KPATKA XAPAKTEPUCTHKA HA IIPOAYKTA



1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Meapos 4 mg TabneTku 0/0 O SV %*J:Z

Medrol 4 mg tablets
EF83 75
2 KAYECTBEH U KOJIMYECTBEH CBHCTAB

Bcesika Tabnetka cbabpxa 4 mg MetunnpeaHu3osion (methylprednisolone).

[lomoOlHM BelIeCTBA ¢ M3BECTHO JeCTBHE: JIAKTO34, 3aXapo3a.

3a NbJIHUSA CMTUCHK HA MOMOILLHHUTE BellecTBa BUKTe TOuka 6. 1.

3. JIEKAPCTBEHA ®OPMA

[lonyoBanina, enuncoBuaHa, 6s1a tadbnerka ¢ Haanuce . MEDROL 4" oT eqnara CTpaHa M JIBOifHa
JIeJIMTENIHA YepTa OT Jipyrara.

4. KIOMHHYHHU JAHHHA
4.1 TepaneBTHYHH MOKA3AHHA
EHI0OKpHHHH 3200/1IBAHHS

[IbpBHYHA WK BTOPHUHA aAPEHOKOPTHKAIHA HEJOCTATHYHOCT (XMAPOKOPTH30H MIIM KOPTHU3OH ca
Cpe/ICTBaTa Ha MbPBH U300p; MPH HEOOXOAUMOCT Morart ja 6b1aT rnpuaaraHd CHHTETHUYHH aHAJI03H
¢/ITHOBPEMEHHO C MUHEPAJIKOPTUKOMAH; Jo0aBbyHATA TEpanus ¢ MUHEPATIKOPTHKOUIHU € 0COOEHO
BaXXHA B KbpMauecka Bb3pacT).

e BpoaeHa HanOBOpeuHa xunepruiazus
¢ HerHoeH TupeouauT
e XHNepKalUuHeMHs BbB Bpb3Ka C KAPLIMHOM

HeenaoxkpuHuu 3a6011BaHUSA
1. PeBmaTuuHu 3abonsBaHus

Karto ajroBaHTHa Tepanus 3a KpaTKOCPOYHO TMPHIIOKEHHE (C LesT MPeoAosiBAHE Ha OCTbP €MU30/] HIIH
ex3auepbauus) npu:

e [IcopmaruyeH apTpuT e OcTbp nogarpo3eH apTpuT

e PeBMaTOMAEH apTPUT, BKIKOUYHUTEIHO e [locTTpaBMaTHUeH OCTEOAPTPHUT
IOBEHHUJIEH PEBMATOUIEH apTPUT
(onpeaeneHy ciydyam U3HCKBAT
MoAabpxaLla Teparnus ¢ HUCKH 103H)

e  AHKUJIO3UpaLll CIIOHAUIHT e (CHHOBHUT NPU OCTEOAPTPHUT

e OcTbp M NOAOCTBLP OYpPCUT e ENUKOHAUIUT

e OcTbp HecneUHM(PUYEH TEHAOCHHOBHUT

2. Konarenosu

[Io Bpeme Ha ek3auepbauus UK KaTO NMOJUIbPKALLO JIeYeHHUE MPU ONpeaesIeHH cllyyau H

e (CucTeMeH 1ynyc epuTeMaro3yc e OcCTbp peBMATUUYEH KaApAUT




e (ucTeMeH 1epMaTOMHO3NT (MTOMTMMHUO3UT) © ['MraHTOKJIETHYEH aPTEPHHT

3. KoxHu 3abongaBanusg

e [lemduryc e Mukosuc ¢pyHrouaec
e byno3eH xepneTugopMeH ASPMATHT e Texbk ncopuasuc
o Texka dopMa Ha epuTema MyaTHdOpMe o Texuk cebopeeH aepMaTUT

(cHHApoM Ha CTURBHC-JIXKOHCBH)
e ExcdonuaTupeH aepMartut

4. AneprudHu CbCTOAHHUA

KOHTpON Ha TEXKH WK HHBANUAW3MPALLH ANEPTUYHH ChCTOAHUA, pePpakTepHH KBM aJIeKBATHY ONUTH
34 KOHBEHUHOHATHO JICHEHME:!

¢ (Ce30HEH WM HECE30HEH alepriyeH ¢ Peakuuu Ha eKapcTBeHa
PUHHT CBPBX4YBCTBUTENHOCT

o (CepymHa bonect e KOHTaKTeH JepMaTUT

e bponxuanua act™ma * ATONWYEH NePMATHUT

5. O4yHY 3ab019BaAHUA

Texky OCTPH U XPOHHYHM aNepruvMHU H BB3MATUTENHM MPOLECH, 3aCATALIX OKOTO W HEroBUTE
NpUAATBIH, KaTO:

* AnepruyHy 138U Ha KOpHEATHUA PBO e Anepri4eH KOHIOHKTHBUT
e Xepliec 30CcTep o TaIMHKYC o Kepatur
e Bb3naleHue Ha NpeaHUA OYeH CerMeHT *  XOPHOPETHHUT
o JIndy3seH 3a7eH YBECUT H XOPHOUIUT * HeBpUT Ha 3pUTEITHUS HEPB
e OdranMua cuMnaTuka *  HpUT 1 HPHOOUMKNHT
6. PecnupatopHu 3abonsBaHui
¢ (CuUMNTOMATUYHA CAPKOUA03a o OyJIMUHaHTHA UAW AUCEMHHUpAHA

benoapobHa TyOepkynosa npy eqHOBpEeMEHHO
NPUIOXKEHNUE Ha CbOTBETHH
aHTUTYOCPKYNO3HHU CpelcTBa
o (CuHapoM Ha JIsodiiep, HeNOAATNUB HA ¢  ACIHPALMOHEH IMHEBMOHUT
neyeHue ¢ APyru cpeacrsa
o bepunuosa

7. XeMaTONOrMYHHU 3a0018BaHUR

o Hauvonaruuna tpombounTOneHuHa ¢ Epurpobnacronenus (eputpouuTHa aHeMHU)
nypaypa npy Bb3pacTHH

e BropuuHa TpOMOOLUTONEHHUA [TPH e Bpoaena (epuTponaHa) XUNonnacTH4Ha
BbL3PACTHH aHEMHA

¢ [Ipnaobura (aBTOUMYHHA) XEMOJUTHYHA
AHEMU S

8. OHkOoAOTHUYHY 3abongBaHuA
3a najsiMaTUBHO NeyeHyue Ha:

o JleBk0o3u U NUMGOMHU MPHU BBIPACTHU
¢ (cTpa nesko3a npu Aeua




Q. OTOYHU CHCTOSHUS

* 3a MHIYKUMA Ha AMYPe3a WM PEMUCHS HA NPOTEMHYPUATA PU HEPPO3EH CHHAPOM — 6e3 ypeMmus,
HANOMATHYEH WM ABJKALL Ce Ha TYMYC epUTEMAaTo3yC

10. I'acTponHTECTHHANHK 3a0014BaHUA
3a npeoAoIABaHE Ha KPUTHUUEH NepUOA Ha 3ab0NABaHeTo npH:

®  VYIuepos’eH KOIUT
¢ PerdoHa/leH eHTEePUT

11. HepsHata cucteMa

e Ocrpa ex3auepdauus Ha MHOXKECTBEHA CKIEPO3a
¢ TpeTHpaHe Ha OTOK, CBbpP3aH C MO3bYEH TYMOP

12. OpraHHa TpaHciaHTauus

13. Pa3uu

o TyDepkyno3eH MEHUHTHT ¢bC cybapaxHouaeH 610xax UMK 3artaiupan] 610KaX, KOraTo CE
M3M0J3Ba €JHOBPEMEHHO CbC CHOTBETHA NIPOTHBOTYOEPKY03HA XMMHOTEPANHS

o TpuxuHeno3a che 3acaraHe Ha HEPBHATa CHCTEMA WM MHOKapAa.
4.2 103HpoOBKA U HAYMH HA NMPHJI0KEHHE

Hauannata no3a Mezapon TabneTku MoXe Ja BapHpa B 3aBHCHMOCT OT JIEKYBaHOTO 3aGonsaBaHe. [Ipn
Mo-JIEKH clIy4an OOMKHOBEHO Ca JOCTATHYHHM MO-HUCKHU J03H, MakKap 4e [PU HAKOY NAUMEeHTH MOXe 1a
ca HeOOXO0AMMH NO-BUCOKH HAYATHH A03M. KNTHHUUYHHK CUTYALMH, NPH KOUTO MOXE Ja € NoKa3aHa
Tepanui ¢ BUCOKH A03M, BK/IIOYBAT MO3byeH 0ToK (200 no 1 000 mg Ha aeH), opratHa
TpaHCNIaHTauuA (1o 7 mg/kg Ha ZeH) ¥ MHOXECTBEHA ckiiepo3a. JJoka3aHo e, ye CXEMU C nepopaieH
MeTunpeAHn30n0H 500 mg/aen 3a 5 anu unu 1 000 mg/neu 3a 3 Ay ca edieKTHBHY TIPH JNieyeHHe Ha
OCTPH ek3aLepOaLiiy Ha MHOXKECTBEHA CKJIepo3a. AKO He Ce NTOCTUIHE 3aJ0BONUTENeH KIMHUYEeH

pe3yaTar ciiefl pasyMeH NepHo/ OT BpPEME, JieueHHeTo ¢ Meapon tabneTku Tpabsa aa ce npeycTaHOBY
Y NauMeHTsT Aa ObAe NpeXsBbp/cH Ha Apyra Tepanua. AKo nekapcTBoTo TpsabBa aa 6bje CnpsHo chea
IBITOCPOYHA Tepanus, IpenopbYMTENHO € TOBA a CTaHe NMOCTEINEHHO, a He BHE3aMHO.

Cnej ycTaHOBRBaHE Ha MOMOXHTENEH KIHHMYEH OTIOBOD MOAXOAAILATA NOANbpKALLA K03a TPAOBa Aa
ce ONpeJeNy Ype3 HamallsBaKHe Ha HAYaIHATa /1032 Ha NOAXOAALIM HHTEPBAIM OT BpeMe, AOKATO Ce
AOCTHIHE MHHHMAJTHATA /103a, KOATO Ll NOAAbpXKA aeKBaTeH KNMHUYeH pesyntar. Tpabea na ce uma
NpenBHi, Y€ e HeoOX0AMMO NMOCTOAHHO MpocneasBaHe o OTHOLUEHHE HA A03MpoBKaTa. CHTyaLuHTe,
NpH KOUTO MOXeE Ja e HeoOX0oA¥Ma KOPeKIIMA HAa fo3aTa, BKJIKYBAT MPOMEHH B KTHHUYHHSA CTATYC B
pe3ynTaT Ha peMUCHU UaM ex3auepbaunu Ha 60JeCTHHA Npollec, HHANWBUHAYANIEH TEPANeRTUYEH
OTIOBOP Ha Mal[HeHTA, KaKTO ¥ e(eKT Ha M3NaraHe Ha MalUeHTa Ha CTPECOBH CHTYALHH, KOMTO HE ca
AMPEKTHO CBBP3aHu € NeKyBaHOTO 3abonsBane. B nocieaHara cuTyauus MoXe Ja ce HakRoXH
yBe/ldyaBase Ha no3ata Ha Meapon TabneTku 3a onpenelieH NEPHOA OT BpeMe, B 3aBHCHMOCT OT
CbCTOAHUETO Ha MalHeHTa.

Tpabea 1a ce noayeprae, 4e JOIOBUTE H3IUCKBAHHUA ca NPOMEHNHBH U TpAOBa aa Obaar
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OCHTYDPAT NONOXHTENHHTE €PEKTH HA KOPTHKOCTEPOUANUTE f1pM NALMEHTH, PH KOUTO € Heo6Xoauma
ABLJTOCPOYHA TEPANKA, KaToO B CBIIOTO BPEME C€ CBEAAT A0 MUHMUMYM OMNpeaeneHn HexeNnaHu
JICKApCTBEHH PEAKLIMH, BIIIIOUMTENHO NIOTHCKAHE Ha XHnodu3ata U Hanbbbpeka, KbUIMHIOHAHO
ChCTORHUE, CUMIITOMM HA OTHEMAaHe Ha KOPTUKOMMTE M MOTHCKAHE Ha pacTexa IIpH Jeua.

4.3 IIpornBonokazaHus

Menpo:n TabneTku € MpoTHBONOKA3aH MPU NMALMUEHTH, KOUTO UMAT:

* CHUCTEMHHM MUKOTHUYHH HHpEeKLHH

¢ (CBPbX4yBCTBHUTEHOCT KbM aKTHBHOTO BELIECTBO MIIH KBM HAKOE OT NMOMOIHUTE BellleCTRa
U30poeHH B Touka 6.1.

"

[IpHI0XEHHETO Ha XXMBH WIIM XKMBH ATEHIOUPAHH BaKCHHU € NPOTHBONOKA3AHO MPH NALUEHTH,
MOJTy4aBalii HMYHOCYTIPECHBHY 103U KOPTHKOCTEPOUAH.

4.4 Cneumannu npeaynpexaeHHA W NPeANa3HH MepKH Npu ynotpeda
HmyHocynpecHBHY eeKTH/IOBHIIIEHA MYBCTBHTEIHOCT KbM MHOEKLHM

KopTHKOCTepOHANTE MOraT Ja NOBHILAT YYBCTBUTEIHOCTTA KbM HHpeKuus, MOXe 112 MaCKHpaT
HAKOH MPU3HALM HA HHOEKLHUA K MOTAT Aa Ce NOABAT HOBKH NH(EKLMH 10 BPEME Ha TAXHATA
ynorpeda. Korato ce H3noJ3BaT KOPTHKOCTEPOHIH, MOXE 13 HMa HaMalleHa Pe3UCTEHTHOCT M
HEBB3MOXHOCT Ja Ce JoKaNu3upa UuHdekuuaTa. MHdekuu ¢ BCAKaKBH NAaTOreHH|, BKIIOYUTETHO
BUPYCHH, OaKTepuanty, rbONYHM, NPOTO30MHU UM XENIMHHTHHU OPraHU3MH, Ha BCAKA JIOKANH3ALMS B
TANOTO MOTAT [1a C€ CBBPXKAT C ynoTpebdara Ha KOPTUKOCTEPOUAN CAMOCTOATEIHO UNi B KOMOUHALIMA
¢ IpYTH UMYHHOCYNIPECUBHM JIEKapCTBA, KOMTO 3aCATaT KIETBYHUA HMYHUTET, XYMOPATHUS HMYHHTET
Wiy HeyTpoduiaKara pyHkuuA. Tesu nudekunn Morar 1a 6baat nexy, HO MOTAT Aa ca TEXKH
noHskora ¢atanHy. C noBHLUIaBaHETO HA JO3UTE HAa KOPTUKOCTEPOUAUTE CTENEHTA HA NOABA Ha
HHPEKUHO3HH YCIOXHEHHA Ce [1OBULLIABA.

JIua, KOUTO MPUEMAT JleKapCTBa, TOTHCKALM UMYHHATA CHCTEMA, Ca MOo-4YYBCTBUTENHU KbM
MHQEKUHHN OT 3ApaBUTE UHAMBHAM. Bapuuena v wapka, HaNpUMep MOraT Ja NpoTeKaT MHOTO I10-
TEXKO WIJIH JopU GaTalHO NPU HEUMYHHU3MpaHHU Jeua UK NPH Bh3PACTHH HA KOPTUKOCTEPOHIH.

[TpHIOXKEHHETO HA KUBH UM XXMBY, aTEHIOUPAHK BAKCUHY € NPOTHBONOKAIAHO NPH NaLUEHTH,
NONy4aBatli¥ UMYHOCYIIPECMBHYU 1034 KOPTUKOCTEPOUIU. YOUTH UM MHAKTHBUPAHH BAKCUHYW MOraT
fla ce Npujarar npy MalUeHTH, MoNTyYaRallld UMYHHOCY TPECUBHU R03H KOPTUKOCTEPOHIH; OTTOBOPBT
KbM TaKMBa BakCHHU ofaue Moxke Aa e orcnabe. [okazaHu MMyHM3ALHOHHK OPOLIEAYPH MOTAT Ja ce
NpoBeJaT fpyu NaLHeHTH, NOoNyYaBally HEMMYHOCYRPECUBHH J03¥ KOPTHKOCTEPOHIH.

¥YnotpebaTta Ha KOPTHKOCTEPOHAHN NPHN aKTUBHA TybepKkyno3a TpaGBa fa ce OrpaHu4y A0 CIyYaH Ha
(yN"MHMHAHTHA MM JHCEMMHMPaHa TyOepKy1o3a, IpU KOUTO KOPTHKOCTEPOUAUTE C€ H3MOJ3BAT 3a
KOHTpoUpaHe Ha 6onecTTa 3ae1HO ¢ NOAX0AALL TPOTUBOTYOEPKYNO3EH PEKHUM. AKO
KOPTHKOCTEPOHAHTE Ca NMOKA3aHHW NP NauMeHTH ¢ 1aTeHTHa TyOepkyno3a uin typOekyn1iHoBa
PEaKTHBHOCT, € HEODX0ANMO cTporo HabnoaeHue, Thil KaTO MOXKE A3 HACTBLNM PeaKTUBHpaHE Ha
3abonasaneTo. [1o BpeMe Ha MpOABINKHTENIHA KOPTHKOCTEPOUMAHA TepaNnus Te3K NalMeHTH Tpsabea aa
nony4yaBaTr XeMONpPOHIAKTHKA.

CpobiuaBa ce 3a nosBa Ha capkoMa Ha Kanowy npu nauMeHTy, nony4aBalid KOPTHKOCTEPOUIHA
Tepanus, [IpexbcBaHETO HA KOPTHKOCTEPOHAHMTE MOXE J1a A0BE/Ie B0 KNHHHUYHA PEMHCHA.

PonsaTa Ha KOPTUKOCTEPOUAUTE MPH CENTHYEH LIOK € MPOTUBOPEYHBA, KATO paHHHTE poy st BRANA no 7
cb0oOLIaBaT KaKTo 3a BJAroNpHATHH, Taka U 3a HebJaronpuaTHU edexTH. I'lo-cmpomuu 1#5 51:-!6
npeanonarar, ye nobapbruHaTA Teparus ¢ KOPTHKOCTEPOUIU € 6naronpraATHA MPH nall , i ___*a% WP %

pa3rbpHAT CENTUYEH LIOK ¢ MpossU Ha HanbbOpeuHa HeaoCTaTbYHOCT. Burpeku ToBa § MY




KypC ¢ BACOKH 1031 KOPTUKOCTEPOUAN He noaxpens ynotpebara UM. Bbrpekyn ToBa MeTa-aHATHIN M
€AMH 0030p NpeAnonarar, 4e no-gbaAry Kypcose (5-11 AHH) ¢ KOPTUKOCTEPOUAN B HUCKH J03H MOTAT
fia NOHUXKAT CMBPTHOCTTA, 0COOEHO MPH MAUUEHTH ChC 3aBUCHM OT Ba3ONPECOPH CENTHYEH LLOK.

EdexTH BLPXY HMYHHATA CHCTEMA
Morat 1a HaCTBIAT AEPrUYHU peakiuy (Hanp. aHrHOEREM).

TBH KaTo uMa peKu Cy4an Ha KOXHH U aHaduIaKTHYHK/AaHAPUNAKTOMAHK peaKLuy IIPH NALMEHTH,
romyyaBaliy KOPTHKOCTEPOUIHA Tepanus, TpAOBa a ce B3eMaT CbOTBETHH NpeANa3Hi MEPKH Npean
[MPUIOKEHHETO, 0OCOOEHO KOraTo NAUMEHTHT € ¢ aHaMHEe3a 3a AJIepris KbM JpYro JIEKapCTERoO.

ToBa nekapcTBO ChAbPKA NAKTO3a, NONY4eHa OT KpaBe Misiko. Tpabsa aa ce o6pbiua 0cobeno
BHUMAHHE MPH NALKEHTH C H3BECTHA UM NMOJA03HPaHa CBPBXYYBCTBHTETHOCT KBM KpaBe MIISKO WITH
HErOBHUTE CbCTABKH, UITH APYTH MJIEYHH MPOAYKTH, Thil KATO MOKE 12 ChABPIKA CHEAN OT MIEYHH
CbCTABKH.

EnzokpHHHH eexTH

[Ipn nauueHTH Ha KOPTHKOCTEPOUAHA TEpaNnus, U3NOXKEHH Ha HeobHYaeH CTpec, € MoKa3aHa
MOBHIIEHA 1034 6BbP30 JeCTRALIM KOPTHKOCTEPOHIH [TPEAH, N0 BPEME U Clle] CTPECOBATA CUTYaUMUA.

DapMakoSIOruUHH 1034 KOPTHKOCTEPOHAHM, MPHIAraHH 3a NPOALKHTEIHY NEPUOIM, MOTAT Aa
ROBEAT A0 XUITOTANAMO-XUNIOpHU3Ha-Hanbubpeuna cynpecus (BTopuuna Haa6mOpedHa
HEOCTATBYHOCT). CTeneHTa ¥ NPOABMKUTENHOCTTA Ha Npear3BHKaHaTa Haa0bOpeuHa
HEAOCTATHYHOCT BapHPAT MEXKAY pa3sNUYHUTE MAUMEHTH M 3aBUCAT OT N03aTa, YECTOTATA, BPEMETO Ha
MPHIOXKEHUE K NPOABMKUTENHOCTTA HA INTIOKOKOPTHOMIHATA Tepanua. To3K edekT MoKe fa ce
MHUHHMH3HPA, KaTO CE€ U3MOJI3BA AJITEpPHHpalla Tepanus npe3 JeH {(BxK. Touka 4.2).

OceeH TOBa MOXKe A2 HaCTBNK OcTpa HaabBLOpeuHa HeAOCTATbYHOCT, BOAEIA 20O daTaleH H3XO, aKo
FTFOKOKOPTHKOCTEPOUAUTE CE MPEKbCHAT BHE3AMHO.,

JlekapcTBeHOHHAYUHpaHaTa HAaA0BLOpeUHa HEOCTATBHHOCT MOXKE [a ¢€ MHHMMH3KMpPa Ypes
MOCTeNeHHO HaMansBaHe Ha 403aTa. To3W BUA OTHOCHTENHA HEOCTATBYHOCT MOXKE Aa NepCHCTHpa
MeceLlH Cllejl CNMPaHe Ha TEPANHATA, 3aTOBA BbB BCAKAKBH C1y4ad Ha CTpeC Mo BpeMe Ha TO3M neproa
TpA6Ba fa ce Bb3CTAHOBH XOPMOHATHOTO IeYEHUE,

Cnen pA3k0 NpeKpaTsBaHe Ha MIOKOKOPTHKOCTEPOHANTE MOXE 1A Bb3HUKHE CTEPOUIEH ,,CHHIPOM Ha
OTHEMaHe", KOHTO NPUBMAHO He € CBBbp3aH ¢ HanObOpeyHaTa HeJOCTATHYHOCT. TO3H CHHAPOM
BKJIKOYBA CHMIITOMH KaTO aHOPEKCHS, rafieHe, NMOBpPBILane, ChHIKBOCT, rnaBobonne, Tpecka, 601ka B
CTaBHTE, JeCKBaMalluA, MHarvd, 3aryba Ha ternio u/unu xunotonus. flpeanonara ce, ue Te3n edextH
Ce ABJKAT MO-CKOPO Ha BHE3AMHATa NPOMAHA Ha IIOKOKOPTHKOCTEPOHIHATA KOHLIEHTPaLIMS,
OTKOJIKOTO Ha HUCKH KOPTUKOCTEPOMAHH HUBA.

KopTukocreponiute MOrar Ja NpUYMHAT UK A2 BNOLIAT CHHAPOM Ha KBUIMHT W 110 Ta3u NpuuxHa Te
Tpabea aa ce u3barear npu nauueHTy ¢ Sonect Ha KpLunur.

[Ipy nalHeHTHTE C XHNIOTHPEOUAUIBM ce Habnronaea yecuieH edekT Ha KOPTHKOCTEPOUIMTE.,

[Ipy malMEeHTH ¢ XUNEPTUPEOUANIBM U C XUIOKATTHEMUS, HHAYLIMPAHA OT METHINIPEAHH30N0H, MOXKE
Ja ce NogBd THpPEOTOKCHYHA nepuoaruHa napanusa (TTI).

[Tpu mauueHTH, JeKyBaHu C METUNNPEAHU3ONOH, H C MPU3HALM UK CHMIITOMH Ha MYCKYIHa C
0CODEHO MpH TAaKKUBA ¢ XUNEePTHPLONAHIBM, TPpAOBa aa ce nogo3upa TIIII.
[1pu cemuenue 3a TIII1 uezabaBuo TpabBa Aa ce 3anouHe NpocieagBaHe HA HUBATA Ha KAyl
U MOAXOAALIO JICYEHHE, 3a Ja Ce rapaHTHPa Bb3CTAHOBABAHE HA HOPMAJTHUTE HUBA HAa Kajy il




MeTabo1nu3BM M XpaHeHe

KopTuxocTeponanTe, BKIOYUTENHO METHINPEAHM3OIIOH, MOTAT Aa MOBULIAT KpbBHATA 3axap, Ja
BJIOLIAT CHIUESCTRYBAL AMabeT ¥ Aa NpeapasnoNoxKaT NaAUMEHTH Ha IPOIBIDKHTENHA
KOPTUKOCTEPOMIHA TEpANHUA KbM 3axapeH auader.

IIcHxuuHy epeKTH

[1pn ynoTpebara Ha KOPTHKOCTEPONIN MOraT Aa HACTBIAT ICHXUYHH HAPYIUEHUS, Bapupalliu oT
eydopns, bescvHue, NPOMEHH B HACTPOSHHETO, MPOMEHH Ha AMYHOCTTA M TEXKa IOENpecHs Ko
OTKPHTU NCUXOTHYHYU MPOABH. CILO Taka KOPTHKOCTEPOHAKTE MOTAT J1a BAOIIAT CHLIECTBYBAILA
CMOLIMOHANIHA HECTAOMTHOCT MITH CKJIOHHOCT KBM MCHXO03a.

[Ipn ynotpebata Ha cHCTeMHH KOPTHKOCTEPOHAM MOTaT Ja HACTBIAT MOTEHIHAIHO TEXKY
MCUXUATPUYHH HEXKENaHH peakLuu (BxK. Touka 4.8). CUMATOMUTE OGHKHOBEHO Ce MPOABABAT B
PaMKUTE Ha HAKOJIKO HH MM CEAMHULM CReR 3anoysaHe Ha fedeHueTo. [loBeyeTo peaxiuu
OTLUYMABAT WIH CIE HamManiBaHe Ha 103aTa, UK CJlel MPEKPATABAHE HA JIEYEHUETO, BBLIIPEKU ve
MO3KeE 1a € HeoOX0AMMO creliMpHUYHO NIeYeHHe.

[Ipn npekparaBaHe Ha NEYEHUETO C KOPTHKOCTEPORIH ce chOGIlABA 32 ICUXHYHU eheKTH, YeCTOTaTa
Ha Te€3U peakumu € HeudpecTHa. [launenTute/odrprxsaitiute Tpabea ga 6vaaT HackpyaBaHy Aa
TBPCAT MEIMLMHCKA NTOMOLU [IPH MORKBA HA NCHXUYHA CUMIITOMAaTHKA, 0cobeHO TpH NoJ03peHH 3
ACTPECHBHH CbCTOAHHMA MITH CYHUMAHH MHCIH. Ha natuenture/obrpuxsamure Tpabea aa 6bae
00BpHATO BHHMAHHE 33 Bb3MOXHHU [ICHXHYHN HAPYLIIEHMS, KOUTO MOTAT Ja ¢e MOSBAT MM NO BpeMe,
MM BE1HAra C/I¢/ MOHMXKaBaHe Ha 103aTa/CIUpaHe Ha TEPanuATa CbC CHCTEMHHM CTEPOMIM.

E¢exTH BLPXY HEPBHATA CHCTEMA
KopTukocreponaure tTpafsa Aa ce A3M0/13BaT ¢ NOBUIIEHO BHUMAHUE NPY NAUREHTH C IPHTATBLH.

KopTikocTeponaute TpabBa Aa ce U3NON3BAT C MOBULIEHO BHUMAHUE NPH NALMEHTH C MHACTEHHA
rpaBHC (BXK. CHLLO HHPOPMALMATA 32 MHONATHA B TOYKATA 338 MYCKYNHO-CKENETHU €EKTH).

Maxap ye KOHTPO/NIMpaH# KJIMHHYHY H3MUTBAHHUA Ca NToKas3aly, ue KOPTUKOCTEPOUAUTE ca €PeKTUBHU
[pH yCKOpABAHE HA OBNAAABAHETO HAa 00OCTPAHE PH MHOXKECTBEHA CKNEPO3a, T€ HE [TOKA3BAT, Ye
KOPTHKOCTEPOHAUTE NOBINABAT KpaHHUA U3XOA MIIH €CTECTBEHUA X04 Ha Oonectra. [IpoyuBanusra
CBC CUTYPHOCT YCTaHOBARBAT, Y€ 3a [MOy4YaBaHe HA 3HAYUM edekT ¢a HeoOX0AWMH OTHOCHTEJTHO
BHCOKH [03# KOPTHKOCTEepOUaHn (BX. Touka 4.2).

Fima cboOiennd 3a enuypainna IMNOMaTo3a Npy NaUKMeHTH, TPUeMatiln KOPTHKOCTEPOHAH,
0OMKHOBEHO NPH MPOABKUTENHE YoTpeba Ha BUCOKH J03H.

Ounu edextn

Koptukocrepouaure Tpabea a2 ce #3M0n3BaT BHUMATETHO NPH MALMEHTH C 0YEH XEeprec CHMIIEKC,
MmopaaM onmacHoCT 0T nepdopauuns Ha porosuuara.

IIpn cHCTEMHO M JTOKATHO MPUIIOXKEHHE HA KOPTUKOCTEPONIH €A Bb3MOXKHH ChOOLIEHHS 3a 3PUTENTHH
CMYLUEHHA. AKO NpY NMALMEHT ¢a HANKULE CHMIITOMHU KATO 3aMBIIIEHO 3PEHHME WIIH JPYTY 3pUTETHMU
CMYUIEHHA, NALUEHTHT TPAOBA Aa Obje HACOYEH 3a KOHCYNTaUUs ¢ OQTAIMOMOr 3a OLeHKA Ha
Bb3MOXHHTE NPUYMHH, KOMTO MOTAT [1a BKJIIOYBAT KaTapaKTa, [MlayKoMa MK peAKHU 3a60naBaHus Ka

OTJNCIIBAHC HA pCTHHATA,

[Npoawmxurennara ynorpeba Ha KOPTHKOCTEPOMANTE MOXKE a JOBeAe 10 38 HH CybKancyi
KaTapakTH W HYKJICApHU KaTapakTy (0Co0eHO NpH Aena), eK30(TanM WK NOBHILEHO BLTPEOD




HajAraHe, KOeTo MOXe Aa JOBeAe A0 riayKoMa ¢ Bb3MOXHO YBpe)xJaHe Ha OYHHTE HEPBH.
Pa3ByTHeTO Ha BTOpUYHA MbOHYHA UM BUPYCHA WHPEKLIMA Ha OKOTO MOXe CBILO Aa C€ YCHAH NpH
MalHEeHTH, NONYYABAIIH ITIOKOKOPTUKOUIH.

Crpaedrn edexTH

HexxenaHu NeKapCcTBEHK peakUHH Ha FRIOKOKOPTUKOMINTE BBPXY ChPACYHO-CHIOBATA CUCTEMA, KATO
AUCTUITHAEMUA U XHITEPTOHHUA, PY NpUiaraHe Ha BUCOKHM 11031 U NPOABIDKUTE/IEH KYPC Ha JIeYeHHE
MOrat Aa npeapasnonoXar NauHeHTH ChC ChLUECTBYBALLN ChbPAEYHO-CbAOBH PUCKOBH (DAKTOPH KbM
DONMBJIHUTENHH ChPASUHO-CBAOBH HexXenaHU peakuun. CpOTBETHO, NPUIIAraHeTo Ha
KOPTHKOCTEPOKAH TpAOBA J1a CTaBa BHUMATENHO NPU TAKHBA MALMEHTH U € HeoOX0UMO a ce HAacouM
BHUMaHUETO KbM MOAM(HLMPAHETO HA PHCKE M AONBAHUTENHO HabNoJeH e Ha ChpeyHAaTa
dyHKuUMS, aKO € HeoOxoanumo. Hucka no3a u antepHupalla Tepanya npes JeH MOKE Aa HaMaNaT
YECTOTAaTa Ha YCIOXKHEHUATE NTPK KOPTUKOCTEPOUIHO JIeYEHHE.

CucreMHHTe KOPTHKOCTEPOUAM TPAGBaA Aa C€ H3NON3BAT ¢ NOBUIUEHO BHHMAaHHE ¥ CAMO aKO € CTPOro
HEOOXO0/IMMO NPH CNyHan Ha 3acToiHA ChpAeYHa REAOCTATBYHOCT.

Cobaosm epekTH

CpoO1aBa ce 3a ossa Ha TpoM003a, BKITKOYUTETHO BEHO3EH TPOMBOEMOOIK3EM, IIPH NEYEHHE ¢
KopTHKOCTEpOHAH. [To Tazu NpUUHUHA KOpTHKOCTEpONANTE TPAOBA fa ce U3MO3BAT C MOBUILIEHO
BHHMaHME NpPH NaLKHEHTH, KOHTO UMAT HJIH MOXKE J1a Cca peaApa3fiooKEeHN KbM TpoMboeMOOINUHH
HapyLIeHHA.

KopTukocTeporanTe TpadBa Aa ce M3NON3BAT C MOBHIIEHO BHUMAHHE MPH MALHEHTH ¢ XUNEPTOHUA.
CromaliHO-4peBHHU e(heKTH
Bucokn 1034 KOPTHKOCTEPOUAN MOTAT A NPEeAM3IBUKAT OCTHD NAHKPEATHT.

Hama yHHBepCaleH KOHCEHCYC Ralld KOPTHKOCTEPOUAUTE CaMy no cebe cu npen3BUKBAT
MENTHYHHTE A3BH, YCTAHOBABAHH MO BPEME HA JIEYEHHUETO; BBIIPEKHU TOBA INTIOKOKOPTHKOCTEPOUAHATA
Tepanus MOXe a MACKMpa CUMNTOMMTE Ha TIENTHYHA A3Ba, Taka 4e nepdopauns Wi KpbBOU3IUB
MOI'aT Aa HacTBIAT 0€3 3Hauuma bonxa. [ TIOKOKOPTHKOMAHATA TEpanys MOXeE fa MACKHPA MePHTOHKT
WJIH JApYTH MpH3HALHK H CHMMOTOMH, CBBP3aHU CbC CTOMALUIHO-4PEBHH HapYLISHHSA, KaTo nepdopalims,
obcTpykuus unu nankpeatur. [Ipu kombunupane ¢ HCIIBC pucksT oT pa3BuTHE Ha CTOMAIHO-
YPEBHU A3BH C€ YBeNMHYara.

KopTukocteporaute TpabBa Aa ce U3non3Bar ¢ MOBUILIEHO BHUMAHHUE NPU HecnelundpuueH ynueposeH

KOJIMT, aKO CbLIECTBYBa BEPOATHOCT 3a 3acTpallasaiia nepdopaura, abecuec UM Apyra ndoreHHa
UHPEeKUUR, AHBEPTUKYJINT, CKOPOLUIHHN YPEBHU AHACTOMO3M UK aKTHBHA WY NaTEHTHA NEeNTUYHA

A3Ba.
XenaToOHIHAPHH eDeKTH

B peaku cnyuau ce cbobliaBa 3a xenaTtoOHIHAPHH HApYLUEHUs, NOBEYETO OT KOHTO ca 6unu
ofpaTHMH crnel cnupaxe Ha federueTo. [1o Tasu npuyuHa € HeoOXOQUMO COTBETHO NPOCIieIABaHe.

MYCKY/IHO-CKeJeTHH edexTH

HaH-4€CTO NPHU NaLUEHTH ¢ HapyIUEHUA Ha HEBPO-MYCKYITHATa TPAHCMHCHA (HANp. MHACTEH S
rpaBUC) WM OpH MALMEHTH, NTPUEMally CbIIbTCTBALILA Tepanysa ¢ HeBpO-MYCKYIHH 610KkepH (H
MaHKYpOHuYM). Tasu ocTpa MUOMATHS € reHepalM3npaHa, MOXXe [a BKJIIOUBA OYHH U PECTTUP
MYCKY/IH U MOXeE [a JOBeAe A0 KBaapunape3a. Moxe a HaCThIK NOKa4YBaHE HA KpeaTHHHH




Knuundno nonoGpenue i Bu3CTAHOBABAHE Cliel] CIXPAHE HA ICYEHNETO MOXKE A3 HIMCKBA ceIMHULIM
OO0 IofAUHHY,

OcToeonopos3ara e 4ecTa, HO HEYECTO Pa3NO3HABAHA HEXeNaHa PeaKLus, CBBp3aHa C
NpoAb/DKUTENHATA y10Tpeda Ha BUCOKH 103H 'IKOKOKOPTHKOHUIM.

Hapyuwetnst na 6b6peuture H nHKOYHUTE NBTHINA

Heo0xo0a1Mo e noBullteHO BHUMAHKE NPH NALMEHTHTE ¢bC CHCTEMHA CK/I€pO3a, Tbit KATO Ce
HaOn110/1aBa NOBHUIEHA YECTOTA Ha CKIEPOAepPMUYHa Gu6peuna kpu3a npH JleueHue c
KOPTHKOCTEPOUAH, BKITFOHHTEIHO METHIIMPE RHU3OJIOH.

KopTukocTeponaute Tpa6sa Aa ce H3MON3BAT ¢ MOBUIIEHO BHUMAHHE TIPH NALMEHTH C 6u6peuna
HEAOCTATBYHOCT,

Hicaenpanus

CpeaHy MK BUCOKM JO3H XMAPOKOPTH3IOH HIH KOPTU3OH Morar /a [peAH3BHKAT MOKA4YBaHe Ha
KPLBHOTO HANIAraHe, 3aApbiKka Ha COJl i BOAA ¥ NOBHLLIEHA eKCKpeuus Ha kannit. Tesu edextn e mo-
MAJIKO BEPOATHO A3 HACTHNAT NPU CHHTETHYHH NPOU3BOAHH, € U3KITIOUEHHE HA CIYYaHTe, B KOUTO Ce
H3I013BaT BUCOKK A03U. Moxe 1a ce HanoXKH orpaHHYaBaHe Ha MpHeMa Ha coJl H J06aBbueH npHeM
Ha Kaini. BCHYKH KOPTHKOCTEPOHAM NMOBHILABAT EKCKPELMATA HA KAUMIl,

HapaHsARaHHS, 0TPABAHMSA H YCIOKHEHHS, BB3HUKHANY B Pe3yATAT HA HHTePBeHLHM

CHCTEMHUTE KOPTUKOCTEPOUAH He Ca IOKa3aHH M C/IeJI0BATENHO He TpAOBA [a Ce M3MON3BaT 32
NEYEHHE HA TPABMATHYHO MO3bYHO HapaHsBaHe. EQHO MHOTOUEHTPOBO NIPOYyYBaHE € YCTAHOBHIIO
NOBHILUEHA CMBbPTHOCT Ha 2-pa ceAMMLA U 6-Us MeCel| Cle/l HapaHABaHE NIPH MALKMEHTH, Ha KOUTO €
MPUIOXKEH METUINIPEAHNU3ONOH HATPHEB CYKIIMHAT, B CpaBHeHHE ¢ nnauebo. He e ycTaHoBeHa
NPUYMHHO-CNIEACTBEHA BPB3KA C JIEYEHHETO € METHANPERHH3OIOH HATPUEB CYKUNHAT.

Apyru

TBi KaTO YCNOXKHEHHATA OT NEYEHHETO C MNIIOKOKOPTHKOUIN Ca 3aBUCKMH OT MONIEMUHATA Ha O34T H
MPOAB/DKHTENHOCTTA HA IEYEHHETO, 3a BCEKH OTAENEH ciiy4al Tpa6Ba Ja ce BieMe pellieHue 3a 103aTa
W NPOABIDKHTENHOCTTA Ha TepanuATa U Jaau Aa ce U3NOoJI3Ba exXeHEBHA UK aJTEPHUPAILA Tepanns
Bb3 OCHOBA HA OTHOLIEHHUETO [ON3a/pPUCK.

Tpsbsa aa ce uanon3sa BL3IMOXKHO HaH-HUCKATA J03a KOPTHKOCTEPOU 34 OBNaAABAHE Ha
CbOTBETHOTO CECTOAHHE, 8 KOraTo € Bb3MOXHO HaManfiBaHe Ha 03aTa, TO TpAbBa Ja cTaBa
MOCTEIEHHO.

EanoBpemMeHHOTO npunoxkenne ¢ CYP3A uuxubutopH, BKIIOUMTENHO KOGHLIKHCTAT-ChABPIKALLHN
MpOAYKTH, CE OYAKBA Aa NOBUIIN PHCKA OT CUCTEMHH HEXeNaHHW peakUuH. Takasa koMOuHaLMs
TpAbBa fa ce u30Area, OCBEH aKo Mon3ara HaAXBbPAA MOBUILEHUS PUCK OT CHCTEMHH
KOPTHKOCTEPOUHHU HEXENaHH peakLHH, NPH KOETO nauxeHTHTe TpAOBA Aa 6bAAT NpocneasBaHy 3a
CUCTEMHH KOPTHKOCTEPOUIHHU HEXeNaHH peakuuy (Bx. Touka 4.5).

ACNHPHH H HECTEPOHUIHH NIPOTHBOBBLINAJIUTENHH CPEACTBa TPAOBa J1a ce U3NON3BAT BHUMATETHO B
ChYeTaHUE C KOPTUKOCTEPOHIH.

CrobuiaBa ce 3a peoXpOMOUMTOMHA KPH3a CNeR NPHII0KEHHE HA CHCTEMHH KOPTHKOCTEPOMIH,

Mocke 1a Obae ¢aranHa. KopTukocTeponan Tpabsa na ce npuarat Ha NauMeHTH ¢ NoJ03H1pa
yCTaHOBEH QeOXpOMOLHTOM CAMO Clie] CbOTBETHA OLIEHKA Ha CHOTHOLIEHHETO PACK/TON3A.

[lo BpeMe Ha NOCTMAPKETHHIOBHA OMUT HMA CbOOLIEHHUS 33 CHHAPOM Ha TyMopeH nu3uc (T
NaLHEHTH CBC 3T0KaYeCTBEHH 3a00NABaAHHR, BKIIOYHTEIHO XEMATOJOTMYHH 3/I0KAYECTBEHH




3abonsBaHNUA W CONUIHH TYMOPH, C/IEA ynoTpebaTa Ha CUCTEMHH KOPTUKOCTEPOUAM CAMOCTOATETHO
WITH B KOMOMHALMS ¢ ApYTH XKMHOTEpaneBTHYHH cpencTsa. [aumMeHTH ¢ Bucok prck ot TLS, kaTo
MALUHEHTH C TYMOPH, KOUTO KMAaT BUCOKA CTEMEH Ha Npoauepaius, ¢ BACOK TYMOPEH TOBAp U BUCOKA
4YBCTBUTEIHOCT KbM LIMTOTOKCHYHH CPEeACTBa, TPAOBA fa ce HabmoaaBaT BHUMATENHO U TpaGBa aa ce
B3eMaT MOAXOAALIN MPeAnasHN MEPKH.

[leauaTpuyHa nonyaauus

PacTeXc»T U pPa3sBUTUETO NPH KbPMAYETa U AeUa, MO/N0KEHH HA NPOIL/KMTENHA KOPTHKOCTEPOUIHA
Tepanud, TpabBa ga 6baatT BHUMaTeNHO HabnoaaBaHHu.

PacTexbT npu Aeua, noay4asaiiy MOKOKOPTHKOUIHA Tepamus MPoAb/KHTENHO BpeMe B THEBHA
A03a, pa3aesieHa B HAKO/IKO NpHeMa, Moxe Ja 6bie MOTHCHAT U MPHUIAraHeTo Ha Ta3H J030Ba cxema
TpsAGBa Aa OBJE OrpaHM4eHO A0 Hafi-CNELIHNUTE NOKa3aHNA. ANTepHUPAILATA TEPANUs NPe3 AeH C
FMIOKOKOPTUKOWA OOUKHOBEHO NMPEeN0TBPATABA HITH MUHUMHU3HPA Ta3H HEXENaHa peaki(us (Bx.
Touka 4.2).

KbpMaueTa 1 lena Ha NPOABLIKUTENHA KOPTUKOCTEPOHUAHA TEPANKS ¢a ¢ 0COGEHO BUCOK PHCK OT
[TOBUIIEHO BBTPEUEPENHO HaNsArage.

BHCOKM 103K KOPTHKOCTEPOHAH MOXKE Aa MPHYUHAT NaHKpeaTHT NpU Aeua.

Bcesaka Tabnetka cbhibpxa 80 mg nakrosa MmoHoxuapat. [launueHTH ¢ peiku HaceACTBEHH npobnemu
Ha rajakTo3Ha HeMOHOCUMOCT, Lapp nakraseH neUMUMT UK IMIOKO30-TalaKTO3Ha Matabcopbius He
Tpa0Ba Ja NpHeMaT TOBa 1EKAPCTRO,

Beaka Tabnetka cbabpxka 1,5 mg 3axaposa. [lauuenTu ¢ peky HacneACTBEHH npobneMu Ha
HEMMOHOCUMOCT KbM (pyKTO3a, NIOKO030-rajJakTO3Ha ManabcopOLUa UM CyKpa3a-H30MasTasHa
HEAOCTaTLYHOCT He TpabBa ga MpHeMaT TORA JIeKapCTBO.

4.5 BianmojaelicTBHe ¢ APYrH JeKAPCTBEHH NMPOAYKTR U ApYrd GopMu Ha B3auMoaeiicTBHe

MeTtunnpeaHu30n0H e cyocTpar Ha unToxpoM P450 (CYP) enanmHara cucteMa v ce Metabonusupa
ocHoBHO 4pe3 CYP3A4. CYP3A4 e nomunupaliuat ensum ot CYP uepHoapoGHa noarpyna npu
xopa. Toli xaranusupa 6B-XUAPOKCHINPAHETO HA CTEPOUMINTE, OCHOBHATA MeTabOJUTHA CTBIIKA Ha
daza I, KaxTo 33 eHJOreHHMTe, TAKA M 38 CHHTETHYHUTE KOPTUKOCTEpPOUAH. MHOro apyry BeulecTra
cbllo ca cyocTpaTH Ha CYP3 A4, KaTo 3a HIKOM OT TAX (KAKTO M ZPYTH JE€KapcTsa) € YCTAHOBEHO, Ye
NPOMEHAT [JIIOKOKOPTHKOUAHHUS METAOONMN3IBM Ype3 HHAYKUHUS (Bb3X0AALA peryanui) Uiy
uHxubupane Ha CYP3A4.

Nuxubnropu Ha CYP3A4 — nekapcTBa, KOUTO HHXUOHpaT akTHBHOCTTa HAa CYP3 A4, 06HKHOBEHO
MOHKHXKABAT YEPHOAPOOHUS KIUPBLHC M NOBULLABAT MJIa3MEHATa KOHUEHTpAL WS Ha fIeKapcTBaTa-
cyOcTpaTu Ha CYP3A4, kato HanpuMep MetuianpeaHu3onod. B npucscreueTo Ha CYP3A4
HHXUOUTOP, MOXKE Ja e HeobXOAUMO TUTPUPAHE HA NO3UPOBKATA HA METHINPEAHH30JIOHN, 32 ka ce
n30erHe CTEpoOHUHA TOKCUYHOCT.,

Unayxropu ra CYP3A4 — nekapcrea, KOUTO HHAYUMpAT akTHBHOCTTA Ha CYP3 A4, 06ukHOBEHO
MOBMILABAT YEPHOAPOOHHSA KIIHPBHC, KOETO BOAM A0 MOHHXEHA NNa3MEeHA KOHUEHTPaUHd Ha

nexapctBara-cybctpaty Ha CYP3A4. EAHOBpeMeHHOTO MM MpHaraHe MoXe J1a M3HCKBa NOBH
Ha JO3WPOBKATA HA METU/MPEAHU3ON0H, 34 A Ce NMOCTUTHE KETaHUA pe3y/ITar.

Cyberpatu Ha CYP3 A4 — B npucheTeUeTo Ha Apyr cybeTpar Ha CYP3 A4, uepnoapo
Ha METHNIPEAHH3IONOH MOXe Ja Oble NOoBNUAH, kaTo TpaOBa a ce HanpassT HeobXx
KOpeKUHY. BE3MOXKHO € HeXe/TaKUTe peakU Uy, CBbpP3aHH CbC CAMOCTOATENHOTO MPH
BCAKO €HO OT NeKApCTBATA, Ja C€ NPOABAT C M0-roNAMa BEpOATHOCT NMPH €HOBPEM
IPUIOXKEHHE.
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EdekTu, xouto He ca Meaunpann ot CYP3A4 — apyru B3auMoaeiicTBIs 1 e(peKTH, HACTBNBALIY NTPH
METHJINPENHHU3ONOH, ¢a onHcaHn B Tabnnua 1 mo-aony.

B Tabnuua | e npeactaBeH cnUChK ¥ ONHCAHHE HA Hal-YeCTHTE W/HAKM KIMHHYHO 3HAYHMHU
JACKAPCTBEHH BIAHMOAECHCTBHA MM epeKTH ¢ METHIINIPEAHHUIONOH.

Tabauua 1. Baxkuu rekapcTBeHH U APYTH B3aUMOJEiiCTBHS/edeKTH ¢ METHJIpeAHH30./I0H

JlekapeTBeH Kaac WK THN
- JIekapcTBO MK cyGcTaHing

BiaumopeiicTBHe Hau edexr

AHTHOAaKTEepHANTHU NPOAYKTH

CYP3A4 nuxuburop. B nonmsnHenne kbM MeTHNNPEIHH30NOH

- U3onuasua MOXE Ja YBEMUYH CKOPOCTTA Ha alleTHAUPaHe U KNHpbHCa Ha
HU30HUA3UA.
AHTHOHMOTHLY, Unayktop Ha CYP3A4
NPOTHBOTYOEPKYO3HH MPOAYKTH
- PUudpaMnuy

AHTHKOArynaHTH (MepopaiHH)

E¢exThT Ha METUNNIPERHU3ONOH BBPXY NEPOPATHUTE
aHTUKOArynaHTy ¢ Bapnabuned. Mima cpobuienns 3a sacuneny,
KaKTo K 3a oTcia0eHH eekTH Ha aHTUKOAryNaHTHTE MpPH
CAHOBPEMEHHO NpHJIaraHe ¢ KOpTUkocTepouau. o Tasu
NPUMHUHA KOAryallMOHHUAT UHAEeKC TpAOBa aa 6bie
MpOC/€AABAH 32 NOALLPIKAHE HaA XKeJlaHUTe aHTUKOAry/1aHTHU
e(eKTH.

AHTHKOHBYJICAHTH Muayxrop (n cyberpar) na CYP3A4
- KapbamasenuH

AHTUKOHBYJICAHTH HMuaykropu Ha CYP3A4
- ®enobapburan
- DEHUTOUH

AHTHUXOJIMHEPrUYHH MPOJYKTH
- HeBpoMyckynHu 6nokepu

Koprukxocteponaure Morar a NoBAUSAT ediekTa Ha
AHTHXOJNIMHEPrUYHUTE EKAPCTBEHH NPOAYKTH.

1) Crobiasa ce 3a ocTpa MMONATHSA TPYU €AHOBPEMEHHO
MpUiaraHe Ha BUCOKH J03U KOPTUKOCTEPOUIH U
AHTHXOJIMHEPrHYHH JIEKAPCTBEHY MPOJdYKTH, KATO HaMp.
HeBPOMYCKYJIHH On0KkepH (B:K. Touka 4.4).

2) Ilpn nauvieHTH, npUeMatliy KOpTUKOCTEPOUAHM, ce ¢hOOIIaRa
332 aHTarOHU3bM Ha HEBPOMYCKYIHHUTE O10KMpally eBeKTH Ha
MaHKYpOHUH U BEeKYpOHH. ToBa B3aUMOJelCTBHE MOXE Aa Ce
O4aKBa MpH BCUYKH KOMIIETHTHBHH HEBPOMYCKYJIHHU 0/10KepH.

AHTHXONUHECTEPA3HU MPOAYKTH

Crepouaure MOXe Ja oTcnadaT epeKTHTE Ha
AHTUXOJHHECTEPA3HHTE CPEACTBA IPH MHACTEHMS IPABKC.

AHTHAHA0ETHH NPOAYKTH

Toit KaTO KOPTUKOCTEPOUANTE MOXKE [a MOBHILAT CTOHHOCTUTE
Ha KpBbBHATA 3aXap, MOXKe Ja e Ha0XH KOpeKUUA Ha 4o3aTa
Ha aHTHAHA0ETHHTE NPORYKTH.

AHTHUEeMETHUUHN
- ATIpenUTaHT

- PocanpenuTaHT

Muxuburopu (1 cybctpat) Ha CYP3A4

[IpoTuBOrsbUYHM
- UTpakoHa3on
- KeTokoHazon

Huxnbutopu (1 cybctparn) Ha CYP3A4
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JIekapcTBeH Kiac uan TMN
- JIekapcTBO MM CYOCTaHIHSA

BiaumopgeticTeue nau edexr

IlpoTHBOBUpYCHH
- HIV-nporeazun nuxuburopu

CYP3A4 unxubutopu (4 cybeTpaTi)

1) IIporeazun nHxubutopy, KaTo MHANHABHP M PUTOHABHD,
MOTAT Jia MOBULIAT IUTA3MEHUTE KOHLIEHTpaLHH Ha
KOPTHKOCTEPOUAUTE.

2) KopTikocTeponanTe Moxke Ja MHAyLUUpat MeTabonniMa Ha
HIV-nporeasnute uuxubutopu, Koeto aa goseae 5o
MOHMXEHH M71a3MEHU KOHUEHTPALHH.

DapMakOXMHETHYHU €HXAHCEpH CYP3A4 nuxubutopy
- Kobuuucrar

Apomartaznu MHXUOUTOpH MnayuupaHa oT aMHHOrnyTeTUMUA HanOwuOpeuHa cynpecus
- AMUHOTTTYTETUMHUA MOXce na 060CTpU eHAOKPHHHHU NPOMEHH, NPUYUHEHH OT

MPOABIEKUTEIHO IMTIOKOKOPTHKOHAHO JIEUeHHE.,

KaniueBu aHTAaroHUCTH

Nuxubnrop (u cybcTpar) Ha CYP3A4

- JluntuaseMm
KoHTpauenTusy (fepopanHu) Muxuburop (1 cybctpat) Ha CYP3A4
- ETununectpaguon/
HOPETHHAPOH
- Cok ot rpeHngpyt Muxubutop Ha CYP3A4
HMyHOCYnpecaHTH Muxubutop (1 cyberpar) Ha CYP3A4
- LinxnocnopuH [) B3aumHO nnxubupaxe Ha merabonuima ce Habmoaasa npy
€THOBPEMEHHO MPUIIOXKEHNE HA LIUKNOCTIOPHH U
METHANPEIHU3ONOH, KATO TOBA MOXKE Ja AOBeae J10
MOBHLIABAHE Ha NJa3MeHaTa KOHLUEHTpallUiA 1 Ha [IBETE
NekapcTBa. BhiMOXHO € HeXeNnaHuTe peakluy, CBbP3aHy CbC
CaMOCTOATENHOTO MPUIOKEHHE Ha BCAKO €IHO OT JIEKAPCTRATA,
Aa ce MPOSBAT € MO-rOMAMA BEPOATHOCT NIPHU €AHOBPEMEHHO
NPpUNOXKEHHE. |
2) Ilpn enHOBpEMEHHO NpUJIaraHe Ha METUIINPEIHH30MO0H H
LUHMKIOCMIOPHH ¢ ¢bob11aBa 3a fosBa Ha I'bPUOBE.
HNMyRocynpecadTu Cybctparu Ha CYP3A4
- Lluknogochamny
- Takpoaumyc
MakponuaHn aHTUHOUOTHLIM HMuxuburopu (v cybetpatu) Ha CYP3A4
- Kr1apuTpOMULMH
- EpUTpOMHLIMH
Makponuaau aHTHOHOTHLM Huxubutop Ha CYP3A4
- TponeaHAOMHULKMH
HCTBC (HecTepouaHU 1) Moxe aa ce HabnionaBa nOBHIIIEHA YeCTOTa Ha ractTpo-
NPOTHBOBBINAJIUTENHM WHTECTHHANHO KbPBEHE W ynuepaurnH, KoraTo

NEKApPCTBEHH CpeICTBa)
- BUCOKH J03M ACMUPHH
(ALUETUNICAUTHLMNORA KUCEIMHA)

KOPTUKOCTEPOUAUTE ce npuiiarar eaHoBpeMeHHo ¢ HCIIBC.
2) MeTuanpeaHu3onoR MoXe Na NOBULUKM KIIHpbHCA HA BUCOKH
IO3H aCNHPHH, KOETO MOXE a RoBeJe A0 [NOHWXEHU CEPYMHHU
HMBA HA canuuuiaTH. CIIUPAHETO HA IEYEHHUETO C
METUINPEAHH3O0NOH MOXKe Ja JOBEAE A0 NOBUILIEHU CEPYMHH
HMBa Ha CATHLIMIATH, KoeTo 61 MOrfo Ja AoBeae 10 NOBHULIEH
PUCK OT CATMIUIATHA TOKCUYHOCT.

[TpoaykTH, HaMaTABALUM
KOTHYECTBOTO Ha KaNUa

Koraro KOpTHKOCTEPOHAUTE C€ IPUNaraT €4HOBPEMEHHO C
Kanui W3deprnBaily npoayKTH (Hanp. AUYPETHLHN), RARWCHTHT
TpAOBa Ja ce HabnloaaBaT BHHMATENHO 3a pa3s W
XunokandeMus. Mima noBulleH pHCK OT XHUITOKA
e/1HOBPEMEHHO MPHI0KEHHUE HA KOPTUKOCTE] !
aMpoTepyuunH B, kcaHTHHH ¥nu 6eTa2 aroHy
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4.6 QepTHAUTET, GPEMEHHOCT H KLPMeEHE

BpemenHocT

Hskou npoy4BaHus MpY XKHUBOTHH [TOKA3BAT, Y€ KOPTUKOCTEPONINTE, IPUIOKEHH HA MANKATA BbB
BUCOKH 1034, MOraT 1a NPUYMHAT ManogopMauKH Ha nioja. Benpeky ToBa KOPTHKOCTEPOHANTE
U3rNeHa HE NPpHYUHABAT BPOJEHH aHOMAJIMH, KOTaTo ce Npunarat npu GpeMeHHH.

Tbi kaTo He Ca NpoBeXKJaHM CHOTBETHH PENPOAYKTHBHU NPOYYBAHHA ¢ METHAIIPE IHU3O0/IOH npu
X0pa, TO3U NEKapCTBEH NPOAYKT TpAOBa Na ce U3NoN3Ba No BpeMe Ha GPEMEHHOCT caMo ¢l
BHUMATENTHA OLEHKA Ha CHOTHOLISHHETO MOJ3a/PHCK 3a MaiikaTa U 3a noaa.

Hskou KOPTHKOCTEPOUH JIECHO NPEMHHABAT Npe3 niaueHTara. EQHO peTpocneKTHBHO Npoy4BaHe
OTKpHBA NOBHLICHA 4€CTOTA HA KbPMAYeTa ¢ [10-HHCKO TErJIO, pOAEHH OT MalKy, NpHeManu
kopTHKOCTepouau. [Ipy xopa pUCKBT OT HUCKO POHITHO TEFNO H3TIIEKAA € A0303aBHCHM M MOXE A
Obze ceeseH 20 MHHMMYM Ype3 NpeANMUCBaHe HAa MO-HUCKH J03M KOPTHKOCTeponan. KspMauera,
POACHK OT MaHKH, KOUTO Ca NPHEMANH 3HAYUTENHH J03H KOPTHKOCTEPOUAIM 110 BPEME Ha
OpemMeHHOCTTa, Tps6Ba Aa 6baaT BHHMATENHO HaBMIOABaHK W OLEHABAHY 3a Genean Ha HanGBOpeuHa
HEAOCTAaTBYHOCT, BBIIPEKH e HaabbLOpeuHaTa HEAOCTATEYHOCT MPH HOBOPOAEHH CE NPOABABRA PAAKO
NPH KbpMa4eTa, HINOXKEHH i1 ufero Ha KOPTUKOCTEPOUIH.

Hsma u3BecTHH eexTH Ha KOPTMKOCTEPOHAMTE BbPXY POJOBATA AEHHOCT ¥ H3rOHBAHETO Ha MIOMA.

HabntonaBaHu ca KaTapakTy Npy KbpMayeTa, POAEHH OT MaHKH, NMOAN0KEHH HA NPOLBIKHTEHO
JICHCHHUE ¢ KOPTHKOCTEPOUIH MO BpeMe HA OpeMEeHHOCTTa.

KbpMeHe
Koprukocrepounure npeMHHaBar B KbpMarTa. KopTtukocrepouaure, npeMHHanNy B KbpMAara, Morar Aa

MOTHCHAT PACcTEeXa 1 Ja MOBIUAAT HA EHAOICHHATa IMIOKOKOPTUKOMIHA NPOAYKIHA NPU KbpMaYeTaTa.

To3M NekapcTBEH NpOAYKT TpsAGBa Aa ce M3NON3BA MO BpeMe Ha KbPMEHE CaMO clell BHUMATe Ha
OLEHKA HA CbOTHOUICHHETO MON3a/PUCK 3a MalikaTa U 33 KbpMAueTo.

DPepTUIUTeT
FIMa n1aHHU OT NpOY4BaHUSA MPH KMBOTHHM, KOUTO MOKA3BaT, Y€ KOPTHKOCTEPOMANTE YBpEXIaT
dbepTunuTeTa (BXK. TOUKa 5.3).

4.7 Ed¢exTn BLpxy cnocofHocTTa 32 Inopupane v paboTa ¢ MalIMHHA

EdexTuTe Ha KOPTHKOCTEPOUANTE BbpXy cOCOOHOCTTA 32 wodupaHe iy paboTa ¢ MaLLIMHY He ¢a
Ounu CHCTEMATHYHO oUueHABaHN. HexxenaHu nekapcTBeHH peakliny KaTo 3aMaiiBaHe, BEpTUTO,
3PUTETHH CMYLEHHA U yMOpa Ca Bb3MOXKHH ClIe] JIeUeHHE ¢ KOPTHKOCTEPOUAHN. AKO Ca 3acernary,
nauMeHTHTE He TpAOBa Aa WoQHUpaT U Aa paboTAT ¢ MALUMHH.

4.8 HexenaHu aekapcTBeHN peakuHH

Cucremo-opraHe KJIac C HeM3BeCTHA 4eCTOTA
OT HATMYHHTE JAHHH He MOXe 2 (bJe HaMpaBeHa OleHKa)
Hudexkuuu 1 uHdecTannuu OnopTionucTHYHA HHPEKUNA, UHPEeKUHA, NeEPUTOHUT'

HapymeHnus Ha KpLBTA H JlekouuTO3a
AUMOHATA CHCTEeMa _
HapyumieHHs HA UMYHHATA JlekapcTBEHa CBPbX4YyBCTBHTETHOCT, aHaDUnaxTHUHA P

CHCTEMA | aHadunakTOMAHA peakLus Y
HapyuieHus Ha KblunHrous, XMnotanamo-xunobusHa-Han6s6pe ﬁ' g,
eHJOKPHHHATA CHCTEMA CHHJPOM Ha CTEPOHIHO OTHEMAHE / e 0\
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CucTreMo-opraHen kaac

C HeH3BeCTHA HeCTOTA

go'r HAJHYHHTE JAHHHU He MoXe aa Obae HanpaBeHa OlleHKa)

Hapyiienus Ha
mMeTab0aH3Ma ¥ XpaHeHeTo

IICHXHYHH HAPYLUCeHNH

Ha TCrio l

MeTtabonuTHa auua03a, enuaypanHa JIMNOMaTo3a, 3aApbKKa Ha
HaTpHH, 3a0pbiKKa HA TEYHOCTH, XUIIOKANMEMHYHA alTKas103a,
ONCINNHACMHUA, HAPYLIEH TIIOKO3E€H TONEPAHC, NOBHILEHA HY X2 OT
UHCYJIMH (HIY NEPOpanHH XHMIOMJIMKEMHYHH CpeacTBa npu auabdetTHux),
JTHMOMATO3&, NOBULICH ANMETUT (KOWTO MOXe 1a AO0BeJe 40 HaJJaBaHe

A(eKTHBHO pascTPOHCTBO (BKIIOUNTEIHO AenpecHs, eyhopus,
apexTHBHA nabUNHOCT, NekapcTBEHA 3aBUCHMMOCT, CYHUMAHNY MHCIH),
MCHXOTHYHO PA3CTPOHCTBO (BKAIOUUTEIHO MaHUS, JeN03NH,
XAJIFIOUMHALUYE H K30 PpeHUs ), ICUXOTHYHO NMOBEREHHE, MEHTAJTHO
pa3CTPOACTBO, NHYHOCTHY NPOMEHH, 00BPKBaHE, TPEBOXHOCT,
MPOMEHH B HACTPOCHHETO, aDHOPMHO NOBeJeHHE, Be3chHue,

pa3Apa3HHTENHOCT

HapyuieHun Ha HepBHATA
CHCTEMA

Hapyuienus Ha ounTe

Hapymenus Ha YXOTO H
NabHpHHTA

e

3pEHNE (BX. CHLIO TOYKA 4.42

[ToBuLIEHO BbTPEYEpENnHO HANAraHe (¢ OTOK Ha manunaTa
[nobpokavuecTBEHa HHTPaKpaHHANHA XHIIEPTOHHUSA]), FbPUOBE, AMHE3HS,
KOrHHTHBHO HapylueHue, 3aMagsHOCT, rnasobonmue

XOpHOPETHHONATHA, KaTapaxTa, rnaykoma, ek30TaiM, 3aMbrieHo

BepTuro

Chpaeun HapyuieHus

3acroiina ChpAeyHa HENOCTATHYHOCT (MPH NMpeapa3noNoKeHu

MalUeHTH)

l TpoMbOOTHUHH HHUMACHTH, XUNEPTOHHA, XHITOTOHHS, 3a4epBIBaHeE

C1b10BH HApYIIEHHA _
I PecniupaTopHH, rpbAHH H
MEeAHACTHHAJIHH
HAPYIIEHHS

benoxpoben emb0onu3bM, XbALIAHE

i

CroManino-upeBHH
HApYLLIEHHS

[lenTH4Ha 23Ba (C BL3MOXHA nepdopaumsa Ha NenTHYHa A38a |
KPBbBOH3NUB OT NENTHYHA A3Ba), YpeBHA nepdopaLus, CToMatleH
KPbBOU3NHUB, MAHKPEATHT, YILIEPO3€EH e30]arurt, esodaruT, noaysaune
Ha Kopema, KopeMHa fonka, AKapus, AKCHencus, rajeHe

XenatoOuavapuu
HApYILIEHHA

: —
[loBuLIIaBaHE Ha YepHOAPOOHUTE eH3MMH (anaHUH aMUHOTpaHcdepasa,

acraprarT dAMUHO !:E&HCQEE&S&!

Hapyurenus Ha KoxaTa H
NOAKOXHATA ThkKaH

AHrHOeaeM, XUP3YTH3bM, ETEXHH, EKXUMO3a, KOXKHA aTpodu,
EpUTEMA, XUMEPXHUPO3a, CTPHH 110 KOKATA, 00pus, cvpbex,
TUKAPUA, AKHE

Hapymenuns Ha MyCKyJaIHO-
CKeJIETHATA CHCTEMA H
CheAHHHTEJIHATA THKaH

MyckynHa cnabocT, MHanrus, MMONaTHA, MyCKY/Ha aTpodius,
OCTe0Nnopo3a, OCTEOHEKPO3a, NAaTONOrHYHA PpakTypa, HEBPOIIaTHa

apTpoNarTHd, apTpairus, sabaesHe Ha pactexa

Hapyuienns Ha
BL3MPOU3BOAHTEIHATA
| CHCTEMa H I'bpAATA

HepeaoBHa MEHCTpyaLIUA

$ L

O6mu HapyweHus H
etheKTH HAa MACTOTO HA
NpHI0KEHHE

HapylueHo 3a3apaBaBane Ha paHy, nepudepeH OTOK, yMopa,
HEepasIoJ0XKEHHE

HicaeaBaHHusA

[loBuiLIEHO BLTPEOYHO HAJIArAHE, MIOHUKEH BbIIIEXHAPATEH TONEPAHC,
IMOHUIKEH KanWi B KPbBTA, MOBULLIEH Kanuui B ypHUHATA, MOBUILIEHH
CTOMHOCTH Ha ankaiHa ¢ocdarasa B KpbBTa, [NOBHILCHA VDD KPBETA,

HapaugaBanus, 0TpaBaHuA
H YCJIO0KHCHHA,
Bbh3HHUKHAJH B PE3YyJITAT Ha

HHTCPBCHLIHH

MOTUCKAHE HA peakLUHTe KbM KOXHHU TecToBe™ m

CrnuHagHa KOMNpecHoHHa PpaKkTypa, pynTypa He R
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CuctTeMo-opraHen Kaac C HeniBecTHA 4eCcTOTA o
OT HAJHYHUTE JAHHH He MoXKe a ObAe HANPAREHA OLEHKA)

* He e npeanounran MedDRA TepmuH
' TTepHTOHHTLT MoXe A1a 6bae MbPBK NPHU3HAK WIH CHMIATOM Ha CTOMALUHO-YPEBHO HAPYILUEHME, KATO nepdopalus,

00CTpYKUMA MNH NaHKpeaTHT (BX. Touka 4.4).

T d

CobobuiaBade Ha NOO3UPAHK HEXETAHH PeaKIIHH

C100611aBaHETO HA NTOAO3MPAHH HEXENAHU PeaklMu Clie] pa3periaBaHe 3a ynoTpeba Ha nekapcTBeHus
MPOAYKT € BaXXHO. ToBa NO3BONABA /1a MPOABIKH HAGMOAEHHETO HA CHOTHOLIEHHETO NON3A/PHCK 32
NeXapcTBEHUA MpOAYKT. OT MEAUUHMHCKUTE CIELUANHCTH C€ H3UCKBA Ha ¢hoO1IaBaT BeAKa

MOJ03MpaHa Hexenana peakius Ypes M3mbnHuTeNHa areHIua Mo exapcTsara, yi. ,,Jlamau [pyes”
Ne 8, 1303 Cogus, Ten. +359 2 8903 417, ye6ceaiit: www.bda.bg,

4.9 IlpexosupaHe
HsaMa knHHWYEH CHHAPOM 32 OCTPO Npeao3HpaHe ¢ KOPTHKOCTEPOMIM.

CbobuwieHnATa 32 OCTpa TOKCHYHOCT W/HIH CMBDT CNEL NPeA03UpaHe HA KOPTHKOCTEPOUINUTE Ca

peakd. B cnydail Ha npeaosupaune He € HaMYeH cneuudrueH aHTHAOT; EYEHHETO € MOABPIKALLO U
CUMITTOMATHYHO,

MeTunnpeaHu30/10H OANEKH Ha AHan3a.

5. ®APMAKOJIOTHYHU CBOHCTBA
5.1 <dapMakoINHAMHYHM CBOIiCTBA

(PapMakoTepaneBTHYHA rpyna: KopTHKOCTEpOUAM 3a CHCTEMHO TIpHUAOKEHHE, CaMOCTORTeNHO, ATC
kon: HIZABO4,

MeTuanpesHHu3oNoH € MOILIEH NPOTHBOBB3NANHUTENEH cTepona. Toit uMa no-rojsima
MPOTHBOBL3NATUTE/IHA CHIIA OT NIPEAHMU3O0/I0H U NO-MANKO CKJIOHHOCT OT NPEJHU30/0H A3 HHAYLIMPA
38/pbKKa Ha HATpUH U Boaa. OTHOCHTENHATA CMIa HA METUINPEAHU30/I0H CNPAMO XUIPOKOPTH3OH €
Haf-MaJIKO YeTHPH KbM eHO.

5.2 DapMakoOKHHeTH'HH CBoOicTBa

(DHPMEIKOKHHBTHK&T& Ha METUJITIPCAHH3OJIOH € NMUHEHHA, He3aBHCHMA OT MBhTA Ha BEBEXKIAHE.

Abcopbuus
MeTHunnpeaH13010H ce abcopbupa Obp30 ¥ MaKkCHMaHaTa y1a3MeHa KOHLEHTpalUA Ha

METHIINPEAHN30MOH Ce NOCTHra 3a 0Koao 1,5 1o 2,3 yaca npu pasnUUHKTE A03H Clel Nepopanto
IpUNCKEHNE Ha HOPMAaJTHY 3paBM Bb3PacTHH HHAUBHAM. AOCOMOTHATa OMOHAIUYHOCT HA
METHUIPEAHN30NO0H NNPH HOPMANHH 34paBH HHAMBUAN OOKMKHOBEHO € BHUCOKa (82% 10 89%) cnien
[MepOpaNHO NPUAOIKEHHE.

PajnpegencHue

MeTHnnpeaHu30/0H Ce pa3npocTpaHsaBa eKCTEH3UBHO B ThKAHUTE, IPEMHHABA IIPE3 KPbBHO-
MO3buHaTa fapuepa U ce cekpeTdpa B kbpMaTa. ABHHAT My 00eM Ha pasmnpeencHue e
npubnusurento 1,4 /kg. Crenenta Ha CRBP3BaHE HA METHNTIPEOHN3OIOH C NMJIa3MEHUTE MPOLEHE
npu xopa e npubanzutento 77%. ‘si“

buoTpaHchopMauusa

[Ipy Xopa METHIMNPEIHUIOIOH ce MeTabonu3npa B YepHusa Apob 1o HeakTHBHU MeTabo
OCHOBHHTE ca 200-X1APOKCUMETUNIIPEAHUIONO0H U 20B-XUAPOKCUMETHANPEAHHU3ONOH,
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MeTabonu3MbT B YepHHA APO6 Ce OCHILECTBABA OCHOBHO upes CYP3A4 ensuma. 3a ciuehk Ha
JICKapCTBEHUTE B3auMoaeHCTBUA Ha Baza CYP3A4-MeauupaH MeTabomM3bM, BUIKTE ToYka 4.5,

MeTunnpeauusonon, kakro Maoro CYP3A4 cy6cTpaTh, Moxe Cbilo 1a Gbie cybecTpar Ha ATP-
CBbp3BaLlNA KaceTeH y4acTek (ABC) TpaHCOPTHHSA NPOTEUH P-TAMKONPOTEMH, MOBINABALL
TEKaHHOTO pa3Npeae/ICHUE H B3anMOAEHCTBUATA C APYTH NleKapCTBa.

EnuMuHKpaHe

CpPeAHUAT NOMYKMBOT Ha ENUMUHUpPAHE Ha OO METHANPEIHH3O0NO0H € B IMANA30HA OT 1,8 oo
5,2 vaca. ObLUAT KAUPBHC € MpubnuauTenHo 5 go 6 mi/min/kg.

53 IIpeakaMHHYHH AaHHU 32 6e30NACHOCT

HexnvauyHata 6a3a nanuu B koMGHHALMS ¢ A0OKA3aTENICTBO 32 Ge30MacHOCT, ceOMpaHM OT roguHH
KIMHUYCH ONUT ¥ NOCT-MapkeTHHIOBO HabmofeHue, noakpenst 6e3onacHocTra Ha Meapon Tabnetkn
K4aTO MOLLHO [TPOTHBOBBLINANHTENHO CPEACTBO NPH KPATKOTPaiHY BB3NANHUTENHM HAPYLLCHHS.

Ha basara Ha koHBeHUMOHANHHTE PapMakONOrHYHHN NPOYYBAHKA 3a 5e30NaCHOCT, TOKCHYHOCT npu
MHOTOKPATHO NPUIIOXKEHHUE HA MULLIKY, MIbXOBE, 38l i Ky4eTa ¢ M3MO/3BaHE HA MHTPABEHO3EH,
UHTPANEPHTOHEANEH, NOAKOXKEH, MHTPAMYCKYJ1€H ¥ NEPOPANEH NbT Ha BbBEXKAAHE, HE Ca YCTAHOBEHH
HeoHaKBaHH OMacHOCTH. TokcHYHOCTHTE, HabMI0aBAHH NPH MPOYUBAHUATA C MHOTOKPATHO
IPHIOXKEHHE, Ca OHAKBAHWTE NPU NPOABIDKHTENHA €KCIIO3NUMA Ha €K30TEHHH HaaObOpeuHu
CTEPOUH.

KapuuHoreHHoCT
(dopManHo METHITIPEAHH30NIOH HE € U3CIeBaH B MpOYYBaHWA 33 KapLUMHOTMEHHOCT TIPH MPU3ayH.

Pesynrature, KOUTO ca NOJIYYEHH ¢ APYTH FMIOKOKOPTHKOUAM, H3NWTBAHH 33 KAPUHHOTEHHOCT MpPH
MHUIKH H I1bX0Be, ca BapHabuiHn. Bbnpeku ToBa ny0AMKYBaHUTE JAHHM MOKA3BAT, Ye HAKONKO
CBBP3aHH IIOKOKOPTHKOHUIH , BKIIOYUTENHO Oy A30HK, NPEAHHU3ONO0H U TPHAMUMHOIOHOB
aLCTOHHN, MOr'aT /la MOBULLIAT 4€CTOTATa HA MOABA HA XEMATOLENTYyIApHY aleHOMH M KapUMHOMH Clief
NEPOpatHO MPHIIOKEHHE B NUTEHHATA BOA HA MBXKH MIBXOBe. Te3n TYMOPOreHHH eeKTH ce
MPOABABAT NPH 103, KOKTO Ca NO-HUCKH OT THIWYHHUTE KJAMHHUYHU J03M Ha 6aza mg/m?,

MyTareHHoOCT
(DopManHO METHINPEJHH3OIOH HE € U3CNEIBAH 32 FeHOTOKCUUHOCT. Bwnpeku ToBa

METHINIPEAHH30NOHOBUAT CY1(POHAT, KOHTO € CTPYKTYPHO NOAOGEH HA METUIPEAHM30I0K, He € G
MyTareHeH cbC WK Oe3 MetabontnTHa akTHBauus B Salmonella typhimurium npn 250 no

2 000 pg/meTpyu MM pH H3NMHTBAHE 33 F€HHa MyTALMA B KNETKA Ha 603aiiHuK ¢ H3MoN3Baye Ha
KTETKH OT ARYHHMK Ha KMTAHCKHN XamcTep npy 2 000 no 10 000 pg/ml. MeTunnpe AHU3ONOHOBUSAT
CyNeNnTaHar He uHAyuHpa HepenaparuBeH JJHK cuHTe3 B nbpBUYHM XenaTOLUTH HAa NIBX MPH 5 10
I 000 pg/ml. OcBen ToBa MperneabT Ha MyORUKYBAaHWTE JAHHM NOKA3BA, Ye TIPEJHH30NOHOBHST
¢apresunar (PNF), koiTO € cTpyKTypHO noa00eH Ha MeTUNNPERHM3ONOH, He € BT MyTar¢HeH ¢bC
unu Ge3 MeTabonuTHA akTMBAUMS B WamMoBe Ha Salmonella typhimurium u Escherichia coli npn 312
a0 5 000 pg/metpu. B nunua ot GpubpobracTHy wieTkn Ha kuTaiickn xamcrep PNF npeauzsuksa
cn1ab0 NOBHILABAHE HA YECTOTaTa Ha MOABA HA CTPYKTYPHU XPOMO3OMHHU abepaunu ¢ MeTaboInTHA
aKTHBALMA NPU Hak-BHCOKATa H3cneBaHa KoHLUeHTpauus ot 1 500 pg/ml.

PenpoiyKTHBHA TOKCUYHOCT
/loka3aHo e, 4e KOPTHKOCTEPOHANTE HaMaNaBaT (PepTHIIATETA, KOIaTO Ce NPHUJIAraT NP MITBXOBE.
MB2KKH ITBXOBE, HA KOUTO ¢ GUIT ITPHIIOKEH KOPTHKOCTEPOH B 1031 oT 0, 10 u 25 mg/kg/nen
OCPeACTBOM NOAKOXHO HHXEKTHpPAHE BEAHDBXK JHEBHO B MPOOBKEHHE Ha 6 ceaMMLH, ca YUGTO
C HETPETHUPAHH JXKEHCKH NAbXoBe. Bucokara fo3a e 6una namanexa Ha 20 mg/kg/nen cnw Mo
nerHajecetus geH. Habmonasano e HamansapaHe Ha KONMynauKnHUTe, KOETO MOXe /1A € cic oo
MOHHUXEHOTO TEIJIO HA aKLECOPEH Opraf. bposAT Ha 3aueBaHUATA H XKUBUTE DETYCH € f] ‘f\ W
5

Jloka3aHo e, 4e KOPTHKOCTEPOHAHTE Ca TEPATOTEHHHU NPH MHOTO BUIOBE, KOraTo ce Hs '%

€KBHBANIEHTHH Ha QO3HTE NMpH Xopa. [IpU penpoAyKTHBHUTE NMPOYYBAHMS NPH XKUBO
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AEMOHCTPHPaHO, Y€ MMIOKOKOPTUKOMANTE, KATO METHNIPEAHH30M0H, NOBUILUABAT YECTOTATA Ha NOfBa
Ha Mangopmatuu (pasueneHo nebue, ckenethu Mandopmaunu), emopuo-deranua CMBPTHOCT (Harp.
MOBHIlABAHE Ha pe3opbuunTe) U 3abaBAHE HA BBTPEMATOUYHHS PACTEK.
6. DPAPMAINEBTHYHHU JAHHU

6.1 CnHCBK HA NOMOILIHUTE BELIECTRA

JlakT03a MOHOXUApAT

[{apeBUYHO HHUILECTE

3axapo3sa

Kanuues creapat

6.2 HecbBMeCTHMOCTH

Henpunoxumo

6.3 Cpok Ha roaHocT

3 roquHH

6.4 Cheunajanm ycJ0BHR HA ChLXpPaHeHHE

CoxpaHgBaiTe npu Temnepatypa noa 25°C.

6.5 BuagucbabpKaHHe HA ONAKOBKATA

Onakoeku oT 30 unu 100 TabneTkm.

bnuctepHu onakoBku oT PVC/Al no 10 TtabneTkn.

bytunka ot HDPE.

He Bcrvky BUZOBE O1aKoBKM Morat Aa 6BAaT MycHATH Ha nmasapa.

6.6 CroeuHa/HH npeAna3’Hu MepKH NPH H3XBLPIAHE H paboTa

Hama cneliianHy U3UCKBAHUA.

HeusnonspaHuAT nexapcTBeH NPOLYKT UK OTNAXBYHHTE MAaTEPUANH OT Hero TpAGBa 1a Ce H3XBBPAT
B CHOTBETCTBHE C MECTHUTE N3UCKBAHKA.

7. IIPHTEKATEJI HA PABPELHIEHHETO 3A YIIOTPEBA
Pfizer Europe MA EEIG

Boulevard de la Plaine 17
1050 Bruxelles

benrus

8. HOMEP(A) HA PABPEHIEHHETO 3A YIIOTPEBA

20050452
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9. IJATA HA IIBPBO PAZPEIIABAHE/TIOJHOBSIBAHE HA PA3SPELIEHHETO 3A
YIIOTPEBA

Ilata Ha nepBO paspewaBane: 15 wru 1993 r.
Jara Ha nocaeaHo nogHossasaHe: 11 ¢espyapu 2011 r.

10. JATA HA AKTYAJIN3IUPAHE HA TEKCTA
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