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Metunnpeanusonon Kopruko 4 mg TabneTku

Methylprednisolon Cortico 4 mg tablets

2, KAYECTBEH U KOJIMYECTBEH CbCTAB
AKTUBHO BELLECTBO B eiHa TabneTka: meTunnpeanusonoH (methylpredisolone) 4 mg.
[ToMoOLIHHM BELLECTBA ¢ U3BECTHO ACHCTBHE: 1akT0o3a MOHOXUApaT 122.8 mg B eaHa Tabnerka.

3a MbJIHUSA CITUCHK HA MOMOIIHUTE BEIeCTBa, BX. T. 6.1.

3. JIJEKAPCTBEHA ®OPMA

Tabnerku.

Kpbram, ruiocku Tabnetku ¢ dhacera u JeMTeNIHA YepTa OT e/{HaTa CTpaHa, AMaMeTsp 8 mm.

4. K/IMHUYHHU JAHHHU
4,1. TepaneBTHYHH MOKA3AHHSA

MCTHHHPG,[[HHBOHOH KOpTHKO € MNoKasaH INpH CbCTOAHKUA, H3HCKBALIH I'NTIOKOKOPTHKOHIHA
dKTHBHOCT KaToO.

Enaoxkpunnu 3abonsBanus

L l'['bpaw-ma H BTOpH4YHA Ha,uﬁ’hﬁpeqﬂa HEAOCTATBYHOCT
e Bponena Hanb6bv6peuna xunepriasus

PesmaTnunu 3a6o/1aBanns

e PeBMaTOMAEH apTPUT

¢  XpOHHMYEH FOBEHWJICH apTPHUT

e  AHKWIO3MpaLll CIIOHAU/IUT

Koaarenozn/aprepuur

e  CucreMeH ynyc epUuTEeMaTo3yc

e CucremeH 1epMaTOMHO3UT (MOJTUMHO3MT)

¢ PeBMarTH4yHa TpecKa C OCTHP KapauT

e [wraHroknersyeH aprepuuT/PeBMaTHYHA MOTUMHAITHS
Koxnn 3a0on1aBanns

e [lemduryc Byarapuc

AJIepru4HH CbCTORHHUA

e TexXbK Ce30HEH M LEJOrOAUIICH allepruueH pUHUT

e  Peakuuu Ha JIEKapCTBEHA CBPBXYYBCTBUTEIHOCT




e (Cepymua 6onecr

*  AJEprudeH KOHTAKTEH ASPMaTHT

¢ bpoxxuanHa acTMa

Ounn 3aGonasannn

s [lpeaeH yBeut (MpUT, MPHAOLIHKIINT)
¢  3aZeH YBEUT

¢  HespHT Ha 3pUTEIHUA HEpPB

| PecnupaTopnu 3abonsapanus

¢ benoapobHa capkoMaoza

e OynIMMHaHTHA MK AMCeMHHHMpaHa OesioapoOHa TyOeprynola (3aeaHo ¢ noaxXoasa
IPOTHBOTYOEPKYI03HA XHMHOTEpaIus)

*  AcmMpaudd Ha CTOMaUIHO ChAbPYKHUMO
XeMATOTOrHYHH 3200 IABAHHA
e HMpauonatHuHa TpoMOOLMTONEHHYHA MypITYpa

¢  XeMOIUTHYHA aHeMHA (ABTOMMYHHA)

Heonnazmu

o Jlerkemus (ocTpa numdoOnacTHa)

e  ManurseH umbpom

CToMaiHo-upeBHH 3a0019BaHNs

e  YILepo3eH KONUT

¢ bonecr va KpoH

Pa3nn

o  TybepkynozeH MEHHHIHT (3a€AHO ¢ MOAXOAALIA TIPOTHBOTYOEPKYIO3HA XHMHOTEPANU)

¢ Tpancnnantaiug

4.2. JMo3HpoBKA H HAMHH HA NPHI0KEHHAE

[IpenopeskuTE 32 AO3HpaHe, NOKA3aHH B Tabnuuara no-goJy, ca NpenopEYHTEIHE Ha4allHH JTHEBHH
A03M H ca IpeHa3HAYeHH CaMO KaTo NPHMEPHO yKalaHue 3a jiedeHue. Cpeanara o0ma
Mpenopb4YBaHa AHEBHA 033 MOJKE Ja CE TIPHJIOKHM KATO eJMHMYHA [103a WIIH B pa3feNeHH J03H (C
H3KJTIOYEHHE HA aANITEPHHpPAIaTa TepanyaTa, KoraTo MHHMMalHaTa e(PeKTHBHA JHERHA 1032 CE
YIROABA W ce npuJjiara npes aAeH cyrpul B 8.00 yaca).

Hexenanute peakiiiu Morat ga 6bpaaT CBEACHHA A0 MMHUMYM, KaTo C€ U3MN0J3Ba Hal-HHCKaTa
eeKTUBHA A03a 38 MHHHUMAJIEH MepHO OT BpeMe {BXK. Touka 4.4),

Pa3MepbT Ha HadaHaTa 4032 MOJKe [a Bapupa B 3aBHCUMOCT OT BHJa Ha
320011 BAHETO/CHCTOAHUETO, HEMOBATA TEKECT H OTIOBOPBT KM NMPOBEXKIAAHOTO JISHCHHE,

JleueHHETO MPOABIKABA TIPY TOZM PEXKUM Ha NO3UPAHE IO NOCTUraHe HA HEOOXOIUMMA KIHHHYEH
OTroBOp, OOHKHOBEHO 33 NMEPHO OT 3 10 7 AHH B Clyvaid Ha peBMAaTH4YHH 3abonaBaHus
H3KTIOYEHHE HA OCTBP PEBMATHYEH KapJIuT), alTeprHYHH ChCTOAHHA 3aCATaIH KOXKE
JAUXATEJIHUTE IHTHILA ¥ OYHH 3a00nIBaHHA. AKO HE C€ MOCTHIHE 3aIOBOJIMTEICH
paMKuTe Ha 7 JHK, TpAOBa [1a ce HaNpaBH NPEOLIEHKA 3a a ¢€ MOTBLP/U TOYHATS
BE3MOXHO B HAl-KpaThK CPOK CIe MOCTHIaHe Ha 3a8H0BOIHTENICH TEPANERTHYE
JHEBHATA A03a TPAOBa na ObAe HaMaJleHa NOCTENCHHO JO ITHIHO [IPEKpaTABAHE K
OCTPH CbhCTOAHMA (HAIp. Ce30HHA acTMa, eKC(OoNHaTHBEH JEPMAaTHT, OCTPH OYH
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[0 OOCTHUraHe Ha MUHUMANHA eeKTHBHA MOMIBPKALIA 032 B CIYYAUTE Ha XPOHUYHH 3a00719B8aHHS
(Hamp. peBMaTOMCH apTPUT, CHCTEMETEH JIYITYC epHTeMAaToAec, OpOHXHANIHA ACTMA, aTOTIHYEH
nepMaTut). Be3aMoXkHA cxema 3a HaMaNABaHe Ha IHEBHATA J03a € C HE MOBeYe OT 2 mg npe3
HHTEepBal ot 7-10 aHuM.

[1pH anTepHATHBHOTO AO3IMPAHE JHEBHATA J103a C€ YABOABA H C€ MpHJ1ara KaTo eAHOKpaTHA JHEBHA
no3za, npuemana B 8.00 cytpun npes aeH. HeobxoauMmara J103a 3aBHCH OT CBCTOAHHUETO, KOETO C€
JIeKYBa, U OT OTTOBOPA HA MALMEHTA.

Hayuenmu 8 cmapyecxa ev3pacm: JleueHHETo Ha NALMEHTH B HaMPEAHAIA BH3PAcT, 0CODEHO aKo €
ALJITOCPOYHO, TPAOBA Ja Ce IUTaHKpPa, KaTo C€ UMa MNPEABU NO-CEPHOZHHTE MOCIEANLIH OT YECTH
HeXeJIaHH epeKTH Ha KOPTHKOCTEPOHIWTE B HANIpeAHAAa Bh3pacT, oco0eHo ocTeonoposa, anader,
XMIMEePTOHKUA, MOAATIAHBOCT KbM HHGEKITHS W M3ThHABaHE HAa kokaTa (Bx. Touxa 4.4).

Heya: lo3upoBKaTa B AETCKATa BB3PAcT C& ONPeaesa No ApeleHKa Ha nekaps U ce 6a3zHpa Ha
KJTMHHYHMA OTroBOp. JleueHueTo Tpa0Ba Aa ce OCBHLIECTBABA Ype3 NPUIAraHe Ha MUHHMAaTHATA
eeKTHBHA 103a 33 Hal-KPaThK MepHoi OT BpeMe. B ciydai, e € Bb3MOKHO AHEBHATa A03a TpabBa
na 6bae npuiarana KaTo ¢AHOKpaTHa A03a Npe3 JeH (BxK. Touka 4.4).

Ipenopvixu 3a do3uparne:

HuaukaLmy IlpenopruMTeNHa HaYAIHa A03a

PeBMATOMACH apTPHUT

TEHKBK 12-16 mg
YMEPEHO TeXKbK 8 -12 mg
YMEPEH 4 -8 mg
jena 4 -8 mg
CHcTeMeH AepMaTOMHO3ZHT 48 mg
CucTeMeH JYITyC epUTEMATO3YC 20 - 100 mg
OcTpa peBMaTH4Ha Tpecka 48 mg oo nHopmanusupade Ha CYE
(0GMKHOBEHO 3a eJHA CEAMMLIA)
AneprudHu 3a0019BaHHA 12 - 40 mg
bpouxuanHa acTMa Makc. 64 mg eaHokpaTHa
Ao3a/anTepHupanla 103a Makc. 100 mg
OQHH saGonsBanns 12 — 40 mg
XeMaTooruusH 3a00NsSBaHUA H JICBKEMHH 16 — 100 mg
ManurHes nuMQomM 16 - 100 mg
YIIHepo3eH KOJIMT 16 - 60 mg
bonect Ha KpoH A0 48 mg AHEBHO B OCTPHUTE SITH300H
OpraHHa TpaHCIUIaHTaLMA ao 3.6 mg/kg/nHeBHO
BenoapobHa capkouosa 32 - 48 mg npes AeH

['uranroknersyeHd aprepunt/PesMaTiuHa noauMuanrus 64 mg

[Temduryc pynrapuc 80 - 360 mg
4.3, IIpoTHBONOKA3AHHA
¢ CucTEMHH MUKOTHUYHH HHPEKLIHH,




] CHCTeMHHM HHQEKIMM, OCBEH aKO HE ce Mpuiara cnelypHyHa NpOTHRBOHH(EKLIMO3HA
Tepanms;

. CBPBXUYBCTBHTEHOCT KbM AKTHBHOTO /WM KbM HAKOE OT TIOMOILHUTE BELIECTRA,
130poeHu B Touka 6.1.

H]JHHU)I{GHHETO Ha AHBH HJIH XXHEBH aTCHICHPAHHY BAKCHHH € IMPOTHBOMOKA3aHC INPH MALUHCHTH,
MNoJIydaepallld HMYHOCYTIDCCHEBHH JO3H KOPTHKOCTCPOUIH,

4.4. CnendaaHn npeaynpexIeHHs H OpeINAIHH MEpPKH NpH ynorpeba

HmyHocynpecuBHU eheKTH / MOBUIIEHA BH3NPHEMYHUBOCT KbM MHDEKIINH

Koprukocrepouaure MOraTt 1a MACKHPAT HAKOM CHMITTOMH Ha HHOEKLMSA, B XOa Ha JISHYEHHETO C
TSX MOXE Ja C€ pa3BHE HOBA TaKaBa MIIH Ja e MOBHIUHW BR3NMPHEMYHBOCTTA KBM HHPEKIHH.
[ToTHCKAaHETO Ha BB3NAJIMTENHHUA OTTOBOP M HMYHHATa (PyHKLMA [IOBHIIABAT Bh3MOXKHOCTTA 34
pa3BHUTHE Ha r'bOHYHH, BUPYCHH M OakTepHanHH HHPEKUHH H TAXHATA TeXKECT, KIIMHHYHHTE [TpOossH
B MHOTO CITy4aH MOrat Aa ObJJaT HETHITHYHH H Jia JOCTHCHAT HanpeaHana ¢asa npeau aa Obrat
pa3no3HATH.

JInua, KOUTO MPHEMAT JIEKapCTBa, [IOTHCKAILM HMYHHATa CHCTEMA, Ca MO-YYBCTBHTEHH KbM
MHGEKLHH OT 3OpaBHTE MHOAWBHAH. Bapuuena n MopOunu, HaripyMep MOTAT [a UMAaT [IO-TEKKO U
JAOpH (paTajiHO NPOTHYAHE IIPH HEMMYHH3IHPAHH ACUE WIH BE3PACTHH, NMPH KOHTO CE€ MPOBEXKAA
NIEHEHHE ¢ KOPTHKOCTEPOUIH.

Bapuuenara e cepHO3eH NOBOJ, 3a 3arPHKeHOCT, Thil KaTo ToBa 0OMKHOBEHO Jieko 3abonapaHe
MoOe fa Opae daTaJHO NpH UMYHOCYIPECHpaHH naleHTH. [TauseHTHTe (WIH pOOUTEANTE Ha
Aena), MpH KOKTO JIMICBA CHTYPHA aHaMHe3a 3a MpekapaHo 3abonssaHe oT BapuLesaa, Tpabsa aa
OBJaT NOCHBETBaHU Aa H3GATBAT GIM3IBLK KOHTAKT ¢ 6ONMHM MM KOHTAKTHH Ha BapHLIEIa WIH Xeprec
30CTep M 4KO C€ W3IOKAT Ha TakbB TpAOBa Jla NOTHPCAT CreLIHA MeAMLIMHCKA oMo, IlacuBHa
MMYHH3a1HA ¢ BapHLeaa/3octep uMyHornobynue (VZIG) ¢ HeoOXxoxuMa npH H3NO0KEHH Ha
KOHTAKT HEHMYHH3IUPAHH MALHEHTH, KOUTO MOJIYYaBAT CUCTEMHH KOPTHKOCTEPOMAM WIH KOUTO Ca
I'd W3MON3BAJIM TIpe3 NIpeaxonHuTe 3 Mecelia. Toea Tpabra aa ce HarpaBH B paMKuTe Ha 10 nHH
CJIe/, M3araHETO Ha BapHIeia. AKO JHArHO3aTa BapHLIea ¢e NOTBbpAH, 3a00/1ABaHETO H3HCKBA
CTIELIMAJIHM IPHXKH U CrielliHO TeueHue, KopTukoctepouaure He TpA0Ba 1a e CITHPAT H MOXKE J1a Ce
HaJIO>KH MOBHIIIABaHE HA J03aTA. '

Tpnabea na ce u3barea uanaraHeTo Ha KoHTakT ¢ Mopbunu. Heobxonumo € BezabaBHO za ce
MOThHPCH MEIHLIMHCKA MOMOILIL TPH eKcrno3uums. Moxe na e HeoOxoauMa NpoQHIAKTHKA C
HOPMaJieH MYCKYJIEH UMYHOTTO0YIMH.

Koprukocrepouaure TpadBa Aa ce U3NOA3BAT MHOTO BHHMATEJIHO [IPH MMALIMEHTH ¢ H3BECTHH HIIH
MpeArnoiaracMy Napa3uTHH MHGEKLMH, KaTO CTPOHrWIONAHA HH(ECTAMA, KOSTO MOXe Aa IOBEE
N0 CTPOHTMAOHAHA XHNepUH(PEKLHS | JUCEMHMHALHA C ITMPOKO pasnpocTpaHeHa apBHa MHIpaliy,
YeCTO NMPHIPYKEHA OT TEKEK EHTEPOKOJIMT U NOTSHUHANHO ¢aTalHa rpaM-OTPHLIATENIHA
CENTHLIEMHUS.

[TpriioskeHHETO HA JKHUBH WIH )KUBU aTCHIOKPAHH BaKCHHHU € NMPOTHROMNOKA3aHO IIPY NalHEHTH,
TIOJTY4aBalllH HMYHOCYIIPECHBHH AO3H KOPTHKOCTEPOHAH. AHTUTATIO-OTIOBOPBT KEM APYTH
BAKCHHHU MOxke 1a ObJe oTciabeH.

[TpunoxkeHHETO Ha KOPTHKCCTEPOUIH [IPK MALMEHTH ¢ AKTHBHA TyOepKyno3a Tpadra na 61;,[[&
OrpaHH4EH J0 CIYYanTe Ha QYIMHHAHTHA WIH AMCEMHHHUpaHa TyOepKyn03a, NMpH -
KOPTHKOCTEPOMIHTE CE& H3MOJI3BAT 34 JicueHHe Ha 3a00NgBaHeTo B KoMOHHALH
NPOTHBROTYOEPKYJIO3HO JICUEHHE.

AKO JIGUEHHETO € KOPTHKOCTEPOHIH € MOKA3aHO NP MaLHEHTH ¢ TATeHTHA
NONOKHTENHA TYOepKyIHHOBRA Npoba € HeoOX0AUM CTPUKTEH KOHTPOA 32 1
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peakTUBHpaHe Ha 3abongasanero. [To BpeMe Ha NPOIL/LKUTENHA TEPAIMA C KOPTHKOCTEPOUAY TE3H
nauMeHTH TpsAGBa 1a NoyvaBaT ChOTBETHATA XUMUOIIPOQHUIAKTHKA.

Crob1asa ce 3a noaea Ha capkoMa Ha Kanouid npy nauMeHTH, rojTy4yaBallld KOPTHKOCTEPOH/IHA
tepanus. [IpeKsCBaHETO HA KOPTHKOCTEPOUIANTE MOYKE JIa JOBE/E 0 KIIMHUYHA PEMUCHS.

PondAra Ha KOPTUKOCTEPOUAMTE TIPH CENMTHYEH LIOK € NPOTHBOPEYHUBA, KATO PpAHHUTE NPOYYBAHUA
chOOLIABAT KaKTO 33 OmaronpusaTHH, Taka U 3a HebnaronpuaTHH edexTu. [1o-cKOpOLIHHM NaHHK
Npeanonarar, 4e A00apLYHATA Tepanui ¢ KOPTHKOCTEPOUAM € OnaronpuATHA IPH MMALMEHTH ¢
pasrbpHAT CENTUYESH WOK ¢ MPOABY HA HaaAOBLOpeyHa HeJoCTaTLYHOCT. BelpexH ToBa,
METAaHAJIM3H U eIHH 0030p MPEANoNarar, Ye No-AbArH KypcoBe (5-11 AHM) ¢ KOPTHKOCTEPOUTH B
HUCKH JI03M MOTAT Jia IOHWXAT CMBbPTHOCTTA.

HMMyHHa cucTeMa

T3 KaTo MMa peaKH CITyuaH HA KOXKHH H aHauIakTHYHK/ aHAQHUIAKTOHAHK PEakiiMy NIpH
NauHeHTH, MOTYYaBallld KOPTHKOCTEPOHAHA Tepanus, TpaOBa a ¢ B3eMaT ChOTBETHH MPEANA3HU
MEPKH MpeAH NMPHAOKEHNETO, 0CODEHO KOraTo NMalueHTHT € ¢ aHaMHE3a 34 ICKApCTBEHA anepris,

EHOOKPUHHM eeKTH

[Ipy nallHeHTH Ha KOPTHKOCTEPOHIHA TEPaIHA, H3JIOKEHI Ha HeoOMYaeH cTpec, € rnokasaHa
MOBHUINEHA 032 OBP30 AeiiCTRALIH KOPTHKOCTEPOUAM NMpEeay, [0 BpEME Ha U ClIefl CTpecoBaTa
CHTYaLHA.

A IpeHO-KOPTHKAJIHA CyTNpecHa M BTOpUYHA HanOBOpeyHa HeAOCTATEYHOCT ¢€ Pa3BHBa MpH
NPOAL/DKUTEHO JICUSHHE U MOKE JIa TIEPCHCTUPA B NPOAB/DKEHHAE Ha MECELIH CJIe]] NIPEKpaTABaHe
Ha Tepanuara. [Ipy maluMeHTH, noaydaBaiy noseue 0T QUIHOJIOTHYHHTE NO3H CHCTEMHH
KOPTHKOCTEPOUIH (MIPHOIMZUTENHO 6 Mg METHINPEXHUIONOH) B NPOABIDKEHHE Ha [TOBEYE OT 3
CeZIMHLIY, NIPEKPATABAHETO Ha JIeYeHHETO He Tpabea Aa e BHe3anHo. HaunneT, no koito Tpabea na
¢€ HAMAJTH J103aTa 3aBHCH J10 TolAMa CTEMNEH OT TORA AaiH 3a00JIBaHETO UMa BEPOATHOCT 1A Ce
BB300HOBH, Thil KaTO f03aTa HA CHCTEMHUTE KOPTUKOCTEPOUIY € HaMasieHa. 11pH npekpaTaBane Ha
KOPTHKOCTEPOHAHATA TEpAllUg MOXe Aa ¢ HeoOXoaMMa KIMHHYHA OLICHKA Ha aKTUBHOCTTA Ha
3abonapaHeTo. Ako 3a00NABaAHETO € MAJIKO BEPOATHO 4a PeLMAUBHPA NPH OTHEMAHEe Ha
CHCTEMHHTE KOPTHKOCTEPOUAM, HO HMA HECHTYPHOCT IO OTHOIIEHKRE Ha MOTHCKAHETO Ha
XHMoTanamo-xunoduso-Hagdsbpeuna oc (XXH-oc), 103aTa Ha CHCTEMHHA KOPTHKOCTEPOU MOXE
6bp30 Aa ce Hamamy A0 usuonoruyau Jo3u. Clel JOCTUTaHe Ha JHEBHA 1034 OT 6 mg
METUINPEAHH3IONOH, HAMANABAHETO HA J03aTa Tpa0Ba na Opae no-6asHO, 32 Ja ¢ NO3BOMH Ha
XHNoTaiaMo-xumnopu3o-HaadsdpeyHa oc Ja ce BE3CTaHORH.

BHe3anHoOTC NpekpaTaBaHe Ha CUCTEMHOTO JIEYCHHE ¢ KOPTHKOCTEPOHIH, KOETO € IPOABIDKWIO A0
3 ceMHIIN, € MOAXOAII0, aKO CHHTA, Ye € MAJTKO BEPOATHO Aa HACTHIHM penarnc Ha 3adonasaHeTo.
Psa3koTo OTHEMaHe Ha JO3U A0 32 mg AHEBHO METHNNPEAHUIONOH B MPOABIDKEHHE HA 3 CEAMHLH €
MAJIKO BEPOATHO Ja JOoBeae A0 KINMHUYHO 3HAUYMMO NoTHCKaHe X XH-oc, npy noseveTo NauUeHTH.
[1pu cnefHuTe rpyny NauuMeHTH TpadBa Aa ce 0OMUCIM MOCTENEHHO OTTErNIAHE Ha CHCTEMHATA
TEpanya ¢ KOPTHKOCTEPOHIH, JOPH M CleJl KYPCOBE ¢ MPOAB/DKHTENHOCT 3 CEAMHLIH HIH MO-MAJIKO:

. TTanpeHTH, KOHTO ¢a MMAJTH NOBTOPHH KyPCOBE ChC CHCTEMHH KOPTHKOCTEPOM/IH, 0CODEHO
aKo Te ca OWIH NPUEMaHH OBEUE OT 3 CEIMMIH.

. Koraro KpaTEK Kypc € npeanucaH B paMKHTE Ha €AHA ro/iMHa OT NPEYCTAHOBABAHE HA
ABIrOoCpovHAaTa Tepanus (MecelH WK TOARHH).

. [TauMeHTH, KOMTO MOTaT fa HMAaT NpPHYHHH 33 aJipeHOKOPTHKA *‘l:;pc'r,
pa3NuYHE OT €K30TeHHA KOPTHKOCTEPOHIHA Tepanki. B nonbaHelHeatmenke It ABU
octpa HagOwpOpeuHa  HEACCTATHBYHOCT, BOACUIA A0  CMBY CGH m 24
[IOKOKOPTHKOH/IMTE C€ CIpaT pA3Ko. # “ﬁ? )
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)
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. [TaunenTn, nomyvaBalmy JO3H CHCTEMEH KOPTHKOCTEPOHZ, MO-TOASMH OT 32 mg AHEBHO
METHIITIPEHUIONOH,

. [TaneHTH, NpUeMand MHOTOKpaTHO A03H BEUEp.

Cren pA3Ko npekpaTsgBaHe Ha NIIOKOKOPTHKOHANWTE MOXKE 14 BE3HUKHE CTCPOMAEH ,,CHHAPOM Ha
OTHEMAHE", KOWTO NPUBHAHO HE € CBBp3aH ¢ HaAOBOpeUHa HEAOCTATBUHOCT. 1034 CHHIAPOM
BKITIOUBA CUMIITOMH, KaTO aHOPEKCHA, raJieHe, MOBPBIIAHE, IeTaprid, riiasobonue, Tpecka, 6onka B
CTABHMTE, JECKBAMALIUA, MHANITHA, 3ary0a Ha Terno Wi xunoroxnus. [lpeanonara ce, ye Tesu
eheKTH Ce ABJDKAT NMO-CKOPO HAa BHE3AMHATA NMPOMSHA HA FMIOKOKOPTHKOUAHATA KOHLICHTpaLus,
OTKOJIKOTO Ha HUCKHM KOPTHKOCTEPOHIHH HHBA.

KopTHKOCTEpOMAMTE MOTAT Aa NPUYMHAT MJIH 14 BAOLIAT CHHAPOM Ha KBIIMHT U 110 Ta3H NPHYHHA
te Tpabea na ce n3barear npu nauyedTy ¢ Gonect Ha KbiuuHr.,

CrnieLHaTHO BHUMaAHHWE Ce M3HCKBa, KOraTo ce OOMHCIA H3NOA3BAHETO HA CUCTEMHH
KOPTHKOCTEPOHAH IIPU NALMEHTH ¢ XHITOTUPEOUINIBM, KaTO € HEOOXOANMO HeCTO NPOCHeAIBAHE

Ha NaHHCHTHTC,

Hap}"l.HEHHH Ha MeTabosiu3Ma | XPaHCHCTO

KoptukocTeponauTe, BITIOUATETHO METHITIPEAHH30A0H, MOTaT Aa [IOBUIUAT KPBBHATA 3axap, Aa
BJIOWIAT CHIIECTBYBAI JHa0ET U Aa MpeApasNoacKar NalMeHTH Ha NPOAB/DKUTEHA
KOPTHKOCTEPOH/IHA TepanMs KbM 3axapeH guaber.

CrieuuaiHO BHUMaHUE C& U3HCKEA, KOTaTo ce OOMMCIIA M3MOJI3BAHETO HA CUCTEMHH
KOPTUKOCTEPOM/IH NPH MALMEHTH Che 3aXapeH aAuadeT (Wan GaMuiHa aHaMHe3a 3a guaber), KaTo e
HeOOXOAHMO YECTO NPOCNCAIRAHE HA MTALIUEHTHTE.

[cuxuunu edexTn

[Taupentute B TexHHTE ONHIKK € HeoOXoauMo aa 6bJaT HHGOPMUPAHHM 32 TOBA, Ye MPH JICYCHHE
CBC CHCTEMHH KOPTHUKOCTEPOMIAN ChIUECTBYBA NMOTEHUMANEH PUCK OT MOSBA Ha NMCHXWYHK
HapyUIeHMA (BXK. TOUKa 418).

Hait-yecTo Te€31 CUMITTOMM C€ npoABABAT HAKOJIKC HH WY CEAMMIIN CNE/ 3alI0YBAHE Ha
neyeHHero. PUCKBT € nNo-BHCOK Mpi NEYCHHEC ¢ BUCOKH J03H HWIH NPOABDKHTC/THA CHCTCMHA
CKCIIO3HMLMA, BEIIPEKH Y€ HAMA ACHA KOpeaalllg MEXAY pasMepa Ha [pHnaraHara J103a 1 4CCTOTaTa,
BH4, TCHKECTTA WIH NPOABIRKHUTCIIHOCTTA Ha TC3IH PCAKLINH. IloBeueTo OT TAX OT3BY4YdBAT HAITLITHO
WK Cne] HaMa1dBaHE pasMEpa Ha no3aTa WiH el NMpCKpaTsiBaHe Ha JICHCHHUETO, KOCTO HE OTMCHA
HEOGXO;E!HMOCTT& OT NMPpHIOKCHHEC Ha CI'IEIIHCbH‘IHO JICUCHHEC.

[TaimmenTHTe M TeXHUTE OiM3KH TpaGBa fa ObaaT uHGOpPMHpPaHH, e € HeoOXoauMOo 212 MOTHPCAT
KOHCYATAaLMA ¢ MEQHLMHCKHA CIICLIHAIMCT, aKO CE NOABH YyBCTBO Ha ACTIPECHS WITH MHCIH 33
camoHapaHaBaHe. Te TpsaOBa ChIO Taka Aa ObaaT noOpe 3aM103HATH € IPOABHTE HA BH3MOXKHHTE
NICUXHYHH HAPYLIEHHA, KOHTO € Bb3MOKHO Ja ce Ha0mo4aBar, KaKTo Mo BPEME Ha JICYCHHE, TaKka H
HETMOCPEACTBEHO CICA NPEKPATABAHE HA JICUCHHETO, BBIIPEKH Y€ TE3H peaKLHH H NPOABH HE Ca
YECTH.

ToBa Baky 0coBeHO 33 MALMEHTUTE, KOWUTO B MOMEHTA CTPajaT WIM UMAT aHaMHe3a 3a TEXKH
a(eKTUBHY Pa3cTPOHCTBA, KAKTO W NpH (haMiIHa aHaMHe3a 3a TakuBa 3abormpaHus (0COOEHO
ACTIPECHBHH WX MAHHAKAITHO-ACMPECHBHM 3a00N4BaHHMA WIH NPEAX0XKIAALIH CTEPOUIHK

EdexTu BppXYV HEPBHATA CHCTEMA



[TorMiueHo BHUMaHHe TpadBa aa ce 0bbpHE npH yroTpedaTa Ha CHCTEMHH KOPTHKOCTCPOHAH [TPH
MALMEHTH C MPUNAJbLM H MUACTEHHA IPaBUC (BA. CBHILIO WH(POPMaLUATa 338 MHOITATHA B TOYKATA 34
MYCKYJ10-CKeJeTHH e(eKTH), KATO € HEOOXO0AHMO HYeCTO NPOCAeAIBaHE HA NALUCHTHUTE.

HUma crobmennsn za SnuaypaiTHa JUNnoMarosa npy nanuedTy, npueMall KOPTHKOCTEPOHIN,
0OUKHOBEHO MPH NpOABIAKHUTCIIHA }’HOTPEG& Hd BHCOKH J103H.

Ounu edexTH

[Tpu CHCTEMHO U JIOKAMHO MPHNOKEHHE Ha KOPTUKOCTEPOH/IH Ca BE3MOXKHH CHODIIIEHHA 32
3pUTE/IHU CMYILEHHA, AKO NIPH NALMEHT ¢a HAMLIE CHMITTOMH KaTO 3aMBIJICHO 3peHHEe HIH JpYTH
3PHTENHM CMYLIICHNA, TOH TpAOBa Ja ObJe HacO4YeH 3a KOHCYITalMs ¢ OQTAIMOJIOT 3a OLEHKE Ha
Bh3MOXKHHTE IPUUMHM, KOUTO MOTaT Ja BKTIOYBAT KaTapakTa, IayKoMa Wiy pelku 3abonssanus
KATO LUeHTpaJIHa ceposHa xopuopetudonaTtha (L{CX), 3a kouro ce chobmiara ciies1 CHCTEMHO H
JAOKAJTHO NPUIOKEHHE Ha KopTUKocTepouaM. LieHTpanHara cepo3Ha XOPHOPETHHONATHA MOXe Ja
JIOBEAE A0 OTJIETIBAHE Ha PETUHATA.

KopTtHkocTepouauTe TpaOBa a ce M3MOI3BaT BHUMATETHO [PH MALMEHTH ¢ I1ayKoma (HH
daMuTHA aHAMHE3a 33 FIAYKOM4) B OYEH Xepriec CUMILIEKC, Mopaay OonacHOCT OT nepdopanus Ha
POTOBHLIATA, KATO € HEOOX0AMMO YECTO NPOCICAABAHE Ha [TallHEHTHTE.,

[TpoaemkuTenyaTa ynorpeba Ha KOPTUKOCTEPOMAMTE MOXKE Jla IOBEAE A0 3aAHH CYOKancCyIapHH
KaTapakTH H HYKJI€apHH KaTapakTH (0coOeHo npu Aewla), ek30TaaM Wi NOBHIIEHO BETPEOYHO
HaJraHe, KOeTO MOXe Jla A0BEe 10 rJayKoMa ¢ Bb3MOXHO YBPEKJAaHE Ha OYHHTE HEPRH.

PazeuTHeTO HA BTOpHYHA rEOMYHA MITH BUPYCHA HHGEKLHA Ha OKOTO MOXKE JIa C€ MIOTEHLHpa NPH
NaLuveHTH, JeKYBaHHU ¢ [ITIOKOKOPTUKOUAH.

CobpaevHH edhekTH

HexxenaHH JIEeKapCTBEHH PEaKIHH HA TIEOKOKOPTHKOHAMTE BbPXY ChpACUYHO-CHA0BATA CHCTEMA,
KATO AMCAMIHACMHA M XUIIEPTOHHS, TIPH MPHIICKEHHUE HA BUCOKH JO3H H NMPOAL/LKUTENIEH KYPC Ha
NIeYeHKe, MOTaT 4a MPOBOKHPAT, MPH NMALHEHTH ChC CHLIECTRYBALIHN ChPACUHO-CBAOBH PHCKOBH
(aKTOpH, AOTEIHATENHN e(EeKTH OT CTpaHa Ha ChPACHHO-ChA0BATa CHCTEMA. CBOTBETHO,
MPINaraHeTO HA KOPTHKOCTEPOHAM TPAOBA fa CTasa BHUMATENHO NIPH TAKMBA [ALHEHTH KATO ©
HeoOXOAHMO [a Ce HACOUH BHUMAHUETO KBM MOIU(HIIMPAHE HA PHCKA M IOITBIHUTENHO
HaONoASHHE Ha ChpaedHaTa BYHKUHA, ako € HeoOxoaumo, Hucka 103a 1 alTepHUpalla Teparus
[pe3 AeH MOTAT Ja HAMASNAT YeCTOTaTa Ha YCIOKHEHUATA MPH KOPTHKOCTEPOHIHA Tepalus.

CucTeMHHTE KOPTHKOCTCPOHUH TpﬂﬁBa a c€ H3TON3RAT ¢ MOBHIIECHO BHAMAHHUE H CaMO aKo €
HANOXHUTEIIHO [TPH CITYYdH Ha 3aCTOHHA ChHpACYHA HEAOCTATHYHOCT.

CheuMasnHy rpHXy ce H3UCKBAT, KOTaTo ¢€ OOMHUCIA H3TON3BAHETO HA CHCTEMHH KOPTHKOCTEPOHIH
NIPH TIALIMEHTH ¢ Ipeced MHOKapAcH UHGApKT (HMa choOINEHHA 3a pyNTYpa Ha MHOKap/a), KaTo €
HeoOX0AUMO YecTo HalmoaeHHe Ha MaLlHeHTHTE.

Tpabra aa ce BHHUMaBa IPH MALMEHTHTE, NOMyYaBalll¥ KapAHOAKTHBHH JICKAPCTBa, KATO AUIOKCHH,
NOPAH MHAYLHPAHO OT CTEPOHIWTE HapyIUeHHe Ha eNeKTpoaruTHUA OanaHe /3aryba Ha Kanwiv/ (BX.
Touka 4.8).

CopaoBH edekTH

CreLHanHy FPYKH Ce H3WCKBAT, KOraTo c€ OOMHCIIA H3MOI3BAHETO HA CUCTEMHH
IPH NALHEHTH ChC CIICAHUTE CHCTOAHHUS, KATO € HEOOXOAHMO YECTOTO HM MPOC
- XHUIOepTOHMA.

- IIpeapasnonoxenne kbM TpoMBoQueOHT.



- Hwma crobineHus 3a TpoM003a, BKI. BeHO3€H TPOMO0eMOOITU3IEM IPH JIeYEHHE C
KOpTHKOCTeporaH. [1o Tasu npUuHHA KOPTHKOCTEpOHAWTE TpAOBa Na ce U3NOJ3BAT ¢
MOBHILEHO BHUMAHKE [IPH MALKUEHTH, KOUTO UMAT WIH C& MPEPA3NOI0KEHH KEM
TPOMOOEeMOOTHYMHN HApYIICHHUA.

CToOMAIIHO-YpEBHHU edheKTH
BUcoky 103M KOPTUKOCTEPOMAM MOT'aT Aa NPEAUIBHKAT OCTHP MAHKPEATHT,

CreuanHy PpHKH C€ HIMCKBAT, KOraTo ¢€ 0OMHUCIIS HIMOA3BAHETO HA CHCTEMHHU KOPTHKOCTEPOHIIH
[PU MALKUEHTH CBC CAEAHHTE CHCTOAHMA, KaTo ¢ HeOOX0AMMO YECTOTO MM MIPOCHEAsaBaHe:

- IlenTHyHa a3Ba.

- CKOpPOUIHH HHTECTHHAIHU aHACTOMO3MU.

- Abcuec Uny Apyry MUHOreHHH HHGPEKLUH.

- ¥YJIuepo3eH KOJHT.

- JluBepTMKYNMT.

I"mofcomp'mmﬁnﬁa'ra TEpArnud MOXKE 1a MaCcKHpa IMEPUTOHMT WJIH APYTH NPpH3HAIK H CHMIITOMH,

CBBP3aHH CHC CTOMALIHO-YPEBHH HApYWICHHA, KaTO nepdopaiys, 00CTpYKUMA HIM NIAaHKPEATHT.
[Ipu xoMOunupane ¢ HCIIBC pHCKBT OT pa3sBMTHE Ha CTOMAIIHO-YPEBHU A3BH Ce YBeNHYaBa.

Xenarcbunuapau ehekTu

Creniganan I'PHXH Ca HEOOXOAUMH, KOratro c¢e 0OMHCIIS H3MON3BAHECTO HA CHUCTEMHH
KOPTHKOCTCPOHUIHU IIPH [TALHCHTH C ‘-IepHOHPOGHa HEJOCTATHRYHOCT HIIH ILIHPO3a, KAaTC €
HEOOXOAHMO YeCTO ITPpOCHCAABAHE Ha IMAHCHTHTC.

B penkm cinydam ce chofmmaBa 3a XenaToOMIIMapHH HapylLIEHHs, MMOBEYETO OT KOMTO Ca
Gunu oOparuMm cnell cnupaHe Ha JedeHHero. [1o Tazu npuunHa € HEOOXOTHMO CHOTBETHO
[IPOCIEaAsBaHE.

MycKyJHO-CKeaeTHY edexry

CpobimaBaHo € 3a 0cTpa MAOMATHA NPy YNoTpebara Ha BUCOKH A03H KOPTHKOCTEPOHIH,
HACTRNBAILA Hal-UECTO NPH NalHSHTH, IPHEMALIH CBITBTCTBALLA TEPANNUS ¢ aHTHXOMHHEPTHYHH
CpEACTBA, KATO HEBPOMYCKYJIHH Onokepu (Hanp. naHKypoHHyM). Ta3u ocTpa MHONATHA €
reHepaJH3upaHa, MOXE Aa BKIIOUBA OYHHM U PECIIMPATOPHH MYCKYJIH W MOXKE /ia JOBEJE 1O
KBaJpHnape3a. Moike J1a HACTBIIH NIOKAYBaHe Ha KpeaTUHHUH-KHHazaTa. KnuHuyHO noaodbpeHne win
8b3CTAHOBABAHE CJie]l CIIMPAHE HA JICMEHHETO MOXKE A M3UCKBA CEAMULIM [0 MOHHH.

OcofeHo BHUMAHHE CE U3IUCKBA, KOraTo ¢e 06MHCIE U3NON3BAHETO HA CHCTEMHH KOPTHKOCTEPOHIH
NPY NALWEHTH ¢ 0CTeonopo3a {0co0eHo XKEHH B MOCTMEHOIAY3a), KaTo € HeoOXO0JUMO 4eCTO

'HabmoaeHHe HA NALUEHTHTE.

Hapyenns Ha 650penute 1 NIMKOYHUTE NHTULIA

HeobxoaumMo ¢ MOBHILICHO BHUMAHHE MPH NALMSHTH ChC CHCTEMHA CKIIEPO3a, THH KATO IIpH
KOPTHKOCTEPOMIH, BKITIOUHUTETHO METHINPEHH30JIOH, ¢ Ha0moaaBaHa MOBHLIEHA YECTOTA Ha
ckyIepofepmanHa OrOpeuta kpusa. ITopany Tora KpEBHOTO HanaraHe ¥ 6n0peunaTa QyHki (s-
KpeaTUHWH) TpAORa peaoBHO Ja ce nposepsasat. Koraro ce nopoznpa 6u6peuna kpusa
HAJIAraHe TpAOBa 14 C& KOHTPOJMpPa BHUMATEHO.

CneumaiHo BHHManHWe Tpadsa Ja ce oOpbina, KOraTo ¢ce 0OMHUCTA U3MOA3BAHET
KOPTHKOCTEPOHAH NIPH NalHeHTH ¢ 6p0peyHa HeAOCTAaTEUHOCT, KaTo € HeobXO
npoclieAsBaHe Ha MALHEHTHTE.



HaEEIHHBaHHH, OTpaABAHUR W VCIOXKHCHHI, BE3IHHKHAH B PE3YJITAT H2 UHTCPBCHUHH

CHCTEMHHMTE KOPTUKOCTEPOU/IH HE Ca MOKA3aHH M CNEA0BATEIHO HE TPAOBA a Ce M3TI0/I3BaT 3a
NeHEeHHe Ha TPAaBMATHYHO MO3BYMHO YBpekAaHe. EHO MHOTOLEHTPOBO NPOYYBAHE € YCTAHOBHNIO
MOBMINEHA CMBPTHOCT Ha 2-pa ceAMMLEA W 6-CTH Mecell c/ie]l HapaHABaHE NPH [TAUKMEHTH, HA KOHTO €
MPHNOKEH METWINPEIHH30IOH HATPHEB CYKLHHAT, B cpaBHeHHe ¢ nuauedo. He e ycraHoBeHa
MPUYHUHHO-CNEACTBEHA BPB3KA C JICUSHUETO ¢ METWIAPEAHU30IOH HATPUEB CYKLIMHAT.

Ipyru

Hexxenanute peaklMi MoraT Aa ObAAT HAMANEHH upe3 U3MOJI3BaHe HAa Hal-HUCKaTa e(peKTHBHA
1034 3a MHHAMAJIEH TIEPHO, M Mpe3 NPHUIaraHe Ha JHEBHOTO KOJIHMECTBO KaTO €AMHHYHA CYTpelIHa
034 WIA KOTraTo € Bb3MOXKHO KaTO €AMHHYHA CYTPEIIHA J03a B anTepHaTHBHK AHU. HeobxoauMo e

4eCTO NPOCNICAIBaHE Ha MALHEeHTA, 3a Ja Ce TUTPUpa NOAX0AAII0 JO3aTa CIIOpe] aKTUBHOCTTA Ha
sabonsBaneTo (BK, TOuka 4.2).

[TawenTHTe TpAGBa Ja HOCAT B ¢ce¢ cH MHCMeHA HHOpMaLHs, KOATO TOYRO a ONMCBA KAKBO
NeyeHHe NMPOBEXKAT M MO KAKBA CXEM4, 34 /14 ¢ CBeJIe 4O MUHHMYM PUCKBT OT HeXellaHU edeKkTi
NpH HeOOXOAMMOCT OT MIPOBEXKAAHE Ha AOMBIHUTESIIHO JIeUeHUE WIH NPEANHCBaHe Ha JApYTrU
MEHKaMEHTH.

Ennospemennoro npunoxkeHne ¢ CYP3A uaXuOUTOPH, BKIIOYUTEIHO KOOHLMCTAT-CEABPKALIY
NPOAYKTH, O4aKBAHO MOXE JIa NOBULIH PUCKA OT CHCTEMHH HexeaHu peakiyu. Takansa
koMOHHaUHA Tpabea Ja ce u30Area, OCBEH ako NoJ3aTa HaAXBbpJid NOBULUIEHHA PHCK OT CHCTEMHH
KOPTHKOCTEPOHUIHH HEXKEJIAaHH peaKLMH, MpH KOeTo NaurWeHTUTe TpAdBa Jla 0bAaT IpoCIeAABAHH 34
NoABaTa Ha TAKHMBA pPeaklMH (BXK, Touka 4.5).

AcrmmpuH v HCIIBC Ttpa6sa na ce W3non3saT BHUMATENHO B ChUYETAHWE ¢ KOPTUKOCTEPOHIH.

Crobuasa ce 3a eoXpoOMOLIMTOMHA KpH3a cllel TIPHIOKEHME Ha CHCTEMHM KOPTUKOCTEPOUIH,
KOATO MOoxke Aa Obje datanta. Koprukocrepouay TpadBa aa ce MPAIAraT Ha IMalHeHTH C
NOAO3UPAH HJIH YCTAHOBEH (PEOXPOMOLIMTOM CaMO ¢Jie]l ChOTBETHA NMPELEHKA Ha CROTHOLIEHHETO
pHCK/TIon3a.

[lenuaTpyyHa nomynauus

KopTUKOCTEPOMAUTE MOTAT Ja MPpeAU3BHKAT H30CTABAHE B PACTEXkAa NPH KbpMaueTa, Jclia H
MOJAPACTRAILK, PACTEKET M pA3BUTHETO NPH KBPMAveTa ¥ Aela, MOAJI0KEHH Ha NPOIBIDKUTENIHA
KOPTHKOCTEPOKIHA TepamHud, TpaOBa na 0baaT BHUMaTeNHO Habmoaaranu. JleueHuero Tpa6sa na
6bae orpaHHYEHO A0 U3NOM3BAHETO HA HAa-HUCKaTa ePEKTUBHA A03a 32 BE3IMOXKHO HaH-KpaThK
nepyuoA Ha npuoxkeHHe. C e orpaHHyaBaHe CYNpECHATa Ha XUNOTAIaMO-a/peHATHATa CHCTEMA U
pacrexa, JJEYSHUETO (KOraTo TOBa € Bb3MOXKHO) TpAORA 1@ ce U3BBPIIBA KATO AJNTEPHATHBHA
Tepanusa (BXK. Touka 4.2).

KBPM&‘I&T 4 U Jclia Ha TPOOBLJDKHTETHA KOPTHKOCTEPOHIHA TEPaAllii €a C 0oc00eHO BHCOK PHCK OT
MOBUINCHO BLETPCYUCPCITHO HANATAHE.

BHCOKH 103H KOPTHKOCTCPOUAN MOTaT A3 NPUYMHAT NAHKPEATHT [IPU Jeua.

[ IpynoieHue Npy JMUa B CTADYECKA BBIPACT

YecTHTE HeXKeJTaHH JIEKapCTBEHH peakIMH NPH CHCTEMHO TIPHIATAHMTE KOPTHKOCTE
0BAAT MHOTO NIO-CEPHO3HH NIPH JIMLA B-HaNpeAHaIa Bb3pacT. TOBa ce OTHAcA 0Co
OCTEOMOPO3aTa, XUMEPTOHHATA, XMITOKAIMEMHSATA, 3aXapHus Auaber, npeapa3no
uHGbeKIMH 1 H3ThHABAHETO Ha KoxkaTta. [Ipu nauneHTHTE, B TA3H BB3PACTOBA I'p
3aCHJIEH KNWHHYEH KOHTPOJI C Orfies M30ATBaHEe Ha )KHBOTO3aCTpAllaBallll HEX
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Bcaka Tabnerka coappxka 122.8 mg naxrosa MoHoxuapart, [TaliMeHTH ¢ peiky HacIeACTBEHK
Npo0sIEMH HA rajakTo3Ha HENOHOCHMOCT, Lapp lakTaseH Je(pHUHT WIH IIIOKO30-TallaKTO3Ha
masiabcopbuua He Tpabra 1a NpyUeMar ToBa JIEKapCTBO.

4.5. BzanmoaeHcTBHE ¢ APYrH 1eKapPCTBERH NPOAYKTH H APYrH GOpMH HAB3AAMOACHCTEHE

MeTtnnnpeauuzonoH € cybcetpar Ha uuroxpoM P450 (CYP) ensumBaTa cucrema M ce MeTabonusnpa
ocHoBHO upe3 CYP3A4. CYP3A4 e gomunupawunt ensuM ot CYP noarpynara B uepHHs apod Ha
BB3PACTHH Xopa. Toit karanusupa 6B-XHAPOKCHIHPAHETO Ha CTEPOUANTE, OCHOBHATA MEeTabONHTHA
CTBIIKA Ha ¢a3za [, KaKTo 3a eHAOTeHHUTE, TaKa U 32 CHHTETHYHHTE KOPTHKOCTepOuaH. MHoro
APYry BewecTBa ¢bLIo ca cyberpar Ha CYP3A4, xaTo 32 HAKOH OT TAX (KaKTO H 33 ApYTH
JIeKapcTBa) € YCTAHOBEHO, Ye MPOMEHAT MIIOKOKOPTHKOMAHNA MeTabOoNU3bM Hpe3 HHAYKIMS
(upregulation) win uuxubuuua Ha CYP3A4.

JlekapcTBeH KJAC HAH THI
- JIEKAPCTBO nan Bianmoneifictene | Edexr
CYBCTAHITNA
i“:ffﬂ‘;m‘gf; . CYP3A4 UHITYKTOPH ~ JlekapcTsa, KOMTO
npo KT? PRy noreHuupatT CYP3A4 akTHBHOCTTA
) P Pg b AMITMH OOHMKHOBEHO NOBHILABAT YePHOAPOOHHA
KNHPBHHC, KOSTO BOAH 10 MOHHKEHA IU1a3MeHa
- PHOABYTVH CYP3A4 KOHLUEHTPALIMA Ha JIEKAPCTBA, KOUTO ca
AHTUKOHBYJICAHTH MHAYRTOP cyOcTpatu Ha CYP3A4. EQHOBpEeMEHHOTO
- QOEHOBAPBUTAIJI NMPWIOKEHHE MOXKE a H3UCKBA YBSIHYaBaHE
- OEHMTOHH Ha J103aTa Ha METHMPEARU30IIOH, 3a J1a ¢
- MPUMHUJOH NOCTUTHE XKEIAHUAT Pe3yJsITaT.
CYP3A4 HHAYKTOPH - Bx. ropnara
KJISTKA.
CYP3A4 CYBECTPATH - B nprcseTBHETO HA
AHTHKOHBYJICAHT CYP3A4 apyr cyocrpar Ha CYP3 A4, yeproapoOHMAT
TAPSAMAETI | myerop | AP e e ok
cyberpar) <o ’ B
peKLMH Ha Ao3aTta. Be3MOXKHO €
HeOIaronpuaTHUTE ChOMTHA, CBBP3aHH ©
ynotpedara Ha JBaTa MeJIMKaMEHTA, a ¢a I1o-
YeCTH MPH EAHOBPEMEHHOTO NPHIOKEHHE.
MakponuaHu aeTHOHOTULM CYP3A4 UHXHUBHUTOPH - JlexkapcTeara,
- TPOJEAHOJOMMIIMH KOHTO HHXHOMpAT aKkTHBHOCTTa Ha CYP3A4,
OOHKHOBEHO IMOHMKABAT MepHOAPOoOHHA
- COK OT I'PEHTI®OPYT KJIHPBHC M [IOBHILABAT M1a3MEHATA
Kanﬁﬂean FYS— KOHLeHTpalHg Ha cybctparu Ha CYP3A4,
. MUBE®PA T KATO METHINPEIHHA30N0H, B npUCHCTBHETO Ha
CYP3A4 uuxubutop Ha CYP3A4 moxe fa e
Xuctamun H2 penenrophu UHXUOUTOP 1 Heo6X0oAHMO [03aTa Ha METHIITNIPEIHH3OMOH Aa
6rnoKkepH 61B1¢ THTpHpaHa, 3a Aa ce usberne
. IITUMETHJTUH CTEPOUJHATA TOKCHYHOCT.
(OcBeH ToBa HMa NMOTEHIIHANEH €(EKT Ha
AHTHGARTEPHAIHY POYKTH METHINPEARU30JIOH 33 YBEAHMYABAHE Ha
CKOPOCTTA Ha alSTHJIMPAHE H KIHPBHCA HA
- M3OHHASM M3OHHA3HA.
AHTHEMETHLH CYP3A4 HHXHUBEHUTOPH - i
. ATIPETMTUTAHT CYP3A4 — /
. QOCAIPE[UTAHT | MHXHOMTOP(M | oyp3as CYBCTPATH - ﬂ’
[TpoTHBOrEOHMYHU cyborpar) apyr cyocrpar Ha CYP3 A,
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- HTPAKOHA3OJ
- KETOKOHA3OJI

Kanuues# aHTaroHHUCTH
- JHITHA3EM

OpajiHM KOHTpaLIEIITHBH
- ETHHHIECTPAIHOJI/
HOPETHMHAPOH

HMyHocynpecanTy
- HHUKJIOCITOPHH (1)

MaxkponuaHy aHTUOHOTHIH

KJIMPBHC Ha METHINPEAHN30JICH MOXKE Ja ce
NOBNHsAE, KOETO Jia HATOXKH ChOTBETHHTE
KOpEeKLMM Ha Z03aTa. BL3MoxHo €
HeOTaronpuATHATE CHOUTHA, CBBP3aHH C
yniorpefara Ha ABaTa MEIUKaMEHTa, 1a ¢a Mo-
YEeCTH IPH EAHOBPEMEHHOTO MIPHIOKEHHE.

(1} Bsaumuo nHxuGupaHe Ha MeTabonu3Ma
BbL3HUKBA NPH €JHOBPEMEHHO NPHUIIOKEHHUE Ha
LUKJIOCTIOPHH H METHIIIPETHH30IOH, KOETO
MOXKE JIa IOBHILUHM TJIA3MEHHUTE KOHIIEHTPAIHH

- KJIAPHTPOMMUILIUH Ha €JHO OT JABETE JIEKAPCTBA HIIM HA ABETE
- EPUTPOMUIIMH nekapctsa. [Topaau Tosa € BE3MOXKHO
HeXXeNaHuTe CLOMTHA, CBbP3aHH ¢ ynioTpebara
Ha €HO OT ABETE JIEKapCTBa, Ja ¢a Mo-
BEPOSTHH NPH €OAHOBPEMEHHOTO UM
[IpoTHBOBHPYCHH NPHIOKEHHE,
- HIV-ITPOTEA3HH (2) IIporea3HH HHXHOUTOPH, KATO
HHXHUBHTOPH (2)(3) WHAWHABHP W PUTOHABHP, MOraT Jla MOBHINAT
PapMaKOKHHETHYHHA MTA3MEHATS KOHIEHTPALlUH Ha
€HXaHCepH KOPTHKOCTEPOUIHTE.
- KOBHUIHUCTAT (3) KopTukocTepouauTe MOraT Aa
uHAayLHpar metabonusMa Ha HIV- |
POTEA3HUTE HHXUOHTOPH, KOETO BOAH 10
NOHIKEHH [N1a3MEHH KOHLCHTPALIMH.
CYP3A4 CYBCTPATH - B npucscTBHETO Ha
apyr cyocrpar Ha CYP3 A4, weproapobuuar
U KITAPBHC HA METWINPEAHHU30IOH MOXKE 3 C€
i M%ng{e;gg AMMJT CYP3A4 IIOBNHAE, KOETO 14 HATOXKHK ChOTBETHHUTE
. TAKPOJIMMYC cybcrpar KOPCKLHA Ha ao3ara. Br3MOXKHO €
| HeGnarorpusTHUTE CHOMTHA, CBBP3aHM ¢
ynotpefara Ha IBaTa MEAUKaMEHTa, Aa ca I10-
YECTH [1PH AHOBPEMEHHOTO MIPHIOKEHHE.
(4) B1B3MOXKHO € 1a MMa NOBHUIIIEHA YECTOTA
Ha FAaCTPOUHTECTHHAIHO KbPBEHE H
yILEpaLys, KOraTo ¢€ Npuiarat
koprukocteponau ¢ HCIIBC.,
HCTIBC (wecreponuim (5) MeTunnpeaHH30I0H MOXKE J1a YBEJIHYH
glg:;::;;hal;aﬂmenﬂu KJIAPBHCA Ha BUCOKK AO3H aclIHPUH, KOETO
MOXKE Ja AOBEAE A0 MOHMKEHU CEPYMHH HHMBA
- Bucoka nosa ACIIHPHH Ha CaTMIIaThTe. [IpeycTaHOBABAHETO HA
&Lée;;n;;lz;{)u wiosa NEYESHHETO ¢ METHINPEAHMUIOIOH MOXe Ja
- JIOBEZE A0 MOBUILEHU CEPYMHH HHUBA HA
CANKLIMIAT, KOETO MOXKE 14 JA0Bese 10
He-CYP3A4- [MOBULUEH PHUCK OT TOKCHYHOCT Ha
MEARApati CaTULIMIIATHTE.
eekTH

AHTHXOJIHHEPTHLH (6)
- HEBPOMYCKYJIHH
BJIOKEPH (7)

(6) CrobiiaBa ce 3a ocTpa MHORATHA NIPH
€ZHOBpEMEHHATA ynoTpeba Ha BUCOKH NO3M
KOPTHUKOCTEPOUAU U AHTHXOMHEPTHIIM, KaTo
HEBPOMYCKYJIHU b6i10KepH. (BXK. Touka 4.4
MyCKYJIHO-CKEJIETHH).

(7) Ilpu nauweHTH, IpHEMAalK
KOPTRKOCTEPOKIH, ¢e CHOOLLABA,
AHTAarOHW3BM HA HEPBHO-MYC
Groxupally epeKTH Ha na
BeKYpOHHiA. ToBa B3aNMOJE
OYaKBa NPH BCHYKH KOHKYPCH
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HEBPOMYCKYJTHH GJIOKepH..

CTeponanTe MOraT Aa HaMaAT eEeKTHTE Ha
AHTUXONMHECTEPA3HUTE NTPOAYKTH NP
MHACTEHMA I'PaBuUC.

AHTHAXONIHHECTEPa3HH
NPOAYKTH

Toit KATO KOPTHKOCTEPOUAMTE MOTAT Aa
MOBHIIAT KOHUEHTPALWHTE Ha IIH0KO3aTa B
KPBBTa, MOKE Ja C& HAJIOKM KOPHIHpaHe Ha
J103aTa Ha AHTHAHAOETHHTE CPeCTRA.

AHTUARAOETHYHH MPOXYKTH

EdukacHOCTTa Ha KYMapHHOBHTS
AHTHKOAry/1aHTH Moxe J1a Obe noBULIeHA
NpH eTHOBPEMEHHO TIPHJIAraHe Ha

OpanHy aHTHKOAryJIaHTH KOPTHKOCTEPOUAM H € HeOOXOJHMO
BHUMATENHO npocneaspane Ha INR win
NpoTpoMOHHOBOTO BpeMe, 3a Jia c¢ H30erHe
CIIOHTAHHO KBPBEHE.

Korato KOpTHKOCTEpOHAMTE CE¢ MpHIArar
eIHORPEMEHHO ¢ KAJTHH-TIOHIDKARAIIH
cpeacTBa (Hanp. JUYPETHLM), MALMEHTHTE
tpabea aa Ovaat HabroAaBAHY BHUMATEIHO
3a Pa3BUTHE HA XHMOKanMMeMua. ChlEeCTBYBA
CHILO TAKA NMOBUIIEH PHCK OT XUMOKAJIHEMHA
NpH eIHOBPEMEHHA ynoTpeda Ha
KOPTHKOCTEpOUaH ¢ aMmpoTepHLMH B,
KCAHTEHHU WK OeTaZ aroHHUCTH.

Kanu#l noHywkasal
MpOIYKTH

AMHHOITYTETUMHA-HHAYLHApaHa Haa0BpOpeuna
HEOCTATEYHOCT MOXKE Aa H30CTPH
eHIOKPHHHHTE MPOMEHH, NPUYKMHEHH OT
IPOABJCKHTENHOTO JICUCHHE ¢
TTIEOKOKOPTHKOMIN,

ApoMatazHu HHXHBUTOpH
- AMHHOI'JIYTETHUMHU

4.6. DbpeMeHHOCT H KbpMEHe

QepTHIUTET

MMa naHHu OT NpOy4YBaHHA MPH KHBOTHH, KOUTO NOKA3BAaT, Y€ KOPTUKOCTEPOHAHTE YBPEXKAAT
deprunurera (BK. TOUKa 3.3).

bpeMeHHOCT

Crioco0HOCTTA 3a IpeMHHaBaHe TIpe3 IUIALEHTaTa BApHpa IPH pasIHYHHUTE NPEACTABHTENH Ha
rpynara. M3agecTHo e, e METHITIPEAHU3ONOH NPEMIHABA Npe3 waleHTapHaTa dapuepa. [Ipu
XOpaTa PHCKBT OT HUCKO TEr/I0 NpH pakaaHe W3rNeKa € CBbp3aH C 03aTa M MOXe J1a Obje CBEACH
A0 MMHHAMYM 4pe3 MpriiaraHe Ha Mo-HHUCKH 103H KOPTHKOCTEPOHIH.

[TpunoxKeHHETO HA KOPTHKOCTEPOUAM NMPH OPEMEHHM >XMBOTHH MOXKE 1@ TIPEAH3IBHKA aHOMAJIHH B
pa3sBHTHETO Ha IUIOAA, BKJI. HE3aTBapAHE HA TBLPAOTO Heble, 3aGasgHe HA MHTPAYTEPHHHOTO
pa3BHTHe, HeOnaronpATHH e(peKTH BEPXY MOIBYHMA pacTex H pasBHTHe. HaMa nokasatencrea, ve
KOPTHKOCTEPHOHAUTE BOAAT A0 [TOBHHIABAHE HA YECTOTATA HA BPOASHHUTE aHOMAJIMH TIpH X0pa, HO
MPUIIOKEHUETO UM 3a NPOABIKUTENHY NSPHOAN WIHM MOBTOPHOTC HM MPHJIOXKEHHE 10 BpEME Ha
OpeMeHHOCTTa MOXKE Aa MOBHILIN PUCKE OT BETPEMATOYHO 3aAbpXKaHe Ha Pa3sBHTHETO Ha ILA0AA.
Hetla, pofieHH OT MalKH, KOKTO ¢a MOTyYaBaiH 3HAYATETHH 1034 KOPTHKOCTEPOUIH IO
GpeMeHHoCTTA, TPAGBA Ja 6BbAAT BHUMATETHO HAGMIOAABaHN Y OLESHEHH 32 IIPH3H
HaaOROpeUHa HEIOCTATEYHOCT, XHUITOaAPEHAIHIEM MOKE TEOPETHUHO Aa ¢¢ Hab
HOBOPOACHH MPH MPESHATATHA EKCTIO3ULINS ¢ KOPTHKOCTEPOHAH, HO TOBA CBHCTO
BBL3CTAHOBABA CIIOHTAHHO ClleA PaXXAaHETO M PAJIKO € KIHHUYHO 3HAYHMO.
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TBH KaTO He ca NPOBEKAAHHM A/ICKBATHHA PENPOAYKTHBHHU MPOYUBaHHUA C METUITPEAHHIONOH TIPH
Xopa, TO3H NeKApCTBEH NPOAYKT TpaOBa Aa ce H3Mo3Ba [0 BpeMe Ha OpeMEHHOCT CaMo el
BHHMATE/IHA OLIEHKA Ha CHOTHOLISHHETO TONIsa/prcK 3a maftikara u moaa. Koraro obaue,
KOPTHKOCTEPOUAUTE €a OT CBILECTBEHO 3HAUYSHHE, NALIHEHTHTE ¢ HOpMaTHa OpEeMEHHOCT MOTaT Aa
ObaaT TeKyBaHW Taka, KakTo HEOpeMeHHHTE.

Habnronagana € KaTapakTa INpH KppMaycTa, poOaCcHd OT MaHKu, DO10KEHU Ha ABJITOCPOYHO
JICHCHHE C KOPTHKOCTCPOHAH NC BpCMC Ha 6]]6ME¢HHOCT.

KbpMeHe

KopTHKOCTEPOHIHTE C€ €KCKPETHPAT B MAJIKH KOMHYECTBA B KBPMAaTa, HO € MAITKO BEPOATHO JO3H
ot a0 40 mg AHEBHO METUIINPEAHH3ONOH A MPUHMHHAT CUCTEMH# €(PEeKTH NPH KBPMAUETO.
KbpMaueTa, poeHH OT MaiKH, [IPHEMALLH [10-BUCOKH 03H OT TE3H, MOTAT Ja MPOABAT B pa3iHuHa
cTeneH HaabbOpedHa HeAOCTaTEYHOCT, T03H IeKapCTBEH NMPOAYKT TpAOBa a ce U3I1013Ba 110 BpeMe
Ha KEPMEHE CaMO Cl1e]l BHUMATE)IHA OLIEHKA Ha ChOTHOILIEHUETO M0J3a/PUCK 3a MaiikaTa ¥ 6ederto.

47. Edexrd BhpXYy cnocodHOCTTA 32 modupane u padbora ¢ MAIMHH

EdexTHTe Ha KOPTHKOCTEPOMANTE BEPXY ogupaHeTo Wil paboTaTa ¢ MalIUHH He ca Guu
CHCTEMHO OLICHABAHU. Hexenanu NekapcTBEHH Peakildy, KaTo 3aMaHBaHe, BEPTHTO, 3PHTE/THH
CMYILEHHA U YMOPA Ca BL3MOXKHH CNEX JICHSHUE ¢ KOPTHKOCTEPOUIH. AKO Ca 3aCETHATH,
nmauUeHTHTe He TpsOBa Aa wodHpaT WK Aa paboTAT ¢ MallIHHH.

4.8. Hexelanu JeKapeTBEHH peaknad

B Ta3u Touka e H3Noi3BaHa ClIcAHAaTa KOHBEHLMA 32 KJ[EICH(}JHI.[HP&HG Ha HEOXKEIAHUTC JICKApCTBCHH
PCAKLIHH B 3aBUCHMOCT OT HECTOTATA.

e« Yectu: >1/100 mo <1/10,

o Heuectu: >1/1 000 go <1/100,

o Pegku:>1/10 000 oo <1/1 000

» MHoro peaxu; <1/10 000

« C HeusBecTHA YeCTOTA: OT HANMMUHHTE JAaHHH He MoXke Ja O/l HalmpaBeHa OLCHKa

MedDRA

= YecToTaf Hexenann peaknuu

Cucremo-opranen xjac |

Hugpexyuu u unpecmayuu | Yecmu Hudexius (BKIFOUATETHO ITOBHIIEHA YYBCTBUTEIHOCT

| - 5 H TCKCCT HA HHCI]@K].IHHT@ C MOTACKAHE HA KIIHHHYHHATC

CHMIITOMH )

C neuzgecmna ONOPTIOHHCTHYHH HH(EKLIMH; peHIHE Ha TaTCHTHA

NeCmoma TyGepKyno3a, NEpUTOHUTT

Hapywenun na kpvema u |C neuzgecmna | Jleskorurosa
aumprama cucmema yecmoma

Hapywenun na umynnama |C neuseecmua  JIeKapcTBEHa CBPBXTYBCTBUTCIHOCT

cucmema yecmoma
o | AHahHnaKkTHYHA peaKLHs

""-—._"-‘"‘“-._

——
o -
AHa(HUTaKTOMIHA peaKiHA r AL 7,

EHapyMEHHH HQ Yecmu KonumHurous

\CHOOKpUHHAMA CUCmema
C neuseecmna | XMNOTIUTYHTAPU3IbM
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Yecmoma
Heonnazmu — C neuzsecmna |Capxom Ha Kanomn
Qo0poKauecmeeru, yecmoma
IAOKARECMBEH U
Heonpeoenernu (8K, Kucmu
u nonunu)
Hapywenun na Hecmu 3afpEXKKa HA HATPHIA; 3a/IpBKKA HA TEUHOCTH
memabonuzma u ] . | B
xpanenemo C neuzeecmna |MetabonurHa any03a; XMNOKATHEMHYHA ANKaJ03a;
| yecmoma OVCITUNMIESMHUA; HAPYHIEH MIIOKO3€EH TOJISPAHC;
MOBHULIEHA HYX/A OT HHCYJIHH (M ITEPOPAIHH
XHMOTITHKEMHYHH CPEACTRA NpU IHa0eTHLIN);
JIANIOMATO3a;; MOBHILEH aneTHT (KoHTO MOKE aa
AOBEe A0 HAJAABAHE Ha TErJI0); enmuaypaina
NHMoOMaTo3a
Heuxuunu napyuwenun  |Hecmu AdeKTHBHO pa3cTpoicTBO (BK/I. ACNPECHBHO
? HACTPOSHHE H €y(OPHYHO HACTPOSHHE)
C neuseecmna  |IIcMXOTHUHO pazCTPONCTBO (BRI MaHHA, REMO3HH,
Yecmoma XamoOUMHAUHMK ¥ IHH30dpeHns ); MCHXOTHYHO
noeeaeHHe; aeKTHBHO Pa3CcTPOHUCTBO (BKII.
adeKTHBHA NAOUIHOCT, [ICHXOJIOTUYHA 3aBHCHMOCT,
CYHLIMAHH MUCIH); MEHTATHO pa3CTpoiCTBO;
JIMYHOCTHH NMPOMEHH; COBPKAHOCT; TPEBOKHOCT;
POMEHH B HACTPOEHHETO; a0HOPMHO NOBEACHHE;
Oe3cbHUE; pa3APa3IHHTEHOCT
Hapywenun na nepenama (C neuseecmua  |[loBHilleHO BETpeUepenHo HajsraHe (¢ OTOK Ha
cucmena yecmoma nanmiara [ao6pokayecTBeHa UHTpaAKpaHHAIHA
XMIEPTOHHA |); TEPUOBE; aMHE3HA; KOTHHTHBHO
H2pYLUCHHAC, 3aMasdHOCT, rnasobosue
Hapywenun na ouume Yecmu Karapakra
i
Peoxu 3aMBINICHO 3peHne (BXK. ChIRO TOUKa 4.4)
| C neuzeecmna | 'naykoMa; ex3oTanM; U3ThHABAHE HAa POrOBHLATA H
yecmoma CKJIEpaTa; XOPHOPETHHONMATHSA
éHapymenun nayxomo u |C neuzsecmna |Bepruro
nabupunma vecmoma
|
Copdeunu HapyuieHun C neuseecrmra |3acToiiHa CHpPACYHA HEAOCTATLYHOCT ([IpH
yecmoma NpeApasnofoKeHH MALMEHTH ); PYIITYpa HA MUOKapaa
CNed MHOKapIeH HHPapKT
Cvooeu napyuwtenun Yecmu XuneproHus
C neuzsecmna | XMIOTOHHUA, apTepHaIHa eMOoOnM3aLus;
\wecmoma TPOMOOTHYMHH HHUHMACHTH —
Pecnupamopnu, zpvonu u |C neuzsecmua  |benoapoben eMOOMH3EM, XBIT
MEOUACMUHATIHU yecmoma
URUUOCHMU
Cmomauino-vupegnu Yecmu




Euapymeum

_ MENTHYHA A3BA H KPBLBOH3JIUB OT NENTHYHA A3Ba)
C neuwseecmua |YpeBHa nepdopanys; CTOMALIHO KEPBEHE,;
yecmonma NMAHKPEaTHT; YAUSpOo3eH €30(arut; ezodarur;

nojAyBaHe Ha KopeMa; KopeMHa OoNKa; AHApUS;
AUCTICTICHS; raZicHe

Xenamoburuapnu C neussecmna |[lopuiraBaHe Ha YepHOAPOOHUTE eHIMMH (HATIp.

HAapYwenun yecmoma allaHHH aMHHOTpaHcdepa3a, acnaprat

| | aMHHOTpaH(epaza)

Hapywienun na koxcama u | Yecmu Koxkna arpodus; akHe

HOOKOHCHAMA MYbKAN

C neuzgecmna

AHrHoeeM; XHP3YTHIBM; TICTCXHH; CKXHMO32;

i

yecmoma epUTEMA; XMIIEPXUAPO34a; KOKHH CTPHH; 00pHB;

¢bpbex; YpTHKapUs; TEICAHI HEKTA3HH

Hapywienun na mycryano- |Yecmu MyckynHa cnabocT; 3aaBsHe Ha pacTexa

CKeIeMHama Cucmema u

cvedunumennama nokan |C Heuwzgecmua  |Muanrus, MHOIATHA; MYCKY/IHa aTpodus;

g yecmoma OCTEON0PO3a; OCTEOHEKPO3a; NATONOTHYHA QPaKTYpa;
HEBPOIMATHYHA APTPONATHA; apTpanrus

Hapywenun na C neuzgecmna |HepeaoBHa MEeHCTpyalus

6B3NpOoU3COOUMEnHama  vecmoma -

cucmema u zepoama

|Q6uwu napywenun u Yecmu Hapywieno 3a3apaBsaBaHe Ha paHH

ehexmu ¢ macmomo na | |

’énpmgmgnue C neusgecmna HepHd]epeH CJIICM; YMOpa, 0e3MoKOHCTBO; CHMIITOMH

yecmoma Ha OTHEMAHE - IpeKaieHo ObP30 HaMANISBaHE HA

[03aTa Ha KOPTHKOCTEPOUAMUTE CIICH MPOLBIDKUTEITHO

fevyeHne MOXe J1a AoBeae Ac ocTpa HaaOBOpeuHa
HENOCTATHYHOCT, XHIIOTOHUA H CMBPT (BAK. TOUKa 4.4)

H3enedearun Hecmu [TonuxeH Kanui B KpHBTA

C reuzeecmuo

HOBHU.IEHO BBETPCOYHO HATATAHE, [TOHHAKCH

¢

YecHoma BBLIIIEXHAPATEH TOJIEPAHC; MOBUILIEH KalLHUi B
YpUHATa; [IOBHUIICHHA CTORHOCTH Ha allKa/IHaTa
doctarasa B KPHETA; NOBUIIECHA ypes B KPbBTA,
NOTUCKAHE HA PEAKLHUTE KbM KOXKHY TECTOBE
@Hapaunaauuﬁ, ompaeanun |C neuseecmua |CyxokunHa pynTypa (0co6eHO Ha AXHIECOBOTO
U YCOMHCHEHUA, yecmoma CYXOXKHIIHE); CITHHAJTHA KOMIIPECUOHHA (paKTypa

BBIHUKHANU 6 PETYIMam
Ha unmepsenyuu

* He e mpeanouutaH MedDRA tepMmus
¥ NEpPUTOHUTHT MOKE Aa OBJIC MBPBH NPU3HAK WIH CHMITTOM Ha CTOMALIHO-YPEBHO HAPYIICHNE,
KaTo mepdopauus, 00CTpyKLMA HAK MAHKPEaTHT (BK. TouKa 4.4)

YecroTaTa Ha OYAKBAHUATE HEXKCITAHU JICKAPCTBECHH pPCaKIIHNH, CBBP3dHY C ynorpeGaTa Ha

KOPTHKOCTEPHOAH, BKIL. anoTaJlamo—nmymapuo-a,upeﬂaﬂﬂa CyMpecHs, Kopenupa

MPOAB/DKHTE/IHOCTTA Ha JIYeHHE (BX, TOYAK 4 4).

CroblllagaHe Ha NOAO3IMPAHH HEXKENAHH PEAKLIHH
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Cro0maBaHeTo Ha NOAC3MPAHH HEXXENAHH PEaKLHH Ce] pa3peliaBaHe 3a ynoTpeda Ha
JleKapCTBEHMS POAYKT € BaXXHO. TORa MO3BOJISRA Ja NPOABIDKM HAOMIOAEHHETO Ha
CBOTHOIIEHUETO MON3a/PUCK 3a JIEKAPCTBEHHA NIPOAYKT. OT MEIUIHHCKUTE CIIELIMAIIMCTH Ce
M3NCKBA a CHOOLIABAT BCAKA MTOAO3IMPAHA HEXKEIAHA PEAKLHA YPe3:

H3nbiHATENHA areHiids 1o ieKapeTeaTa
yi. ,,Jlaman I'pyer* Ne 8

1303 Codus

Ten.: +359 28903417

yebcaiT: www.bda.bg

4.9. Ilpenosnpane

[IpunaraHeTo Ha METUNNPEAHU3OJIOH He TpAOBa J1a ce [IpeyCTAHOBABA PA3KO, a 3a ONpeacicH
nepHoA oT BpeMe. TpabBa na ce mpeAnpHeMaT HNOAXONALIM aeHCTBHA 3a obekyaraHe Ha
CUMITTOMMTE, TIPUUUHEHH OT CTPaHMYHH €(heKTH, KOMTO MOTaT Aa c¢e NMpoAsAT. MoxKe fa ¢e HATOKH
[ALUMEHTET Jia ce TOITBPKA C KOPTHKOCTEPOMIH 110 BPEME Ha BCEKH Cle/1Balll TPABMATHYEH
WHLUMAEHT CTyYBalll C€ B pAMKHTE Ha JBE IOJHHH CleX CIy4YaH Ha IpeRo3npaHe.

He e nasecteH cnenuduieH CHHAPOM MPH OCTPO NMPeHo3HpaHe ¢ MeTHNpeaHH30A0H. CrobnieHns
33 OCTPa TOKCHYHOCT H/WIH CMBPT CIIE MPEAO3IHPAHS ¢ INTIOKOKOPTHKOUIH ca peaxH. JleueHHeTo e
nojabLPAKALe 1 cumrroMatiyHo. He e u3zsected cneunduyeH aHtraor, MeTuinpe JHH300H
NOANEXKH Ha JHAJTIH3A. -

S. ®APMAKOJOI'TYHHA NAHHHA
5.1, <dapmaxoAHHAMHYHH CBOHCTBA

PapmakoTepaneBTHIRA rpyna: KOPpTUKOCTEPORIH 33 CHCTEMHO HPUNIOKEHHE, CAMOCTOATENTHO,
['mrokoxoptuxkoua; ATC kog HO2AB04

MeTHANPEAHUZO0NOH € CHHTETUUYEH IIIOKOKOPTHKOMA H € METHAOR JIEPHBAT Ha NIPEAHH30ICH.

MeTHNNPeJHHU30I0H € MOLIHO IPOTHBOBBINATHTENHO CPEACTBO ¢ KallalMTET 38 3HAYHTE/IHO
HHXUOUpaHe HA HMYHHATa CHCTEMA,

"MIOKOKOPTUKOMAUTE NCHCTBAT MMABHO Ype3 CEbP3BAaHE H AKTHRMPAHE HA BETPEKICTHYHH
FIKKOKOPTHKOMAHH pelenTOpH. AKTHBHPAHHTE INIIOKOKOPTHKOMIHH PEeLIEITOPH Ce CBBP3BAaT ¢
npoMoTopHH oGnactd Ha JIHK (KoHTO Morar Ja akTUBHPAT WM MOTUCKAT TPAHCKPUNLIMATA) H
AKTHBUPAT TPAHCKPHILMOHHHTE (HaKTOpH, KOETO BOJX A0 HHAKTHRHpPAHE Ha MeHHUTE 4pes
AeaUeTHIKPaHE HA XKCTOHY.

Cnen npunaraHe Ha KOPTHKOCTEPOMAN HMa 3a6aBRAHE OT HAKONKO 4aca, 3a Ja Ce NpOABAT
KIIMHHYHUTE €EeKTH, TPOM3THYAINM OT IPOMEHHTE B FEHHATA EKCIIPESCHA.

IpyrH edexTH, KOUTC HE ¢a CBBP3aHM ¢ FeHHATA EKCIIPECHSR, MOTAT Aa MPOABAT MO-PaHo.
KopTukocTeponauTe oka3pat BIHAHKE BEpXY 6B0peLMTe, BOAHOTO ChABPIKAHHE H €IEKTPOIMTHHSA

OanaHc, NUNUAHUA, OeITBYHUA W BBICXRAPaTHHA MeTaDOU3IBM, CKEJIETHATA MYCKYJIaTypa,
ChPJACYHO-CBA0BATA CHCTEMA, UMYHHATA CHCTEMA, HEPBHATA CHCTEMA ¥ EHAOKPHHHATA CUCTEMA.

Ha cTpeca.
3.2, MDapMaKOKHHEeTHYHH CBOHCTBA

(Dapmaxorcuﬂemxa'ra Ha MCTHIMNPCAHH3IONOH € JIHHEHHA, He3aBpuCHuMa OT ITBT
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AbcopbLug

MeTtunnpenHusonoH ce abcopbupa OBbp30, KATO MaKCHMAITHA TUIa3MEHa KOHUEGHTpALMA Ce [10CTHra
3a OKoJIO 1,5 10 2,3 Yaca npH pasfiMuHUTE J03H ClIe] [IEPOPATHO MPHIOKEHHE HA HOPMaJIHM 3paBH
BB3PACTHH HHAMBAAH, ADCOMOTHATE OHOHAIMYHOCT Ha METHINPEAHH30JIOH [IPH HOPMAaTHH 3IpaBH
MHAXBHAH 00HKHOBEeHO € BUcoka (82% o 89%) cnen nepopanHo NpuioKeHHe.

PaznipenencHue
MeTHTIpeAHH30JIOH C& PAasIpEeacas eKCTEH3UBHO B ThbKaHUTE, [IPEMHHABA NIPEe3 KPBBHO-MO3bYHATA

OapHepa H ce cekpeTHpa B kbpMaTa. [IpuBHaHHAT 00eM Ha pasnpenencHue ¢ npubausurento 1,4
1/kg. CreneHTa Ha CEBBpP3BAHE ¢ UIAZMCHUTE IPOTEHHU [1pU X0opa € npudausurenHo 77%.

MeTaboaussm

Koprukocrepouaure ce MeTabOIHIUPAT OCHOBHO B YepHHA Opod, HO chillo U B OnbpenTe H ce
eKCKpEeTUpaT B YpUHATa. -

[Tpu xopa meTHuAnpeaHW3010H ce MeTabonusnupa B UepHUs Apod 10 HEaKTHBHH MeTabOIMTH, KAaTO
OCHOBHHTE ¢a 20a-XHIPOKCHMETHNNPEAHHIONOH W 20B-XUAPOKCHMETHIIIPEAHH3OOH.
MeraGonu3mMbT B 4epHHA Apod ce ochllecTeaBa 0CHOBHO Ype3 CYP3A4 ensuma. (3a CMIHCHK Ha
NeKapCTBEHNTE B3anMoaeicTBUs cBbp3aHi ¢ CYP3A4-Mequupanus MeTabonu3bM, BX. ToUka 4.5)

MeTtunnpeaHH30M0H, KaTo MHOTO Apyrd CYP3A4 cybGerpatu, Moxe cuiio aa 6sae cyberpa Ha
ATP-ceepasaiuda kaceteH (ABC) TpascnopTeH NpoOTEUH P-IVIMKONPOTERH, NOBJIHABALL TBKAHHOTO
pasnpeacneHue U B3aUMOAEHCTRIATA C APYrH IEKapCTBa,

EnuMuBHpaHe
CpeaHuAaT NOMYXHBOT HA IMMHHHPAHE HA TOTAIHHA METHWINPEAHU3ONOH € B AHana3oHa ot 1,8 ao
5,2 yaca. TOTaNHHAT KIMPBHC € NPHOIH3IKUTENHO S5 10 6 m/min/kg.

5.3. Ilpeakanauvnn JaHHH 34 Ge3o0macHOCT

B3 0CHOBA HA KOHBEHUMOHATHUTE PAPMAaKOTOTHYHH HANUTBAaHHA 32 H€30MacHOCT H TOKCHYHOCT
[Ip¥ MHOFOKPaTHO MpHaraHe, He ¢a YCTAHOBEHH HEOYaKBAHHM ONMAaCHOCTH. TOKCHYHOCTHTE,
HaGMIOAaBAHH MPH NMPOYYBAHHUA ¢ MHOTNOKPATHH JI03H, €4 OHE3H, KOUTO CE€ 0YaKBa Aa Ce MOMBAT I[1pH
POALJDKUTENIHO H3JlaraHe Ha €K30reHHH Haa0BOpeyHn ¢CTepoHaM.

MyTareHe nDOTEHUMAT

MeTunnpeaHH3010H HE € H3CeABAH 38 FTeHOTOKCHUYHOCT. M3cnenBaHuaTa, H3NOI3BALIH
CTPYKTYPHO aHAJIOTHYHH aHAJTO3M HA METWINPEAHM3ONIOH, HE IOKA3BAaT JIAaHHH 34 MOTEHLIMAN 32
reHeTHYHH B XPOMO3OMHEH MYTAllHH B OTPaHMYEHH IPOYHBaHHA B OAKTEPHH B KIIETKY OT
Go3aliHuLu,

KapliMHOre¢HeH NOTeHIIHAT

M&THJ'I]TPE,[[HHBOJ’IOH HE € H3CJICABAH B NMPpOYYBAHHATA 3a KaHUCPOr¢HHOCT IIPH I'PH3ayH.
BﬂpH&ﬁHHHH PE3YATATH €A NOJYYCHH C APYI'H INIOKOKOPTHKOHAHN, TCCTBAHA 3a KaHLCPOTCHHOCT
IMNpH MHLIKH H IMTEXOBC. H3BecTHHTE NaHHU ofaue NOKA3BAT, 4UC HAKOJKO CBBHP3dHH

nuTeiiHa BOJIa HA MBXKKH TLTBXOBE. Te3H TYMOPOreHHH e(pekTH ce HabmroaasaT
61U NO-HUCKM OT TUITHYHUTE KIMHAYHM J03H Ha 6a3a mg/m’. KiMuuusaTa 3
JAAHHH HE € U3BECTHA.

PenpoayKTHBHA TOKCHYHOCT
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MeTHINpeAHH30II0H HE € OLeHABAH NpPH NMPOYYBaHUA Ha QePTUIUTETA IIPU XKUBOTHH.
HabmonaBanu ca HexkeslaHU e(heKTH BbpXY (EepTHIHTETA IPH MBXKKH IUTHXOBE, HAa KOUTO €
npuiIarad KOPTUKOCTEPOH, KOUTO ¢a Ounn oOpaTumu, HabaronasaHu ca HaManeHo Terno U
MHKPOCKOITICKH NPOMEHH B IPOCTATATA M CEMEHHUTE BE3HKYJIH. BpOAT Ha HMILIAHTALIMMTE H
XKMBHTE (heTycH ¢ B HaManeH, KaTo Te3d epekTH He ca Guny Hanuue cnell YM(pTOoCBaHe B Kpas Ha
NepHOAA Ha BB3CTAHOBABAHE.

YCTaHOBEHA € MOBMLLUEHA Y€CTOTA HA HE3AaTRApPAHE HA TRBPAOTO HEOLE Cpe/l MOTOMCTROTO Ha
MHMILKH, JTEKYBaHM 10 BpeMe Ha OPEeMEHHOCT ¢ METWINPEAHU3MICH B J03M, NNOACOHH Ha Te3H, KOUTO
OOMKHOBEHO C€ W3MOJI3BAT 3a [epopaiHa Tepanud IpH Xopa.

HabmoaaBaHa € NOBHILIEHA YE€CTOTA HA ChpJAeHYHO-CHIOBH JePeKTH B HaMallE€HO TEJIECHO TerQ MNpH
MOTOMCTBOTO Ha OpeMeHHH IMNLX0BE, NEKYBAHM ¢ METHITNPEAHUIONOH B 8033, NogodHa Ha Tas|,
W3NON3BaHA 34 NepopaliHa Tepanus NMpH Xopa, HO KOATO € O11a TOKCHYHA 32 MAHKHTE. 3a pa3jidKa
OT TOBA, He € HabJIoAaBaH TepaTOreHEH €EKT MpH IUIbXOBE ¢ X03H <1-18 mpTH OT 06HKYaiiHO
H3MQJI3BAHUTE 34 NIEPOpaIHaTa TEPAIUS NpY X0pa, B ApYro Npoy4sade. B nokoneHHeTo Ha
OpeMEHHH 3aHLIM, IEKYBaHH C METUIIIPEAHHION0H, B 103H, ITO-HUCKH OT TE3H, H3TIOJI3BAHH NIPH
Xopa, c€ cbob1aBaT BHCOKH HECTOTH Ha CMBPT Ha IUI0fa M pa3Hoobpasne OT aHOMAaIKH Ha
LEHTPAJTHATa HEPBHA CHCTEMA U CKeNleTa. SHAYEHWETO Ha Te3U JAaHHH 3a pHcKa oT MandopMalyvi
NpH KbpMaveTa, pOACHH OT MaiKH, JIEKyBaHH ¢ METHINPEAHHA30JIOH I10 BpeMe Ha OpPEeMEHHOCT, HE €
u3pecTHo, He ca u3BeCTHH rpaHHUK Ha 6€301acHOCT 3a JOKIaABAHUTE TEPATOTCHHHU e(heKTH.

6. ©APMANEBTHYHM JAHHH

6.1. CnH¢BK HA NOMOIHATE BCIECTBA
JlakTo3a Mouoxnﬂpaﬂuapewquo Huinecte (85:15)
Cunuimes JUOKCH, KOJouAeH Oe3BoIeH
MarHesues cTeapar

6.2. HecpBMecTHMOCTH

He c:.i H3BECTHH.

6.3. Cpox na rognocr

[er (5) roAMHM OT AaTaTa Ha NMPOU3BOACTEO.

6.4. .Cneuna.mm YC/IOBHA 3a ChXpPaHeHHE
[pu femnepa*rypa nox 25°C.

6.3, lanHH 32 OAKOBKATA

10 (necer) Opos TabneTkn B GnucTep ot nmpospauHo, opaHxkero PV C/Al donuo; 2 (asa) baucrepa B
KYTHA.

10 (necer) Oposa Tabneriy B OMcTep OT Mpo3pauHo, opaikeBo PVC/PVAC/AI donno; 2 (18a)
GnucTepa B KYTHA.

100 (cTo) 6poa TabneTku B 641a, Henpo3payvHa TUIacTMacoBa GaHKa, 3aTBOpPEHA.
3aIIMTEH NPbLCTeH. EAHA 0aHKa B KapTOHEHA KyTHA.,

6.6, CnennmanHu npeAnasHH MePKH NPH K3XBBPJAKHE U paboTa

Hama cnenHaiHy H3UCKBAHMA.
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7. IIPUTEXATEJI HA PASPEIIEHHMETO 3A YIIOTPEBA
AHTHOMOTHK-Pasrpan A/l

Oyn." Anpunacko Brctanne"68, ojuc 201
7200 Pasrpan, bearapus

8. HOMEP HA PASPELLIEHHUETO 3A YIIOTPEDBA

Per. Ne 20010659

9. JATA HA ITbPBO PA3PENIABAHE/MIOJHOBABAHE HA PA3PEIIEHHETO
YUHOTPEBA

Hata Ha mepBO paspewarane: 04.10.1984
Hata Ha nocnenHo noaHoeapaHe: 12.08.2011

10. JATA HA AKTYAJIM3INPAHE HA TEKCTA

Maii, 2019,
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