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W3NbAHUTENHA ATEHUWA N0 NEKAPCTBATA

L. HUME HA JIEKAPCTBEHHUAA ITPOAYKT
Koem Pee. Ne ... .2035\0 759\

Mezapon 4 mg tabnerku Paspewenue N
4
Medrol 4 mg tablets BG/MA/MP - 6966508 _.-UB' 1075
| Ogobperue Ne ... J 55554 ness eppmemsaesss

Kpamxa X&paxmepucmuxa Ha npogyxma nIMA(?H'EHUE i
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z KAYECTBEH U KOJIMMECTBEH CbCTAB
Beska Tabnerka cpabpka 4 mg metunnpeanusonond (methylprednisolone).

[lomMOLIIHM BelllecTBa ¢ M3BECTHO JAeHCTBHE: J1aKTO3a, 3axapo3a.

3a NbJIHUA CITUCHK HA NMOMOIIIHUTE BellleCTBAa BUXTE Touka 6.1,

¥ JIEKAPCTBEHA ®OPMA

[lonyosanua, enuncosujina, 0sa tabnerka ¢ naanue ,MEDROL 4" ot eaqnara ctpasa u ABoiina
JIeJIUTe/IHA YepTa OT Apyrara.

4. KJIUHHUYHHU JAHHH
4.1 TepaneBTHYHH MOKAZAHHS
EnaokpuHHH 3200/151BAHNSA

ﬂpruqHa HJIH BTOPHYHA aJIPCHOKOPTHKA/THA HCJOCTATBbYHOCT (XH;IIPOKDPTH'!OH HJTH KOPTH30H €a
cpeacTBaTta Ha [MbpPBH H360p: [1PH HeoOX0AMMOCT MOrar ja Obaar npuiaaraid CHHTETH4YHH aHATO3H
CAHOBPEMEHHO C MHHECPAJTKOPTHKOH/IH nobapbyHaTa Tepalnunia ¢ MUHEPAIKOPTHKOHIH € 0co0eHOo
BA’KHA B KbpMa4uC€CKa B'b'3pﬂCT).

e BpozaeHa Han0bOpeuHa xunepnnasus
e HerHoen TupeonuT
e XHUIEpKAILUUEMHUS BbB BPb3Ka ¢ KAPUHHOM

HeenaoxkpuHHH 3a00as1BaHHA
. PeemMaTtuyuu 3adosisBaHus

Karo aaroBaHTHaA Tepanus 3a KpaTKOCPOUYHO MPHUI0KEHHUE (C Le/l Mpeo10JisiBaHe Ha OCTbP €MH30/1 HITH
ek3auepbauus) npu:

e [lcopuarnyeH apTpur e OcTbp noaarpo3eH apTpur

e PeBMaToMJIeH apTPHUT, BKIKOUNUTEIHO e [locTTpaBMaTHyeH OCTEOAPTPHUT
IOBEHHJIEH PEBMATOUIEH apTPUT
(onpejieseHu ciyyvan H3MCKBaT
NoIbprKallla Tepanus ¢ HUCKH 103H)

*  AHKWIO3MpALL CIIOHAMIIUT ¢ CHHOBHT NpPH OCTEOAPTPHT

e OcTtbp ¥ nogocTbp OYpPCHT e ENUKOHAMINT

e  OcTtbp HecneuMUUyeH TEHA0CHHOBHUT

2. Konarenosmu
[To Bpeme Ha ek3auepbauHs MM KATO MNOAABLPAKALLO JEYEHHE NTPU ONPEe/Ie/ICHH CllyyaH Ha:

e (CucTeMEH J1ynyc epuTeMaTo3yc e  OCTbp peBMaTHYEH KapaAUT
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e (CucTeMeH 1epMaTOMHO3HUT (MOJUMHO3UT)

3. Koxuu 3abonsianus

o [lemduryc
e bynosed xeprnetudopMeH AepMaTHT

e Texka ¢popma Ha epuTema mynTudopme
(cHHApOM Ha CTHBBHC-/[KOHCBH)
e LExcdonuatuBeH aepMaTuT

4. AnepruyuHu CbCTOAHUA

[ MrasTok/ieTbueH APTCPHHUT

Muko3suc pyHromaec
Texbk ncopuasuc
Texbk cebopeeH nepmaTut

KUHTpOJ’I Ha TCXKKH HJIH HHBAJIMAHW3HPALLIH aJICPrUH4HH CbCTOAHMA, pqupaKTepHu KbM aJICKBATHH OITHTH

3d KOHBEHUHOHAITHO JICHEHHCEC!

e (Ce30HeH WK Hece30HEeH AJICPI'HYCH
PHHHT

e (CepymMmHa bosect
e bpoHxuasHa acTMma

5. O4yHuy 3adbongBaHus

Peakuuny Ha nekapcTBeHa
CBPBbXYYBCTBUTEIHOCT
KoHTakTeH JepmMarur
ATOIMHWYEH JIEpMATHT

Texku OCTPH H XPOHHYHH QJCPrHYHH H BB3MNAJIHUTCIHH TNPOULCCH, 3acdrailMl OKOTO M HEroBuTe

MPH/1aTbLH, KATO:

e AJIEprHYHH A3BH HA KOPHEATHHS pbO
Xepriec 30cTep ohTanIMUKyC
Bb3inasenue Ha npeiHUs O4EH CerMeHT
JlndyseH 3a1eH yBEUT U XOPHOUIUT
OdranmMus cuMnaTuka

6. PecnupartopHu 3ad01BaH U

e (CuMnrToMaTH4Ha CapKOHJ103a

e Cunapom Ha JIbodep, HENoaaT/IMB Ha
fle4eHHe C APYru cpeacTBa

e bepunuosa

7. XeMaToJIOrTH4YHH 3200/ 1siBaHN

e HMaunonaruuyHa TpoMOOUMTONEHHUYHA
nypnypa rnpu Bb3pacTHH

e BropuuHa TpOMOOUMTONEHHUS MPH
Bb3PACTHH

e [Ipupoburta (aBTOMMYHHA) X€MOJIMTHYHA
aHeMMU S

8. OHKOJIOrHYHHA 3a0019BaHUA

3a najvaTUBHO JICYEHHE Ha:

e JleBko3u n 1uMGOMH NPH Bb3PACTHH
e (OcTpa neBko3a npu aeua

AJlepruyeH KOHIOHKTHUBHT
Kepatur

XOpHOPETHHHUT

HeBpHUT Ha 3pUTE/IHNS HEPB
UpHT ¥ MPHAOUMKINT

MDyIMUHAHTHA WK JIMCEMUHUpAHA
0enoapoOHa TybepKyJi03a npu e AHOBPEMEHHO
NMPHJIOKEHHE Ha CbOTBETHH
aHTUTYOEpKYJIO3HH Cpe/IcTBa

AcCrupauMOHEeH NHEBMOHHUT

Eputpobiiactonenns (epuTpoUHTHA aHEMHS )

BpoaeHna (eputponaHa) XunomnjiacTHyHa
aHeMH A




9. OTOYHH CHCTOSHHSA

* 3a MHAYKUMS HA IMYpe3a WM PEMUCHA HA NPOTEHHYPUATA PN Hedpo3eH CHHAPOM — 6e3 ypemus,
MIANOMATHYEH HITH JIbJIKALLl C€ Ha JIYNYC epUTeMaTo3yc

10. ['acTpouHTecTMHANHHU 3200151 BAHMS
3a npeojiosisiBaHe Ha KPUTHYEH NepHO Ha 3a00/18BaHETO MPH:

e  VYiUepo3eH KOJMUT
e PeruvoHasneH eHTEpUT

I1. HepBHara cucrema

¢ Ocrpa ek3alepbalusa Ha MHOXKECTBEHA CKJIEpo3a
¢ TperupaHe Ha OTOK, CBbP3aH C MO3bYEH TYMOP

2. OpranHa TpaHcIi/laHTalus

|3. Pa3uu

e Tybepkysio3eH MEHHHIUT CbC cyOapaxHouaeH OJI0OKaK WM 3araluBaill 6JI0Kax, Korato ce
M3110J13Ba €IHOBPEMEHHO CbC CHOTBETHA [POTUBOTYDEPKYJI03HA XUMUOTEpaIHs

e TpuxuHes03a CbC 3acsirale Ha HEpBHATa CMCTEMA MJIM MUOKap/Ia.
4.2 /lo3dupoBKa H HAYHH HA MPHJIOAKEHHE

Hauanuara n1o3a Mezapon Tabietku Moxe j1a Bapupa B 3aBUCHMOCT OT JIEKYBaHOTO 3abonsBane. [Tpu
[10-JIEKH CJ1y4yan OOMKHOBEHO €a 10CTaTbYHHU NO-HUCKH J103H, MAKap ve NpH HAKOM MallMeHTH MOXKe Ja
ca HeOOXOAMMH [M0-BUCOKH HA4YaIHM 1034, KIHHUYHM CUTYAUMH, TP KOUTO MOJXKE /1a € rokasaHa
Tepanusa ¢ BUCOKH J03H, BKIKOYBAT MO3bUeH oTok (200 no 1 000 mg Ha aeH), opranHa
TpaHcriaHTauus (10 7 mg/Kg Ha J1eH) U MHOKeCTBeHa cKilepo3a. Jloka3zaHo e. ue cXeMH ¢ repopaseH
MeTuanpeaHn3oaoH 500 mg/aen 3a 5 aHu uau 1 000 mg/aen 3a 3 AHM ca e)eKTUBHU [PH JIeYEHHE HA
OCTPH eK3alepOdalHi Ha MHOKECTBEHA CKJIepo3a. AKO He ce MOCTHIHE 3a/10BOJIMTE/IeH KIMHHYEH
pe3yaTaT cJie/l pasyMeH MepHoa OT Bpeme, jedeHueTo ¢ Meapos tabsetku TpsabBa a1a ce npeycTaHoBH
U NMAaLUMEeHTDHT Ja Ob/ie NpeXBbPJIeH Ha Jpyra Tepanus. AKO JIeKapcTBOTO TpsOBa /1a Ob/1e CrpsHoO el
AbATOCPOYHA Tepanus, NnpernopbyMTE/IHO € TOBA J1a CTaHe MOCTENEHHO. a He BHE3AaIlHO.

Cnen ycTaHOBsIBaHE Ha MOJIOKUTECH KIMHHYEH OTIOBOP MOAXO/LIATa 10 Ibpkalia 1o3a TpsidBa j1a
ce ornpeje/d ype3 HaMallsiBaHe Ha HavyajaHarta /03a Ha NOAXOAALUH HHTEpPBA/IK OT BpeMe, /10KaTo ce
JAOCTHIHE MHHHMMAaJTHATa /103a, KOSITO 1l1e MOAAbprKa ajleKBaTeH KIHMHNYeH pe3ynTaT. Tpsadsa j1a ce uma
Mpe/ABH/, Ye € He0OX0AUMO MOCTOAHHO NMpOC.Ie/1gBaHe M0 OTHOLIEHHE Ha J03upoBKaTa. CHTyalMHTE,
[pH KOUTO MOXKe /1a € HeoOX0/1MMa KOpPEeKLMs Ha /103aTa, BKJIKOUYBAT INPOMEHH B KJIMHUYHMS CTATYC B
pe3yaTaT Ha pEMUCHH MM ek3auepbaumnu Ha O0JeCTHUA NMPOLEC, HHAWBHAYAJIEH TepaneBTHYeH
OTrOBOp Ha IalMeHTa, KakTo U e()eKT Ha M3J1araHe Ha NalMeHTa Ha CTPECOBH CUTYALlMHU, KOUTO He Ca
JUPEKTHO CBbP3aHM ¢ JIeKyBaHOTO 3aboiaBaHe. B nmociaeaHara cutyauus Moxe jia ce HaloxH
yBe/ityaBaHe Ha Jo3ata Ha Meapon Tad/1eTKH 3a onpeaesieH nepuo1 oT BpeMe, B 3aBUCHMOCT OT
CbCTOAHHETO HA MallMeHTa.

TpﬂﬁBﬁ Jda ce noayveprTae, 4e JO30BHTE H3HCKBAHHUA Ca ITPOMEHIIUBH H TpﬂﬁBﬁ Jna Obaar
HHIWBHAYAIU3HUPAHH B 3aBHCHUMOCT OT JICKYBAHOTO 3abo1sBaHe U KIIMHUYHHA OTroBOp Ha IMAlUHEHTA.

AnTepHupallia Tepanus npes JieH
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OCUTYPAT MOJOKHUTEHUTE ePEKTH HA KOPTHKOCTEPOHAUTE MPH NALMEHTH, NPH KOUTO € HeoOX0auMa
JABITOCPOYHA Teparus, Karo B CbUIOTO BPEMe Ce CBe/1AT 10 MUHHMYM Ofpe/ie/IeHH HeXellaHH
JIEKapCTBEHH peaKlMH, BKIIKOYHUTE/THO MOTHCKAaHe Ha Xunoduiara u HaadbOpeka, KbUIHHIOM/IHO
CbCTOsIHHE, CHMIITOMH HAa OTHEMaHe Ha KOPTHKOM/IMTE U MOTHCKAHE HA pacTexka [pH jela.

4.3 IIporuBonokazaHus

MEIIPDH TabeTKH e [MPOTHBOIIOKA3aH I1pH NauHEeHTH, KOUTO UMAT:

* CHCTEMHH MMKOTHYHH HH(lJE:KU,HH

¢ CBpPbXUYYBCTBHTETHOCT KbM aKTHBHOTO BELUECTBO HJIH KbM HAKOE OT MOMOIIHHTE BELIECTRA,
“30poeHu B Touka 6.1.

anﬂO}KCHHETO Ha KHBH HJIH KHUBH aTCHIOUPAHH BAKCHHH € MMPOTHBOITOKA3aHO IPH NMALUHEHTH,
HHojay4daBallll UMYHOCYIIPCCHUBHH /1031 KOPTHKOCTCPOH/IH.

4.4 CoeuuajHH npeaynpeRIeHHs H Npeana3Hu MepPKH Npu ynorpeoda
HmynocynpecuBHH epeKTH/NOBHILEHA YYBCTBHTE/IHOCT KbM HHpEKINH

KOpTHKOCTEPOHANTE MOraT J1a MOBHLIAT YYBCTBUTEIIHOCTTA KbM MH(EKUNA, MOXKE Ja MacKupar
HAKOW NPHU3HALK HA MH(PEKLHA, 1a 00OCTPAT CblLUECTBY BallK MH(PEKIIMH, [1a MOBULIAT pUCKA OT
peakTHBaLMA WK 000CTpsiHE HA 1ATEHTHU MHPEKUHMHU U MOraT /1a ce NOABAT HOBH HH(DEKLHH 10
BpeMme Ha TaxHara ynorpeda. KoraTto ce n3nosi3pat KOPTHKOCTEPOUIAN, MOXKE J1a HMA HaMaJjleHa
PE3MCTEHTHOCT M HEBB3MOXKHOCT /1a ce Jlokann3npa uHdpekuuara. Mudekumn ¢ BCikakBH naToreHu,
BK/IIOYHTE/IHO BUPYCHH, OakTepuaiHu, rbOMYHH, NPOTO30iHH MJIH XEJIMUHTHH OpraHu3MH, Ha BCsKa
JIOKaIn3alis B TAJI0TO MOrar J1a ce CBbpXKat ¢ ynorpedara Ha KOPTHKOCTEPOUIH CAMOCTOSATEIHO MJTH
B KOMOMHAUMA C IpYI'M UMYHHOCYIIPECHBHH JIEKapCTBA, KOUTO 3acAraT KJIeTbYHUS HMYHHTET,
XyMOpaJIHUS HMYHHUTET HJIH HeyTpo(puaHaTa pyHkuus. Te3un undekunn Morar jaa 6baaT JIeKH, HO
MOraT /1a ca TeKKH M noHskora ¢arajny. C NoOBHILIABAHETO HA J103UTE HA KOPTHKOCTEPOMINTE
CTEereHTa Ha MosiBa Ha MH(PEKUHO3HHU YCIIOKHEHHUS Ce NOBUILIABA.

[IpocnensBaiite 3a pa3BuTHe HA HH(EKUHUH U OOMHUCIETe CIMpaHe Ha KOPTHKOCTEPOUIUTE HIIH
HaMaJlisBaHe Ha J03aTa, KaKTO € HeODX0IMMO.

JInua, kouTo [pUeMar JIekapcrTsa. NOoTHCKAUIH UMYHHATA CHCTEMA, Ca IMO-YYBCTBHTEJ/IHH KbM
IIHCpEKL[I‘.IH OT 3IpaBHTE HHIAHWBHJIH. BﬂpHIlC‘ﬂEl H apKa, HalippuMep MoratT Ja nportekaTt MHOIro ro-
TCIKKO HJIH JOpPH (bEITa.HHO [MPH HEUMYHH3HPAHH J€Ua HJIHN [TPH Bb3PACTHH HA KOPTHKOCTCPOH/IH.

[TpusioxkeHneTo Ha )KMBH MJIM )KUBH, aTEHIOMPAHH BAKCUHH € MPOTUBOMOKA3aHO MPH MaLMEHTH,
MOJy4aBallld HMYHOCYTTPECHBHH /103U KOPTHKOCTEPOUAH. YOUTH MM HHAKTUBUPAHH BAKCHHH MOrar
Jla ce mpuJiaraT NnpH NauMeHTH, MoJyyaBalld HMYHHOCYIPECHBHH 103H KOPTHKOCTEPOH/IH; OTFOBOPBT
KbM TaKMBa BakCMHU obaue Mode /1a e otcsiaben. [lokazaHn MMYHHM3ALMOHHH NPOLIEAYPH MOrarT /ia ce
NMpoBeaT MpH NalHeHTH, MoJyyYaBallH HEMMYHOCYPECHBHH 1030 KOPTHKOCTEPOH/IH.

YnorpebaTta Ha KOPTHKOCTEPOMK NPU aKTHBHA TyOepKy103a TpsaOBa Ja ce orpaHHu4m A0 Clyvyau Ha
¢yIMHHAHTHA UK AUCEMUHUpaHa TyOepKyJ03a, NpH KOUTO KOPTHKOCTEPOU/IUTE CE M3MOJI3BAT 34
KOHTpOJIHpaHe Ha 00J1ecTTa 3aeIHO € NOAXOA411 NPOTHBOTYOEPKYI03€H peKHUM. AKO
KOPTHKOCTEPOM/IMTE Ca MOKa3aHM MpH MalHeHTH ¢ JlaTeHTHa TyOepkyio3a nin TypOeKy/IMHOBa
PEAKTUBHOCT, € HEOOXOAUMO CTPOIo HA0J/KO/IeHHE, Thil KATO MOZXKe Jla HACTbIIH peaKkTHBUpPAHE Ha
3abos1sBaHeTo. [10 BpeMe Ha Npoab/DKUTEIHA KOPTHKOCTEPOUIHA Tepanus Te3d rnauMeHTH TpsadBa j1a
MoJiy4aBaT XeMornpoguiakTHKa.

CbobuiaBa ce 3a nosBa Ha capkoMa Ha Karnouu npu nauneHTH, nojyyaBallid KOPTHKOCTEPOHIHA oo

TCpaliui. anK'bCBEiHﬂTO Ha KOPTHKOCTEPOHJIHUTE MOXKE /1a JIOBE/1€ 1O KJIMHHYHA PEMHUCHA. 77" W8 VX1
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Ponsita Ha KOPTUKOCTEPOMAMTE NPH CENTHYEH LIOK € NPOTHBOPEYMBA, KaTO paHHUTE MPOY4BAHHA
CbOOLABAT KAKTO 32 61aronpuaTHH, Taka u 3a HeGIaronpuaTHN edekTH. [lo-ckopowHM naHHK
npearnonarar, 4e 1006aBb4HaTa Teparnus ¢ KOpPTHKOCTEPOUAN € 61aronpusiTHa NpH NalMeHTH ¢
PasrbpHAT CENTHYEH LIOK C NPOABH Ha Haa0BOpeyHa He0CTATbYHOCT. Bblipekn ToBa pyTHHHATA UM
ynorpeba rnpu cenTHyeH oK He ce npenopbusBa. EANH cucteMeH 0630p Ha MpUIAaraHeTo Ha KpaTbK
KypC € BUCOKH 103H KOPTHKOCTEPOHUAH He Nnoakperns ynorpedara um. Bbnpeku ToBa MeTa-aHaIM3H W
e/IMH 0030p npeanonarar, ye no-Abaru kypcone (5-11 auu) ¢ KOPTHKOCTEPOUH B HUCKH /103U MOrart
/1a NOHHAKAT CMBPTHOCTTA, OCOOEHO NMPH NALMEHTH ChC 3aBHCHM OT Ba30NPECOPH CENTHYEH LLIOK.

EdexTH BLpXY HMYHHATA cHCTEeMA
Morar j1a HaCTBIAT aNepruyHu peakinuu (Hamp. aHruoeaeM).

T'bii KaTO MMa pesIKK Cyyan Ha KOXKHH M aHaduIaKTHYHKW/aHAQHIAKTOMAHH pPeakiLMH MPH NaLHEHTH,
MoJTyvaBauld KOPTHKOCTEPOUIHA Teparus, TpsOBa Jia ce B3eMaT CbOTBETHH NpeJia3Hi MEPKH Mpeu
MPUIOKEHHUETO, 0CODEHO KOraTo MalMeHThT € ¢ aHaMHe3a 3a ajleprusi KbM JApyro J1eKapcTBo.

ToBa siekapcTBO ChAbPKA 1aKTO3a, 110Jy4eHa OT KpaBe Misko. Tpsabea aa ce oOpblua 0cobeHo
BHUMaHHE MPH MALUEHTH € U3BECTHA MJIH 10103HPAHA CBPbXYYBCTBHTEIHOCT KbM KPaBe MJISKO MIIH
HErOBUTE CbCTABKH, MM IPYTH MJICUHH MPOAYKTH, Thil KATO MOKE Ja CbIbpKa CJICJN OT MJICUYHH
CbCTaBKH.

Eunokpunuu egextn

[1py naumeHTn Ha KOPTUKOCTEPOU/IHA Tepanus, U3/10’%KeHH Ha HeoOHYaeH CTpec, € nokasaHa
MoBHILIEHA /1032 ObP30 JIEACTBALLH KOPTHKOCTEPOH/IH MPE/IH. 110 BPEME H CJjie/l CTPecoBaTa CHTYaLUs.

DapmMakoJO0rHuHM 1031 KOPTUKOCTEPOHIH, NPHUIAraHi 3a NPOIAbKUTEIHN IEPHOIN, MOraT /1a
J10Be/IaT 10 XUnoTanamo-xunogpusHa-Haadbs0peyna cynpecus (BropuyHa HaaobOpeyHa
HeaoCTaTb4YHOCT). CTENneHTa U NMpob/IKUTEIHOCTTA HA NpeIn3BUKaHaTa Haa0bOpeuHa
HeJI0CTAaTbYHOCT BAPHUPAT MEXK/1y pa3IMYHUTE MALHEHTH W 3aBUCAT OT jJ03aTa, 4eCTOTaTd, BPEMETO Ha
[IPUJIOJKEHUE W NPOJIB/KHUTETHOCTTA HA IIIOKOKOpTHOMAHATA Tepanus. To3u edekT Moxe aa ce
MHUHHUMH3HPA, KAaTO Ce U3I10/13Ba aJITepHUpaLLA Tepanus npe3 JeH (Bx. Touka 4.2).

OcBeH TOBa MOKe J1a HACTbIH 0oCTpa Ha:.[ﬁ'bﬁpellHa HCJ10CTATBbYHOCT, BOJieUla 10 (baTaJ]E‘.H H3X0/l, aKO
FTIOKOKOPTHKOCTEPOHIHUTE CC NMPEKbCHAT BHE3AITHO.

JlekapcTBeHOMHAYy IMpaHaTa Ha10bOpeUHa HEeJ0CTaTLYHOCT MOXKE J1a Ceé MHHHMH3HpA upe3
[NOCTENEeHHO HaMajsiBaHe Ha Jo3aTta. TO3M BH/ OTHOCHTE/IHA HEJ0CTAaTbYHOCT MOXKeE J1a [IepCHCTHPA
MeCeLIM e/l CIIHpaHe Ha TepanusTa, 3aToBa BbB BCAKAKBH CJIy4an Ha CTPeC 110 BpemMe Ha TO3M MepHol
TpaOBa /1a ce Bb3CTAaHOBH XOPMOHAIHOTO JIeUeHHE.,

Cnes psi3Ko npekpaTsiBaHe Ha IIIOKOKOPTHKOCTEPOHIANTE MOXKeE /1a Bb3HUKHE CTEPOHJIeH ,,CHH/POM Ha
OTHEMaHe”', KOHTO MPUBHIHO HE € CBbp3aH ¢ Haa10bOpeyHaTa HeloCcTaTbYHOCT. TO3u CHHAPOM
BK/IIOYBA CUMIITOMH KAaTO aHOPEKCHs, rajeHe, NoBpbllaHe, CbHIUBOCT, 1aBodosue, Tpecka, 00/1ka B
CTaBUTe, JeCKBaMallls, MHaarus, 3aryda Ha tersio u/uau xunotouus. [lpeanonara ce, ye te3un edextu
Ce JbJIAKAT MO-CKOPO Ha BHE3alnHaTa MpoMsiHa Ha ITIFOKOKOPTHKOCTEPOU/IHATA KOHLEHTpaLIU,
OTKOJIKOTO Ha HUCKH KOPTHKOCTEPOH/IHU HHUBA.

KopTukocTeponauTe MOraT 1a NpUYMHAT UK Ja BAOWAT CHHAPOM Ha KBbIUMHT M MO Ta3n NpHYMHA Te
TpsOBa /1a ce U304rBaT Npu nauMeHTH ¢ donecT Ha KbluuHr.

ﬂpu MALMEHTHUTE C XUIMOTHPEOHIH3DBM CEC HabJ1ro0/1aBa YCHIICH EClJEKT Ha KOPTHKOCTCPOH/IHTC.

[IpH nauMeHTH ¢ XUIEPTUPEOHIH3BM H C XHITOKAJIHEMHS, HHYLLHpaHa OT MeTHJINMPEeAHH 301
j1a ce MosABH THPEOTOKCHYHA nepuoanyHa napanusa (TTIIT).



[1pu nauneHTH, 1eKyBaHM C METHIINPEJHM30JIOH, U C MPU3HALM MM CUMITTOMM HA MYCKYJIHa c1adocrT,
0CODEHO P TAKWBA C XMMEPTHPEOHAU3bM, TpsAdBa aa ce nogo3upa TIIIT.
[Ipu comuenue 3a TIII He3abaBno TpsabBa na ce 3anouHe npocseasBaHe Ha HUBATA HA KAl B KPbBTA

M [OJIXO/IALLO JIeYeHHe, 3a J1a Ce rapaHTHpa Bb3CTAHOBABAHE Ha HOPMAJIHMTE HHBA HA KaJlnil B KPbBTA.
MeTa60/1H3bM M XpaHeHe

KOpTHKOCTEpOHHHTE, BKJIHOYHTCJIIHO METHJINIPEIHHU30/IOH, MOIaT Ja NnoBHUIAT KpbBHATA 3axap., Ja
BJIOLLIAT CbUICCTBY Balll nuaber u aa Mpeapasnojoxar natueHTH Ha NpoOAb/IKHUTE/IHA
KOPTUKOCTEPOHU/IHA TEPAIIHA KbM 3aXapeH Jinaoer.

ITcuxnynu epexkT

[Ipn ynorpebara Ha KOPTHKOCTEPOUIH MOTaT /1a HACTBIAT NMCUXUUHH HAPYILIEHHSA, BAPUPALIH OT
eydopus, 6e3cbHUE, TPOMEHH B HACTPOECHUETO, MPOMEHH HA JIMYHOCTTA M TEXKKa JerpecHs 0
OTKPUTH NCUXOTHYHH NPOsABH. ChLILO TAKa KOPTUKOCTEPOHANTE MOraT Ja BAOILAT ChIIECTBYBallla
€MOLIMOHAJIHA HECTAOMJTHOCT HJTM CKJIOHHOCT KBbM TCHXO03A.

ﬂpu )’HDTPEG&TH HAa CHCTCMHH KOPTHKOCTEPOUIH MOIraT Ja HACTBIIAT IMNOTCHIHAJIHO TEKKH
[MCUXHATPUYUHH HEIKEJIAHHU peaKUHH (BXK. TOUKA 48) CuMnToMuTe 0OMKHOBEHO ce [MpoABABAT B
PAMKHTEC Ha HAKOJIKO JIHH HJIH CE€JIMHULIH CII€/] 3alTOYBAHE HA JICHEHHUETO. [loBeyeto PEaKlInH
OTLIYMABAT HJIH CJIE]1 HAMAJIABAHE HA 1034aTa, HJIH CJIE]l NTPEKpaTABAHE HaA JIEYCHHUETO, BLIIPEKH Ye
MOe J1a @€ He0DX0AMMO CHEIJ.Hd)Hl{HO JCYCHHE.

[Ipn npekparaBaHe Ha JCUEHHETO C KOPTHKOCTEPOUIH ce choO1aBa 3a NCUXHYHHU e(PeKTH; yecToTaTa
Ha Te3W peakiHH e HenssecTHa. [launenTure/o0rpukBalnTe TpsiOBa 1a 6baaT HaCbpUaBaHH j1a
TBPCAT MEJHLIMHCKA MOMOLL [TPH 0SABA HA NCUXHYHA CUMIITOMATHKA, 0COOEHO TIPH 10J103peHN 3a
JIENPECHBHHU CbCTOAHUSA WM CyMUMIHN Mucan. Ha naumenTuTe/obrpuxpammre TpsdBa na Obe
00bPHATO BHUMAHHE 3@ Bb3MOXHHU [ICUXUYHU HApYLUEHHUSA, KOMTO MOIaT ja ce MoABAT WK 110 BpeMe,
WM BejlHara cjie/l NoOHMKaBaHe Ha J03aTa/CrupaHe Ha TepanusaTa CbC CHCTEMHH CTEPOM/IH.

EdexkTi BbpXy HepBHATA CHCTEMA
Koptukocteponaute TpsabBa jia ce M3no/a3BaT ¢ MOBHLIEHO BHUMAHHE MPH MaLMEHTH C MPHIAABbLH.

KDPTHKGCTEPOH}]HTE TpﬂﬁBa Jda €€ U3M0J3BaT € MNMOBHIIEHO BHUMAHHE TIPH NMauHCHTH ¢ MHACTCHUA
rpaBucC (BXK. CBLIO HH(bOpMﬂHHHTH 3a MHOITATHA B TOYKATA 3da MYCKYJITHO-CKECJICTHH CCDEKTH).

Makap 4ye KOHTPOJMpaHH KIIMHUMHHK U3MUTBAHHA ca M0Ka3alH, Ye KOPTHKOCTEPOH/IUTE ca e()eKTHBHH
[pH yCKOpsBaHe Ha OBJ1a/IIBAHETO HA 000CTPAHE MPH MHOKECTBEHA CK/I€po3a, Te He MOKa3Bart, ye
KOPTHKOCTEPOUAUTE MOBIMABAT KpaitHNs H3XO0/1 MM eCTeCTBEHHs X0/1 Ha 6onecTTa. [1poyuBaHusTa
CbC CHI'YPHOCT YCTAHOBSIBAT, 4Ye 3a 10JlydaBaHe Ha 3HaYMM e(eKT ca HeOOXOAUMH OTHOCHTEITHO
BUCOKH 1034 KOPTUKOCTEPOMIH (BXK. TOUKA 4.2).

Mma cboburenus 3a CIHU1ypa/iHa JIHImoMaTo3a I1npu nalurueHTH, npHeMalld KOPTHKOCTEPON/IH,
0OHKHOBEHO [TpH TMPOABIKHTECIIHA )’HDTpEﬁH Hda BUCOKH /103H.

Ounun edekTH

KoptukocteponanTte TpsOBa /1a ce U3Noa3BaT BHUMATEIHO MPH MALMEHTH C OYEH Xeprec CUMIIEKC,
nopajamn onacHocT ot nepdopauus Ha poropuuara.

[Tp1 CHCTEMHO M JIOKAJIHO NPHJI0KEHHE HA KOPTUKOCTEPOMU/IHN Ca Bb3MOKHH CHOOLIEHHS 3a 3pUTE/THH
CMYyLUEeHHs. AKO MPH MAaLKEHT ca HaJIHIle CUMIITOMH KATO 3aMBbIJIEHO 3pEHHE WM JAPYTH 3PUTEIIHU

CMYLIEHHS, NAUHEHTHT TPAOBa J1a Obe HACOUEH 3a KOHCYATAUMSA ¢ 0TaIMOJIOr 3a OLIEHKA Ha N
Bb3MOXKHHTE NMPUYHHU, KOUTO MOTaT Jla BK/IIOYBAT KATapaKTa, rjlayKkoMa WM peku 3adonssanusKaro” /7, N

LHeHTpasiHa cepo3Ha xopuopeTtuHonatus (L[CX), 3a kouTo ce cbobLiasa ciies] CHCTEMHO M noxaﬂmj‘“:_.-
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H3110J13BAHC HA KOPTUKOCTCPOHIH. LleHTpa.rmaTa CCPO3HA XOPHOPETHHOMNATHA MOXKE Ja JA0Beae /10
OTJICIIBAHE HA pCTHHATA.

[TpoabikuTenHaTa ynorpeda Ha KOPTHKOCTEPOHIANTE MOKE J1a 0BE/IE 110 3a/IHU CyOKarncyaapHH
KaTtapakTH W HyKJIeapHH KaTapakTH (0COOEHO MpH jeua), ek30(ptaaMm uan MoBUILIEHO BbTPEOUYHO
HaJjsiraHe, KOTO MOJKe J1a /I0BE/Ie /10 IJ1layKoMa C Bb3MOKHO YBpexk/iaHe Ha OYHHTE HEPBH.
Pa3BuTHETO HA BTOpHYHA MbOMYHA WM BUPYCHA HHGEKLHSA HAa OKOTO MOKe CbLUO /1a C€ YCHIIH MpH
MalMeHTH, MoJyyYaBallu riIlOKOKOPTHKOMIH.

Copaeunn epexktH

Hexenanmu JIEKApPCTBEHH p€aKUMH HA INTIOKOKOPTHKOHINTE BbPXY CbhbpAeYHO-ChJ0BAaTa CHCTEMA, KATO
AHCITHITHACMHAA U XHIICPTOHHA, TIpH TPpHJIAraHEe HA BUCOKH J103H H NMPOABIAKHTEIICH KYPC Ha JICHYCHHUC
MOTrarT Jia npeapasnooxKar MauHeHTH CbC CbLIECTBYBALIH CbP/ACYHO-Cb/I0BH PHCKOBH cpar:'ropu KbM
JAOIBJTHUTEJ/THH CbPACHYHO-CbJA0OBH HEKECIIAHN PCAKIIHUH. CLOTBETHO, NMpHJIAraHCTO HA
KOPTHKOCTEPOH/IH TPHGBH Ada CTaBda BHUMATCJTHO TTPH TAKHBA MNMAalHEHTH U € HEe0OX0/1MMO J1a Ce HacouH
BHHMAHHETO KbM MO,JH(IJHLH![J&HCTO Hd PHCKA H JOITB/IHHUTETHO Ha0/1l01eHHEe Ha CbpACYHATA
(b}'HI{LIHH. ako ¢ HeobxoaumMo. Hucka A03a H aJITCpHUpaLla Tepalnus npes 1CH MOXKE J1a HaMalTAT
HECTOTATA HA YCJIOKHECHHATA MPH KOPTHKOCTEPOHIHO JICUCHHE.

CucreMHuUTe KOPTHKOCTCPOH/IH TPHGBH JAa C¢ U3M0J13BaT C rNOBHUUIEHO BHHMAHHE H CaMO aKoO € CTporo
He00X0/IMMO MpHu cjiy4yan Ha 3aCTOMHA Cbp/JACYHA HCAOCTATBYHOCT.

CbaoBH epexTH

CpobuiaBa ce 3a nosBa Ha TpomMOO3a, BKJIKOUYHUTEIHO BEHO3eH TPOMOOEeMOO0IH3bM, [PH JIeHeHHE C
KopTHKocTepouau. [1o Tazu npuunHa KopTukocTepouauTe TpabBa 1a ce U3r0J13Bar ¢ MOBHULLEHO
BHUMAHHE MPH NALHEHTH, KOUTO HMAT HJIM MOXKe J1a €a Mpe/1pas3nosiokKeHn KbM TPOMOOEeMOOIMYHH
HapyLLEeHHS.

Koprukoctepou/inte TpsOBa aa ce M3Mos3BaT ¢ NOBHILEHO BHHMAHHE NPH NaLUMEeHTH ¢ XHITEPTOHUS.
CromaumHo-4YpeBHH e eKTH
BHCOKH J103H KOPTUKOCTEPOUIM MOTaT J1a MpeAN3BUKAT OCThP MAHKPEaTHT.

Hsima yHuBepcasieH KOHCEHCYC Jla/lH KOPTHUKOCTEPOMHANTE CaMH 1o cede ¢ npean3BUKBaT
[MeNTHYHHUTE A3BH, YCTAHOBABAHH 10 BpEMe Ha JICYEHHETO: BbIIPEKH TOBA INIIOKOKOPTHKOCTEPOUAHATA
Tepanus MoxXe Jla MacKupa CUMITTOMHUTE Ha NMenTHYHA A3Ba, Taka 4ye nepdopains Ui KpbBOH3JIHB
MOraT /J1a HacTbNAT 6e3 3HaunMa 00s1Kka. [ JIIOKOKOPTUKOM/IHATA Teparnus MOXKe J1a MacKUpa NepUTOHUT
WJIM APYTH NPU3HALK U CUMIITOMHM, CBbP3aHH CbC CTOMAUIHO-YPEBHH HAPYLUEHHS, KaTO nepdopaums,
oocTpykums uinu naHkpeatuT. [Ipu komounupane ¢ HCIIBC pucksT 0T pa3BuTHE HA CTOMALLIHO-
YpeBHH SI3BH Ce YBe/IMYaBa.

KDpTHKDCTEpOHﬂHTQ TpﬂGBa Aad C€ H3NMoa3BaT € MOBUILICHO BHHMAHHE [TPH }{ECI'leLlI‘I(bII‘IEE{ YJILUEPO3CH
KOJIHT, aKO ChLIECTBYBA BEPOATHOCT 3a 3acTpalluaBalila neprhopauuﬂ, abcuec uiau Jpyra rnioreHHa
HH(;)E‘KLIHFI. AUBEPTHKYJIUT, CKOPOLUIHHW Yp€BHH dHACTOMO3H HJIH aKTHBHA HITH JIATCHTHA [1CIITHYHA

s13Ba.
XenaroOnanapuu epekTuH

B PEIAKH Clly4aH CC cbobulana 3a XCHBTOﬁHHHﬁpHII HAPYLUCHHA, TTOBCYHCTO OT KOHUTO Ca OuIH
UﬁpﬂTHMH CJIC CITHPpAaHC Ha JICHCHHUETO. [lo Ta3u [MTPpHYHHA C HEeO0OX0/IUMMO CbOTBETHO [Mpoc/icisaBaHe.
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MycKy/IHO-CKe/J1eTHH e(peKTH

CboOiuaBaHo € 3a ocTpa MHOMATHA NP ynoTpedara Ha BUCOKH J103H KOPTHKOCTEPOHIM, HACTLNBALLA
HA-4eCTO MpPH MNALUHEHTH C HAPYLICHNS HA HEBPO-MYCKYJ/IHATA TPAHCMHUCHSA (HAIp. MUACTEHUS
rpaBMC) MM MPH MALIKEHTH, MPUEMALIH ChITHTCTBALLA TEPAIUs C HEBPO-MYCKY/IHH Gl10KepH (Hanp.
MaHKypoHUYM). Ta3zu 0CcTpa MHOMATHSA € reHepann3npaHa, MoXKe /1a BKJIHOUBA OUHHM M PeCIMPAaTOPHH
MYCKYJIH M MOKe€ Ja 10Be/le 10 KBaapunapesa. Moxe 1a HacTbIM NOKa4YBaHe Ha KpeaTMHMH KHHa3aTa.
KJIHHHYHO N0J00peHHe WM Bb3CTAHOBABAHE C/Ie/l CIIHPAHE HA JICYEHHETO MOJKE /1a M3UCKBA CeAMMILH
J10 TOJAMUHH.

OCTGEGHUPD?HTH € 4eCTa, HO HEYECTO pa3lo3HaBaHA HEXKeJ1aHa peaKLus, CBbpP3aHa C
NMpoaAb/KHTETHATA )’I'IOTpfl‘ﬁEl Ha BHCOKH J103H I'N'THOKOKOPTHKOH/IH.

Hapymennst Ha 6b0peunTe 1 NHKOYHHTE b THIIA

Heobx011MO € MoBHIIEHO BHUMaHHE MPH MalMEeHTHTE ChC CHCTEMHA CKJIepo3a, Thil KaTo ce
Hab110/1aBa MOBHLIEHA Y€CTOTA Ha CKJepoaepMHyHa ObOpeyuHa Kpusa rnpu eyeHue ¢
KOPTHKOCTEPOU/IH, BKIIOUHUTETHO METUJIITPEAHN30JI0H.

KDDT]-IKOCTEPOHH\HTE TpHGBE’L Aa CC U3MOJ3BaT € NMNOBHIICHO BHUMAHHE MMPH MALUHEHTH C GbﬁpEL{Ha
HEJOCTATBYHOCT.

HicaeaBanus

CpeaHu WK BUCOKH 103H XHAPOKOPTH30H WM KOPTH30H MOrar jJia npeau3BUKaT oKaypaHe Ha
KPpBbBHOTO HalisraHe, 3aJipbKKa Ha coJi M BOJla W NOBHLIEHA eKCKpeuus Ha kaiui. Te3u edekTH e no-
MaJIKO BEPOATHO JIa HACTDBIIAT MPH CUHHTETHYHH MPOU3BOJAHH, C U3KJIOYEHHE HA C/lyYauTe, B KOUTO ce
M3110J13BaT BUCOKH /1034. MoOXKe /1a ce HaJloKH OrpaHHyaBaHe Ha npvema Ha con M 100aBbyeH npuem
Ha KaJMi. BCHYKH KOPTHKOCTEPOH/IH MOBULLIABAT EKCKPEUMATA HA KalLMii.

HH]’)&HHBHHHH, OTpaBAHHA H YCIO0KHCHHUSA, BLJHHKHAJIH B pe3v/ITAaT HA HHTEPBEHIIHMH

CHCTeMHHUTE KOPTHKOCTEPOHU/IM HE ¢a MOKa3aH! M CJieI0BaTe/THO He TPAOBa J1a ce U3IoJI3BaT 3a
JIeYeHHe Ha TPABMATHYHO MO3bYHO HapaHsBaHe. EHO MHOrOUEHTPOBO NPOy4BaHE € YCTAHOBUIIO
[MOBULLIEHA CMBbPTHOCT Ha 2-pa ceaAMHULA U O-Us Mecell clie/l HapaHsiBaHe Npu NalMeHTH, Ha KOUTO €
MPUIJIOKEH METUIITIPEAHHU30JIOH HATPHEB CYKLIMHAT, B cpaBHeHHe ¢ naauedo. He e yctaHoBeHa
[MPUYHHHO-CJIE/ICTBEHA BPb3Ka C JIEYEHHETO ¢ METHJIMPEIHN30/I0H HATPHEB CYKIIMHAT.

Apyru

Tbi kKaTo YCIIOKHCHHUATA OT JICHEHHETO C INTIOKOKOPTHKOH/IH Ca 3aBHCHMH OT roJ/ieMHuHaTa Ha jo3aTta H
NPpOABLKHTE/IHOCTTA HA JICHCHHCTO, 3d BCCKH OT/ACJICH cn}*qaﬁ TpﬂﬁBﬂ Adda €€ B3E€MEC pCLICHHUE 3a J103aTa
H MPOJABJKHTC/THOCTTA HA TepariuaTa v J1aJin Jia ce HU3I10J13Ba €XKEC/IHECBHA HJTH aJITEpHHUpalLlla Teparnus
Bb3 OCHOBA Hd OTHOLUCHHETO l'l(]ﬂ:iﬁfpl*lﬂl{.

Tpﬂﬁﬂﬂ Jla C€ M3I10/13Ba Bb3MOKHO HaH-HHUCKaTa /1034 KOPTHKOCTECPOH 34 OBJIaAABAaHE Ha
CbOTBETHOTO CBCTOAHHUE, a KOI'aTO € Bb3MOXKHO HAMAJ/IABAHE HA /J103aTa, TO Tpﬂﬁﬂa Jda CTdaBa
[MOCTEITCHHO.

EanospemenHoTto npunoxenne ¢ CYP3A HHXHOUTOPH, BKIIOYHTETHO KOOHIIMCTAT-ChAbPKALILH
MPOAYKTH, C€ OYaKBa /1a MOBULUK PHCKA OT CHCTEMHH HeKelaHu peakuuu. TakaBa KoMOMHALIMS
TpsbBa 1a ce n30sArBa, OCBEH ako 10/3ara HaAXBbpJis MOBULLIEHUS PUCK OT CUCTEMHH

KOPTUKOCTEPOH/IHH HEXKeTaHU peakLnu, p1 KOeTO nauneHTure TpsadBa Aa ObJar npoc/ieasBaHu 3a——"——__

CUCTEMHH KOPTUKOCTEPOMAHM HEXKeIaHW peakiinu (BkK. Touka 4.5). o NEKARA > N
ACIMHUPHUH M HECTEPOHAHH NPOTHBOBB3NANUTEIHH CpeAcTBa TpAOBa Ja ce U310/13BaT BHUMATeITHO B2’ b\ \\

CbY4€TAHHE C KOPTHKOCTEPOHIH. v 2 f W
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CorpreTBaliaTa ynorpeda Ha nepopajiHi aHTUKOAryIaHTH W METHIINPEAHH30/I0H MOKeE J1a MOBHLLIH
pucKa oT KbpBeHe. Cbo0111aBa ce ChII0 3a HaMalleHH eeKTH Ha NepopaIHUTEe aHTHKoAry1auTH. [pu
MaLUMEeHTHTE, JIEKYBaHH C AHTAroHUCTH HAa BUTAMUH K, ce npenopbyBa no-4ecto npocjeisiBaHe Ha
nporpombutroBoTo Bpeme (INR), ocobeHo npu 3anousaHe Ha JieYeHHETO, MM KOPEKLIMK Ha J03aTa
METHJITIPEAHHU30IOH (BXK. TOUKa 4.5).

Cbobuiasa ce 3a peoXpoMOUMTOMHA KpH3a C/1e/l NPUI0KEHHE Ha CHCTEMHH KOPTHKOCTEPOM/IH, KOSTO
Moke aa Obae aranHa. Koptukoctepouan tpsbBa aa ce npuiarart Ha nauMeHTH C 110/103WpaH HIH
YCTaHOBEH (PEOXPOMOLIMTOM CaMO CJIe]1 CbOTBETHA OLIEHKA HAa CbOTHOLIEHUETO PUCK/T0/13a.

[lo BpeMe Ha MOCTMAPKETHHIOBUS ONUT UMA CLOOLIIEHHS 32 CHHAPOM Ha TyMopeH au3uc (TLS) npu
MalHeHTH ChC 3/1I0Ka4YeCTBEHH 3a00/IBaHHSA, BKIIOYHTEIHO XEMaTOJIOTHYHH 3JI0KAYECTBEHH
3aD0/19BaHUS M COJIMIHH TYMOpH, ciiea ynoTpedaTa Ha CHCTEMHH KOPTHKOCTEPOH/IN CAMOCTOSATENIHO
WM B KOMOHMHALMA € JIpyr'y XUMHOTepaneBTHYHU cpeacTsa. [launenTu ¢ Bucok puck ot TLS, kato
MaHEeHTH ¢ TYMOPH, KOUTO UMAT BUCOKA CTEMNEH Ha nponudepauusi, ¢ BACOK TYMOPEH TOBap U BUCOKA
YYBCTBHTEJHOCT KbM LIMTOTOKCHYHH Cpe/CTBa, TpAOBa aa ce HadtoaBaT BHUMATEIHO U TpsiOBa aa ce
B3eMaT MOAXOAALLH Npeara3sHi MEpKH.

ﬂemla*rpn YHA rnonv.iauusd

PacTe:xkbT M pa3BUTHETO NMPH KbpMaueTa M Jiella, NoUI0KeHH Ha NMPOAb/IKHTEIHA KOPTHKOCTEPOH/IHA
Tepanus, TpadBa ja ObaaT BHUMATEIHO Ha0/1k0/1aBaHH.

PacTexsbT npu aeua, rnoayyasallid rJilOKOKOPTHKOH/IHA Tepamnus npoab/IKUTETHO BpeMe B JIHeBHA
J103a, pa3/aelieHa B HAKOJIKO [puema, Moxe Ja Objie NnoTUCHAT U MpUJIaraHeTo Ha Ta3u J1030Ba cxema
TpsabBa aa Obe orpaHYeHo /10 Hal-CIeLIHUTE NoKa3aHus. AJTepHHpallaTa Tepanus rnpe3 JaeH ¢
FIIOKOKOPTHKOKW1 OOMKHOBEHO Mpe/10TBpaTsBa HIH MHHHUMH3MpA Ta3Hu HeXKelaHa peakins (BK.
Toyka 4.2).

KbpMaueTa 1 1eua Ha npoab/KMTEHAa KOPTHKOCTEPOHAHA Tepanus ca ¢ 0co0eHO BUCOK PUCK OT
[MOBHILEHO BbTPEUEPEIHO HajlsIraHe.

Bucoku no3u KOPTHKOCTCPOHIH MOJKE [1a IPHYHHAT INTAHKPEATHT IpH JcLa.

Beska tabnetka ebabpxa 80 mg nakto3za MoHoxuapar. [lauMeHT ¢ peiku Hac1eACTBEHH NMpodieMu
Ha rajakTo3Ha HermoHocuMocT, Lapp nakraseH aepuuMT WM MIHOKO30-rajlakTo3Ha MajadcopOumus He
TpsiOBa /1@ npuemat TOBa JIEKapCcTBO.

Bceska tabnetka cbabpxa 1,5 mg 3axaposa. [laumeHTH ¢ peaku HacieacTBeHH npodieMH Ha
HEeIMOHOCHMOCT KbM (PpYKTO3a, ITHOK030-raslakTo3Ha ManabcopOums Han cykpasa-u3oMalirazHa
HEJ0CTAaTb4YHOCT He TpAOBa J1a npyHemar TOBa JIeKapCTBO.

4.5 BzaumojaeiicTBHe ¢ APYIrH JIeKAPCTBEHH NPOAYKTH H APYru ¢opMu Ha B3aHMO/1eiicTBHE

MeTuanpeaHn3oioH e cydocrpar Ha uutoxpoM P450 (CYP) ensumHuara cucrema v ce metabonmnsupa
ocHOBHO ype3 CYP3A4. CYP3A4 e noMmuuupaiuuat eHsum ot CYP yepHoapoOHa nojarpyna npu
xopa. Toii katann3upa 63-XUIpOKCHIMPAHETO HA CTEPOM/IMTE, OCHOBHATA MeTA0OJIMTHA CTHIIKA HA
daza [, kakTo 3a €HI0reHHUTE, TaKa M 32 CHHTETUYHUTE KOPTUKOCTEPOUAH. MHOro Apyru BelecTra
cbio ca cyberparn Ha CYP3 A4, kaTo 3a HAKOM OT TAX (KAKTO W JPYTH JIeKapcTBa) € yCTAHOBEHO, ue
[MPOMEHAT INTFOKOKOPTHKOMAHHA METad0/IM3bM Yype3 HHAYKUHA (Bb3X0AsLlA peryauus) Hin
nuxudupane Ha CYP3A4.

a— e ——

L L

[MOHMKABAT YEPHOAPOOHHS KIMPBHC U [MOBULLABAT MJ1a3MeHAaTa KOHUEHTpaUMUs Ha JleKkapcTBara-
cyocrpatu Ha CYP3A4, kato HanpuMep MeTHanpeaHn3onol. B npucsereuero Ha CYP3A4 [ =~ 7
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Muxubutopu Ha CYP3A4 — nexapctBa, KouTo MHXHOMpAT akTUBHOCTTA HAa CYP3 A4, OOUKHOBEHO .~ . ~irdn. |



HHXHﬁHTOp. MOKE Jla € HEOGKO,’.’IHMD THTPUPAHE HA 103HPOBKATA HAa METHIIIPEC/IHU30JI0OH, 3a /1a Ce

H30erHe cTepoH/IHa TOKCHYHOCT.

Muaykropun Ha CYP3A4 — nekapctBa, kouto uuayumpar aktusHoctra Ha CYP3 A4, 00MKHOBEHO
MOBHIIABAT YEPHOAPOOHHS KIMPBHC, KOETO BOIM [0 MOHHXKEHA M1a3MeHa KOHLEHTPALHUs Ha
nekapcTBata-cyocrpath Ha CYP3A4. EqHoBpeMeHHOTO MM MpHIaraHe Moxe J1a H3MCKBA NOBHILABAHE
Ha 103MpoBKaTa Ha METHJINPEIHH30/I0H, 3a J1a C€ MNOCTHIHE JKelaHUs pe3yJITar.

Cybcrparn Ha CYP3A4 — B npuchcTBreTo Ha apyr cyberpar Ha CYP3A4, uepHOAPOOHHAT KIHPBHC
Ha METHJINPEJIHN30JI0H MOXe J1a Objie MoB/IHsH, KaTo TpaOBa ja ce HanpaBsAT HEOOXOAUMHUTE 1030BH
KOpeKUMH. Bb3MOXKHO € HexelaHUTe peakllMi, CBbpP3aHi CbC CAMOCTOSATETHOTO MPHUII0KEHHE HA
BCAKO €/1HO OT JICKapCTBAaTa, J1a Ce MposBAT C 110-roJisMa BEPOATHOCT MPH € IHOBPEMEHHO

[PUNOKEHHE.

Edextu, konto He ca meaunpann ot CYP3A4 — ipyru B3aumoseiicTBus 1 edekTH, HaCTHNBALLH NTPH
METHJITTPEAHN30JI0H, ca onucanu B Tabanua | no-nony.

B Tabianua | e npeacraBeH cnUcbk U ONMCaHUE HA HAH-YECTUTE W/WIH KIMHUYHO 3HAYUMH
JIEKAPCTBEHN B3aUMOJIEUCTBUSA MITH e(DeKTH ¢ MeTHIINPEAHHU3OIIOH.

Tabauua 1. Baxkuu JieKapeTBeHH H APYIrH B3aUMOo/eHCcTBHS/eeKTH ¢ METHITIPEIHH30/10H

JlekapcTBeH KJac HIIH THII
- JlekapcTBO HJIH cyOCTAHLIMSA

B3zaumoaeiictBue niaun epexr

AHTHOAKTEPHAIIHHU MPOAYKTH
- M30oHua3n

CYP3A4 unxudutop. B nonbiaHeHne KbM METHIINPEIHN30JI0H
MOJKe J1a YBEJIMYN CKOPOCTTA Ha aUueTHIIMpaHe U KJIMpPbHCA Ha
U30HHUA3H/IL.

AHTHOMOTHIIN,
MPOTHBOTYOEPKYI03HN MPOJIYKTH
- Pudamnuu

Muaykrop Ha CYP3A4

[lepopaniiu aHTHKOAry1aHTH
(BuTaMMH K aHTaroHUcTH n He-
BUTaMHUH K aHTaroHMCTH)

EdexkrbT Ha cbnbTeTBaWLAaTa YyoTpeba Ha METHIINPEIHU3010H
C NMepopaiH¥ AaHTUKOAryJIaHTH MOXe 1a Bapupa. Mma
CbOOLIEHHS 3a 3aCHJIEHH, KAKTO M 3a oTc/1abeHHn epekTH Ha
Te3M AHTUKOArYJIaHTH [PH eIHOBPEMEHHO NpuaraHe ¢
kopTukocTepouau. [lo Tazu npuunHa KoarynauHoOHHUST
HHjleKe TpsabBa aa Ob/ae npoc/ie/BaH 3a NoAabpiKaHe Ha
JKeJITAHHTE aHTHKOAT'yJTaHTHH eeKTH.

AHTHKOHBYJICAHTH Uuaykrop (n cyberpar) Ha CYP3A4
- KapbamasenuH

AHTHKOHBYJICAHTH Muaykropu na CYP3A4
- Genobapburan
- OEHHTOUH

AHTHXOJIMHEPrHYHH MPOJIYKTH
- HeBpomyckysiHu Os10KepH

KopTukocTepouaute Morar ja no/aussat edexra Ha
AHTHUXOJIMHEPrHYHUTE JIEKAPCTBEHH MPOAYKTH.

) CrobuiaBa ce 3a ocTpa MHOMATHSA MPH €AHOBPEMEHHO
rnpujlaraHe Ha BHCOKH 1031 KOPTHKOCTEPOHIAH H
AHTHXOJIMHEPTHYHH JIEKAPCTBEHH NPOAYKTH, KATO Hanp.
HEBPOMYCKYJIHH 0J10KepH (Bk. Touka 4.4).

2) Ilpu naumeHTH, npueMalln KOPTUHKOCTEPOHU/IH, Cce cboOLIaBa
3d AHTArOHM3bM HA HEBPOMYCKYJIHUTE OJ10KMpalu eeKTH Ha
MaHKY pOHHH U BEKYPOHHH. T0oBa B3auMO/1IeHCTBHE MOKeE J1a Cce
OYakKBa [PH BCHYKH KOMIIETUTHBHH HEBPOMYCKYJIHH OJIOKEPH.

AHTHXOJIMHECTEPA3HH TPOIYKTH Creponaure Moxke J1a oTc1abaT edekTuTe Ha =2 ™
AHTUXOJIMHECTEPA3HUTE CPE/ICTBA [1PH MHACTEHUS FPaBUE, o ﬁ‘fﬂf’k"":’“{,‘;:.‘ -:‘-~__\
AHTUAHAOETHH NPOAYKTH Tbit KaTO KOPTHKOCTEPOMAMTE MOKE 1 MMOBHLLIAT CTOﬁHgﬂﬁlﬁ‘é_ Fef 1o \
Ha KpbBHATa 3axap, MOXe Jla c€ HaJlO’)KHN KOpeKIHA Ha @3-9’1;&;:‘-,#; T “ ‘;-.": ‘fa_
Ha AHTHAMAOETHUTE MPOJIYKTH. c | 1__,,;*_5:-' Tl z |
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JlekapcTBeH Kiac WiIH THI
- JIQKHIETBO HJIH cyﬁﬂamms:

BiaumojaeiictBie win edexr

AHTHEMETHLIH
- AlpenuTaHT
- QocanpenuTaiT

Muxudutopu (n cydetpatn) Ha CYP3A4

[IpoTHBOrHLOMUYHH
- UTpakoHason
- KeTokoHa3011

Muxudburtopu (1 cydctparu) Ha CYP3A4

[TpoTHBOBHpPYCHH
- HIV-niporeazun uHxubutopu

CYP3A4 uuxubutopu (u cydocTpaTth)

1) Ilporeazun MHXHOHUTOPH, KATO HHANHABUD H PUTOHABHP,
MOrar Ja MoBUIlIAaT IJIa3MEHHUTE KOHLUEHTPAUMUH Ha
KOPTHKOCTEPOH/IUTE.

2) KopTHkocTeponuTe MOXe j1a MHYLMpaT MeTabosin3Ma Ha
HIV-nporeazuute HHXMOUTOPH, KOETO J1a JIOBEE J10
MOHWUIKEHH TU1a3MEHH KOHLEHTPALHH.

(DapMakOKMHETHYHH €HXaHCEePH
- Koouuumcrar

CYP3A4 uuxuburopu

Apomara3zHd HHXUOUTOPH
- AMHHOTJIYTETHMH /I

Muayuupana oT aMmuHoriytetumMua HaadbOpeyHa cynpecus
MOJKe J1a 000CTPH €HJ0KPHHHH NTPOMEHH, MPHYNHEHH OT
[POABIKHUTETIHO ITIOKOKOPTHKOMHO JIeYeHHE.

KanuueBH aHTaroHUCTH

HUuxuodurtop (u cydctpar) Ha CYP3A4

- Jluntuasem
KoHTpauenTusH (repopajiHu) HUuxudurtop (u cydctpar) Ha CYP3A4
- ETununectpaaunon/
HOPETHHJIPOH
- Cok ot rpeiindpyT Muxuoutop Ha CYP3A4
MMyHOCynpecaHTH Muxudurtop (u cydberpar) Ha CYP3A4
- Lluknocrnopux 1) BzaumHo nHxubupane Ha Metabonnima ce HabnoaaBa npu

€/1IHOBPEMEHHO MPUIIOKEHHUE HA LIMKJIOCIIOPHH M
METHJINPEAHU30JI0H, KaTO TOBA MOKeE J/1a /I0Be/1e /10
[MOBHILABaHE Ha Myla3MeHaTa KOHLUEHTpaUMs 1 Ha JBeTe
leKapeTBa. Bb3MOKHO € HeKelaHUTe peakU U, CBbP3aHHt CbC
CaMOCTOSITETHOTO MPHJIOKEHHE Ha BCAKO €1HO OT JlekapcTBara,
Jla ce MpOoABAT C M0-roasMa BEPOATHOCT I1PH € AHOBPEMEHHO
[pHJI0KEHHE.

2) I'lpu enHOBpEeMEHHO MpujlaraHe Ha MeTHJINPEHN30JI0H U
LIMKJIOCTTOPHH ce ¢cboOl111aBa 3a 1osiBa Ha MPUYOBE.

MmyHocynpecaHTy

- Lluknocochamu
- Takposiumyc

CybcTtparu Ha CYP3A4

MakpoMIHH aHTHOMOTHLIH
- KnapurpomMuumH
- EpurpomMuumu

Muxuodutopu (1 cydcrparu) Ha CYP3A4

MakponuaHu aHTHOMOTHIIN
- Tponean10MHUMH

Muxudutop Ha CYP3A4

HCIIBC (HecTeponaHu
MPOTHBOBB3NATUTEIHH
JIeKapCTBEHH CPE/ICTBA)
- BUCOKH /1034 ACITUPHH
(aueTH/IcanuLMIOBa KHCEHHA)

|) Moxe na ce Hab1101aBa NOBULLIEHA YECTOTA HA racTpo-
HHTECTHHAIHO KbPBEHE H VjlepalliH, KOratro
KOpTUKOCTEepouauTe ce npuiarar eaHoBpeMento ¢ HCIIBC.
2) MeTunnpeHU30/10H MOXkKe J1a NOBUILIHN KIIMPbHCA HA BUCOKH
JI034 aCMUpPHH, KOETO MOXe [1a 10Be/1€ 10 MOHHKEHH CEPYMHH
HUBa Ha caauumnati. CriupaHeTo Ha JIEHEHHETO ¢
METHJINTPEIHU30JI0H MOXKE Jl1a /10Be/1€ /10 MOBHUIIEHH CEPYMHH

HUBA HA CaTMLMIIATH, KOeTO OM MOIJIO /1a J0Be/ie 10 MOBUMIEH |
-~ AC k¥
PHCK OT CAJIMLIHIaTHA TOKCHYHOCT. b

F
.-‘II - i"l ‘I-
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.HEKH]JCTBEH KJIAC HJIH THII

- JlekapcTBO HJH cyOcTAHIIMSA

BiaumopaeiictBue nian edekr

[TpoaykTH, HamansBallu
KOJIMYECTBOTO Ha KaJlus

Korato KOpTHKOCTEpPOHANTE ce npujaraT e JHOBPEMEHHO C
KaJMi H34yepriBallu rnpoayKTH (Hanp. AMypeTHLH), NalHeHTHTE

Tpa0Ba aa ce Hab/r01aBaT BHUMATE/THO 3a pa3BUTHE Ha
XHnokasinemus. MMa nosuiueH puck oT XUNoKaJIMeMUs 1 rpu
€/IHOBPEMEHHO NMPHI0KEHNE HA KOPTUKOCTEPOMNIU H
amdoTtepuunt B, KCaHTHHMU nan OeTa aroHUCTH.

4.6 @epTHAHTET, OPEMEHHOCT H KbpMeHe

bpeMEeHHOCT

Hsixkon npoyuBaHus NpH )KMBOTHHU NMOKA3BaT, Y€ KOPTUKOCTEPOU/INTE, MPHIIOKEHH HA MaliKaTa BbB
BUCOKH 103, MOr'aT J1a NpUUUHAT Majiohopmaluu Ha riioaa. Bunpeku ToBa KOPTHKOCTEPOUIANTE
H3IJIeXK/aa He PUYHHABAT BPOIEHH aHOMAJIMHK, KOraTo ce npuJiarat npu OpeMeHHH.

Twii kaTo He ca NPOBEK/1aHH CHOTBETHH PENPOJAYKTHBHH MTPOYYBAHUS ¢ METHIITIPEAHU30JI0H MTPH
XOpa, TO3H JIEKapCTBEH MpOAYKT TpAOBa /1a ce H3MoJi3Ba 10 BpeMe Ha OpeMEHHOCT caMo cliejl
BHMMATEJIHA OLEHKA Ha CbOTHOLLIEHHUETO 110J13a/pUCK 3a MaiKaTa u 3a I1/10/a.

Hsakou KOPTHKOCTCPOH/IH JICCHO NMPCMHHABAT NPE3 IJ1alcHTaTa. Eano PETPOCIICKTHBHO NMpOY4BaHE
OTKpHBA IMOBHUICHA YECTOTA HA KbpMa4e€Ta € MO-HHCKO TErJ10, poaA€HH OT MaHlKH, [MpHEMAJTH
KOPTHKOCTEPOH/IH. ﬂpu XO0pa pHCKBT OT HUCKO POJAH/IHO TErJ10 H3IrJI€XkK/la € J1J0303aBHCHM H MOXKe J1a
Ob/1e CBeJIeH J10 MHHHMYM 4PpE3 MpPEJANMHCBAHE HA TMO-HUCKH JT03H KOPTHKOCTEPOHU/IH. K'bpMEl'leTﬂ..
POJACHH OT MaHKH, KOUTO ca MpHEMaJii 3HAYHUTC/THH 103H KOPTHKOCTEPOUAH MO BpEME Ha
6PCMCHH{)CTT3. Tpﬂﬁﬂa Ja Ob1aT BHUMATEHO HaOJ1l01aBaHM W OlleHs I BaHH 3a Oene3n Ha Haﬂﬁ‘bﬁpﬂlllia
HCJIOCTATBYHOCT, BLITPCKH YE HﬂﬂﬁbﬁpE‘IHﬂTﬂ HEAOCTATBYHOCT IMPpH HOBOPOJAEHH CC IpOsABABaA PAJAKO
[IpH KbpMa4ieTa, H3JTOKCHH In utero Ha KOPTHKOCTCPOH/IH.

Hsama n3BecTHH E(bEKTH Hd KOPTHKOCTEPOHIUTEC BbPXY pO/J10BaTa JIEHHOCT M U3rOHBAHETO Ha [M1014d.

Habstonasanu ca KaTapakKTH I[MpH KbpMaie€Ta, poOJACHH OT MalKH, MOJATOKEHHN Ha MPOABITAHTCIHO
JCHCHHUC C KOPTHKOCTCPOHH 10 BPCME HaA 6peMEHl-IDCTTE1.

KbpmeHe
KopTukoctepouuTe npeMHHaBaT B KkbpMmata. KopTHKOCTepOMaUTE, NpeMUHaU B KbpMaTa, Morar jia
MOTUCHAT pPacTe’ka M J1a MOBIHUAAT HA EHAOTeHHATA MIIOKOKOPTUKOMIHA NMPOAYKUMS [TPH KbpMadeTaTa.

To3u JICKAPCTBCH IPOJAYKT Tpﬂﬁﬂa Aa ¢ HU3I0JI3Ba 1Mo BpEME Ha KbpMEHE CaMO CJI¢1 BHUMATETHA
OUCHKA HA CBOTHOLUCHHETO HOIBII/DHCK 3a Maikara M 3a KbpMA4icTOo.

Oepruaurer
MMa j1aHHM OT Npoy4YBaHHUs MPH KUBOTHHU, KOHUTO 10KA3BAT, Y€ KOPTHKOCTEPOHANTE YBPEKAaT
Geprunurera (BK. Touka 5.3).

4.7 EdexkTn Bbpxy cnnocobHocTTAa 32 opupaHe u padoTa ¢ MAILIMHH

EdekTHTe Ha KOPTUKOCTEPOHAUTE BbPXY CMOCOOHOCTTA 3a 1o upane uin padota ¢ MalUMHHK HE ¢a
OunM cucrTeMaTHYHO oleHABaHU. Hexkenann nexkapcTBeHH peakilui Kato 3amaiiBaHe, BEPTHIO,
3PUTEITHU CMYLLIEHUS U YMOpa Ca Bb3MOXKHH CJie/l JIeYeHHE ¢ KOPTHKOCTEPOU/AH. AKO ca 3acerHarw,
MnauMeHTUTe He TpAOBA J1a wodupar K aa padOTAT ¢ MALLUMHH.

4.8 Hexeaann JJeKapCTBEeHH peaKuUHH
N

Cucremo-opraneH KJjac C Hen3BeCcTHA 4eCcTOTA s !*-‘“ 157 PR\

(0T HAJIMYHHTE JJAHHH He MOKe J1a Ob/e HEIIIBHBEHH ouemiay ~ "{‘;
Hudexkunn n uudpecrauuu OnopTioHUCTHYHA HHOEKLUA, MHpeKUUA, nepuTonut’ /5 -~ =50 \ & \
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CHCTEMO-DPI"H HCH KJIAC

C Hen3BecTHA yecTOTA
(OT HAIMYHNTE IAHHH He MOoXKe /12 Ob/le HATIPABEHA OLICHKA)

Hapyuwiennsi Ha KpbBTa H
JAUM@pHaTa cHcTEeMa

JleBkouuTOo3a

Hapymenusi Ha MMYHHATA
cHCTEMA

JlekapcTBeHa CBpbXUyBCTBUTENHOCT, aHadUIaKTHUHA peaKius.
aHaduiakTonaHa peakims

Hapyiueuuns na
€H/IOKPHHHATA CHCTeMA

Kbunnrona, xunoranamo-xunodusmna-Haadbsopeyuna cynpecus.
CUH/APOM Ha CTEPOMUAHO OTHEMaHe

Hapywenns na
meTad0JIH3MA H XpaHEHeTo

MeTabonuTHa aumn103a, enuaypaita TMrnoMarosa, 3aJpbxka Ha
HaTpUH, 3apbXKKa HA TEYHOCTH, XHITOKA/IHEMHUYHA a/1KaJ103a,
JAUCIIMITH/ICMHS, HAPYLLUEH I/IHOKO3€H TOJIEpaHC, MOBHLLEHA HYX/1a OT
HHCYJIHH (H/IH NEPOPATHH XHUIIOTJIMKEMHUYHH Cpe/IcTBa NpH anabeTHim),
JIHNOMAaTOo3a, MOBHUILLIEH areTHT (KOUTO MOXKe J1a JI0Be/1e /10 Ha/ylaBaHe
Ha Terno)

[IcuXHYHH HApYLLIEHUS

A(EeKTHBHO pa3CcTPOHCTBO (BKIIOUHTEIHO jenpecus, eydopus,
apeKTUBHA J1aDMIHOCT, JIGKAPCTBEHA 3aBUCHUMOCT, CYHLIHAHH MHUCIIH),
NCUXOTHYHO Pa3CTPONCTBO (BKIKOUNUTEIHO MAHHUS, JIETIO3HH,
XaJlIIOUHHALMK U IWH30(peHns), NCUXOTHYHO NMOBEJIeHHE, MEHTAITHO
pa3CcTPOHCTBO, IMYHOCTHHU NIPOMEHH, 00ObPKBaHE, TPEBOKHOCT,
[MPOMEHH B HACTPOEHHUETO, aDHOPMHO noBeaeHue, 6e3cbHue,
pa3pa3sHUTEIHOCT

Hapymienunsi Ha HepBHATA
CHCTEMA

[ToBHLIEHO BbTpeUEepernHo Halsrale (¢ OTOK Ha rnanuaara
[100pokauecTBeHa HHTpaKpaHHalHa XUIIePTOHHA]), FbpUOBEe, AMHE3NS,
KOIHHTHBHO HapylleHUe, 3aMasiHOCT, 71aBo0o/ e

Hapymenus Ha ounre

XOpHOPETHHOMNATHS, KaTapakTa, rilaykoMma, ek3optaam, 3aMbrieHo
3peHHe (BXK. CbLLO TOuKa 4.4)

HapyuieHuss Ha yXoTO H
JaOHpHHTA

Bepturo

Cobpaeynu HapylieHHs

3acToitHa cbp/leuHa HEOCTATbYHOCT (MPH MpePa3roIOKeHH
MaLMEHTH)

Cba0BH HApYLIEHHS

TpDMﬁDTH‘{HH HHUHACHTH, XHITCPTOHHA, XHITOTOHHA, 3a4CpPBABAHC

PecniupaTopHu, rpbJaIHH H

benoapoben emO00HM3BM, XbIILIAHE

MeIHACTHHAJHH

HApPYLLIEHHS

CromallHO-4YpeBHH [TenTHuHa sA3Ba (¢ Bb3MOXkHaA nepdopauns Ha NenTHYHa A3Ba U

HAPYLLIEHHS KPBbBOM3JIMB OT NeNnTHYHa 53B8a), ypeBHa nepdopalus, croMallieH
KPbBOM3/INB, MAHKPEATHT, yjlepo3eH e3odarnT, e3odaruT, nojayBaHe
Ha KopeMma, KopeMHa DoJIKa, Anapus, JIMCIeNcHs, rajaeHe

XenaroOuauapHu [ToBHLIaBaHe HA YepHOAPOOHUTE eH3UMH (alaHUH aMMHOTpaHcdepasa.

HApPYLIEHHSI acraprat aMMHoTpaHcdepasza)

Hapymennsi Ha KokaTa
MO/IKOKHATA ThKAH

AHruoeaeM, XUp3yTu3bM, NMeTEXHH, eKXHUMO03a, KOKHA aTpodus,
epuTema, Xurepxuaposa, CTpuM 1o Koxara, oOpus, cbpOex,
YPTHKApHSA, aKHE

HapyumeHHnsi HA MyCKYJIHO-
CKeJIeTHATA CHCTEeMA H
CheAMHHTE/IHATA ThKaH

MyckynHa ¢n1abocT, MUANTH, MHONATHUS, MYCKYJTHA aTpodus,
OCTEONOpPO3a, OCTEOHEKPO3a, NaTo/10rHyHa ppakTypa, HeBpornaTHa
apTponartus, aprpairus, 3abaBsHe Ha pacTexa

Hapymenus Ha
BbL3IPOH3BOAHTE/HATA
CHCTEMA M I'bp/aTA

HepenoBna MeHCTpyalins

O6umH HApYIIEHHSA H
epeKTH HA MSACTOTO HA
NPHJI0KEHHE

HapyuuieHo 3a3apaBsiBaHe Ha paHu, nepudepeH oToK, ymMopa,
Hepa3noJiokKeHHe

HUicireanBaHus

——:—-—_F

[ToBHILIEHO BLTPEOYHO HalAraHe, MOHHWKEH BbIIEXHApaTeH TOREPAHLs,
MOHWKEH KaJIuil B KPbBTA, MNOBHUILEH KA B ypHHATA, ﬂDBHLpEHH |
CTOMHOCTH Ha ankaiHa ocdarasa B KpbBTa, NOBULLICHA yﬁeﬁ‘a ﬁpLB'ra,'
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Cucremo-opraten KJiaac C HeH3BecTHA YecTOTA
(0T HAJTHYHHUTE JAHHH He MoKe /1a 6b/1e HANIPpABEHA OLleHKA)

HapansiBanus, orpaBsinust | CniHazHa KOMOpecHOHHa GpakTypa, pynTypa Ha CyX0omHme
H YCJI0KHEHUS,
Bb3HHKHAJIH B Pe3yJITAT HA
HHTEpPBEHLHH

* He e npeanountan MedDRA tepmun

OOCTPYKUHA MJTH NAHKPEaTHT (BXK. TOuKa 4.4).

+ . -
nﬂpHTUHHTbT MOZC [1a OBbJIC ITbPBH MNPH3HAK HJIH CHUMIITOM HA CTOMAlIHO-4YPE€BHO HAPVILUCHHE, KATO Ilep(bopauuﬂ.

CbOﬁ!!!aHﬂHE Ha NNOJAO03HPAHH HEXKE/IaHH pCaKIlHH

CboOl1aBaHETO Ha MOI03HPAHH HEXKENTAHH peaklMy cliell pa3peliaBaHe 3a ynorpeba Ha 1eKapcTBEHHS
MPOAYKT € BaKHO. ToBa 103B0J118a J1a poAb/IKH HAb/IIOAEHHETO Ha CbOTHOLIEHHETO 110J13a8/PHCK 3a
JIeKapCTBEHHA MpoaAyKT. OT MEAHUMHCKUTE CIIeLHAIUCTH Ce M3MCKBA J1a ChoOLIaBaT BCAKa

[10/103HpaHa HekeslaHa peakuus upes V3anbaHuTenHa areHums no jiekapernara, yi. . Jamsau ['pyes”
Ne 8, 1303 Codus, Ten. +359 2 8903 417, yebeaiiT: www.bda.bg.

4.9 Ilpenosupane
HsiMa KJIMHWYEeH CHHAPOM 3a OCTPO Mpeo3upaHe ¢ KOPTUKOCTEPOU/IH.
CboOlieHusATa 32 OCTPa TOKCHUYHOCT W/UIN CMBPT CJie/l Npeao3upaHe Ha KOPTHKOCTEPOMINTE Ca

PEAKH. B C.]'I}’Llﬂﬁ Ha Nnpeao3upaHe HE € HAJIHYCH CIIELIHCI]H‘{E?H AHTHOOT, JICHEHHETO € NoAbpiKallo H
CHUMIITOMATHYHO.

MCTHHHPEHHHfiDﬂDH MoJJICHKH Ha JHalinia.

S. ®APMAKOJIOTHMYHU CBOUCTBA
5.1 dapmakoaAHHAMHYHH CBOICTBA

(dapmakoTtepaneBTHyHa rpyna: KopTHKOCTEpOM/IM 3a CHCTEMHO NpHiokeHue, camoctosTenHo, ATC
koa: HO2ZABO4.

MGTHIIHPE,-’IHH:}OIIOH € MOLLEH MMPOTHBOBB3MNATHUTEJICH CTCPOHL. Toit uma no-rosisma
NMPOTHBOBBL3NAJIHUTE/IHA CHJIA OT NPEAHHU30JIOH H [TO-MAJIKO CKJIIOHHOCT OT MMpPEJIHH30JIOH J1a HHAYLHUpa
34JIPb/KKA Ha HElTpHﬁ U Boj1a. OTHOCHUTEIHATA CHUJl1a Ha MCTHJIITPEJIHH3O0JIOH CITPSIMO XHJAPOKOPTHU3O0H €
Hal-Mallko YETHPH KBbM €/THO.

5.2 @apMaKOKHHETHYHH CBOIiCTBA
PapMakOKMHETHKATa HA METUJITIPEAHNU30JIOH € JIMHEeIHA, He3aBUCHUMA OT TS Ha BbBEXK/1aHe,

AOcopOuus

MeTtuinpeiHn30/10H ce abcopOupa OBpP30 M MakCHMaIHATA M/1a3MeHa KOHLIeHTpauHus Ha
METHJINIPE/IHHU30JI0H C€ NMOCTUra 3a okoJo 1,5 10 2,3 yaca npu pasjiMyHUTE 103H CJ1e] [1epopaHo
[MPHJII0KEHHE HAa HOPMAJTHH 3/1paBH Bb3PACTHHU HHAMBHAH. AOCO/MOTHaTa OMOHATMYHOCT Ha
METHIITTPEAHHU30/IOH MPU HOPMAJIHHU 3/1IpaBU HHAUBHM OOMKHOBEHO € BUCcOKa (82% 10 89%) cnen
[MepopasTHO NPHII0KEHHE.

PasnpejieneHue

MeTHnpe HU30/I0H Ce pa3pOCTPAHABA EKCTEH3UBHO B ThKAHUTE, [IPEMHHABA 11pe3 KPbBHO-

MO3buHaTa Gapuepa 1 ce CeKpeTHpa B KbpMaTa. SIBHUAT My 00eM Ha pasnpejiesneHue e
npuGnusurento 1.4 I/kg. CtenenTa Ha CBbp3BaHe Ha METHIINPEAHN30JIOH C IIA3MEHNTE POTEUHH /1.
Mpu xopa e npubnusutento 77%. %)
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buotpancopmauus

[Tpu Xxopa METHJINIPEHH30I0H ce MeTaboIM3Hpa B YepHHs Apob /10 HEaKTUBHH MeTabOIUTH, KaTo
OCHOBHHTE ca 200-XHAPOKCHMETHINPEAHN30I0H U 20B-XHIPOKCUMETHIINIPEIHU3OJIOH.
MeTabonu3MbT B YepHHs Apo0 ce ocbluecTBiBa 0CHOBHO Ype3 CYP3A4 ensuma. 3a cniuchk Ha
JleKapcTBeHUTE B3aumoaeiicTeus Ha 0aza CYP3A4-menuupan Metabosin3sm, BUXKTE ToUKa 4.5,

MeTunnpeHn30/0H, kakto MHOro CYP3A4 cyOGctpati, Moke cblio aa Obae cyberpat Ha ATP-
CBbp3BallMs KaceTeH yuyacTbk (ABC) TpaHCMOPTHHUA MPOTEHUH P-IIIMKOMPOTEHH, MOB/IHSBALLL
TbKAHHOTO pasrnpe/ie/ieHHe U B3aMMO/ICIICTBUATA C JIPYIH JIeKapCTRa.

EaumuHupane
CpeaHHUAT Moy KHBOT Ha €IMMHUHUPaHE Ha O0LLL METHINPEAHU30JI0H € B Jiana3oHa oT 1.8 710
5,2 yaca. OOLMAT KAUPBHC € npubausuTento 5 10 6 ml/min/kg.

5.3 IIpeaKJIHHHYHH AaHHH 342 Oe30NaCHOCT

Hekannnynara 06a3a 1aHHM B KOMOMHALMA ¢ Jl0Ka3aTe/1cTBO 3a 6€30MacHoCT, ChOMpPaHH OT rOJAMHH
KIHHHYEH OMUT U NOCT-MAapKeTHHIoBO HaboaeHne, noakpensT 6e3onacHoctra Ha Mepos TabaeTku
KaTo MOLLHO MPOTHBOBB3MAIHTENHO CPEACTBO NPH KPATKOTPAHU Bb3NAJIUTE/THN HAPY LLIEHHS.

Ha 6a3ara Ha KOHBEHLMOHAIHMTE (PapMaKOJOTHYHH MPOYy4BaHMUsA 3a O€3011acCHOCT, TOKCHYHOCT MpH
MHOTOKPATHO [PHJIOKEHHE HA MULLIKH, MUIbXOBE, 3ailid M KyYeTa ¢ U3M0JI3BaHe Ha MHTPABEHO3EH,
HHTparnepUTOHEasIeH, MOAKOXKEH, MHTPAMYCKYJIEH H MEepopasieH MbT Ha BbBEX/1aHe, He Ca YCTAHOBEHH
HeOYaKBaHH onacHoCTH. TokcHuHOCcTUTE, HaDIIOAaBAHM MTPH MPOYYBAHUATA C MHOTOKPATHO
[PUIIOKEHHUE, Ca OYAKBAHUTE MNPH MPOABL/KUTEIHA €KCIMO3ULHUA HA €K30reHHH Ha10b0peyHn
CTEPOHIH.

KapumHoreHHoCT

DopMaHO METHJINPEIHHU30JI0H HE € U3C/Ie/IBaH B POYyYBaHHS 32 KAPUMHOTEHHOCT MPH IPH3AYH.
Pe'}}’HTaTHTE, KOHTO Ca IMOJIY4Y€HH C APYIrH NOKOKOPTHKOMW/IH, H3ITHTBAHH 34 KapuHHDFCHHO;CT [NpH
MHLUIKH H [IJTBXOBE, Ca Bapuaﬁumm. BBHPEKH TOBA nyﬁmmy BAHHUTEC JIAHHH MOKA3BaT, Y€ HAKOJIKO
CBBP3aHH ITFOKOKOPTUKOU/H , BKJIKOYHTEIHO OY1€30HH /1, MPeAHN30JI0H U TPHAMIIMHOIOHOB
alleTOHM/1, MOraT /1a MOBHULIAT YECTOTATa Ha M0SABA HA XernaToue/y/J1apHU aAeHOMH U KapLUMHOMH Clie]l
[epopaiHO NMpHUJIOKEHHE B MUTEHHATA BOJ1a HA MBXKKH NbX0oBe. Te3n TyMoporeHHH ehekTu ce
NPOSIBABAT NPH JI03H, KOUTO €A MO-HUCKK OT TUIHYHUTE KIMHUYHHI 034 Ha 6aza mg/m’.

MvTareHHocCT

DopmanHO METHIINPEAHH300H He € U3Cile[lBaH 3a FreHOTOKCHYHOCT. Bbripeku ToBa
METHIINPEIHU30JIOHOBHAT CY/IPOHAT, KONTO € CTPYKTYPHO NM0100eH Ha MEeTHINPEAHH30IIOH, He e.0u
MyTareHeH cbe uiau 6e3 metabosnuTHa akTuBauus B Salmonella typhimurium npu 250 no

2 000 pg/netpu WK Npu U3MUTBAHE 3a FEHHA MYTAUMA B KJ1eTKa Ha 003aifHUK C M3M0/13BaHe Ha
KJeTKH OT sHYHUK Ha KuTaickn xamctep npu 2 000 ao 10 000 pg/ml. MetnanpeaHN3010HOBHAT
cynenTaHar He MHAyuupa HepenapatuBeHd JIHK cuHTe3 B mMbpBHYHH XEMaTOUMTH HA MABLX NPH 5 110
[ 000 pg/ml. OcBeH TOBa nperaeabT HA MyOMKYBAHUTE JAHHHU MOKA3Ba, Ye NpeJHH30JI0HOBUAT
¢apHesunat (PNF), KoiHTO e CTpyKTYpHO 10/ 100€H Ha MeTHIINPeIHU30J10H, He € OMJI MYTareHeH Cbe
uau 6e3 MetabonMTHA akTUBaUMs B wlaMoBe Ha Salmonella typhimurium w Escherichia coli npn 312
10 5 000 pg/nerpu. B annus ot pudpodracTHH Ki1eTKH Ha KuTaiickn xamctep PNF npean3Buksa
cn1abo noBMlLABaHE HA YECTOTATA HA MN0SABA HA CTPYKTYPHHU XpPOMO30MHM abepaunu ¢ meTado/IMTHA
aKTHBALMA NPH Hali-BUCOKATa U3cJie/1BaHa KoHueHTpauus ot |1 500 pg/ml.

PenpoayKTHBHA TOKCHYHOCT

JlokaszaHo e, 4ye KOPTUKOCTEPOUANTE HaMaIsABaT (pepTUIUTETA, KOraTo ce npujarat npH ribXose.
MBXKKH MIBXOBE, HA KOMTO € OUJ1 NPUII0KEH KOPTUKOCTEPOH B 103K 0T 0, 10 1 25 mg/kg/aen
[MOCPE/JICTBOM MOJAKOXHO HHKEKTHPaHEe BE/IHbXK JIHEBHO B [TPOJIb/DKEHHE HA 6 CEAMHLIM, Ca YHPTOCAHH
C HETPETHPAHH XKEHCKH IUTbXoBe. Bucokara 103a ¢ Ouna HamaneHa Ha 20 mg/kg/aeH cien 2,00
netHanecetus aeH. HaGmonaBaHo e HamansBaHe Ha KOMyJlalLMUTe, KOGTO MOJKe 1a e CJIEIACTBUE ot
MOHUKEHOTO TErJ10 HA aKLecopeH opraH. bposT Ha 3aueBaHusATa U KUBUTE (peTycH e Ou nouﬁﬁgélf}'_:;f_f'- A
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ﬂﬂ}(a:iﬂHﬂ €, YC KOPTHKOCTEPONANTE Ca TEPATOICHHHU NMPH MHOIO BHI0BE, KOIraTo €€ JlaBaT B /103U,
CKBUBAJICHTHH HA JO3HUTE [IPH XOpa. I_]pH PCHPOAYKTHBHHUTE MPOYYUBAHHUA IMPH KHBOTHH €

JA€MOHCTPHPAHO, Y€ IIOKOKOPTHKOMAHTE, KATO METHIINPE/AHM30/I0H, MOBHILIABAT YeCcToTaTa Ha 10sBa
Ha masiopmaumn (pasuerneHo Hebue, ckeneTHH Maadopmanmu), eMopHo-deTtaiHa CMBPTHOCT (Hanp.

NoBHILIABaHE Ha pe3opOuunTe) U 3a0aBsiHe Ha BbTPEMATOYHHS PaCTEx.

6. OAPMAILEBTUYHHU JIAHHHU

6.1 CnHcbK HA MIOMOIIHHTE BellleCcTBA
JlakT0o3a MOHOXHpAT

[lapeBHYHO HULLECTE

3axapo3a

Kanuues creapar

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha roaHoct

3 FOJANHH

6.4 Cpneumna/iHH yCJ10BHSI HA CbXPAHEHHE
CobxpansBaite npu Temneparypa noj 25°C.

6.5 BuamuchabpkaHHe HA ONIAKOBKATA
OnakoBky o1 30 uam 100 TabneTkH.

bauctepun onakosku ot PVC/Al no 10 tabnetku.
bytunka or HDPE.

He BcHMuKHM BH10BE OMAKOBKH Morar Ja Objaar nycHaTH Ha nasapa.

6.6 CneunajiHu nNpeanasHu MepKH NPH H3XBBLPJIsiHE U paboTa

Hsawma cneuuaniiHy M3MCKBaAHUA.

Hensnoa3BaHUAT JIEKApPCTBCH NPOAYKT HJIN OTNAAbYHHUTE MaTepHail OT HErO TpﬂﬁBﬂ Aa CC€ U3XBDBLPJIAT

B CBOTBETCTBHEC C MECTHHUTC M3NCKBAHHA.

T [IPUTE/XATEJI HA PASPEILIEHHETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrus

8. HOMEP(A) HA PAZPEIIEHMETO 3A YIIOTPEBA

20050452 N
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9. JATA HA ITbPBO PASPEHIABAHE/ITIOJAHOBSBAHE HA PABPEILIEHUETO 3A
YIIOTPEBA

JlaTa Ha nbpBO pa3spewasade: 15 woHu 1993 r.
JlaTa na nocnenHo nogHoBsBaue: 11 depyapu 2011 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA
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