KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1.  MME HA JIEKAPCTBEHHS ITPOAYKT XO - 5
e YO0,

KoprameTui 4 mg tabyieTku I

Cortamethyl 4 mg tablets | € 7‘7’016 05 -02- 2025

2. KAYECTBEH U KOJIHMYECTBEH CbCTAB
AKTHBHO BelLleCTBO B e1Ha TabneTka: MeTHanpeanus3oaoH (methylpredisolone) 4 mg.

[TomMoLIHM BeLleCTBA ¢ U3BECTHO AEHCTBHE: J1akT03a MOHOXMApaT 122.8 mg B eaHa Tabnerka.
3a MBIHUA CITUCHK HA NMOMOILIHUTE BellecTna, BXK. T. 6.1.

I JIEKAPCTBEHA ®OPMA

TabneTkw.
Kpbrau, nnocku tabneTku ¢ dacera v AeUTeNIHA YepTa OT e1HaTa CTpaHa, AMameTsp 8 mm.

4. KJUHHYHHU JAHHHA

4.1. TepaneBTHYHH NOKA3ZAHHSA

KoprameTH/1 € noka3aH 1npu CbCTOSAHHUSA, H3UCKBALLM INTIOKOKOPTHKOM/IHA aKTHBHOCT KaToO:
Enjoxkpunnu 3ab0o19Banns

e [IbpBH4HA KM BTOpHUHA HaA0BLOpeUHa HEAOCTATBYHOCT
e Bpoaena HanOb0peuna xunepruiazus

PesmaTHunu 3abo0.19Banus

e  PeBMaTouaeH apTpuT

e  XPpOHHYEH IOBEHWJIEH AapTPUT

e  AHKWI03Mpall CIOHAWIUT

Konarenozu/aprepunT

e  CuHcTeMeH JIYITyC epuTeMaTo3yc

e  (CHcTeMeH J1IepMaTOMHO3HT (MOJTUHMHO3HT)

e PeBMaTH4Ha TpecKa C OCTbpP KapAUT

e [wranToknerbuyeH aprepurt/PeBMaTHYHA NOJIUMHAITHUSA
Koxun 3a6019Banus

e [lemduryc Byarapuc

AJIeprovHH CbCTOSHHSA

e  TexXbK CE30HEH M LEJIOrOAMILIEH AJIePru4eH PUHHT

e Peakuuu Ha neKkapcTBeHa CBPbX4YYBCTBHTEIIHOCT

e (CepymHa bosect

e  AJlepruyeH KOHTAaKTEH JAepMaTHT

e  bpoHxuasHa acT™Ma




Ounn 3a60n9Banng

o [IpeneH yseur (HpUT, HPHAOLIMKIIHT)
e  3aneH yBEUT

o  HespHUT Ha 3pHUTEIHUA HEPB
PecnmpaTopnn 3abonssanng

e DbenoapobHa capkonaoza

s  (PynmyuHAHTHA WIH AUCEMHHHpaHa GenoapobHa TyOepKy103a (3aeZHO ¢ NOAXOALWA
NPOTHBOTYOEPKYM03HA XHMHOTEpAIUA)

e  AcmMpauys Ha CTOMAIIHO CbABPKHUMO
XeMarTonornanu 3abonapanng

e  HamonaruyHa TpoMOOLMTONEHHYHA TypITYpa

e  XeMONIUTHYHA aHEMHUA (ABTOMMYHHA)

Heonnazms

o JlexeMmus (octpa numbobnactHa)

¢  MamurdeH numpom

CromamnBo-upeBnn 3ab0on1gBannsg

e  YIUCPO3EH KOJIUT

e boaect Ha Kpon

Paznm

e TyGepkynoseH MEHHHIHUT (3a€HO C NOAXOAAINA MPOTHBOTYDEPKYN03HA XHMHOTEpATTHA)

e  Tpaucnnauraums

4.2. [o3EpoBka B HAWHH HA OpPH/IOKEHHE

HP'BHOP’I:KHTC 34 JO3HpaHE, NOKAalaHHU B tabnuuara no-a0.1y, Ca NpernoppYMATCIIHK Ha49aJlHH JHCBHH

N03H # ca NPeJAHa3HAYEHH CaMO KATO NPHMEPHO yKa3aHHe 3a neueHue. CpeaHaTta obina
NpenopbYBaHa NHEBHA 032 MOJXKE Aa ce MPHIIOKH KaTO €AHHHMYHA 034 WiIH B pa3fejeHH 1034 (C
H3KIIOYEHKE HAa ATTepRUpalliaTa TeparnuaTa, KOraTo MHHHManHaTa €pEeKTHBHA JHEBHA 1033 CC
yJIBOABA M CE Mpujara npes aAeH cyrpuH B 8.00 yaca).

Hexenanure peakumu Morat Aa 6b1aT cBeieHH A0 MMHHUMYM, KATO Ce H3MOoJI3Ba Hal{-HUCKaTa
e()eKTHBHA 033 32 MHHHMAIIEH NepHo OT BpeMe (BX. Touxa 4.4).

Pa3MepbT Ha HAYANHATA X032 MOXE [a BApMpa B 3aBUCHMOCT OT BHJAa Ha
3a00/19BaHETO/CBCTOAHUETO, HETOBATA TEXKECT H OTTOBOPLT KbM [TPOBEXKIAHOTO JICYCHHE.
JleyeHreTo MPOIBL/DKABA MPH TO3H PEKHM Ha A03HpaHe A0 NMOCTHraHe Ha HEOOXOAHMHA KIHHUYEH
OTTOBOP, 0OMKHOBEHO 3a nepHoA oT 3 a0 7 AHH B ciIy4yad Ha peBMaTHYHH 3abonaBaHus (C
M3KJIIOYEHUE Ha OCTbP PEBMAaTHUYEH KapAMT), AJIEPrUsHH CHCTOSHKUA 3aCATALLM KOXaTa WiH
JAHXATEIHHTE MbTUILA K OYHH 3a00NIBaHHUA. AKO He Ce NTOCTHIHE 3aJJOBOJIHTE/IEH OTTOBOP B
paMKuTe Ha 7 1HM, TpaOBa fa ce HanpaeH NpPeoleHKa 3a Ja ce NOTBLPAU TOYHATA AHArHo3a.
B13MOxkHO B HaH-KpaTHK CPOK Clied NOCTHraHe Ha 3aJ0BOJIHTE/IEH TEPANEBTHYEH OTTOBOD,
AHEBHaTa A03a TpabBa na 6bae HaManeHa NOCTeNEeHHO A0 ITBJIHO NPEeKPaTABaHE Ha Jleuye
OCTPH CBCTORHMA (Hanp. ce30HHA aCTMA, eKC(PONHATUBEH AEPMATHUT, OCTPH OUHH BBH3N#F
A0 JOCTHraHe Ha MMHMMaTHa e()eKTUBHA NOALBPKALIA 4034 B CIyYaHTe Ha XPOHH
(Hanp. peBMaTOHICH apTPUT, CHCTEMETEH NTyITyC epUTeMaToaec, HpoHXHalIHa acT
AepMaTHT). Be3aMoxkHa cxema 3a HaManaBaHE Ha JHEBHATa 1034 € C He NOBeYe OT 2
HHTepBas oT 7-10 oHw.




[Tpu anTepHaTUBHOTO AO3UpPaHe AHEBHATA J03a Ce YBOABA H ce MpHara KaTo eJHOKPATHA AHEBHA
Ao3a, npuemaHa B 8.00 cytpuH npe3 aeH. Heobxoaumara 1032 3aBHCH OT CHCTOAHHETO, KOETO C€

AIEKyBa, 4 OT OTrOBOpAa Ha NMAaLMEHTA.

Ilayuenmu 8 cmapuecka @b3pacm: _JIE4EHHETO Ha NALMEHTH B HaNpeAHala Bb3pacT, 0coOeHo aKo €
OBArOCpPOYHO, TpaOBa Ja ce MIaHHpa, KaTo ce MMa NMpeaBHA NO-CEPHO3HHUTE NOCAESIULH OT YECTH
HexXeNaHH eeKTH Ha KOPTUKOCTEPOKHAXTE B HaNpeJHala Bb3pacT, 0cobeHo ocTeonopo3a, guader,
XKNEPTOHUA, NOAATIIMBOCT KbM HHEKLMA K H3THHABAHE HAa KoXaTa {(BX. ToYKa 4.4).

Heya: JlozupoBkaTa B eTckaTa BL3pacT e ornpenend No NpeLeHKa Ha JieKapa K ce 6asupa Ha
KIHMHHYHUSA oTroBop. JleyeHneTo Tpa6Ba Aa ce OChIUEeCTBABA Ype3 NpuUnaraHe Ha MUHHMalHaTa
edekTHBHA 103a 3a Hal-KpaThK NEPHOR OT BpeMe. B ciryya, ye e Bp3MOXHO JHEBHATa J03a TpaOBa
Aa Obae nmpunaraHa KaTo eIHOKpaTHa [103a npes AeH (BXK. To4Ka 4.4).

IIpenopvku 3a oo3upane:

HHuaukaliiu

PeBmaToHeH apTPHT

TEXKbK

YMEPEHO TEeXbhK

yMepeH

Aaeua
CHCTEMEH 1€pMAaTOMHO3HT
CuCcTeMEH JIyITyC epUTEMaTO3yC

OcTpa peBMaTH4YHa TPecKa

AnepruuHHu 3abonsaBaHus

BPOHKHEUIHE acT™Ma

OyHu 3a0ongBauud

XeMaToNorH4HH 3abonaBaHnA H IeBKEMHH

ManurxaeH numdgom

Ynuepo3eH Konur
bonect Ha Kpon

OpraHRa TpaHCIIAHTaLUA

benogpobna capxounosa

[IpenopbnydTEnHA HAYATHA 1034

12-16 mg
8-12mg

4 - 8 mg

4 -8 mg
48 mg
20-100 mg

48 mg no Hopmaauzupane Ha CYE
(0OMKHOBEHO 33 eHA CEAMHLIA)

12 - 40 mg

Makc. 64 mg efHoOKpaTHa
Ro3a/anTepHUpalla go03a Mmakc. 100 mg

12-40 mg

16 — 100 mg

16 - 100 mg

16 — 60 mg

10 48 mg QHEBHO B OCTPHTE €MU30IH
no 3.6 mg/kg/aHeBHO

32 — 48 mg npe3 aeH

I'uranTokneTbuyeH aprepurT/PeBmMaTiuHa monuMuanrua 64 mg

[Tlemduryc syarapuc 80 - 360 mg

4.3. IIporEBonokazaHHsd

® CHCTEMHH MUKOTHYHH HHEKUMH;

. CucreMHH HHDEKUHH, OCBEH aKO He Ce mpuiara cneuduyHa mpoTHBOHHDE

Tepanus,




. CBpBXYYBCTBUTEIHOCT KbM AKTHBHOTO H/HJIW KbM HAKOE OT NMOMOLUHHTE BElLllECTBa,
U36poeHH B TouKa 6.1.

ITpunoxkeHHeTo Ha XXMBH WIH KMBH aTEHIOMPAHH BAXCHHU € MPOTUBOTIOKA3aHO MPH MALIUEHTH,
NoTy4YaBallH HMYHOCYTIPECHBHH JI03H KOPTHKOCTEPOHAM.

4.4, Choenrajnnm npeaynpexicesns H NpedNa3sHH MEPKH NpH ynoTpeba

HUmyHocynpecueHY edekT / NOBHINIEHA BH3INPHEMYHBOCT KbM HHEKUNH

KopTHKOCTEpOHAHTE MOraT Aa MACKHPAT HAKOH CHMITTOMH Ha HHGEKLUMA, B X0Aa Ha JIEYEHHETO ¢
TAX MOXKE [a C€ pa3RHE HOBA TAKaBa HJIA Aa C€ MOBHILUH Bb3NPHEMYHABOCTTA KbM HHPEKLIMH.
[ToTHCcKaHeTo Ha BB3NANUTENHHA OTTOBOP H MMYHHATA (YHKLMSA [MOBUILIABAT BE3MOXKHOCTTA 32
pa3BHTHE Ha NLOMYBH, BHPYCHH M DaxTepHanHN HHPEKUMH M TAXHATA TexKeCT. KTHHUYHUTE NposBH
B MHOTO CJIyuaH Morar aa OpJaT HETHIM4YHHK W Aa JOCTHIHAT HanpeaHania ¢asa npeau ga Obaar
pa3no3HaTH.

JInua, KOMTO NpHeMaT JIeKapcTBa, NMOTHCKALIIY KMYHHATa CHCTEMA, Ca [10-9YBCTBHTEIHH KbM
HH(EKUHH OT 3ApaBuTe HHAWBKIHK. Bapuuena u Mmopbrny, HanpUMep MOraT 2a HMaT NO-TEXKKO K
AOpH PaTaTHO NPOTHYAHE MMPH HEHMYHH3HPAHH ACLA KM BB3PACTHH, NPH KOHTO CE MTPOBEX/a
neYyeHHe C KOPTHKOCTEPOHIH.

Bapuuenara e cepuoseH NoBoj 3a 3arprokeHOCT, Thit kKaTo ToBa 0bMKHOBEHO neko 3abonsBaHe
Moxe aa 6bae daTtanHo nNpH UMyHOcynpecupaHH nauueHTH. [lalMeHTHTE (WK POAHTENHTE HA
Aelia), Mpy KOUTO JIMNCBA CHIYPHA aHaMHe3a 3a npekapaHo 3abonspaHe oT BapHuena, TpsOea aa
OBIar nocbBETBAHK Jla H3I0ATBaT ONIMIBK KOHTAKT ¢ OONHU MK KOHTAKTHHY Ha BapHLIENa WIH Xepriec
30CTEP M aKO CE€ MINOXKAT Ha TaKkbB TpAOBa Aa NOTHPCAT CNEWHA MEAUIIMHCKA oMo, [TacusHa
UMYHM3aLHUs ¢ BapHuena/zoctep UMyRornobynud (VZIG) e HeobxoauMa npu H3N0KeEHH Ha
KOHTAaKT HEHMYHH3HPaHH MaUKEHTH, KOUTO MOMYYaBAT CHCTEMHH KOPTHKOCTEPOHIH HJIH KOHMTO ca
' M3NOJI3BAH Npe3 npeaxoaHuTe 3 Meceua. Toba TpsadOpa 1a ce HanpaeH B paMKuTe Ha 10 aHH
ClIe[l H3/1araHeTo Ha BapHllena. AKo AMarHo3ara Bapuliena ce NMoTBbPAY, 3a0018BaHETO H3HCKBA
CreLMalHU IPHKHU U cnetHo jeueHue. Koprukocreponaure He TpabBa Aa ce cniupat ¥ MoKe Ja Cce
HAJIOXKH MOBHIUABAHE HA /103aTa.

Tpabra na ce u3barsa ManaraHeTo Ha KoHTaKT ¢ Mopbwinu. Heobxoaumo e HezabaBHO aa ce
NOTHPCH MEAMLIMHCKA NMOMOLL MpH ekcno3uuns. Moske na e Heobxonuma npoduiakTHka ¢
HOpMaJIEH MYCKYJIEH UMYHOI100y/HH.

Koptukoctepounaure tpabea Aa ce W3MON3BAT MHOIO BHUMATE/IHO MPH NALMEHTH C H3BECTHH WM
npeanojiaraeMH napa3sMTHH HHOEKLUWH, KATO CTPOHTHIIOHHA HHecTauMa, KOETO MOXE Aa JOBEAE
A0 CTPOHTHJIOHAHA XHMEPHHPEKUMA H IHCEMHHALIHA ¢ IIUPOKO pasnpoCTpaHeHa TapBHa MHIpaLus,
HECTO MPHIAPYXKEHA OT TEXBK SHTCPOKOINT H NOTEHUHANHO daTanHa rpaM-OTpULIaTeHA
CEMTHLIEMHA.

IIpHI0oXKEHHETO Ha )KUBH HITH KMBH aTEHIOWPAHHU BAKCHHM € MPOTHBONOKA3aHO NPH MALMEHTH,
1OJTY4aBallH HMYHOCYNPECHBHH J03H KOPTHKOCTEPOUIH. AHTHTAIO-OTIOBOPLT KbM APYTH
BAaKCHHH MOXE 14 Obje oTcnadeH.

[TpunoxxeHHeTO HA KOPTHKOCTEPOHAH NTPH NALMEHTH ¢ aKTHBHA TyOepkynosa Tpsbea na 6vaa
orpaHuueH 10 cIydauTe Ha QyJIMHHAHTHA WIH ANCEMHHHpaHa TyOepKyi03a, MpH KOWTO

KOPTHKOCTEPOHAHWTE CE M3MON3BAT 3a NeYeHHe Ha 3a0onaBaHeTo B KOMOHHALMA ¢ TOAXOAAIIO
MPOTHBOTYOEPKYIIO3HO JIEUEHHE.

a0 4'2’54;&J

AKO NIeYeHHETO ¢ KOPTHKOCTEPOHAH € NOKA3aHO NpH NAaLMeHTH ¢ JaTeHTHa TyOe AV OTY
nonoxHresBa TyOepKynnHoBa npoba e HeoOXoAHM CTPHKTEH KOHTPOJ 3a Ja ce ,’#;. BAHTEN kk
peaxTHBHpaHe Ha 3a0onaBaHeTo. [To BpeMe Ha NpoABLJDKHUTENIHA TEPAITHA C KOPE RO TEPRRA Ty
nalHeHTH TPIOBa Aa MOJy4aBaT ChOTBETHAaTa XUMHONPOPHIAKTHKA. ' .;.




CrobliuaBa ce 3a nosBa Ha CaApKOMa Ha Kanowmn IIPH MalIHCHTH, NojJdyYaBallli KOPTHKOCTCPOHOHA
TCpalrHni. HPCKBCBHHETO Ha KOPTHKOCTCPOHIAHTE MOXKCE [a NOBEIC 10 KNTHHHYHA PEMHCHIL.

Ponsta Ha KOPTHKOCTEPOUAHTE NPH CEMTHYEH LIOK € MPOTHBOPEYHBA, KATO PAHHHUTE NPOYYBAHHUA
cbobluaBaT KakTo 3a HnaronpUATHH, Taka H 3a HebnaronpuatHu edexTH. [To-ckopolIHY AaHHKA
npeanonarar, 4e Ao6aBb4yHATA TEPANHA ¢ KOPTHKOCTEPOHIN € O1aronpHATHA NMPH NALMEHTH C
pasrbpHaT CENTHYEH LWOK C MPOosBY Ha Haa0BLOpeuHa HeJocTaTbYHOCT. BhnpekH ToBa,
MeTaaHaJIM3H ¥ eAuH 0030p npeanonarat, ye no-AuArd kypcose (5-11 aHH) ¢ KOPTUKOCTEPOUAH B
HUCKM JIO3H MOTaT 3 MOHIKAT CMBPTHOCTTA.

HmMyHHa cucTema

To# KaTO UMa peAKH ClTy4Yad Ha KOXKHH K aHaQUINaKTHYHW/ aHA(PWIAKTOMAHM peakiiMM NnpU
NnauMeHTH, NOoMyUuaBallli KOPTHKOCTEPOUAHA Teparnts, TpAOBa a ¢e B3IEMAT CHOTBETHH Npeana3Hu
MEPKHM TpeaH NPUIoKEHHETO, 0coDEeHO KOraTo NAUMEHTHT € C AHAMHE3a 3a JIEKAPCTBEHA aneprus.

EHNOKDHMHHU edDeKTH

an [MAUHCHTH Ha KOPTHKOCTEPOUAHA TEPAIHA, H3JIOXKEHH HA HeoOHuYaeH CTpEC, € NMNOKa3aHa
NMOBHILIEHA 1034 61:-]330 neHcTBalK KOPTHKOCTCPOWUIM MIPEAH, ITO BPEME Ha UM CJICH CTpECOBaATA

CHTYaLHs.

AIpeHO-KOPTHKAIHA CYNpecus ¥ BTOPH4Ha HaZ0wnOpeyHa HeJOCTaTBYHOCT CE pa3BHBA NPH
NPOIB/KHTENHO JICYEHHE M MOXKE J1a NEPCUCTHPA B MPOIB/DKEHHE Ha MECELIH clle]] MpeKpaTABaHe
Ha TepanusaTa. [Ipy nauMeHTH, NOMy4aBsanu noseve oT PUIHOTOrHUHUTE NO3H CUCTEMHHU
KOPTHKOCTEPOHIH (NPUONUIUTENHO 6 Mg METHANPEIHH3ONO0H) B NPOAbL/DKEHHE Ha MoBeYe OT 3
CEAMHLH, MPEKPaTABAHETO Ha JICYEHHETO He TpaOBa aa e BHe3anHo. HauuHET, no Koito Tpabea na
ce HaMa/Td 003aTa 3aBHCH 20 TroJiiMa CTeneH OT TOBa Janu 3abongpaHeTo UMa BEPOATHOCT Aa ce
B1L300HOBH, THH KaTO A03aTa HA CHCTEMHUTE KOPTHUKOCTEPOMAM ¢ HamaneHa. IIpH npekparaBaHe Ha
KOPTHKOCTEPOMIHATA TEPANHA MOXKE [1a € HeoOXOXHMA KIMHHWYHA OLIEHKA Ha AKTUBHOCTTa Ha
3abongaBaHeTo. AKO 3a60NIBaHETO € MAJIKO BEPOATHO A& PELHAHBHPA NPH OTHEMAaHEe Ha
CHCTEMHHTE KOPTHKOCTEPOHIH, HO HMAa HECHTYPHOCT IO OTHOLIEHHE HA ITOTHCKAHETO Ha
Xxunotanamo-xunogpuzo-Haadrdpeuna oc (XXH-oc), no3ata Ha CUCTEMHUA KOPTHKOCTEPOH MOXKE
6Bp30 ga ce Hamanu A0 pu3KoNorHyHU Jo3H. Crel JOCTHraHe Ha JHEBHA [103a oT 6 mg
METWINPEAHH30JI0H, HAMAJIABAaHETO Ha Jo3arta Tpsba aa 6bae no-6aBHo, 3a Aa ce 1o3BOH Ha
Xunoranamo-xunopuzo-HagdLopeuna oc aa ce Bh3CTaHOBH.

BHe3anHOTO npexpaTaBaHe Ba CHCTEMHOTO JIE4EHHE C KOPTUKOCTEPOUAH, KOETO € NPOBAXKKIO 10
3 ceAMHUM, € MOAXOAALIO, AKO CYMTA, Y€ € MAJIKO BepOATHO Ja HACTHIM penarnc Ha 3abongeaHeTo.
Pa3KkoTo OTHEMaHe Ha J03H A0 32 mg AHEBHO METWINPEIHHU3OIOH B NPOIB/DKEHHE HA 3 CEIMHLH €
Ma/IKO BEPOSTHO Aa AOBEAC A0 KIHHHYHO 3HaYMMO noTHckaHe XX H-oc, mpH noeeyero nauHeHTH.
[Ip¥ cnepHuTe rpynH NauMEeHTH TpAOBA Aa ce OOMMCIIH MOCTENEHHO OTTErNAHE HA CHCTEMHATa
TEepanua ¢ KOPTHKOCTEPOMIM, JOPH H Clied KYPCOBE C MPOAB/DKHTENHOCT 3 CEAMHLIM HITH TTO-MAJKO:

. [NaieHTH, KOMTO ca MMANIH MOBTOPHH KyPCOBe ChC CUCTEMHH KOPTHKOCTEPOHAH, 0cOOEHO
aKo Te ca 6WIM NpHeMaHH noseye oT 3 ceAMULIM.

. KoraTto kpaThk Kypc € npelnucaH B paMKHTe Ha elHa rojiMHa OT NpeycTaHOBABaHe Ha
ABJIrocpoyHaTa Tepanus (MeceuHd Wi roMHHK).

. [TauneHTH, KOMTO MoOratr Aa HMaT MNPHYMHM 3a aJPEeHOKOPTHKANHA HeJOCTaTh
pa3iMyHH OT eK30reHHa KOPTHKOCTepoMAHA Tepanus. B nonmbiHeHue, Moxe Aa
octpa HanOnOpedHa  HeNOCTATBYHOCT, BOACIIA [0 CMBLPTOHOCEH M3
rMIOKOKOPTHKOHHUTE Ce CITpaT pA3KO.

e [NaunenTtH, noay4aBallM HO3H CHCTEMER KOPTUKOCTEPOHA, NMO-TOJIEeMH OT 32
METHJINPEAHHU3O0JIOH.




® H&LI.HBHTH, NpHEMaIlH MHOIrOKpaTHO J03H BEYED.

Cren ps3Ko NpeKpaTABaHE Ha MMIOKOKOPTHKOWIHTE MOXKE a Bb3HHKHE CTEPOHAEH ,,CHHAPOM Ha
OTHEMaHe", KOHTO NPUBHAHO HE € CBLP3aH ¢ HAI0bLOpeuHa HeaoCTaTBYHOCT. TO3H CHHAPOM
BKJIKOYBA CUMITTOMH, KAaTO aHOPEKCHA, raliecHe, NOBpBILaHe, Jietaprui, rnasobosnue, Tpecka, bonka B
CTaBMTE, JeCKBaMalHsA, MHaarug, 3aryba Ha Terno u/unu xunotodus. [lpearnonara ce, ye Te3u
e(PEKTH ce Ab/DKAT NO-CKOPO Ha BHE3ANMHATa NMPOMAHA HA MIOKOKOPTHKOHAHATA KOHLIEHTPALIHA,
OTKOJIKOTO Ha HUCKH KOPTHKOCTEPOXIHH HHUBA.

KopTHKOCTEpOHIHTE MOTAT 1a NPHUUYHHAT MM Ja BAOIIAT CHHAPOM Ha KBUIMHT H 110 Ta3K NpUYHHA
Te Tpabra aa ce u3barear npu nauueHTr ¢ Sonect Ha KuluuHr.

CneuxanHoO BHHMaHHe ce H3HCKBA, KOraTto cC€ OOMHCJIA H3MOJ3BAHETO HA CHCTEMHH
KOPTHKOCTCPOHIH TNPH NALIHCHTH C XHINOTHPCOHIH3IDM, KATO € He00X0AHMO 4ecTo npociacasBaHC
Ha NalJMCHTHTC.

[Tpy nauMeHTH ¢ XUNEPTUPEOUANIBM H C XHIIOKATHEMHA, UHOYLIHPaHa OT METIINpPE AHHU3OO0H,
MOJKe 1a Ce MOABH THPEOTOKCHYHA nepuoauuHa napanu3sa (TIIIT).

[Tpy naumMeHTH, IeKyBaHH C METWINPEAHU30JIOH, H C MPHU3HALM KWIIH CUMITTOMH Ha MYCKYJIHA
cnaboct, ocobeHO NpU TaKMBA C XHNIEPTHPEOUAH3EM, TpAOBA Aa ce nogosupa TIII.

I[Tpu cemuenue 3a TIII1 He3abaBHO TpaORa Ja ce 3ano4yHe npocneAsBaHe HA HUBAaTA Ha KaIHii B
KPBBTA M MOAXOJALLO JICYEHHE, 33 Ja Ce rapaHTHpa Bb3CTaHOBABAHE HA HOPMAIHUTE HHBA Ha KalHi
B KPBBTA.

HapyuwieHus Ha MeTabonn3Ma U XpaHeHeTo

KopTHKoCTEpORAKTE, BIIIOMHTEIHO METHWINPEAHHU30JIOH, MOTaT Aa MOBMILAT KpbBHATA 3axap, Aa
BJIOLLAT CHIICCTBYBAW AXWabeT U na rmpeapasnonoKaT NAUMEHTH Ha NPOAL/DKHTENHA
KOPTHKOCTEPOHHA Tepanus KbM 3axapeH auader.

CnenyanHo BHHMaHHe Ce H3UCKBA, KOraro ce 0OMHCIA H3NON3BAHETO HA CHCTEMHH
KOPTHKOCTEPOHIHN NPH MALMEHTH CbC 3axapeH adabeT (MM paMuIHa aHaMHe3a 3a auabert), KaTo e

Heo0X0aAUMO YecTo APOCHACAABAHC Ha INALIHEHTHTC.

[Tcuxuunu edpexTH

[TauneHTHTE H TEXHUTE OIM3KM € HeobxoarMo Ja 6BaaT MHOPMHpPAHH 3a TOBA, Ye NPH JIeHeHHE
CBC CHCTEMHH KOPTHKOCTEPOKIH CHILECTBYBA NOTEHLUHANEH PHUCK OT M04Ba Ha MCHXHYHH
HapyLIeHHUA (BX. To4Ka 4.8).

Hai-4yecTo Te3H CUMITTOMH €€ MPpOABABAT HAKO/JIKO JHH WJIH CCOAMHLH CJieA 3all0oYBaHE Ha
neyeHHeTo. PUCKDBLT € NO-BHCOK npu JCYCHUEC C BHCOKH J103H WIH NNPpOABILKHTCNIHA CHCTEMHA
CKCITO3HILIHNA, BBIIPCKH YC HAMA JACHA KOpENallHa MCXKIY padMcEpa Ha IMpHJlaraHaTta 4103a H 4ECToTaTa,
BHUA&, TCXKCCTTA HWIH MNMPOABDKHATCIIHOCTTA Ha TE3H PCAaKiIHH. INoBeyero oT TAX OT3By4aBaT HAITLJIHO
HIH CJ1€J HAMAJIABAHC pasMcpa Ha J034aTa WIH CIAE] IIpCKpaTABaAHE Ha NNEHECHHUETO, KOCTO HE OTMCHA
HGOﬁKDHHMOCTTﬂ OT NMPAIGKEHHC HA CHEHH[IJH‘-IHO JCHYCHHE.

[TauuenTure U TexHUTE OiIM3KK TpAORa Aa ObaaT HHPOPMHpaAHH, Y€ € HEOOX0AHMO Aa MOTHLPCAT
KOHCYJITAUMA ¢ MEAHUWHCKH CHIELHATIUCT, aKO C€ MOABH YYBCTBO Ha Jenpecus WiK MHUCIH 3a
camoHapaHsBaHe. Te TpabBa cviuo Taka Ja 6baat goOpe 3ano3HaTH ¢ MPOABHTE HAa BbIMOXCHHUTE
NCHUXHYHH HapyLIEeHHA, KOUTO € Bb3MOXKHO 11a ce HabJoAaBaT, KakTo Mo BpeMe Ha NeueyyCATaa T

HENMOCPECACTEBCHO CACA NIPCKPATABAHE HA JICHCHHETO, BBIIPEKH Y€ TC3KW pCAKIIHHA U TIPpOQASK
HCCTH.

-

3/ B
3,
Topa Basku 0cOO€HO 38 NALMEHTHTE, KOUTO B MOMEHTA CTPaAAT WX MMAT aHAMHE3 X .
a(peKTHBHM pa3CcTpoiicTBa, KAKTO ¥ Npy (PpaMHIHE aHaMHe3a 3a TakMBa 3abonaBaHAY (6 % CRe, =g
AeNpecHBHH HIK MaHHAKANHO-AeNPeCHBHH 3a6011BaHNs WIH MPeaXoXK AL CTepORUIAYNICHXE H)
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EdexT BHpXy HEpBHATa CHCTEMA

IloBHIIEHO BHUMaHHE TPHGBR Ad CE OGBPHB MpH ynorpeﬁa'ra Ha CHCTEMHH KOPTUKOCTEPOHIN INPH
NAaLHEHTH C INpHIIaAbLUH H MHACTCHHA I'PaBHC (B)K. CBILIO HHCbOpMaILHﬂTa 3a MHONAaTHA B TOYKaTa 3a
MYCKYJIO-CKCIIE€THH EIbeKTH), KaTo € HeoDX0AHMO HecTo NpocCeaABaHE HA TAUHCHTHTE.

Hma crobmenus 3a enuRypaiHa TUNOMATO3a MPH NALMEHTH, NTPHEMALIH KOPTHKOCTEPOUIH,
OOHKHOBEHO NMPH NPOABIKUTEIHA YNoTpeba Ha BUCOKH 103H.

OunH edekTH

I1pu CUCTEMHO H JIOKAMHO NPHIOKEHHE Ha KOPTHKOCTEPOHIH Ca Bb3MOXKHH CBHOOILEHHA 33
3PUTETHH CMYLICHHUA. AKO NPH NAUMEHT Ca HATHLE CHMITTOMH KAaTO 3aMbIJIEHO 3peHHe WM APYrd
3PUTEIHH CMYLIEHHS, TOH TpsaOBa na 6bae HacoUueH 3a KOHCYATaUMs ¢ odTaIMON0r 3a OLIeHKa Ha
BBb3MOXKHHTE NPUYHHH, KOUTO MOTaT 1a BK/IIOYBAT KaTapakTa, [MayKoMa WIIH peakH 3a00naBaHis
KaTo LeHTpa/lHa cepo3Ha xopydopeTHHonaTtua (LICX), 3a kouto ce chobmara cnea CHCTEMHO H
JIOKAJTHO NMPHIOKEHHE Ha KOPTHKOCTEPOUAH. LleHTpanHaTa cepo3Ha XOpHOPETHHONATHA MOXE 43
JoBejie B0 OT/IeNBaHe Ha peTHHATA.

Koprukoctrepouaure Tpa6Ba Ja ce H3non3BaT BHUMATETHO NPH MaLUMEHTH ¢ INaykoMa (MM
¢amMuIHa aHaMHE3a 3a IJIAYKOMa) M 04€H Xepliec CHMIUIEKC, Nopaay ONacHOCT OT nepdopaliug Ha
POroBHLIATA, KaTo € HeOOXOAHUMO 4ECTO NpociefiBaHe Ha MallHEHTHTE.

[IpoawvkuTenHaTa ynotpeba Ha KOPTHKOCTEPOHAMTE MOXKE a AoBelie N0 3alHH cyOKancyiapHi
KaTapakTH M HyKJIeapHHU katapakti {ocobeHO npu aeua), ek3o0dTanM WIH NMOBHILEHO BbTPEOYHO

HaIAraHeE, KOETO MOKE a J0BEC N0 rltaykoMa C BbIMOXHO YBpPEXI4aHE HA OYHUTE HECPBH.

Pa3zsuTHeTO Ha BTOpHYHA OMYHA WK BUPYCHA HHOEKLUMA HA OKOTO MOXKE a C€ NMOTEHIIMpa IpH
NALMEHTH, JIEKYBAHH C IMIOKOKOPTHKOHAMN.

Copaeunu edexru

HexxenaHu nexapcTBEHH peakiiMi Ha MIOKOKOPTUKOUIANTE BbPXY ChpASYHO-ChAOBATa CUCTEMA,
KATO AMCNHITUAEMHUSA H XHUIIEPTOHHSA, IPH [IPUIIOKEHHE HA BUCOKH 03 ¥ NPOIB/DKUTENEH KYpC Ha
Je4YeHHe, MOraT 1a MPOBOKMPAT, [IPU NALIMEHTH CHC CHUICCTBYBALIH ChPACYHO-CHAOBH PHCKORH
¢axTOpH, AOMMBIHHUTENHH €(EKTH OT CTPaHa Ha ChPAEYHO-ChAOBATAa cHCTeMa. CBOTBETHO,
NPUIIAraHeTO Ha KOPTUKOCTEpOMAH TpAOBa j1a CTapa BHUMATEHO MPH TAKMBA MALIMEHTH KaTo €
HeOOX0AUMO Na ce HaCOYM BHUMAHMETO KbM MOAM(HUIIpaHE HA PHUCKA H AOMBJIHHTENIHO
HabmoAeH’e Ha chpAevHaTa PYHKUHA, ako e HeoOxoaumo. Hucka no3a v anTepHipamia Tepanus
rpe3 AeH MOraT Jla HAMAJIAT YECTOTaTa Ha YCIOXKHEHHATA MPH KOPTHKOCTEPOHAHA TepaIHs.

CHucreMHHTE KOPTHKOCTEPOHAH T‘pﬂﬁBa Aa CC AU3NMOJI3BAT C NOBHUICHO BHHMAHHE H CAMO aKo €
HaNoOXHTC/IHO INPH CIIy4aH Ha 3aCTOHHa ChpACUHYHA HEJOCTATBHYROCT.

CrieuHanHHU rprKM ¢ U3UCKBAT, KOraTo ¢ 0OMMHC/IA W3IT0JI3BAHETO Ha CHCTEMHH KOPTHKOCTEPOHIH
NpH NalHEeHTH C MpeceH MHOKapAeH HHAAPKT (MMa choDILEeHK 3a pYNITYpa HA MMOKapAa), KaTo €
HeoOX0AHMMO HecTo HabmoaeHHe HA TTALUEHTHTE.

Tps6Ba aa ce BHMMAaBa NPH NalMEHTUTE, MONyYaBallil KAPJAHOAKTHBHH JIEKAPCTBA, KATO JHIOKCHH,
nopaay HHIYLMPAHO OT CTEPOUIMTE HAPYLUEHHE Ha eNeKTPONUTHHA OanaHc /3aryba Ha kanunil/ (Bx.
TO4YKa 4.8).

Cp0BH eeKTH I/ A s\ O \\
N g fo
D .0\ 7,
| il H ﬁ"". &"-: ) y
CrieuHanHH rprwKH ce H3HCKBAT, KOrato ¢¢ 0OMHCIIA M3IIOI3BAHETO HA CHCTEMHHK KOPTEKDUSRINYIN. 7% | o
NpH NaLHEHTH CBC CAEAHUTE CBCTOAHHA, KATO € HEOOXOAUMO YEeCTOTO UM Mpocieasn) ﬁ,'g g2 SRS A lb_s
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-  XHNepTOHMA.

- [lpeapasnonoxenue kpM TpoMbodneOuT.

- Hma cbvobuienus 3a TpoM603a, BKI. BeHO3eH TpoMGoeMbO0IN3TLM MPH JleueHHe ¢
KOpTHKOcTepouad. {10 Ta3n MpUYKHHA KOPTHKOCTEPOHAUTE TPAOBA 1a ce H3NOA3BAT C
MOBHIIEHO BHHMAHHKE MPU NALMEHTH, KOUTO UMAT UITH Ca MPEAPA3INON0KEHH KM
TpoMO0eMOONTHYHK HAPYILIEHHS.

CroMalmHo-4ypeBHHU edekTH

Bucoku no3u KOPTHKOCTEPOHIHN MOTAT A4 NMpEAU3IBHUKAT OCTHP MNAHKPCATHT.

CrnieuHaniHM rpkH ce M3UCKBAT, KoraTo ce obMHUC HINON3BaHeTo HA CHCTEMHH KOPTHKOCTEPOUIH
NPM NaUMEHTU CBC CNIEJHUTE CHCTOAHHUA, KATO € HEOOXOAMMO YECTOTO HM NMPOCNEAABAHE:

- Ilentu4Ha aA3Ba.

- CKOpOUIHH HHTECTHHATHHA AHACTOMO3H.

- AGcuec WM Ipyry IMHOTeHHH HHOEKUMH.

- Ynuepo3eH KOJIHT.

- JIMBEpTMKYIHT.
[ MIOKOKOPTHKOMAHATA TEPAIHS MOXKE A8 MAaCKHUpa NEPUTOHHUT WK APYFd MPUIHALM H CHMITTOMH,

CBBbP3aHM CbC CTOMAIIHO-YPEBHH HapylLieHUs, Kato nepdopauus, o0CTpyKiIMsS WY NAHKPEATHT.
[1pn xombunupane ¢ HCIIBC puckbT OT pasBUTHE Ha CTOMALIHO-YPEBHM A3BM CE YBEJIM4YaBa.

XenarobuwnuapHu edexry

CnenuaiHyd TPHXH ca HeoOXOAHUMH, KOraTo ce OOMHCIS M3MON3BAHETO HAa CHCTEMHH
KOPTHKOCTEPONAH NpPH MAlMEHTH ¢ YepHOApoOHA HENOCTATBYHOCT WJIH LHpO3a, KAaTo e
HeO0OXO0IMMO YeCTO MpOCeIABaHE Ha MAIMEHTHTE.

B penkm cnydam ce cpoOllaBa 3a XenaToOWIMAPHHM HapyIIEHHS, IIOBEYETO OT KOHTO ca
Ounu obpaTMMHM ciel cupaHe Ha jgedeHueTo. [lo Ta3um npuuuHa e HeoOX0aUMO CROTBETHO
IIpOC/IeIABAHE.

MyckynHo-ckeneTHH edekTH

Cpo0iaBaHo € 3a ocTpa MHONAaTHA MpH ynorpebata Ha BUCOKH AO3M KOPTHKOCTEPOUIH,
HacTbIBallla Hak-4YeCcTO NPH NaLMEHTH, NPHEMAIIM CbITHTCTBALLA TEPAIHA ¢ AHTUXOJMHEPTHYHH
CpenCTBa, KATO HEBPOMYCKYNHH 6rokepH (Hanp. naHkypoHuyM). Tasu ocTpa MHONaTH4 ¢
reHepajii3upaHa, MOXE a BKIIOYBA OYHH H PECITUPATOPHH MYCKYJIH H MOXKE Ja AOBEAE 10
KBaapunapesa. Moxe aa HacTBIK NMOKa4uBaHe Ha KpeaTHHUH-KWHa3aTa. KnunuuHo nonobpeHue win
Bb3CTAHOBSIBAHE CNEA CMMpaHe Ha NeUeHHETO MOXKE Ja U3UCKBA CEIMHLIM [0 MOJMHH.

OcobeHo BHUMaHHE ce HIHCKBa, KOIaTo C€ OOMHCAA U3MON3BAHETO HAa CHCTEMHH KOPTHKOCTCPOHAH
NpH MNAalKHEHTH C OCTCONOPO3a (06063H0 ACHH B HOCT‘MBHOI’I&YS&), KaToO € He0oOXOIUMO YecTo

HabaoaeHHe Ha NalHeHTHTe,

Hapyienns Ha 6n6peumTe U NMKOYHKTE OTBTHIIA

HeobxoaMMo € noBUIIEHO BHUMAHHE TIPH TNALHEHTH CbC CHCTEMHA CKIIepo3a, Thit KaTo NpH
KOPTHKOCTEPOKRH, BKIIIOMHTEITHO METHINPEJHU30OH, € HabNl0JaBaHa NOBMILIEHA YECTOTa Ha
ckiepoaepManta 6nOpeuna kpuza. [lopaau ToBa KpLBHOTO HanAraHe U 6nOpeuyHara c])y g (S

KpeaTHHKH) TpaOBa peioBHO Aa ce npoeepsasat. Korato ce noaosupa 6L0peuHa kpH3a, Sy .&--
Hajiarade Tps6Ba j1a ce KOHTPOAUPA BHUMATEIHO.




CneuuranHo BHHMaHHWe TpAOBa aa ce oOpbila, KOraTo ce 0OMHCIIA H3MON3BAHETO HA CHCTEMHH
KOPTHKOCTEPOHAH NPH NMalMeHTH ¢ O1LOpeuHa HEAOCTATHYHOCT, KATO € HEOOXOAMMO Y4ecTo
npocfieASBaHe Ha NalMeHTHTE.

HﬁE&HﬂBﬂHHﬂ, OTpaBAHHA H YCJIIOXKHCHHA, Bb3HHKHATIH B PE3YJITAT HA HHTCPBCHUHH

CHCTeMHHTe KOPTHKOCTEPOHH He Ca NOKAa3aHH ¥ CNEeA0BaTEeNHO He TpAOBa J1a ce U3NOoN3Bar 3a
JIeYeHHe Ha TPAaBMaTHYHO MO3BYHO yBpekaaHe. EqHO MHOrOUEHTPOBO NPOYYBAHE € YCTAHOBHIIO
NOBHIIIEHA CMBPTHOCT Ha 2-pa ceIMHLA M 6-CTH Mecel] C/le]] HapaHABaHe NPU NALMEHTH, HA KOKTO €
NPHJIOKEH METHIPEIHN30/I0H HATPHEB CYKLIMHAT, B cpaBHEHHUe ¢ uauebo. He e ycraHoBeHa
NPHYUHHO-C/ICICTBEHA BPB3Ka C JIEYEHHETO ¢ METWINPEAHH30N0H HATPHEB CYKLIMHAT.

EQ!I‘H

Hexenanure peakuuu Morat aa ObLAaT HAMaNeHH 4pe3 H3NO0/3BaHe Ha Hai-HUCKaTa eeKTHBHA
7033 3a MHHHMAJIEH NEPHOA H Ype3 NMpUIaraHe Ha AHEBHOTO KOJMYECTBO KaTO €IMHUYHA CYTpEIUIHA
1033 WK KOTATO € Bh3MOXKHO KaTO €AWHHYHA CYTpPELIHA J03a B anTepHaTHBHU AHH. Heobxoaumo e
4YeCcTO NMPOC/IeAIBaAHE Ha NALMEHTA, 3a a C€ TUTPHPA NMOAXOAALL0 J03aTa CIIOPEeA AKTHBHOCTTA HA
3abonaBaHeTo (BXK. Touka 4.2).

[Taunenrture TpsadBa na HocAT B cebe cH NHcMeHa MHAOPMALIMA, KOATO TOYHO 3 ONHCBa KaKBo
neyeHHe NPOBEKAAT H MO KAKBa CXEMa, 3a a ce CBefle 10 MHHHMYM PHCKET OT HeXeJlaHH edeKTH
Npy HeOOXOAHMOCT OT MPOBEKIAHE HA AOMBJIHHTENHO NIEYeHUe W NpPeNMcBale Ha ApYTH
MeAMKaMEeHTH.

EaHospemerHoTO npunoxeHne ¢ CYP3A uHXuOHTOPH, BKNIIOYATENTHO KOOHLIMCTAT-ChABPXKALLH
NPOAYKTH, OHAKBAHO MOKE Ja MOBHIUM PHCKA OT CHCTEMHH HexXkeslaHH peakiuH. Takapa
koMOuHalua Tpabea aa ce u3bArea, OCBEH aKo NMOA3aTa HAAXBBPJIA MOBHILIEHHA PHCK OT CHCTEMHH
KOPTHKOCTEPOHAHH HEXENAHH PEaKLIMH, [IPH KOeTo nauueHTHre TpadBa ga ObaaT npoclieJipaHy 3a
MOSABATA HA TAKMBA peakUMH (BiK. TOUKa 4.5).

AcnvpuH 1 HCIIBC Tpa6pa pa ce uanon3eat BHUMATETHO B ChYETAHHE ¢ KOPTHKOCTEPOHH.
Crobmasa ce 3a peoxXpoMOLIMTOMHA KpH3a CJie]l MPWIOKEHHE HA CUCTEMHH KOPTHKOCTEPOHH,
KoATO MOXe Ja 6bae dparanna. Koprukocreponau Tpabea aa ce npuiarar Ha nNauMeHTH ¢
NOAO3HPaH WIK YCTaHOBEH (DEOXPOMOLMTOM CaMo Clle]l CbOTBETHA MpeLieHKa Ha ChOTHOIEHHETO

pUcK/nonsa.

[leanaTpuuna nomynauus

KopTHkocTeponaAWTE MOraT Aa NMPeAU3BHKAT H30CTaBaHE B pacTe)ka [PU KbpMadeTa, JAeLa H
nogpacTBalld. PacTexXbT U pa3BHTHETO NPU KbpMaueTa M ella, NoI0KEHH Ha NMPOAb/IKHTETHA
KOPTUKOCTEPOHIHA TEpanus, TpsaOBa aa 6paaT BHMMaTenHo HabmoaaBaHu. JleueHueTo Tpabea na
6bJe OrpaHHYEHO 00 HW3MOI3BAHETO HAa Hali-HHUCcKaTa eheKTHBHA 1033 33 Bb3MOXHO Hal-KpaTBK
nepuoa Ha npuioxeHue. C nen orpaHH4aBaHe CYlIpecHATa Ha XUNoTalaMo-aJpeHaTHaTa CUCTEMA H
pacTexa, IeYeHHeTo (KOraTo ToBa € Bb3MOXKHO) TpabBa J1a ce U3BBPLUBA KATO aITEpHATHBHA
Tepanus (BX. Touka 4.2).

K'bpmatle'ra A ACLUa4 Ha TMIPOABDKHTCIIHA KOPTHKOCTCPOHHA TEpAIIHi Ca C 0c0oDEHO BHCOK PHCK OT
NOBHILICHO BLTPCHCPCITHO HAJIATAHE.

Bucoku no3mu KODPTHRKOCTCPOHIAHN MOTaT a NMPpHYHHAT MMaHKPCATUT IpH AC1A.

HEHJ'IO)KEHHe NpH JKUA B CTApUCCKa Bbh3pacT

YecTHTe HEXKENaHH JIEKAPCTBEHH peaKUMH MPH CHCTEMHO NPUIAraHHTE KOPTHKOCTER R
OBaaT MHOTO NO-CEPHO3HH NPH JIMLIA B HanpeaHana Bb3pacT. Toea ce oTHack ocoGem) ﬁ’
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OCTEONOPpO3aTa, XUHNEPTOHHUATA, XHITOKATHEMHATA, 3aXapHHA ﬂuaﬁer, MpeapasnoNOKEHHETO KbM

HH}EKIIMH H H3THHABAHETO Ha KoxkaTa. [IpH nalnmeHTHTE, B Ta3W Bb3PacTOBa rpyna ce Npenopr4Ba
3aCHJIEH KIIMHHYEH KOHTPON ¢ ornex u3barsaHe Ha XXMBOTO3acTpallaBalllK HEXKENAHH PEAKLIMH.

Bcesaka rabnerka cpappxa 122.8 mg nakrosa MmoHoxuapar. [laiMeHTH ¢ peJkH HacNeACTBEHU
npobneMu Ha ranakTo3Ha HEMOHOCHMOCT, Lapp akraseH aeMUMT HWIH TTIOKO30-TalakTo3Ha
manabcopbuus He TpsbBa na NpHeMaT TOBa NEKAPCTBO.

4.5.

B3ammopaeiicTBHE ¢ APYTR JIeKaAPCTBeHR NPOAYKTH H ApYrE ¢opME HaB3aHMoaelcTBHE

Metmunnpennuzonol e cybcrpar Ha udtoxpoM P450 (CYP) enzumHaTa cuctema u ce Metabonnsupa
ocHoBHO upe3 CYP3A4. CYP3A4 e nomunnpammar eH3um ot CYP noarpynara B 4epHHR apod Ha
BL3pacTHH xopa. Toi karanusupa 6PB-XxuapokcHIHpPaHETO Ha CTEPOUANTE, OCHOBHAaTa MeTabonuTHa
cThNKA HA ¢a3a [, kakTo 3a eHAOMeHHHUTE, Taka K 3a CHHTETHYHHTE KOPTUKOcTeporan. MHoro
Apyru BeutecTsa cbitlo ca cyberpatu Ha CYP3 A4, KaTo 33 HAKOU OT TAX (KAKTO H 33 Apyru
NEKApPCTBA) € YCTAHOBEHO, 4€ NPOMEHAT IIIOKOKOPTHKOHIAHHUA MeTabomH3bM Ype3 HHIYKLUA
(upregulation) wnu uuxHOHLMA Ha CYP3AA4.

JIGREPCTBCH KJIAC HJIH THII

- JIEKAPCTBO aas Biaumopaeiictene | Edexr
CYBCTAHIIHUA
‘:::;‘f:{'}"w"‘g:;;q _— CYP3A4 UHJTYKTOPH — JlekapcTra, KOMTO
DOAYKTH ngreﬂunpa'r CYP3A4 amauocmﬁ
OOMKHOBEHO MOBULLIABAT YEPHOAPOOHHA
: gg$iygflfl[/l}ll-l CYP3A4 KJIHPBHC, KOETO BOJM 0 NOHKWKEHA IU1a3MeHa
HHITVECTO KOHUCHTPALIMA Ha JICKapCTBa, KOHUTO ca
AHTHKOHBYJICAHTH HRYXTOp cyberpati Ha CYP3A4. EqnoBpeMeHHOTO
- @O®EHOBAPBHUTAIJI MPUIOKEHHE MOXKE Aa H3HCKBA YBEIMYaBaHe
- OEHHUTOHH Ha /103aTa Ha METWINPEAHH30JIOH, 32 Ja C€
- TMPUMHUJIOH MOCTHIHE XEeJTaHUAT pe3yIITar.
CYP3A4 HHAYKTOPH - Bx. ropHarta
KJIETKA.
CYP3A4 CYBCTPATH - B npucscTBHETO Ha
AHTHKOHBYJICAHT CYP3A4 apyr cybctpat Ha CYP3 A4, yepHoapoOHHUAT
. KAPEAMA3RENMVH MHIYKTOD (H KJIMPBHC Ha METHIITIPE JHU30JI0H MOXE 1a
cy6cTpaT) ObOe MOBMHAH, KOETO Ja HaN0XKHU CHLOTBETHHTE
KOpeKLIMH Ha fo3ara. Bh3mMoxHO €
nHebnaronpuaTHUTE CHOWUTHA, CBBP3aHH C
ynoTpebara Ha ABaTa M€IHKaMEHTa, 1a ca no-
YECTH NMPH € THOBPEMEHHOTO MPHIIOKEHHE.
MakponuaHu aHTUOHOTHLM CYP3A4 UHXHUBHUTOPH - JlexapcTBara,
- TPOJIJEAHZOMHUIIUH KOUTO HHXHOHpaT akTHBHOCTTA HA CYP3A4,
0OMKHOBEHO NOHKKABAT YepHOAPOOHHA
- COK OT I'PEMII®OPYT KJIMPBHC 4 NOBUILABAT IJ1a3MCHATA
TN ——— KOHLEHTpaLH1s Ha cyﬁcma;u Ha CYP3A4,
KaT0 METHWINPeAHH30N0H. B NpHCHCTBHETO Ha
- MHBEOPAIIMII CYP3A4 uHxuburop Ha CYP3A4 moxe aa e
Xucramun H2 peuentophu HHXHOHTOP HeoOX0oAMMO J03aTa Ha METHINPEAHW30JIOH Ja
6nokepH O6bae THTpUpaHa, 3a ga ce uiberxe .
) ETUI CTepOHAHATA TOKCHYHOCT.
HAMETIAH OcBeH TOBa HMa MOTEHLHAJICH }Zé’\ W7 _
AHTHOAKTEPHATHH TIDOLYKTH METWINPEAHU3ONOR 33 YBEIHUY ! ARC HE 2aw o o,
CKOpPOCTTa Ha aUEeTHINpaHEe H KIAPPHLAPRLE <
- M30HHMASHA W30HHAa3MI. = 3 ¢ g et
AHTHEMETHLH CYP3A4 CYP3A4 UHXUBUTOPU — BN RODHaBE o 4 7 |
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-  AITPEITMTAHT MHXU6UTOD (M KNeTKa.
- QOCAIIPEIIMTAHT cyberpar) CYP3A4 CYBCTPATH - B npHCHCTBHETO HA
[Mpotneors6uuHu apyr cyoctpar Ha CYP3A4, yepHOApOOHHUAT
- HTPAKOHA3O0J1 KJIMPBHC Ha METUITMPEAHH3OI0H MOXKe Ja ce
- KETOKOHA3OJI NOBJIMKAC, KOETO k3 HaNOXH CHLOTBETHUTE
KanumesH aHTaroHHCTH KOpeKlHM Ha 103aTa. BBE3MOXKHO €
- JUITHA3EM HebnaronpuATHUTE CLOUTHA, CBBP3aHH C
OpanHu KOHTpalLenTHBH ynotpebarta Ha ABaTa MeIMKaMeHTa, Aa ca No-
-  ETUHWJIECTPAJUOJV/ YECTH [IPH €RHOBPEMEHHOTO NMPHICKEHHE.
HOPETHUHJIPOH (1) B3aumHo nHXxHOHMpaHe Ha MeTabonH3Ma
UMyHocynpecaHTH Bb3HUKBA MPH ¢1HOBPEMEHHO NPWIOKEeHHe Ha
- LIMKJIOCITOPUH (1) LMKJTOCTIOPHH H METHANPEAHHU3OIO0H, KOETO
MaKpOMHAHY aHTHOHOTHLM MOXK€E Jia [TOBHILH IUIA3MEHUTE KOHLIEHTPaLHU
- KJIAPUTPOMHLIMH Ha €JHO OT ABETE /IEKapCTBa WJIH Ha OBETE
- EPUTPOMMUIIMH nexapcTa. [lopagu ToBa € BE3IMOXHO
HexxenaHuTe cbOMTHA, CRBp3aHH ¢ yroTpebaTa
Ha eJHO OT ABETE JIeKapcTBa, [a ca Mno-
BEPOATHH NPH €THOBPEMEHHOTO UM
[IpoTUBOBUpYCHHU [MPHANTOXKECHHE.
- HIV-ITPOTEA3HU (2) ITIporeaznn MHXMOUTOPH, KATO
UHXUBHUTOPH (2)(3) MHIMHABMP ¥ PUTOHABHUP, MOTAT Aa MOBUILAT
DapMakOKUHETHUHH IU1a3MEHHTE KOHUEHTPALHH Ha
€HXaHCEpH KOPTHKOCTCPOHIHTE.
- KOBHUIIUCTAT (3) KoptukocTeponauTe Morart aa
uHAyLupaT MeTtabonama Ha HIV-
NPOTEa3HHTE HHXHOUTOPH, KOETO BOXH 10
NOHHXEHH ITa3MEHH KOHLIEHTPALIHH.
CYP3A4 CYBCTPATH - B npHchbCTBHETO HA
apyr cybctpar Ha CYP3 A4, uepHoApoOHUAT
HmyHocynpecanTy KIUPBHC Ha METUINPEAHHIONOH MOXKE 1a ce
CYP3A4 MOBJIHAE, KOETO 1a HAIOXKH ChOTBETHHTE
- LHKJIOQOCOAMMI | o ooy Kope Ta. B
- TAKPOJIUMYC yocTp pPeKLUHH Ha Do3aTa. BB3MOXKHO €
HeOnaronpHATHHTE CLOUTHA, CBBP3aHH ¢
yrnotpebara Ha JBaTa MeIMKaMEHTa, Aa ca fo-
YECTH NPH eIHOBPEMEHHOTO MPHIIOKEHHE.
(4) Bb3MmoxHO e Aa UMA NOBHIIEHA YeCTOTa
Ha FaCTPOUHTECTHHANHO KbPBEHE M
yauepauMa, KOraro ¢e npuiarar
HCTIBC (necTepons ms)p’r;l[(ocrepomu ¢ HCIIBC.
POTHEOBTL3NATHTENHM (3) MemvnnpeaHH30I0H MOXKE J1a yBETHYH
KIMPBHCA HA BUCOKH HO3H aCHHPHH, KOETO
cpeactea) (4) -
- Bucoxa n03a ACTTMPHH MOJKe J1a JOBele J0 [IOHHKEHU CEpYMHH HUBA
Ha candumunarure. [IpeycraHosasaHeTo Ha
{(aLeTWICATHLMITOBA
kucemuna)(5) JICYEHUETO C METWINPEAHU3ONIOH MOXE 1a
He-CYP3A4- JAOBeIE A0 NMOBHILIEHH CEPYMHH HHUBA HA
MeJIUHPaHU CaJIMIIMIIAT, KOETO MOXKE Aa JOBEAE IO
edexTH MOBHLIEH PHCK OT TOKCHYHOCT Ha

AHTUXONHHEPrULUH (6)
- HEBPOMYCKYJIHH
BJIOKEPH (7)

CaTHUWIATHTEC.

(6) Crobmasa ce 3a ocTpa MHONATHA NMpU
e JHOBpPEMEHHATA yNoTpefa Ra BUCOKH J0gs
KOPTHKOCTEPOHIM H AHTHXOHHEPryse
HeBPOMYCKYJIHH BiokepH. (Bx.
MyCKynHO-CKEeNeTHH).

(7) Ilpu nauveHTH, NpUeMAalLH
KOPTHKOCTEPOHAM, ce ChoOLIaBAE
AHTArOHH3bBM HA HEPBHO-MYCKYJINyEe
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AHTHXOJTHHECTEPA3HH
NPOAYKTH

AHTHAHAOETHYHHU NPOIYKTH

OpaJ'IHH AaHTHKOAryJ1aHTH

Kanuit nonuxapatu
NPOOYKTH

Apomara3sHu HHXUOHUTOpH

OnokHpaly ePekTH Ha NaHKypOoHUR U
BeKypoHHH. ToBa B3auMoNeHCTBHE MOXKE na ce
O4YaKBa [IPpH BCHYKH KOHKYPEHTHH
HEBPOMYCKYJIHH 6110KepH..

CreponauTe Morat Ja HaManar eeKTHTe Ha
AHTHUXOJHHECTEPA3HHTE MPOAYKTH NpH
MHACTCHHA I'PaBHC.

TBH KATO KOPTHKOCTEPORIUTE MOTAT Aa
NOBHLIAT KOHIEHTPALIMKUTE HAa MIOKO3aTa B
KpBBTa, MOXE J1a C€ HANTOXKH KOPHI'HpaHe Ha
103aTa Ha aHTHAHA0ETHHTE CpesCTBa.

E¢ukacHocTra Ha KyMapHHOBHTE
aHTHKOAry/JaHTH MoXke Aa ObJe MmoBHlleHa
NpH € AHOBPEMEHHO IPHJIAraHe Ha
KOPTHKOCTEPOHIH U € HeoOX0auMO
BHHMAaTE/HO npocieasBaHe Ha INR unn
npoTpoMOHHOBOTO BpeMe, 3a jAa ce H3berHe
CIMOHTAHHO KbpBEHe.

Korato KOpTHKOCTEPOKIMTE C€ NpHaarar
€IHOBPEMEHHO C KaJINA-NMOHWXaBALH
cpeacTBa (Hanp. JUYpPETHLIM), MALHEHTHTE
TpsaOBa aa Obaar HabmoaaBaHH BHHMATETHO
3a pa3BUTHE Ha XunokanueMus. ColiecTByBa
CBILO TaKa NOBMUILEH PUCK OT XHNOKATUEMMA
NpH eJHOBpeMeHHa ynoTpeba Ha
KOPTHKOCTEpOuAM ¢ amporepHuuH B,
KCaHTEHH WIH OeTa? aroHHCTH.

AMMHOTTTYTeTHMHA-HHAYLIKpaHa Raz0pbpeyHa
HEOCTATHLYHOCT MOXE [a U30CTPU
CHAOKPUHHHUTE NTPOMEHH, ITPUUMHEHU OT

- AMHHOI'JTTYTETUMHAO
NPOAB/DKHTETHOTO JI€YEHHE C
FIOKOKOPTHKOHIH.

4.6. bpemMeHHOCT H KbpMeHE

QeprUnuTeT

HUmMa naHHH OT NPpOYYBAHHA T1PH XKHBOTHH, KOHUTO [NOKA3BAT, Y€ KOPTHKOCTEPOHIANTC YBpCHKIAAT

dbepTunuTeTa (BX. TO4Ka 5.3).

bpemenHocT

CnocofHocTTa 33 NpeMHHABAHE Mpe3 IVIaleHTaTa BapHpa NPH pasIHYHUTE NPeACTaBHTENH Ha
rpynara. M3BecTHO €, 4e MeTHINPEAHU30N0H NIPEMHHABA Npe3 raueHTapHara dapuepa. [lpu
XopaTa PHCKBT OT HHCKO TEIJIO NPH paklaHe H3MIeXK/a € CBbp3aH ¢ J03aTa U MoXe Aa Obae cBeaeH
10 MHHHMYM 4pe3 NMpUIaraHe Ha Mo-HUCKH J103H KOPTHKOCTEPOHIH.

ITpHnoXXeHUETO HA KOPTHKOCTEPOHAH MPH OPEMEHHH XKHBOTHH MOXeE a NpeaH3BHKa aHOMAlIuK B
pa3BHTHETO Ha 103, BKJI. He3aTBapsAHE Ha TBBPIOTO Hebue, 3abaBaHe HA MHTPAYTEPHHHOTO

pa3BuTHe, HeOnaronpATHH eeKTH BLPXY MO3BYHHA pacTex M pa3BuTHe. HaMa nokazarencrtea, ye
KOPTHKOCTEPHOHAMTE BOAST /10 NOBHIIABAHE Ha HECTOTATA HA BPOJIEHHTE aHOMATHH NIPH X0pa-He

TIPUJIOKEHHETO HM 33 MPOIB/DKHTENHH MEPUORH HWIH NOBTOPHOTO UM MPHIIOXKEHHE T
6peMeHHOCTTAa MOXKe Ja IOBHILHK PHCKA OT BBTPEMATOYHO 3abpXKaHe Ha Pa3BUTHET(
Jletia, poieHH OT MaHKH, KOMTO Ca MOJy4aBaIH 3HAYHTEJIHH 034 KOPTHKOCTEPOHIH/TIT Bpe
6peMeHHOCTTA, TpaAOBa Ja O6baT BRUMATENHO HabNIoJaBaHH U OLICHEHH 3a NMpH3HaALY &
HaaOBOpeuHa HEZOCTATHYHOCT. XUMOAAPEHATH3BM MOXKE TEOPETHYHO Ja ce HaOmay @
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HOBOPOJEHH NPH NpeHaTaTHa eKCIMO3HIIHA ¢ KOPTHKOCTEPOM/IH, HO TOBA ChCTOSSTHUE OOMKHOBEHO Cce
Bb3CTAHOBABA CIIOHTAHHO CJIeJl PAKJAHETO M PAJAKO € KIMHHYHO 3HAaYMMO.

Tbii kaTO He ca NMPOBEXKAAHH aIEKBATHH PENPOAYKTHBHH NPOYYBAHHUS C METHIINPEAHH30JIOH TIPH
X0pa, TO3M JIeKapCcTBeH NpOAYKT TpAOBa /1a ce U3110/13Ba M0 BpemMe Ha OpeMEHHOCT caMo cliejl
BHUMATEJIHA OLIEHKa Ha ChOTHOLIEHHETO MoJI3a/pUCK 3a MakKaTa U roja. Korato obaue,
KOPTHKOCTEPOMIHUTE ca OT ChIIECTBEHO 3HaYeHHe, NMalMEeHTHTE ¢ HoOpMasiHa OpeMeHHOCT Morar Jia
ObJaT 1eKyBaHH TaKa, KAKTO HeOpeMeHHHTe.

HaGmonaBaHa e katapakTa Npyd KbpMaueTa, poJieHH OT MaMKH, MOJAT0MXKEHH HA ABJATOCPOHHO
JIeYeHHE C KOPTHKOCTEPOMUIH 0 BpeMe Ha OpeMEeHHOCT.

KbpMmeHe

KopTHKOCTEpOHIHUTE CE EKCKPETHPAT B MAJIKM KOJIMYECTBA B KbpPMaTa, HO € MaJIKO BEPOSITHO 103H
oT 10 40 mg AHEBHO METHJINPEIHU30JIOH J1a MPHYHHAT CHCTEMHH €(EKTH NMPU KbpPMayveTo.
KbvpMauera, poaeHH OT MaMKH, NPHEMALLH [T0-BUCOKH 103 OT T€3H, MOraT /ia NposABAT B pa3jIM4yHa
cTerneH HaJ0bOpeyHa HeloCcTaThYHOCT. T03HM NlekapcTBEH NPOAYKT TpsAOBa J1a ce U3MoJI3Ba 110 BpeMe
Ha KbPMEHE CaMO cJie/l BHUMATeJIHA OLIEHKA Ha ChOTHOLLIEHHETO 110/13a/pUCK 3a MaliKaTa U Oebeto.

4.7. E¢dexTn BbpXy cnocodHocTTa 32 Mopupane H padoTa ¢ MAIHHH

Edekrure Ha KOpTHKOCTEpOUANTE BbPXY WodHupaHeTo uiu paboTaTa ¢ MallMHU He ca OUIH
CUCTEMHO OLEeHsABaHU. HexelaHu IekapcTBEHH peaklMK, KaTo 3aMaiBaHe, BEPTUIO, 3PUTEJTHH
CMYLLUEHHUS H YMOpA ca Bb3MOXKHH CJI€/l JIEYEHHE C KOPTHUKOCTEPOM/IH. AKO Ca 3aCEerHaTH,
nalMeHTUTe He TpsAOBa aa wodupaT WK aa paboTAT ¢ MalIUHH.

4.8. HexenaHu 1eKapcTBeHH peaKkmHH

B Ta3u Touka e u3noJji3BaHa CJeHaTa KOHBCHLIHA 34 KﬂaCH[t)HLalﬂHE Ha HEYKCJIAHHUTEC JICKAPCTBEHH
P€AaKLIHH B 3dBHCHMOCT OT HECTOTAaTa:

e Yectu: >1/100 no <1/10,

« Heuectu: >1/1 000 1o <1/100,

e Penxu:>1/10 000 no <1/1 000

« MpHoro peaku: <1/10 000

« C HeM3BECTHA YeCTOTA: OT HAJIMYHUTE JIAaHHHU He MOJKe J1a Ob/le HanpaBeHa OlleHKa

MedDRA
YectoTat Hexenann peakuuu
Cucremo-opranen Kjiac
Hugpexyuu u ungpecmayuu Hecmu Mudexkums (BKIIOYUTETHO MOBUILIEHA YYBCTBUTEIHOCT
M TeXKECT Ha MH(PEKLUMHUTE C MOTUCKAHE HA KIIMHUYHUTE
CHUMIITOMH)

C neuzeecmua  OnOpTIOHUCTHYHHU MHPEKUMH; PELIM/IMB HA JIaTeHTHA
yecmoma TyOepKyJi03a, NEpUTOHUTT

Hapywenun na kpvema u  C neuszsecmua  JleBKouuTO3a
aum@prnama cucmema yecmoma

Hapywienun na umynnama C neuzeecmua  JlekapcTBeHa CBPBbXYYBCTBHUTEIIHOCT
cucmema yecmoma
AHadunakTHyHa peakuus

AHaHIaKTOM/IHA peakLus
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Hapywenua na Hecmu KbuuHrona

eHOOKpUHHaAMA Cucmema
C neuzsecmna  XHUIOMHTYHUTAPU3IBM

yecmoma
Heonaasmu — C neuszeecmna Capkom Ha Kanouu
000poKauecmeenu, yecmoma
310Ka4ecmeen u
HeonpeoeeHu (6K1. Kucmu
u noaunu)
Hapywenusa na HYecmu 3aapbKKa HA HATPUM; 3aJPbIKKA HA TEYHOCTH
Memaboausma u
xpanenemo (' neuzeecmna MetabosMTHA allMa03a; XHNOKAJIMEMHYHA aJ1Kal103a;

IHcuxuunu Hapyuienun

Hapywenuna na nepenama

cucmema

Hapywienua na ouume

Hapywenua na yxomo u

aadupunma

Copoeunu Hapyuienus

Cvoo6u Hapywenun

Pecnupamopnu, 2pvonu u

yecmomda

Yecmiu

(' HeuzgecmHa
yecmomad

(' HeuszgecmHua
yecmomad

Yecmu

Peoxu

(" neuzeecmnua
yecmoma

C neuzsecmna
yecmoma

C neuszsecmua
yecmoma

Yecmu

C neuzsecmnua
yecmoma

(" Heuzsecmua

JIMCIIMITHIEMHS; HApPYLIEH TTIOKO3€H TOJIEPAHC;
MOBHILIEHA HYK/1a OT HHCYJIMH (WJIH NepOopaIHH
XHIOTJIMKEMHYHH CpecTBa NpH AHabeTHLH);
JIMNIOMATO3a;; NMOBHULIEH aneTUT (KOWTO MOXe J1a
JI0BE /1€ 10 HajJ/laBaHe Ha TerJo); enuaypajiHa
JIMNOMAaTo3a

A(EeKTHBHO pa3cTPOHCTBO (BKJI. JEMPECHBHO
HacCTpPOEeHHE H ey(POpHUHO HACTPOEHHE)

[TcuxoTH4HO pa3cTpOHCTBO (BKJI. MaHHA, JE/THO3HUH,
XaJTIOUMHALIMK U IH30pPeHHs); NCUXOTHYHO
nose/iIeHue; apeKTUBHO Pa3CTPOMCTBO (BKII.
aeKTHBHA JIaOMIIHOCT, NCUX0JIOrHYHA 3aBUCUMOCT,
CYMLMAHH MHUCJIH); MEHTAJIHO Pa3CcTPOHCTRBO;
JIMMHOCTHHU NPOMEHH; 00bPKAHOCT; TPEBOKHOCT;
NMPOMEHH B HACTPOEHHUETO; ADHOPMHO NMOBEICHHE;
Oe3cbHHE:, pa3Apa3HUTETHOCT

[loBHiIEHO BbTpEeuepenHo HajlsraHe (C OTOK Ha
nanuiara [100pokayecTBeHa MHTPaKpaHHalIHA
XMINEPTOHMA |); rbPYOBE; AMHE3HMA; KOTHUTHBHO
HapyllieHHe; 3aMastHOCT; rinaBobosiue

Karapakra
3aMBIriIeHO 3peHue (BXK. CbLIo ToYKa 4.4)

['naykoma; ek3o()TaiM; H3TbHABaHE HAa POrOBHLIATA U
CKJlepaTa; XOpHOPEeTHHOIATHSA

Bepturo

3acToMHA ChpjIeYHa HEJOCTATBYHOCT (TPH
MpeApasnoioKEHH NMalMeHTH); pyNTypa Ha MHOKapaa
cjie]l MHOKapaeH UHpapKT

XHUNepTOHHUSA

XHUNOTOHHUA; apTepHasiHa eMOoIH3aLHM
TPOMOOTHYMHH HHLIHAECHTH

benoapoben eMO0IH3BM, XbiILIAHE
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MEOUACMUHATHU
UHWUoOenmu

Cmomauwino-upesnu
HapywieHuA

Xenamoobunuapnu
HApYWieH UA

Hapywenua na koxcama u
HOOKOMICHAMAa NMyKau

Hapywenua na Myckyano-
CKeemHama cucmemda u
CheoOuHume IHama MmvKaH

Hapywenua na
éb3npouseooumetHama
cucmema u zepoama

Ob6wu napywienusa u
epekmu 6 macmomo Ha
NpUIONHCeHUE

Hicreoeanusn

Hapanseanun, ompaeanun
U YCAONCHEHUA,
6b3HUKHAIU 6 pe3yimam
Ha UHmMepeeHyuU

yecmomda

Yecmu

(' neuszsecmua
yecmoma

(' Heuzgecmna
yecmoma

Yecemu

(' neuzeecmmna

yecmoma

Yecmu

C neuzsecmua
yecmoma

(' neuszsecmna
yecmoma

Yecmu

(' neuzeecmmna
yecmoma

Yecemu

C nHeuzsecmua
yecmoma

(' neuzgecmua
yecmoma

* He e npeanoyurad MedDRA TepmuH

T NEepUTOHHUTHT MOKe J1a ObJe IMbPBH NMPHU3HAK MM CHMITTOM Ha CTOMAIIHO-YPEBHO Ha
KaTto nepdopauus, oOCTpyKUHUS UK NAaHKpeaTHT (BXK. Touka 4.4)

YecToTaTra Ha O4aKBaHWTE He)KeJIaHH JIEKAPCTBEHH peakLMH, CBbp3aHu ¢ ynorpebda
KOPTHKOCTEPHOIH, BKJI. XHIOTAJIaMO-TTUTYUTAPHO-a/IpeHalIHa CYNpecHs, Kopeaupa

[lenTHyHa s3Ba (¢ Bb3MOXKHA nepdopalms Ha
MEeNnTHYHA S3Ba U KPbBOU3JIUB OT NMENTHYHA S3Ba)

UpesHa nepdopaums; CTOMAIHO KbPBEHE;
MaHKpeaTHuT; yJuepo3eH e3o(arur; ezodarur;
MoJlyBaHe Ha Kopema; KopemHa 0oJika; AMapus:
JIUCTIETICHUSA; rajieHe

[loBuiiaBaHe Ha YepHOAPOOHHUTE EH3UMH (Harp.
aJlaHWH aMHHOTpaHcdepasa, acnaprar
aMHMHOTpaH(epasa)

KoxxHa atpodus; akHe

AHrHOEIeM; XMP3YTH3BM; METEXHH; EKXMMO03a;
epUTEMa; XHINEPXHAPO3a; KOKHH CTPUH; OOPHB;
cbpOexk; ypTHKapHs; TelleaHrHeKTa3uM

MyckynHa cnaboct; 3abaBsiHe Ha pacTexka

Muayirus; MHOMNaTHsA; MYCKYJIHAa aTpo(Us;
OCTEOMNOpO3a; OCTEOHEKPO3a; NnaTolornyHa ppakrypa;
HEBPOMNATHYHA apTPONaTHA; apTparus

HepeaoBHa MeHCTpyaUHs

HapyweHo 3a3/1paBsiBaHe Ha paHH

[lepudepen eaem; ymopa; 6€3n0KOHCTBO; CHMNTOMH
Ha OTHEMaHe - npexkajaeHo ObpP30 HamalsiBaHe Ha
103aTa Ha KOPTUKOCTEPOMJIUTE Clie/l IPOABIDKHTETHO
JeYeHHe MOXKe Jla JoBeje A0 ocTpa Haa0bOpeyHa
HE1I0CTATBYHOCT, XHIIOTOHHUA U CMBLPT (BXK. TouKa 4.4)

[TonukeH Kaiuil B KpbBTa

[ToBHIIEHO BLTPEOYHO HaJIAraHe; MOHHKEH
BBIJIEXUAPATEH TOJIEPAHC, MOBUILEH KaJILMH B
ypHHAaTa; MoBHUILIEHU CTOHHOCTH HA aJiIKajiHaTa
¢ocdaraza B KpbBTa: NOBMILEHA ypes B KPbBTA,
MOTHCKAHE HA PEaKLIMHTE KbM KOXKHH TECTOBE

CyxoxuiaHa pyntypa (ocobeHo Ha AXHJIECOBOTO
CYXO0’KHJIME); CIIMHAJIHA KOMIIpecHOHHA ¢ pakTypa
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OTHOCHTE/THATA MOTEHTHOCT Ha JIEKAPCTBOTO, JO3HPOBKATA, BpEMETO HA NPHIIOKEHHE H
NPOABL/DKHTETHOCTTA Ha JieueHue (BXK. Toyak 4.4).

CrobinaraHe Ha 1oa03UpaHH HEXENIaHU peakiiiy
Cro0billaBaHETO Ha MOJO3HPAHU HEeXENaHH PeakluH ¢iell paspeluaBase 3a ynorpeba Ha

JIeKapCTBEHHA MPOIOYKT € BaykHO. ToBa 103B0JABa Oa NPOALIDKK HAGMOIEHHETO Ha
CBOTHOILEHHUETO NON3a/PHCK 3a JIEKapCTBEHMA NPOoayKT. OT MEXHLMHCKHTE CIIELHATHCTH Ce
H3KCKBA a ¢hOOLIABAT BCAKA NMOJOZUPAHA HEXENAHA PeaKLMA Ypes:

HanbaHUTENHA areHLMs No JiekapcTBara

yn. ,,JamaH ['pyes® Ne 8

1303 Codmus

Ten.: +359 28903417
yebcaitt: www.bda.bg

4.9. Ilpexo3mpane

[TpunaraHeTo Ha METHINPEAHHW3ONOH He TpAORa n1a ce NpeycTaHOBABA PA3KO, 4 3a ONpeAeneH
nepuoa oT Bpeme. Tpadsa ga ce npeanpreMar NOAXOJALIH AeHCTBHA 3a obneK4yaBaHe Ha
CUMOTOMMTE, MPUMUHEHH OT CTPAHHYHH e(eKTH, KOUTO MOTAT Ja ce NposBAT. Moxke 1a ce HaNoXKH
MALMEHTHT a ¢e NOAAbPKA C KOPTHKOCTEPOKRAM NO BpeMe HAa BCEKHU CleBall] TPaBMaTHYEH
HHLIMACHT CITYYBaLJ CE B PAMKHTE Ha JBE MOJMUHH Clie] CiTy4aid Ha Npeao3npaHe.

He e u3BecteH cneuduueH CHHAPOM NpPH OCTPO NpeRo3UpaHe ¢ MeTWwinpeaHu3oaoH. CrobiieHus
38 OCTPa TOKCHYHOCT W/WIH CMBPT Clle]l NpeAo3upaHe ¢ MMOKOKOPTUKOUAM ca peakH. JleueHHeTo e
NOAIBLPHKALLO U cHMIITOMaTHYHO. He e u3Becten cneuuduyeH aHTAOT. MeTUunnpe AHK30M10H
NOAJIEXH HA AHANTH3A.

5. GAPMAKOJIOI'HMYHHA JAHHH
S.1. PapMaKOIHEEAMHAYRE CBONCTBA

PapmakoTepanesTH4HA rpyna: KopTukocTepouay 3a CHCTEMHO NPHIOKEHHE, CAMOCTOATEHO.
I'moxoxoprrkouau; ATC kon HO02AB04

MeTHHﬂpe,HHHBDHOH € CHHTCTHYEH INTIOKOKOPTHKOHA X € MCTHJIOB JCPHBAT HA ITPEAHHU30JIOH,

MeTuinpe IHH3ONO0H € MOMIHO MPOTHBOBBINAIMTENHO CPEACTBO € KANAUMTET 32 3HAUUTENHO
HHXHOHpaHe Ha MMYHHATA CHCTEMA.

[miokokopTHKOWANTE ASHCTBAT rMABHO Ype3 CBLP3BAHE U AKTHUBHpPAHE Ha BLTPEKIeTbYHU
FIIIOKOKOPTHKOKAHH peLenTopy. AKTHBUPAHHUTE IIIOKOKOPTHKOMIHM pPEeLenTopH ce CBbpP3BaT ¢
npoMoropHH obnactu Ha JTHK (kouro Morar oa akTHBHpAaT WIH MOTHCKAT TPAHCKPHITLMATA) U
aKTHBHPAT TPAHCKPHILIMOHHUTE GaKTOPH, KOETO BOAK A0 MHAKTHMBUPAHE HA MEHUTE Upe3
NEaLETAINPAHE HA XUCTOHH.

Crnien npunaraHe Ha KOPTHKOCTEPOKIX UMa 3abaBsHe OT HAKONKO 4Yaca, 3a ia ce MPOABAT
KIIHHHYHHUTE e€(PEeKTH, MPON3THYAINK OT MPOMEHHUTE B NEHHATA EKCPECHA.

Apyry epekTH, KOUTO HE Ca CBBP3aHU C MEHHATA EKCIPECHS, MOTAT [1a MPOABAT MO-PaHo. —

KoptikocTeporanTe oka3Bar BIMAHHE BEPXY OB0peUHTE, BOOJHOTO ChABPIKAHHE U €
OanaHc, TUNMTHAHKA, OCNTHYHUA U BBIIICXHIPATHHA MeTAOONUIBM, CKENIETHATA MYC
CbpAEYHO-CHIOBATA CUCTEMA, HMYHHATA CHCTEMA, HEPBHATA CUCTEMA U EHIOKPHH
KopTHkoCTEpOHANTE CHUIO ¢a OT pellaBallo 3Ha4¢HHUE 32 MOANBPXKAHETO Ha PYH
Ha cTpeca.
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5.2. PapMaKOKHRCTHIHH CBOHCTBA
PapMaKOKHHETHKATA HA METHINPEIHHU3OIOH € IMHEHHA, HE3AaBUCHMA OT ITHTA HA BLBEXKIAHE.

AGcopOums

MeTwnnpeHu30/10H ce abcopbupa 6bp30, KaTo MAaKCHMAITHA TU1a3MEHa KOHLIEHTPALIHA Ce TOCTHra
3a oKoso 1,5 10 2,3 4aca npu pa3TMMHUTE AO3H cliel NSPOPaHO NPHICXKEHHE HA HOPMA/THY 3paBH
Bb3pacTHH HHAMBUAU. AGCOMOTHaTa DUOHANHYHOCT HA METHINPERHHU3ONOH NIPH HOPMANHK 34PaBH
HHAUBHAHM 0OMKHOBEHO € BHCOKA (82% 1o 89%) cnen nepopaiHo NpUIOAKEHHE.

Pasnpenenexue
MeTtunnpeAHH30/10H ce pasnpesens eKCTeH3IUBHO B ThKAHUTE, NMPeMKBHABa Npe3 KPbBHO-MO3bYHATA

HGapuepa u ce cekpeTHpa B KbpMaTta. IIpuBuaHusT o6eM Ha painpeaencrue e npubnausurenyo 1,4
’kg. CteneHTa Ha CBBp3BaHE C IUTA3MEHUTE IIPOTEMHH MpH Xopa e npubnuszntenHo 77%.

MeTabou3zbM

KopTukocteponaure ce MeTaboMH3MpaT OCHOBHO B Y4€pHHUA ApoO, HO b0 ¥ B 6u6penuTe M ce
eKCKPEeTHpAT B yPHHaTa.

[Tpu xopa MeTHANPEeAHHU30NOH ce MeTabonuiupa B yepHusa Apob 10 HeaKTHUBHH MeTabOJIUTH, KaTO
OCHOBHHTE ca 200-XHAPOKCHMETHINPEAHH30NOH H 20B-XHApOoKCUMETIINPE AHH3OOH.
MeTabonnimMsT B uepHHA Apob ce ocbiuecTBIBa OCHOBHO upe3 CYP3A4 eH3uMma. (338 CIIUCHK Ha
JIEKAPCTBEHUTE B3aUMOoaeicTBUA CBBP3aHU ¢ CYP3 A4-MeauuparHus MeTabonu3sM, BX. Touka 4.5)

MeTwinpeaHu3o0ioH, xato MHoro apyru CYP3A4 cybcrpar, Moske cbilo aAa 6pae cybcrpa Ha
ATP-cesp3paming kacereH (ABC) TpaHCNOpTEH NPOTEHH P-TJIMKONPOTEHH, MOBINABAL THKAHHOTO
pasrnpeaeneHne U B3auMOAeHCTBHATA C APYIH JIeKapCcTBa.

EnumuHupaHe
CpeHMAT NOJYKMBOT Ha €NMMHHHPAHE Ha TOTAIHUA METHIINPEAHU30N0H € B AHana3oHa ot 1,8 no

5,2 yaca. ToTanHuAT KIBpBHC € npubnuzutento S no 6 ml/min/kg.

§3. Ilpeax1nHEYHE JaHHH 3a 6e3o0nAcCHOCT

Bb3 ocHOBa Ha KOHBEHUHORATHHTE (PapMaKoJOrHUHH H3MTHTBAHHUA 3a 6e30M1aCHOCT U TOKCHYHOCT
INNPHU MHOTOKPATHO [TpWIaralHeg, HE €Ca YCTaHOBCHHA HCOYaKBaHH OITaCHOCTH. TDKCH‘IHOC'IHTB,
HabsroaaBaHyu MTPH NPOYYBAHHA C MHOTOKPATHH J03H, Ca OHE3H, KOHTO Ce OYaKBa Ja ¢ [TOABAT NpH

MPOABILKHTCTHO H3Jlal'aHE HA CK30I'CHHH Haﬂﬁ'bﬁpellﬂﬂ CTCPOHIH.

MyTareHe noreHUMan

MeTHNpe IHU30JI0H HE € H3CNEABaH 3a FeHOTOKCHYHOCT. M3cneaBaHHATA, H3N03BaLIH
CTPYKTYPHO aHANIOTHYHM aHANO3W Ha METWINPEAHMU3IONOH, HE MMOKA3BAT AaHHM 3a NOTEHIIHAN 34
eHETUYHH H XPOMO30MHH MYTAaLlHH B OrPaHU4EHHU NNPOYy4BaHuA B DAKTEPHH H KIETKH OT
603aHHLIH.

KapuuHoreHeH noreHuman

MeTUnnpeaHHU30A0H HE € H3C/ICABAaH B MPOYYBAHUATA 38 KAHUECPOTCHHOCT MPH I'PH3a4H.

Bapuabunnum pe3yntaTH ca Mofy4yeHH ¢ IpYrH MIIOKOKOPTHKOWAH, TECTBAHH 3a KaHUEPORHT
IPH MHIIKH H ITkXoBe. M3BecTHUTE JaHHKM 00adye noka3par, 4e HYKOJIKO CBHP3aHH / éﬁ,\’*
o Ao

7

TIIOKOKOPTHKOMIH, BINTIOYHTENHO OYyAE€30HUA, NPEeAHHU30/0H H TPHAMLIMHOJIOH auenyHR

YBEJIHYAT YE€CTOTATAa HA XENaTOUETYIAPHHU aIECHOMH W KAPLUHMHOMH C/ed NepopanHOfipfopN
NUTElHA BOJ1a HA MBXKKH MUTbXoBe. Te3n TymoporeHHu edextu ce Habmoaasar np
GITH NO-HHUCKH OT THITMYHHTE KIMHHYHK A03M Ha 6aza mg/m’. KinHuuHaTa 3Ha4MN
JAHHH HE € M3BECTHA.

J
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PenpoayKruBHa TOKCUYHOCT

MeTHNNPEAHU30N0H HE € OLUCHSABAaH NPH NPOY4YBaHUs Ha GEPTHINTETA MTPH XKMBOTHH.
Ha6aionaBaHu ca Hexe1aHU eeKTH BhpXYy PEepTUIHTETA NPH MBKKH ILTbXOBE, HA KOHUTO €
NpWiarad KOpTHKOCTEPOH, KOMTO ca 6unmu obparumu. Habnonasanu ca HaManeHo Terno u
MHKPOCKONCKH MPOMEHH B NMPOCTATATA U CEMEHHHTE BE3HKYJH. BposAT Ha HMILIaHTALMMTE U
KHBHTE deTycH € Oun HaManeH, KaTo Te3u ePeKTH He ca OunM HamMue cnen YHPTOCBaHE B Kpas Ha
nNepUoaa Ha Bb3CTAHOBABAHE.

YcTaHOBEHA € MOBHILEHA YECTOTA HA HE3aTBAPAHE Ha TBHPAOTO Heble cpea MOTOMCTBOTO Ha
MHILKH, JIEKYBaHH 110 BpeMe Ha OpeMeHHOCT ¢ METWINPEIHNH30JI0H B 103H, NOZO0OHM Ha TE3H, KOUTO
00OWKHOBEHO C€ M3MON3BAT 32 NEPOpANIHa TepalHs NPpH Xopa.

HabmoaasaHa e nosuueHa 4ecTOTa Ha CbPAEYHO-CHAOBH Ae(PEKTH B HAMAIEHO TEJIECHO TerJIO NpH
MMOTOMCTBOTO Ha HpeMeHHH rUTbXoOBe, SIEKYBAHH ¢ METUIIIPEIHU30NOH B 1034, NojobHa Ha Ta3M,
M3MO0I3BaHa 3a NepopaiHa Tepanuys NpH Xopa, HO KOATO e OMna TokcHYHa 3a MaiikuTe. 3a pa3znHka
OT TOBa, He e HabloaapaH TepaToreHeH eexT NpH ILTbXOoBe ¢ f03K <1-18 mbTH oT 06HK4aliHO
H3MOJI3BAHKTE 3a NEpopanHaTa Tepariua npy xopa, B Ipyro npoyysaHe. B nokonexnuero Ha
OpeMeHHH 3aiiLiM, ICKYBaHH ¢ METHITIPEAHU3ONOH, B I03H, NIO-HUCKHK OT TE3H, U3MOA3BaHK fpY
X0pa, ce cboblaBaT BUCOKHM HYeCTOTH Ha CMBPT Ha [10J1a H pazHoobpa3He OT aHOMAJIMH Ha
LiIeHTpaTHaTa HEpBHA CHCTEMA U CKeneTa. 3HaYeHHETO Ha Te3d AaHHM 3a PHCKa OT MaigopMaLuii
NpH KbpMaueTa, poJeHH OT MalKH, JIEKyBaHH ¢ METWIINPEJHHIONOH N0 BpeMe Ha OpeMEeHHOCT, He €
u3BecTHO. He ca u3BecTHH rpanmMim Ha He30nacHOCT 3a JOKNA1BAHUTE TEPATOreHHH edieKTH.

6. PAPMAIIEBTHYHH JAHHH

6.1. CnrcbK HA NOMOIRHRTE BEMECTBA
JlaxTo3a moHOoxHapat/L{apesudno HUuecTe (85:15)
CuMuHeR JHOKCHA, KONMOHIeH De3BoaeH
MarHe3ueB creapar

6.2. HecLBMECTEMOCTH

He ca u3BecTHH.

6.3. Cpox Ba roasocTt

Ilet (5) roauHHU OT JaTaTta Ha MPOU3BOLACTBO.

6.4. CoenHanBE YCJIOBHA 33 ChXpAHEHHE
Ipu TeMnepatypa noa 25°C.
6.5. /lannn 3a onakoBKaTa

10 (aecet) 6pos TabneTku B OnaucTep OoT npo3pauHo, opawkeso PVC/Al gonuo; 2 (asa) 6aucrepa B
KYTHA.

10 (necer) 6pon TabneTku B 6McTep OoT npo3pavHo, opatkeso PVC/PVAC/Al ¢onmo;
6bnuctepa B KyTHA.

100 (cTo) 6pos Tabnetku B 6s1a, HenpospauHa niacTMacosa OaHka, 3aTBOpeHa ¢
3allHTeH NpbeTeH. EnHa 6aHka B KapToHEHA Ky TH.
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6.6. Cuoenuansm npeAna3HA MEepPKE NPH H3XBLpaAgHE H paora

HsaMa cneliManiu H3IHCKBAHUA.

7. INPUTEXATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA

AntHbHotuk-Pasrpaa A/l
6yn." Anpuncko BbctaHue"68, oduc 201
7200, Pasrpan, brarapus

8. HOMEP HA PA3ZPEIHEHHETO 3A YIIOTPEBA

20010659

9. JATA HA ITbPBO PAZPEHIABAHE/TIOJHOBABAHE HA PAZPEILIEHHETO
¥YIIOTPEBA

Jata Ha mbpBO paspemasate: 04.10.1984

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

Auyapw, 2025.
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