIHU30I0OHOB XHIPOTreH CYKLIMHAT 10 BpeMe Ha OpeMeHHOCT TpadBa Aa Obae caMo B ClTy4aud Ha

a0COMOTHA HeOOXOAWMOCT.

MeTHNIpeAHH30JI0H NpeMHHaBa Npe3 MnaueHsTapHaTta Oapuepa. EAHO peTpOCTIEKTHBHO NPOYYBAHE OTKPHBA
NOBHIIEHA YECTOTA HA CITy4Yau Ha HOBOPOACHM ¢ HHCKO 3a MecTallMOHHATa BB3PACT TEMN0, PpOAEHH OT Maltky,
npueMany KopTukoctepouan. HopopoaeHure or Malfki, NojryuaBany 3HaAYUTEIHH NO3U KOPTUKOCTEPOUIM
no BpeMe Ha OpeMeHocTTa, TpAOBa BHMMATENHO Aa ObAAT HabnonaBaHy K OoLIEHABAHH 3a Oenesu Ha
HanbLOpeuHa HEAOCTATbYHOCT, BLIIPEKH Ye¢ HEOHaTanHaTa HaabsOpeuHa HeJOCTATEYHOCT Ce Cpella PAAKO
P HOBOPOACHH, H3MTOXKEHN HA KOPTHKOCTEPOHAM in utero.

Habmopapana € 1ogBa Ha KaTapakTa Npu Jella, poReHH OT MaiKH, NEKYBAHU NPOALLKUTEIIHO BPEME C

KOPTHKOCTEPONIH 110 BpeMe Ha OPEMEHHOCTTA.

KspmeHe
KOpTHKOCTEpOUIMTE CE EKCKPETHPAT B KbpMara.

KopTukocTepouauTe, MPOHUKHAIKW B KbpPMaTa, MOTAT Ja [IOTHCHAT pacTeXa Y Ja HapyllaT eHJoreHHaTa
MPOAYKLIMA HA MNTIOKOKOPTUKOUAM NPH KbpMadeTaTa. 103 NeKapCTBCH NMPOXYKT TPAOBa J1a ce U3MoI3Ba Mo
BpeMe Ha KEPMEHE CaMo CIie/l BHUMATENTHA OLIEHKA Ha ChOTHOWEHHWETO NON3a/pUck 3a Malkara u 3a

KbpMadeTo.

Qeptunurer

HMIMa JaHHH OT NMpOYy4YBaHMsA MPH XKUBOTHH, MOKA3BAILH, Y& KOPTUKOCTEPOUAKTE yBpeXaaT PepTHINTETa (BXK.

To4gKa 3.3).

4.7 EdexTtn BBpXY cnocobrocTTa 32 modupane ¥ pabora ¢ MAlIHHK

EekTsT Ha KOPTUKOCTEPOMRNTE BBPXY CIOCOOHOCTTA 3a LogHpane WK paboTta ¢ MalllMHKU HE € MPOY|BaH.
Cnex nedeHue ¢ KOPTUKOCTEPOUAH €A BhIMOXKHH HEXellaHU e(eKTH, KATO HanpUMep 3aMasHOCT,
CBETOBBPTEXK, 3pUTENHH HAPYLICHHAK U YMOpa. AKO ca 3acerHaTH, MaluueHTUTe He O6MBa aa wodupar 1 aa

paboTsaT ¢ MAllIMHU.

4.8 HexenaHu TeKapCTREHH peaKLUUH

Hesxenanute peaklMu ca H30poeHK No-gony no cucreMa oprai-xinac Ha MedDRA u no decTtora.
YecroTuTe ca nepuHUpaHu KaTo: MHoro yectd (=1/10), wectu (=1/100 go <1/10), neuectu (>1/1 000 1o
<1/100), peaku (=1/10 000 oo <1/1 000), Muoro peaku (<1/10 000), ¢ Hen3BecTHa YecTOTA (OT HANHYHUTE

JaHHH HE MOXKe J1a Obae HalTpaBeHa OLICHKA).

Tosu NEKAPCTBCH IIPOAYKT MOXKC [1da JOBCAC 0 CICAHHTC HEXCHAHH PCAaKIIHH, oCcOoDEHO KOTATO € Ha3HAUueH

BBEB BUCOKH A03H H NNPH [IPOABJKHTCIIHO NCHCHHCE.

CHcTeMo-oprafneH Kjiac

| HexenaHH peaKkumH

Hubexnunu u uHPecTALHH

Yectu: Undexuuu.
HeuspecTHa yecToTa: OMOPTIOHUCTHYHH HHDEKLWH.

HapymeHus Ha KPLBTA H JIKMPHATA CRCTEMA

HeussecTHa yecrora: Jleskouurosa, TpoMbo-
eMOOJINILM.

HapyweHHS HA HMYHHATA CHCTEMA

HewnssecTHa YecToTa: AHA(QHIAKTUYHA PEAKLIMA C
U 6e3 UUPKYIATOPEH KOManc, ChbpIeUeH apecT,
OpOHXOCTa3®sM, ChPACYHH APUTMUH, XUTIOTOHUS HITH
XHIIEPTOHHS. o=

Hapymemlﬂ HAa CHIAOKPHHHATA CHCTCMA

Yecru: Kymmarounen gaumec (nuue). Yy
o
Heu3secTHa wecrora: [loTHCcKaHe Ha XHII

MUTYWTApHO-aJIpeHATHATA OC, 3a0aBsAHe Ha anéma i
npu Oebeta, Aeua K IOHOIUM, Meumpxannp
NCA
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HApYILICHUS 1 aMEHOPESA, XUP3YTU3BM, MTOBULLIABAHE
Ha TErnoTo, HapylUeH BbINIEXHUAPATEH ToNEpaHe ¢
MOBULIABAHE HA HYKJaTa OT NCUCHUE C
aHTHAKaOeTHH CpeacTBa, OTPULIATENIEH a30TEH U
Kaniues OanaHc, MOBHIIEH aneTHT.

Hapymenus Ha Merafo1uiMa H XpaHEHETO

Yectn: 3aapexka Ha HaTpult ¥ Boza.

HeuizsecTHa decToTa: XHAMOKATHEMHYHA alTKaji03a,
MeTabOIMTHA aUM103a, 3aryda Ha KaIni, HaMaleH
TIOKO3€EH TOJEPaHC, HYKJa OT ITOBHUIlIaBaHEe Ha
A03aTa Ha UHCYJTHH WU OPAITHH XHITOrTUKEMUYHHU
CpenCTBa IMpU NalNEHTH ¢ ANadeT, MOBUILEH aleTHT,
EMHIYpaTHa THNMOMATO3a.

IMenxHYHH HApYIIEHHS

Yectu: Pa3HyHy NCHXKHATPHYHM PEAKLUH,
BKJIIOYHTEITHO aieKTHBHH pa3cTpoiicTBa (kaTo
pa3ipa3HUTENHOCT, eYPOopHs, Jenpecus U NabuHO
HACTPOEHHUE, CYHIIUIHH MUCIIN),

HeuspectHa yectora: [ICHXOTHYHA peakHH
(BKIOYUTENHO MaHHUA, HITFO3HH, XATIOLIWHALMY U
BJIOLIABAHE Ha WIN30(ppeHNs ), NOBEICHYECKH
HapyLeHN, pa3ApasHUTENHOCT, TPEBOXKHOCT,
HapyLIECHUA Ha ChHA, KOTHUTUBHU HapyllieHUA,
BIJTFOUHTENHO OObPKBAHE ¥ aMHE3UA Ca
¢b0OLUABaHH 32 BCUMKH KOPTHKOCTEPOUIH.
PeakumnuTe MOXe Ja HaCTBMNAT U NP4 Bb3PACTHH, U
npu geua. [pu Bb3pacTHH TEXKUTE PEAKIIHH Ca C
qecToTa 5-6 %. [Ncuxuunn egekT ca choduiaBaHu
NpH CITHpaHe Ha KOPTUKOCTEPOUIIHTE.

HapyimeHust HA HEPBHATA CHCTEMA

HewasecTHa YecToTa: [Ipunagsiuu, NnoBHImEHO
WHTPaKpaHHAJHO HaiAraHe (C OTOK Ha Manunara -
AobpokaYecTBEHa HHTPaKpaHHATHA XUTIEPTEH3UA),
aMHE3UA, KOTHUTUBHH HAPYLICHHUA, 3aMasHOCT,
raapobonue.

HapyimeHHn Ha 0UHTE

Yecru: CybkarncynapHa kaTapakTra.

HeussectHa dyectora: [10BHLIIEHO HHTPAOUHO
HalaraHe, rnaykoma, nanunezieM, ek3odranm,
U3TBLHABAHE HA KOPHEATA UMM CKJlepaTa, 00ocTpsaHe
HA OYHU BUPYCHH WM rbOMYHH WHPEKLIHH,
XOpHOPETHHOMNATHSA, 3aMBITICHO 3pCHHE.

Hapyuen#s Ha yXoTo H Jabupunra

HeussecTHa yecToTa: Beptruro.

ChpaeusH HApYILICHHS

HewnasecTHa 4ecrora: 3acToNHA ChpeUuHa
HEOCTATLYHOCT IIPH MPEAPa3NONOKEHH MALUECHTH,
MHUOKapAHa pynTypa cneJ MUOKapAEeH HH(PAPKT,
ApPHTMHA.

CoaoBH HapYIICHHSA

Yectu: XHNEPTOHUA.
Heu3zBecTHa yectora: XUMOTOHKA, TPOMOOTHYHHA
MHIMAEHTH.

PecnupaTopHH, rPLAHH H MEIRACTHHATHH
HapYIIEHHSR

HewseectHa yecrora: [lepcucTUpalllo XbILAHE MTPU
BHCOKM JI03H KOPTHKOCTEPOHUIH.

CToMalIHO-YPEBHH HAPYIIEHHUNA

Yectu: [lentuuda 138a ¢ Bb3MOXHA nepdopanus 1
XEMOparuA, CTOMAIIHA XeMOparus.

Hewn3pecTHa yecrora: Jlucnencus, mogysaHe Ha
KOpeMa, esodareanHa ynuepauns, ezodareanHa ,/""
KaHAKOo3a, e3odarur, HpeBHa nepdopalin,
naHkpeatuT. ['agene, MOBpbLUIAHE U HETIPUFTE ;cyfc
B YCTaTa MOXe 12 HACTBIH, 0CO0EHO MpH f‘i‘bﬁ?tf o

XenaTo6HIHAPHH HAPYIIEHHS

[PHJIOXKEHHE HA MEHKAMEHTA. R
HeuspecTHa decrora: Habonasanu ca ;‘ R
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NoBUlllaBaHe Ha ajtaHMH TpaHCaMHHaz3a, acrnapTar
TpaHCaMMHa3a ¥ ankanHa docdarasa cnen JedyeHue
¢ KopTHKoCcTepouaH. Te3n npoMeny oOMKHOBEHO ca
NIEKU U 0OpaTUMHU clell MPEKBCBAHE HA JICUECHHETO.
XernaTur.

HapynienHs Ha X0XKaTa H NOAKOXKHATA ThKAH

Yectu: Koxna arpodus, akHe.

HewnirecTHa yecToTra: EputeMa, aHrnoenem,
ChpOeX, NETEXHWH U EKXHMO3H, H3ThbHABAHE Ha
KOXKaTa, CHHHHH, CTPHH, TEMaHTNEKTa3HUA,

XUP3YTHIBM.,

HapyiieHHs HA MYCKYJIHO-CKE/IeTHATA CHCTEMA
H CHLeAHRUTEIHATA ThKaH

Yectu: Myckynna cnabocr, 3abaBeH pacTex.
HewuieecTHa yectoTa: CrepouiHa MHOTATHA,
OCTEONOPO3a, GPpaKTypH HA NPEULTICHH U ABITH
KOCTH, apTpairii, aBacKy/lapHa OCTEOHEKPO3a,

pYNTYpa Ha CYXOXKHJIHA.

bLOpeuHHn H ypHRapPHH HapYIUEeHHH

HeussectHa yectoTta: CxiepoaepManta 6u0peuHa
KpH3a*.

Hapymetina Ha BL3INPOK3BROANTETHATA CHCTEMA
H 'bpAaTa

HeussecTHa yectoTa: HepeloBHA MEHCTPYalUs.

O6nu HapymeHHs B edeXTH Ha MACTOTO HA
NPHJIOKEHHE

Yectu: HapyieHo 3a3apasiBaHe Ha paHu.
HeusBecTHa 4eCToTa: YMopa, HepasnonoxeHue,
»CHHIPOM Ha OTHEMaHe", BKJTIOYBALll TEMIIEPATYpa,
MUAIIMHA, ApTPAJITUS, PUHUT, KOHIOHKTUBUT,
Done3HeHH ChLPOALIN KOXHU HOAYNU U 3aryda Ha
TEerno.

Teepae OBp30 HaMaNIABAHE Ha J03aTa Ha
KOPTUKOCTEPOUAA CNlea NPOABLIKUTENHO JieYeHNne
MOXE JIa JIOBEeJe O OCTpa aJpeHanHa
HEAOCTAThYHOCT, XMMOTOHHA H CMBPT.

*Cxnepoaecpmanta 6b0pedHa Kpu3a — B pa3nu4HUTE CyOIOMynauuu 4yectorara sapupa. Halt-BHCOK puckK e
HaOMOIaBaH py NauKMeHTH ¢ Audy3Ha cucTteMHa ckiiepo3a. Hali-uncok puck e HabmogapaH pu MaLMeHTH
C OrpaHUYEHA CUCTEMHA CKIIEp03a (2%) W NMpH CHCTEMHA CKIIEP03a ¢ HAYallo B IOHOMECKa Bb3pacT (1%).

CleaHuTe HeXCIaHH PeaklIMU ¢e ChOOUIABAT MPU CICIHUTE NMPOTUBOINOKA3aHU ITETULIA HA BHBEXKIAHE Ha

MCAHKaMCHTA:

HnTparekaneHo/enuaypaTHO NPUIOXKEHHE: ApaXHOHIMT, PYHKILHOHATHO CTOMAIIHO-YPEBHO HapYILIEHHE
WM HapyieHa QyHKLMA Ha THKOYHNA MEXYp, r71aBodoe, MEHUHIWT, Napanapesa/fiapaiuierus, rbpuoBe,
CETHBHM HapyIleHUA. HecToTaTa Ha TE€3M HEXENAHU PeaklNH He € H3BECTHA.

Cno0111aBaHE HA NOAO3MPAHH HEXENaHH PEAKLIMU

Cno0111aBaleTo Ha NOAO3HPAHH HeXelaHH peakliMM Clie/l paspelliaBaHe 3a ynorpeba Ha eKapCTBEHUs
NPOAYKT € BaXXHO. TOBA MO3BOJABA Ja MIPOIBIXKH HAOMFOAECHHUETO HA CHOTHOLIEHUETO MON3a/PUCK 34
NIeKapcTBeHHA MPOAYKT. OT MeIMIIMHCKUTE CIIELHATHCTH €€ M3UCKBA a ChOOIIaRaT BCAKA MOJ03MpaHa

HeXeNlaHa peakuus upes.

ManwnuuTenda areHUus No lekapcraara,
yn. amsau ['pyeB Ne 8,

1303 Codus,

Ten: +359 28903417,

yebcaliT: www.bda.bg

4.9 Tllpeao3upane

CrobuiennsaTa 32 0CTPa TOKCHHHOCT M METAGONTUTHH HApyIIEHHS CIIEM MPEIO3UPAHE Ha KOPTH
peaxu. Hama kJIMHUYEH CHHIPOM Ha OCTPO Mpedo3npaHe Ha KOPTHKOCTepouau. B crydait Ha)l
HAMa crieuA(HIeH aHTUAOT; TEHEHHETO € NONIbPKALLO ¥ CHMITTOMATHYHO., Memnnpenﬂmd

ObJie Auanu3npaH.
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XpoHUYHO TIPE103UpaHEe BOAU A0 THIIMYHATE CUMNITOMH Ha CUHApOoMa Ha KBIIHHT,

5. GAPMAKOJOI'NYHH CBOHUCTBA

5.1 dapmakoaHHAMUYHH CBOlicTBA
dapMakoTepanesTHiHa rpyna: [ mokokoptukonau, ATC koa: HO2AB04.

MeTUnnpeaHu3oioH € CUNHO ASHCTBAaLL KOPTHKOCTEPOU, ¢ MEXIHHHA MPOABIIKUTENHOCT Ha JCHCTBHE.
[IpoTuBOBB3NANKTEIHATA MY aKTHBHOCT € MOHE MET MhTH NO-BHCOKA OT Ta3¥ Ha XHAPOKOPTH3OHA.
[TIpakTHYEeCKU HAMA MUKHEPATIKOPTUKOUIHA aKTUBHOCT, KOETO BOAH O HaMaJIeHa YECTOTa Ha 3aXpbXKa Ha
HaTpul U BOAA.

MexaHnIEM Ha 1eHCcTBHE:

MexaHu3MBT Ha AefiCTBIHE HA CTEPOUINTE Ce OCHOBARA HA TAXHOTO B3aUMOAEHCTBUE ChC CICUMPUYHU
BLTPEKJIEThYHM UHTOMIa3MeHH peuenTopu. Crel kato ce € odpazyBan peLenTOPHO-MIOKOKOPTHKOHAHUS
KOMILJIEKC, TOM NIpeMHUHaBa B ApOTO, KbIAETO BiauMozckicTea ¢be crneumngpuunnr JJHK cexBeHLnH,
CTHMYITHPAILIH HIIHM [TOTHCKAIIN reHHara TpaHckpunuug Ha cnetduunn MPHK, xoqupainu cuHTesa Ha
onpelecneHy NPOTEWHH B MPHLICTHHUTE OPraHy, KOUTO B KpaifHa CMETKA Ca UCTHHCKH OTTOBOPHUTE 3a
IefiCTBUETO HA KOPTHKOCTEPOHAA.

bapmakoIHHAMUYHU €PEKTH:

Ipomusosvanarumenno oeticmaue. NeHCTBUETO MY HE 3aBICH OT €THOJIOTHATA (MHPEKIIMO3HA, XHMHYHA,
¢U3NTHA, IMYHOJIOTMYHA) U BKITIOYBA MHXHOMpaHe Ha HEMOCPERACTBEHUTE MPOABY (3aUepBiBaHe, TOIUIUHA,
fonka, MOAYBAHE) U H2 KbCHUTE BB3NANMTETHH NposBH (pudpodnacrua nponndepatus, obpalysane Ha
¢bubpun, uukaTpusauus (6enesn)). [ MOKOKOPTHKOKINTE HHIYUMPAT CHHTE3A HA JIMITOKOPTUH- 1, KOHTO
HHXHOMpa akTUBUPAHETO Ha pocdonumnaza A2, ¢H3aUM, KOUTO 0cBOOOKIaBa MOIHWHEHACUTEHUTE MACTHH
KHCEJIMHH, TIPEKYPCOPH B CHHTE3a HA NPOCTArIaHIWHHUTE U JIEBKOTPUEHUTE U GakTop HA TpoMDOLMTHATA
arperaius (PAF), BCUYKM — MOLIIHY MEQHATOPH HA Bb3MATHTENHHSA NPOUEC.

Hmynocynpecusno deticmgue: NpEAU3IBHKBa HAMAIXBAHE Ha UMYHHHUS OTIOBOp Ha OprasM3Ma ypes HaMeca B
MHTEPRAEBKOLIUTHUTE CUTHAIIU, MEAUUPAHH OT JTUMPOKUHHTE. Te uHXUOUpaT Makpoaro-T1uMPOLUTHOTO
B3auMoJeficTBHE U lTocheaBalloTo ocBoboxaasaHe Ha I1.-2; B pesynrar Ha TOBa MOTUCKAT aKTHBUPAHETO Ha
T-nuMdouuTuTe, NPOU3BEREHH OT AHTUIEHH U CHHTE3a HA LIMTOKHHM OT akTuBupaHu T-muMQoiuTH.
[Mopanu Te3n cBou AcHCTBUA METUNNPEAHU3OIOHBT C€ U3IT0JI3BA B OMPEIENIEHH CIIEUIHN CHTYallHN.

Memabonumnu oetcmaua.
Brrnexuaparen merabomm3pM: HaMangBa YCBOSBAHETO Ha MIIKOKO3a OT ThKaHUTE, OCBEH B MO3bKA U CHPUETO
H CTHMYJIHpA YeHOoApoOHATa MNTIOKOHEOreHe3a KaTo Y/ICCHSARA NPEBPbILIAHETO Ha AMUHOKWUCCIIMHM, MACTHH
KHCEJIMHU U FTHIIEPON B IMOKO3a. 108Ba BOAW AC XUTEPTIIMKEMHUS U TIIHOKO3YpHs, MOBUIIIEHA HHCYJIMHOBA
PE3UCTEHTHOCT M BJIOWEHa MeTaboMUTHA CHTYaUMs TIpH NTauUeHTH ¢ Auabet. JJombaHUTENHO, yBENTHYaBA
OTNIaraHeTo Ha MIUKOTeH B YepHUA Jpod U CKeNeTHaTa MyCKyJiaTypa.

[TporenHoB MeTabOMH3IBM: HHXUOHPA CHHTE3a HAa MPOTEHHH, TTIOBHILIABA MTPOTEONKTHYHATA aKTHBHOCT M
CTUMYJIHpa pa3rpaxaHe Ha NMPOTEHHHTE Ha CKEJIETHATA MYCKYJIaTypa, KOCTUTE U ChbeAWHHTETHATA ThKaH JO
AMHHOKHCEITMHH, KOWTO Ce W3ITOJI3BAT NPH CHHTE32 HA MTIOK03a (HEOTTIOKOreHe3a).

Nuxubupa pubpobnactHara rnponudepauns ¥ CHHTE3A Ha KONMAareH, NpUUYMHABARKH YyITJIMBOCT Ha
KamHApHTe, 3abaBA 3apacTBaHeTO HAa paHUTE, U3THHABA JcbeTMHATA Ha KOXaTa U YICCHARA TTOABATA Ha
KOXHHU CTPHH.

JlunmneH MeTaboNnU3IBM: TTOBHIIABA ANIETUTA U MpUeMa Ha KaJIOpUH, CTUMYNIMpa Jaunonu3ara. Ot gpyra
CTpaHa, yBelWdaBa JIMNoreHe3ara, eekT, KoNTo Moxe Aa Obxe MeaAUHpaH OT 0CBODOAEHUSA HHCYITHH B
OTTOROP Ha XHTIEPrIMKeMHUATA. Pe3yaTaThT OT T€3W KOHTPACTHU €(PEKTH € NpepasnpeleNicHHe Ha T

dd [MOBHULIAT ININa3sMCHHATC HHBA Ha obuins XONECTEPOIT X HAa TPHUTIITHUCPHIOHUTE.
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BoaHO-eNeKTPONUTEH MeTabon3bM: METWITIPEAHU3OJIOH UMa ONpeacieH MUHEPITKOPTHKOMIEH edeKT,
MpeIM3BUKBANKY 33bpKaHe Ha HATPHA U BOAA, OTOLIM, BUCOKO KPbBHO HAIATAHE U XUNOKATIUEMUS, KOUTO
JOTIPHHACKT 32 MYCKyJIHaTa cnaboct. KanueBuar MeTaboNn3bM CBUIO cE MPpOMERA. | TOKOKOPTHKOUONTE
MHXUOUpat AelfcTBUETO Ha BUTAMHUH D, HaMansBaT YypeBHaTa abDCOpOLMS Ha KaIIWH, YBE/TNYaBaT
OL6pevHOTO eTUMUHUpPAHE Ha KanWi W HHXHOHpAT ocTeobnacTHaTa aKTHBHOCT, KOSTO GOpMHpa KOCTHATA
Marpula. KaTo cneacrBye BOAAT A0 XUNOKAIUMEMHUS.

Heticmeus gvpxy yenmpanuama repsua cucmema: NpeiM3BUKBAT MOBUIIABAHE HA HACTPOEHHUETO C YCEIRAHE
3a Gnarononyuue 4 eygopus. [Ipy XpoHUHHO NeYeHNE BOAAT N0 Oe3ChHUE, pa3Apa3sHUATENHOCT K MOHAKOra
TPEBOXHOCT, JCIPECU, MAHHUS, ICUXOTUYHU PEAKLIUH.

3amecmumentna mepanus: GUINONOTHYHA 103U METUINPEAHU30I0H 3aMECTBAT EHAOTEeHHHS KOPTH30M B
cllyya Ha KOPTHKO-HaA0bOpeuHa HeaoCTaTbYHOCT. To#H BNHAe BEPXY MeTa00IM3Ma Ha BBITIEXUAPATHUTE,
MPOTEUHUTE W nunuguTe, [IpeABua NpakTHYECKOTO OTChCTRHA HA MUHEPANKOPTUKOHMAHY e(ekTH Ha
METHITIPEAHN30/I0Ha, TON TpAdBa Ta ce mpriIara ¢AHOBPEMEHHO ¢ MHHEPANTKOPTUKOM B CITyHaHTe Ha
3aMECTHTEIHA Tepanug, KOraTo HEJIOCTaThYHOCTTA Ha KOPTHUKO-HATI0BOpeuHaTa PyHKLHA € MBIIHA.

5.2 PapMaKOKHHETHUYHH CBOHCTBA

Abcopbuns

YCcTaHOBEHO €, 4e cTerneHTa Ha abcopOiiua Ha CBOOONHUA METUITIPETHU3ONIOH ClIEl URTPaMYCKYJTHO W
WHTPABECHO3HO NMPUIOKCHHUE € €KBUBAICHTHA U 3HAYUTEJTHO MO-TONISIMA OT Ta3M C/I¢H NPHIIOKEHUE Ha
NepopalieH pa3TBop U nepopaind TablleTKH METUNNPEAHKU3O0NIOH.

Crnen mo3a METHNTIPEAHNIONOH HATPHEB CYKIMHAT OT 40 mg, MpumoxeHa HHTPAMYCKYJTHO Ha 14 31paBH
A06pOBOJIIIM OT MBKKH TION, CPe/IHATA THKOBa KOHLCHTpalus oT 454 ng/ml e nocTuruara 3a 1 yac. Cnen 12
yaca IUTa3MeHaTa KOHUEHTpaluus Ha MeTUITIpeIHH30NOH HaManaea 10 31,9 ng/ml. 18 yaca cnen npunaratHe
Ha [103aTa HE ce OTKpHUBa METHITNPEAHA3OMNOH.

Ha 6a3ara Ha AUC (rislo1ura nos KpHBaTa KOHLIEHTPALWA/BpeEME - MOKa3aTel 3a TOTATHATA JIEKapPCTBEHA
abcopOLus) € yCTAHOBEHO, Y¢ MHTPAMYCKYJ/IHO MMPHIIOKEHNAT METUINPEAHU3ONOH € EKBUBAIEHTEH Ha
ChIIAaTA 4033, MPUTOAEHA HHTPABEHO3HO.

PasnpenencHue

MeTunnpeaHU3010H € C LHPOKO pa3lipeAciicHHe B LiENUa OPpraHUChM, MPEMUHABA Npe3 KPLBHO-MO3bYHATA
Dapuepa, cekpeTHpa ce B KbpMarta. [IpuBnaHuAT My o0eM Ha pasripeaencHue e npubnusurento 1,2-1,5 kg,
CreneHTa Ha CBLP3BAHE C IUTA3MEHUTE NPOTEUHH € 62%.

buorpaHcgopMalus

MeTabonuiupa ce B UepHus Apod A0 HeaKTUBHHU MeTadONIMTH, KaTo OCHOBHHTE ca 20a-
XUAPOKCUMETWINpeaHN3010H U 20B-xuapokcumerwipeaHu3onon. MerabonusMsT B 4epHus apob ce
H3BLPHIBAa OCHOBHO ITocpeacTBoM CYP3A4 (3a cnicbKa Ha JIeKapCTBEHWTE B3aHMOAEHCTBUA, OCHOBAHHM HA

CYP3A4 menunpanns MeTaboNMH3bBM, BXK. TOYKA 4.5).

EnnMuHupaHe
Exckperupa ce riasHoO ¢ ypHHaTa, kaTo <10% e HenpomeneH. CpeAHHAT NOMYKHBOT HA ENTMMUHUpPAHE 32

METHJINPEAHU3OIOH € B paMkuTe Ha 1,8 110 5,2 yaca. OOLWMAT My KITUPRHC € MPUOININTENHO 5 10 6
ml/min/kg.

5.3 TllpeakauHHYHH JaHHYU 3a Ge3onacHocT

OcTpa TOKCUIHOCT
LDso uHpaBeHo3HO NpH IrbxoBe ¥ MUIIKH € 650 mg/kg, pecnektBHO 770 mg/kg TenecHo Terno.
LDso nput rurexoBe Npe3 ycrara € no-roasM ot 4000 mg/kg TenecHo Terno.

f.r"’ F’-.Mt;ffl H_"‘H‘
XPpOHHUYHA TOKCHYHOCT 4 _@‘eq ,_ﬂ_.;‘.__"?“'-'i'.?,?‘
ITpu cy6xpoHUYHH NPOYyUBaHUs, TPOBEACHH NMPH KUBOTHH, Ca ONUCAHK edeKTH KaTo nnnm./n«m‘:wﬂ : u;‘ ST

muMdonenus, aTpodus Ha TUMyca U HanbrOpedraTa kopa, 3anousaiky ot 12,5 mg/kg, cnm’mm 3&: A
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€KBUBAIEHTHHM Ha YOBEIIKATA TEpaneBTUYHA Jo3a. Habmonasa ce ¥ moBHilIeHO OTaraHe Ha rIHKOTEH B
gyepHus Apob npu go3a | mg/kg.

XpoHHYHOTO fieYeHue ¢ JHEBHU 103M Mexay 3 ¥ 10 mg/kg TenecHo Terno npu XUBOTHH € JOBENO J0
HaMaJIMBaHE HAa HMYHHHUA OTrOBOp, HAMANAB3AHE AKTHBHOCTTA HA KOCTHHA MO3BK, aTpodUA Ha CKETETHUTE
MYCKYJIH, MPOMSHA B TEMVIOTO HA AHYHUIIMTE U TECTUCUTE (Kyde: HaMaJICHO TErJi0 Ha TECTUCUTE, [IbX:
MOBWLIEHO TErNO Ha ARGHULIMTE K TECTUCHTE) M HAMAJICHO TErI0 Ha TNpocTaTara (Kyde) U Ha CEeMEHHHTE
BE3UKYIIH (TUTBX), TONIMIUTICHS, AHAPHUA W BIIOIIARAHE HA OOIIOTO ChCTOSHUE.

KaHlepOoreHHOoCT
Hama njaHHHM OT ABJAroCpoOUHH IMPOy4YBaHHUA OTHOCHO KaHLUEpOreHe3aTa Npu >XHUBOTHH.

MyTareHHOCT
MyTareHe3ata Ha METUIINPEAHK30M0H HE € MpoyueHa 3a1bsi00oueHo. TecTsT Ha ENiMC e oTpHuaTenieH.

TepaToreHHocT

B npoy4BaHHs BbPXY XKHBOTHH IMOKOKOPTUKONAMTE IPHYHHABAT NPOMEHH BLB BbTPEMATOYHHA PACTEXK,
TaKa Y€ HE MOXKE Jia CE€ M3KITIoYAT MOACOHM e(eKTH B ClTy4au Ha ABJIrOCPOHHO NIeUeHUE npe3 HpeMeHHOCTTa
npu xopa. B ekcnepuMeHTH C XXKMBOTHH METUIITPEAHU30JI0H BOXM 10 HE3aTBApAHE HA HEOLIOBUA LIIEB
(pasueneHo Hebue) mpy Mmumky. TIrexoBe 1 3afili ca NOKa3any pe3NCTEHTHOCT KbM TO3H edekT. [Ipyru
BPOLEHHA aHOMAIIHH, Ha0MIOIaBaH! NIPH )XWUBOTHH ca MHKpoLedans, XernaToMeraina, HaMaineH pa3Mep Ha

Haa6wsOpeyYHaTA *Ke3a U THMYCA.

Hama A0CcTaThYHO JaHHM 110 OTHOUICHHE Ha 6€30MacHOCTTa HA METHIRPEIHH30JIOH 110 BPEME Ha
OpeMenHocT nMpyu xopa. HannyHUTE NaHHH, B CBOTBETCTBHE C MTPUNIATAHETO HA TTIOKOKOPTHKOWIM MO BpeMe
Ha ITBPBOTO TPUMeECeUUe Ha OpeMeHHOCTTa He ca MOKa3ani NMOBUIIEH PUCK OT TepaToreHesa.

6. OAPMAIEBTHYHHA JAHHHU
6.1 ChnHcbK HA NOMOIKHHTE BeIECTRA

[Tpax 3a MH>kKEKIIUOHEH pa3TBOP:
Harpues Xuapokcua

be3roaeHn nuHatpuer pocdar
Harpues dochar MoHOXHIpAT

Pa3TBROpUTEN 33 MHKEKUHOHEH pa3TBOP:
Bona 3a HHXeKLIHU

6.2 HecLBMEeCTHMOCTH

3a na ce n3bersar npobiemMy, CBbp3aHH ChC CHbBMECTUMOCTTA C APYFH JiekapctBa, CodazonoH Tpadea aa ce
MpHIara OTAENTHO U CaMO C pa3TBOpHTE, H30poeHH B TOUKa 6.6.

EnHOBpEMEHRHOTO IIPHJIOKEHWE Ha NTPUIOTBEHUS pasTBOp 3a HHxekUHH Coda3onoH ¢ ApyTru NekapcTBeHN
APOAYKTH B ChillaTa C{IpHHLIOBKa TpAOBa Aa ce n304rea, Thil KaTO MOXE Ja HAcTLIIM yTasBaHe, CMecBaHeTo
¢ UHPY3IUOHHU pa3TBOPH CBIUO MOXKE 4 A0BEAE A0 3aMBLIIIBAHE HA pa3TBOpa WK 00pa3yBaHe Ha yTalKu.

6.3 Cpok Ha roauoct

3 roguHR o
IlpuroTBeHUA pasTBROpP TpaOBa j1a c¢ U3NO0I13Ra He3abaBHO. ,,{::j &J L# |
\ g
6.4 ChnenuaaHHW YCI0BHE Ha ChbXpaHeHHe 17 & T ey
b~ T4 B
o= g '“";" "'l T

B opurunanHara OrmakoBka, nNpH TeMnepatypa noj 235°C.

Jla He ce 3aMpazsea. : K R
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6.5 Buawu coabpxkaHHe HA ONTAKOBKATA

DnakoHM OT Oe3LBETHO CTHKIIO ¢ Mpax 3a HHXEKUMOHeH pastBop (1, 8, 10 unu 40), 3aeaHO ¢ aMnTyJia ot
O€31BETHO CTBKIIO C pa3TBOPHTEN 32 HHXKEKLUHAOHEH pa3TBop (1, 8, 10 unu 40) u nHUCTOBKA B KAPTOHEHA

KYTHA.

Bceku ¢axoH ¢ nmpax 3a HHXKEKUHUOHEH pa3TBOp ChAbPXA 40 mg METUNNPEIHU3ONIOH KaTo
MEeTUJINPEIHUIONOHOB XHIPOTre€H CYKLINHAT.
Beaka ammyna ¢ pasrsopuTen ¢uabpxa 1 ml Boga 3a MHKEKLIMH.

6.6 ChneuuaaHH NpeaNasHH MEPKH NPH HIXBLPJIAHE H pabora

IIpuzomesHe na pasmeopa

KM ¢makoHa ¢ Mpax 3a HHXEKIMOHEH pa3TBOP ce NpHOaBs NPHI0XKEHUAT B KOMIUIEKTa pa3TBOPHTEN OT
aMnynara. AKO MPOOYKTBT ce npuiiara HHPY3IKOHHO, Taka MPUTrOTBEHUAT pasTBOP ce NpHOaBs KbM pa3iH4YHO
KOJIM4eCTBO HHY3HOHEH pa3TBOp — 3% rmoko3a, 0,9% pa3TBop Ha HATpUEB XJ1I0pUa UK 3% rnKo3a B
0,9% pa3TBOp Ha HATPUER XJIOPKU.

[Tpenu NpUNOKEHUETO Ha MPOAYKTA Ja Ce MpoBepABa UBETHT U OMCTPOTATA HA Pa3TBOPA 3a MAPESHTEPATHO
MPUJIOKEHHE.

Hewnsmon3saHHAT MPOIYKT WM OTNAThYHHUTE MAaTEPHANK OT HETO TPAORA Ja C€ UAXBBPIAT B ChOTRETCTBHE C

MCCTHHTC UIUCKBRAHHA,

7.  TIPUTEXATEJ HA PA3PEIIEHHUETO 3A YIIOTPEGA
CODAPMA AJl

y11. Unuencko 1moce 16,
1220 Codus, brarapusa

8. HOMEPA HA PAZPELHIEHHUHETO 3A YITOTPEBA
Per. Ne 20200177

9. JATA HA TBbPBO PAFPEHIABAHE/MOJHOBABAHE HA PAZPEILIEHUETO 3A
YNOTPEBA

JlaTta va mepBO pa3pemanane: 13.10.2020 r.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

JlexkemBpu 2024 r.
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