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KPATKA XAPAKTEPUCTHKA HA IPOAYKTA

1. AME HA JEKAPCTBEHWA ITPOAYKT

METHYLPREDNISOLONE SOPHARMA 6,31 mg, 15,78 mg, 40 mg, 125 mg, 250
mg THOGUIM3AT 33 HEDKEKNIOHEH Pa3sTBOP K PASTBOPUTEIL

2. KAYECTBEH W KOJINMYECTBEH CHhCTAB

1 amnyna ¢ moQMIN3aT 32 MHMKEKIHOHEH PasTBOP CHABPXKA JEKAPCTBEHO BELISCTBO
METWHIPSAHKE30T0 HarpueB cykiupar (methylprednisolone sodium  succinate)
CHOTBETHO: ‘

8,4 mg, eKB. Ha METINTIPEXHM30N0H 6,31 mg;

20,92 mg, exB. Ha MeTHINIpeAHN30M0H 15,78 mg;

53,03 mg, exe. Ha MeTIpenHu30n0oH 40 mg;

165,74 mg, exs. Ha MeTHIIIPERHU30K0H 125 mg;

f

331,4 mg, exB. Ha MeTHNOpeAHM30I0H 250 mg.

1 ammyna ¢ pasrsopuTen cprbpiKa 1, 2 wmd 5 ml crepuiiusyipaa BoJa 3a MHKEKIIHH.

3a ITHIHMSA CIHMCHK HA MOMOINHHTE BEIHECTBa BXK. TO9Ka 6.1.

3. JEKAPCTBEHA ®0OPMA

" Jmodmnusar 3a HIDKEKINOHEH pasTBOD.

4. KJINHHYHHU JAHHH

4.1 TepaneBTHYHH KOKA3AHNI

Enpokpuspu  3a0oisBammMs - THPBMYHA M BTOpAYHA  4APEHOKOPTHKAIEA
uHCymmenips (B KOMOMHAIMA C MHHEPANOKOPTAKOMAH); BpOAeHa HanOBOpeTHa
XUTIEpIUIasys, HeTHOSH THPEOMIMT, XUIEpKAIIEeMMsa CBBp3aHa C KapluHOM;
eHIOKpHHHA O TaIMOIIaTH ;

Peemarnann 3a0009BaHus — KATO JONBIHUTENHO JIEYSHHE 3a KPaThK NEPHOL OT BpeMe

TpY OCTBp CTajAWii WM ex3alepbamysd Ha PeBMaroMieH apTpuT, AHKHJIO3HpAIy

JOJArpo3eH apTPHT;
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KonareHosn — no BpeMe Ha exsanepbalis HAM KaTo IOANEPXKAINO Ji€YeHHE IIpH
CHCTEMEH JIYIIYC epUTEMATO3yC, CHCTEMEH JepMAaTOMHO3UT; OCThD PEBMATHYEH Kap/uT;
JlepMaTonoriadn 3a00asBanaa — nemburye, Texxa GopMa Ha epuTeMa MynTH(OPME,
cHEApOoM Ha Stevens-Johnson, ekconuaTUBEH AEpPMAaTHT, reHEPAIM3HPaH HEBPONCPMHT,
Texka GopMa Ha TICOpHa3Hc, Texka fopma Ha cebopeeH HEPMATHT,

Allepraviay CHLCTOSIHASA — TEXKKHM HIM YCTOHYMBH H2 KOHBEI[MOHANIHATA Tepanus
3af0MIBaKMs Karo OpOHXHanHA acTMa, aTolM¥eH JSpPMaTHT, cepymHa Oorecr,
CBPBXUYBCTBUTEAHOCT KBM JickapeTpa, efeM na Quinke; anadunakcus;

TexbK BIOK — XeMOparuieH, TpaBMaTHdeH, alleprayeH, CelTHUeH — HH(EKIHNY ¢ TeXKa
HHTOKCHKALS;

3aGoanBanMsl HA OKOTO — TEXKH OCTPH M XPOHHUYHH ANEPIWYHH WA Bh3NANHATEIHH
IpOHECH, 3acAraljd OKOTO, aleprudHM f3BM [0 KOpHeanHWs pu0, Xxepmec 30cTep
oranmukyc, magy3eH 3aieH YBEUT M XOPEHINT, Bh3NalIeHHe Ha NIPe/IHUA 09eH CerMeHT,
ophthalmia sympathica, keparaT, HEBPUT Ha N. opticus, XOPEOPETHHHUT, HPUAOIIIKIINT;
PecnnpaTtopEn 3200JABaNAs — CHMITOMATHYEA capkonposa, cuapoM Ha Loeffler,
HEOAATSINB Ha JIeUeHWe C JpYyrd CpeXcrBa, Oepumiosa, (YyIMUHAHTHA WK
JceMuBHpaHa OemonpobHa TyOepkyno3a IpH eJHOBPEMEHHO HpUNOXKeHHE Ha
AHTHTYOEpKYIIO3HH CPEIICTBA, 2CHUPAllHOHEH ITHEBMOHHKT;

XemMaToJOrauHe 3a00MABAMAS — HANMONATHYHA TPOMOOLMTONCHMYHA IIypIypa IpH
BB3pACTHY, BTOpMYHA TpPOMOOLMTONEHHYIHA IYpIypa TpM BB3pacTHu, Npuaodura
aBTOMMYHHA XEMOJHTHUNA aHeMHs, epuTpoOmactea asemmsa (RBC anemia), BpOJeHa
/epurpougHa/ XUNIOIIACTHIHA AHEMEAS,

IaAnuaTAEHO JiedeHHe HA CACAHHTE OHKOJIOrHIHHM 3a00NfABaHHs — OCTpa WIH
XporudHa nepkoza ¥ mumdomMa (Hodgkin m non-Hodgkin numbpoma npi BE3pacTHH),

OCTpa JICBKO3a IIPH LCLIA,
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OTOYHH CHCTOSHNA — 33 HHOYKIA HA JUypesa WIM peMucHs Ha [IPOTCHHYpHATA MpH
nedposeH cHEApOM — 0e3 ypeMus; 3a reyenue HA MOIBLUEH OMOK HPU MO3vYeH WyMop,
TpaBMH Ha I'IaBaTa, YepenH0-MO3hYHA XUPYPryudHa HHTEPBEHIHA;
I'acTpo-uATeCTHHATHN 3a00J8BaHHA — 3a NPEOJOABaHe HA KPUTHYHHSA HEPHON Ha
3260M19BaHeTO TIPY YIIIEPO3€H KONUT WIH PErHOHATICH EHTEPHT;

Hepponornumu 3a60asBaHAM ~ 0CTpa eK3alepOalMa Ha MHOXECTBeHa CKIIepo3a;
OpranEa  TpamCEAAWTARAS .— 33  [OpefOTBpaTsABaHe  OTXBBPISHETO  HA
TpaHCHIIaHTHPaHH OpraH;

3a HaMaJAsBaHe OMACHOCTTA 0T 00pa3yBaHe Ha CTPHKTYPA HA XPAHONPOBOZA CleX
H3rapsHe ¢ KOPO3SHBHH BEINECTBA.

4.2 JlosppoBka B Ha9IUH HA NPANOKEHHE

Haund Ha HPHIOGKEHHe: MHTPAREHO3HO, HHIPABSHO3HO oA (opMaTa Ha HHGYsHi H
HHTpaMycKyiHo. JIpefmodmraH METON 3a HAYANHOTO MNpPIIOXKEHHE INPH CHEUIHH
CBCTOSHPA € HHTPaBEeHO3HA HIIKEKIIU. -

HpnroTesHe Ha pasTBOPA

KeM amnynara ¢ THOQMIN3aT e Npudass NPIIOKEHUS B KOMIIEKTa pasTBOPUTENR OT
BTOpATa aMmyjia. AKO IPOAYKTET ce NpHiara HHQY3UOHHO, TAKA IPUTOTBEHNS PasTBOD
ce mpubaps KBM pa3NMYHO KONHYECTBO HHQY3UOHEH pasTBOp - 5 % JAEKCTPO3a,
M30TOHKYEH (PU3UONOrHIeH PasTBOP WAM 5 % JEKCTPO3a B M3OTOHWYEH (GH3UONOTHICH
pasTBop.

He TpsiGBa fa ce cMecBa ¢ APYTH JIeKkapcTBa B eJlHa CPUHIOBKA!

TTpe¥ NPHIOKEHMETO Ha IIPOJYKTa Jia C& NpOBepABa ipeTa U OUCTPOTaTa HA PasTBOpa 38
NApEHTEPAHO PHI0KeHue!

JozupoBxa:

Buspacmnu: Havangara no3a Bapupa oT 10 mg no 500 mg AHEBHO B 3aBHCHMOCT OT
TEXECTTa Ha CHCTOAHMETO M TEPANeBTHUHUAT OTroBOp. Ilo-BHcokm jo3H /Haj 250 mg/

TpsbGBa Ia ce npmraratr MHoro 6apHo 3a MEHEMYM 30 MuHYTH. IIpH CHeliHy CHCTOSHHA
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ce MpenophyYBa MHTPABEHO3HO NPHIOKEHHE Ha MPOJYKTa BbE BHCOKM JO3H 3& KPaThK
nepuox or Bpeme. CreJl cTabmIM3KpaHe CHCTOAHUETO Ha MAlEeHTa J03aTa ce peAyIHpa
W e MpEMUHABA Ha JIeYCHHE C IIEpOPATHE CPEICTRE.

Ilpu TPOEBIKATENHO JICUEHWE ¢ METHIIPeJHH30JOH NPEKpaTiBAHETO HA TEpanHATa
TpsOBa Ja ce W3BBPHIBA C TIOCTENEAHO HaMalsIBaHe Ha JIO3UTe.

TIpH myJCOBa TEpAIMs C& HpHIaraT BUCOKH 03K (haf 1 g AHEBHO) B IPOABIDKEHNE Ha 3
JHU.

IMlox — mo 125 mg Ha Beekn 2-6 yaca mwma 250 mg Ha Bcekm 4-6 yaca. Moxe fia ce
Tpunara cpmo 2o 30 mg/kg TenecHo TEFNO Ha Beeky 24 yaca.

ITpunara ce HETPaBeHO3HO HE(Y3HOHHO 32 He NIo-KpaTko oT 10 o 30 MunyTH. Bucokure
A03M He TpAGBa Ka ce NpwraraT mopeue oT 48 g0 72 waca npM mHonoKeHue, de
CHCTOSHHETO Ha OONHMA He ce NoJo0pH.

3a_umyHocynpecus - 3a HpeNOTBpaTsBaHEe Ha OPraHHOTO OTXBBHPIAHE NPH OPraHHH

Tpanciantarmy (ocobeno GEOpeyHn) METHINPERHA30NOH ce Tpunara B Aosu oT 0,5 g
A0 2 g VHTpaBeHO3HO Ha Beeku 24-48 yaca.

Ipu _mozsuen_omox - mo 40-125 mg Ha Beeku 4 0 6 vaca HMHTPABEHO3HO I

MHTPAMyCKYJIHO B TIpOAbKerve Ha 4 0 7 jum (Ho cTaGmnushpaHe CHCTOSHUETO Ha

OORHIA).

Hpu opyvzu_coucmoanus - MeTRINpeJHU30NOH ce H3II0A3yBa KaTo NOIMBIHMICHHA

Tepanusd X6M JIEYCHHETO Ha GONHM ¢ YJIepo3eH KONuT, Kato xosu oT 20 xo 40 mg ce
TIpHIAraT B NpOABIDKATENHa HE(Y3HA 3 10 7 IBTH CEAMHUYHO 32 IEpHOJ OT 2 HIH II0BeYe
CEIMHUIIH. '
Meya: neuetrure posu ca 0,8-1,5 mg/kg TEJIECHO TETVIO JHEBHO.

IIpexnLcEane HA TEPANMATA

Pazkoro HaMangBaHe HA Jgo3ara WM BHE3alHO CIHPEHE HA KOPTHKOCTICpOHAa CIEH

NPOABIIKATENHO JIeUeHHe MOXce Jia ZOBES IO 0CTpa ajpeHanna nacyduuuenums. Tasu
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KOETO IIPH NOABA Ha CTPECOBA CHTyalldd B TO3M Nepuox (TpasBMa, OHepamusd, TEXKO
3a00N1BaHe), KOPTHKOCTEpOHAHATa Tepanus TpabBa ma ObJe OTHOBO Ha3HAaveHa WIH
MOJKe [ia c& HaIOKY IOBHINABaHe Ha NpHiarafatra gosa. [Ipexparapasero Ha JeYeHHETO
¢ KOPTHKOCTEpOUIH, 0COGEHO CIeK IPONBIKATERHA Tepamus, TpA0Ba Xa ctasa GaBHO ©
[OCTETIEHHO HAMANSEAHE Ha Io3aTa.

4,3 Hporneonoxasanns

KoraTo MeTHINPEXHM3ONOH C€ Mprjara TI0 BHTAIHH [OKa3aHus alcooTHH
DPOTHBOMOK23AHNA Ca CBPHXIYBCTBHTIENHOCT KBM aKTHBHOTO BELIECTBO KM HAKOE OT
HOMOIIEATE BEIIECTRA; CHCTEMHEH MEONTHHI fxmbercmm; TIpeXAeBPEMERHO POJICHH Jena.
BBB BCHYKY OCTAHATM CHYYaH OTHOCHTEIHHM NPOTHBONOKA3ZAHMS Ca! JaTSHTHA MWIK
aKIUBHZ TyGepKyno3a; OCTPH TICHXO3H; Xeplec CHMIUIEKC; KepaTHTH; aKTHBHA WM
AaTeHTHA NEeNTUYHA A38a; CHEAPOM Ha KbDIRHY; NHBEPTHKYJHM; NPECHH MHTCCTHHANHU
aHAaCTOMO3H;, OCTEOMopo3a, TpoMOoeMOONMIHY HHIMACHTH, 6pOpeyHa HeAOCTATHIHOCT,
saxapeH fuaber, XMUEPTOHHd, INAYKOMA, JIOKANHH MAM CHCTEMHH HHQEKIuH
(BKIEOUMTENHO CJIef BAKCHHEPAHE IPOTHS BapHIIENa), MHKO3H U IPYTH €K3aHTeMaTo3HH
3aboiaBanms, HMyHocynpecusHu cherosuus (CITHH, papunena); Opemennoct, ocoferno
B ITEPBHTE 3 Mecelld.

4.4 Coennannn npeAynpexRNeHEs 1 NPeANA3HE MEPKH HPH ynoTpeda

s KopTukoCcTepomMTe MOTaT Ja TpefusBHKAT IOBMINABAHE HA AapTEPHAnHOTO
BalArafe, HApyHIEH BOAHOENEKTPONMTeH OanaBc, MOBHIIEHA €KCKPeLHd Ha KalWi
yanmuit. TIpy TPOXBIUKATENHO JleUeHre ¢ HeOGX0AMMO TIEPHOIMIHO NPOCHe/IBane Ha
TE3H MOKazaTeNH.

* Bsrpekn e CHHTETHUHMTE  INMIOKOKOPTHKOHMIH mpuTexaBar  cnaba
MHEHEPATIOKOPTHKAHA AKTHBHOCT, MOXE [ C& HANOXKHM OTpaHKYaBaHE HA CONTA Hpe3
JHeTa U NONGAHUTEHHO BHACSHE Ha KallWii ¥ KaJIUMi Npy AeYeHne ¢ TaX.

e TlpomeiskuTennaTa KOPTHKOCTEpOHIHA TEpallMA MOKe Ja AOBEAS N0 IOBHINABAHE

AlMAKNTEeTa B CTOMAaxa U II05SBa Ha HenTHIHH A3BH.
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o TIpoAB/DKUTEAHOTO JeUeHHe ¢ KOPTHKOCTEPOMIM MOXE Ja HOBEAS JO PasBUTHE HA
xunopusHa-HanOosbpedra HEAOCTATPYHOCT M Ja HaMalnd  aKTHBHOCTTa Ha
HaxOBOPETHHTE XKIIE3H.

e Koraro MeTIUIIpeIHM30JI0H ce IIPIAara NPy XUpYPruyHH HHTEPBEHIHNH € Bh3MOKHO
3abaBgie Ha O3/PaBUTEITHMS IPOHEC Ha paHWTe.

e Ilpu Goxud ¢ riaykoma € HeoOX0IHUMO Ja ce MOHMTOPHPA BETPEOUHOTO HAATaHe.

e Bongure TpabBa BHHAMATENHO Ja €€ IPOCICAABAT 32 €BEHTYAIHO Da3BUTHE Ha
JACHpEecHBHA CAMIITOMATHKA.

o IlopobHo Ha Apyrare IIHOKOKOPTHKOMIM, METHANMPEIHH30HOH MOXKE Ja YTEKHH
Pa3BUTHETO HA 3aXapeH AHabeT nopanay HapacTsaHe HyKAUTEe OT MHCYJIHH.

e Vhorpebara Ha METWINIPSIHW3ONOH IIPH MMACTEHHA IpaBMC MOXeE Ja BIOIIM
OCHOBHOTO 3a0oiIsfBaHe, HOpajy koero TpabBa Ja ce HpHUIara ¢ ToAMO BHMMAHHE.
Habmonaranara MyCKylHa CIA00CT TIPH KOPTHKOMIHATA TEPalKd MOXe Ja ¢€ FBIDKH Ha
HapyIIEHOTO pasmpeseliende Ha Kalus IpH KIETHUHHA MeTa00IH3bM.

o KOpTHKOCTEpOUAHTE MOTAT A NPEMH3BHKAT [032-32BHCHMO IOTHCKaHE Ha PacTeka
IpH Aena Ha KOPTHKOCTepOKAHA Tepanms B HpoAkbkeHHe Ha 6 u nosede mecenn. IIpy
IPOIEDKUTENHA Tepanys e HeoOX0MEMO €XeMeCeuHo Npoclejssare Ha pactexa. Cien
IIPeKECBAHE HA NEISHHETO PACTEXET CE BE3CTaHOBABA.

» IIpu napeHTepanHO HPIIOKEHHE HA METHANPETHH30I0H MHOTO PAJKO €2 BH3MONKHY
aHaQITaKTOBIHM peaKiMuy. '

e BBp30TO HATP2BEHO3HO MPHIOKEHHE Ha METIIIPEAHHU3ONOH BEB BHCOXH Ho3H (500
mg) Tpabea ma ce M30ATBa, THH KaTo CBUIECTBYBA OIACHOCT OT KapAHOBACKYNApeH
KoJaIc.

e Jla ce n36sarpa HIDKEKTHPARETO Ha MPONYKTa B ASITOMAHIA MYCKyH, IOPaIA BECOKHSA
IPOIIEHT Ha NpelyW3BHKBaHe Ha HOAKOXHA arpodua.

e Crep npexbCBAaHE HA TepamuaTa € HeoOXOAMMO HPOBIDKHTENHO IpOCHeiBaHe Ha

60J’IHH’I‘C, HopagH pACK OT BHE3ATIHO BROMIABAHS HA CBCTOAHHCTO.
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4.5 BsaumMopgeiicTBMeE ¢ APYrH JeKapCcTBeHN NPONYKTH B APYrH opMH HA
B3aUMoOAcHicTBHE

[Ipr emgHOBPEMEHHO NPHIOKEHHE HAa METHIIPCIHM3OJIOH CBC CHPHEYHH INIOKO3MIN

MOJKE Ja C€ 3aCHJIM TOKCHIHOCTTA UM TIOpajy NPeW3BEKAHOTO OT METHNIPENHU30NOH

YBEIIIEHO H3ILYBAHE HA KANHH.

CeeMecTHarTa ynotpeda Ha METHNOPENHM300H ChC CATHAMYPETHIM MOXKE Ja 3aCHIH

XHHOKAHEMHIATA. '

MeTHiTpeJHU30MOH Hamalisa e(eKra Ha OpanHHTe AHTHAUAOEeTUYHH CpeicTBa H

KyMapHHOBHTE aHTHKOATYJIAHTH.

IeiicTBHETO Ha METWIIPEeSHH30JI0H C€ HaMalliBa IPH ©JHOBPEMEHHO IPHUIOXEHHE C

eH3HMHY HHAYKTOPH - GapOurypary, prdaMiBIus K GEHUTONH, KOUTO YCHIBAT HETOBUA

MeTaboNIH3EM.

Tlpy emHOBPEMEHHO NPUWIOXKEHME CBC CATHIEHATH HIH JIpyrd HECTCPOHJIHH

HpOTHBOBS3NANATEINN CPEACTBA CE YBeNHdYaBa pHCKZ OT TacTpPOMHTECTHHAIHH

YCIOXKHEHH,

TIpuiIoKeHHeTO Ha METHINPeZHH30JI0H 33eJH0 C JKMBYM BHPYCHH BaKCHHH IDIH JIPYIH

EMYHH32LIEX BOIH JIO 3acIUIBaHe PEIIHKamKITa Ha BHpyCa.

4.6 bpeMeHHOCT H KbpMeHe

Hsava JaHHM 32 BAMAHHETO HA MHPOXYKTA BBpPXYy YOBEIIKATA PpErfpoXyKTHBHOCT.

ExcnepuMeHTaTHITE NPOYYBAHNA NPH MKHBOTHH I10Xa3BaT TEHACIHT KbM YBpPEXKIaHe Ha

HOBODOJEHH Cliel TpeTHpaHe Ha MalKaTa ¢ KOPTUKOCTEPOHIH.

I[Ipu HeoOXOMMMOCT OT NeYeHWe ¢ METWINPEJHHM30JOH IO Bpeme Ha GpemeHHOCT e

HeoOX0oMUMa BHHMATENHA NpelieHKa Ha CBOTHOMIEHHeTo momsa/prck. llo Bpeme ma

IIBPBHATE TPY MeceNa Ha GpeMeHHOCTTa TpsbBa Aa ce n30Area ymorpebara My, OCBEH IpH

HRKIMOUATSHHN MHEAWKAIHE,
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KOpPTHKOCTEpOUIHTE PEMHUHABAT B KbPMaTa M MOTar [ja OKAKAT BiMsIHYE Ha KbPMAgeTo,
TIOPaR¥ KOETO IIPH HEOGXOIMMOCT OT JeYeHNe ¢ METHINPEHHA30MIOH KEPMEHETO Tpitaa
Ja ce mpeKapaTH.

4.7 Edexrn Bbpxy cnocodnoctTa 32 modupane n padora ¢ Mamuny
Merwmpenaazonon Codapma He IOBAMABA CHOCOGHOCTTA 3a modupane ¥ paboTa ¢
MaliHH.

4,8 Hexelann JieKapCTBEHH PEAKIHA

TTo BpeMe Ha JeyeHWe ¢ METHIIPEAHM3ONOH MOrar Jia ce Ha6TI0aBaT TUIMYHATE 33
CHCTEMHH KOPTHKOCTEPOHIH HeKelaHH JICKapPCTBEHH PEaKKINAN.

Hapymesns Ha MerafonuzMa H XPAHEHETO — HapylleHUe HA BOIHO-CNCKTPOIMTHEA
Oawrapc (3aApEKKA Ha HaTpll, TEYHOCTH, IOBHINEGHA €KCKpeIusi Ha KaJiHii,
XUTIOKUTHEMIUHA alKano3a);

CrLpIednn HAPYWIeHNsi — ChPAeYHa HeAOCTAaTHYHOCT IPH NIPEAPasNoN0KeHH IIAACHTH;
Hapymesns HA MYCKYJHO-CKeJETHATA CHCTEMA H CHEIMHHTEAHATA TbKAH —
MyckynHa clnabocT, CTepOMAHA MWONaTHA, IPBOHAYHM KOMIIPECHOHHH (paKTypH,
acelTTHYHa HEKpo3a, NaTOMOrHIHY (paKTypH, PYITypH Ha CYXOMKIIHA - Half-uyecTo Ha
axXMIECOBOTO CYXO0XKHIHE;

CroMalHO-JIPEBHN Hapymedns - yinmeposeH edekT (43BH Ha CTOMaxa H
ABAHAJECEeTONPHCTHHKA, YIHEPO3eH KOJIMT), H30CTpAHE Ha A3Bepara 00necT, aHKPeaTHT,
esodarnr, upesnn nepdopauuu, nopmimeHue HuBata Ha ALT, SGPT, AST, SGOT,
ankanga gocdarasa.

Hapymenss Ha KOXKATA M NOJKOMXKHATA ThKaH — HETeXWH, YPTHKapusd, KOHTAKTEH
JIepMaTHT, eKXAMO3H, CTEPOUIHO aKHe, XHIep- MM XHIOIKIMEHTaNus, XHIIepTPHX03a,
2a0aBeHO 3aPACTBAHE HA PAHK, IOAKOXHA HIH KOXHA aTpodus;

HapymeHdsi Ha HepBHATa CHCFeMa B NCHXHKaTa - JIENpecHs, CTpax,

pasApasHUTeNHOCT, Ge3chHMe, ey(hOopHs, rbpYoBe Ipy ASld, HCHXOTAT
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Hapymenust HAR eHJOKPHHHATA CHACTeMA — HaMajleH TIWMIOKO3CH TOJEPaHS,
XWNEpIIAKEMES € TOKO3ypua (crepoufeH [nnaber), HagosOpeusa arpodud,
Kenminrounes CHHJIPOM, aMmeHopes, XUP3YTH3IEM, HMIIOTEHTHOCT,
XHUTONAPATHPEOHIN3EM, TOTHCKAHE HA PACTEXA;

Hapymenns Ha GnLOpenuTe N NAKOYHHTE NLTHANIA — TPOTCHHYPHUS, XeMaTyphd,
HapyIeH KpeaTHHHHOB KIHPBHHC;

Hapymienne HA KPHBOHOCHAT2 H JuMpHATA cHcTema - numboneHna, CKbcipane
BPEMETO Ha KPHBOCECHPBAHE,

Hapymennst Ha oulfe — Karapakra, UOBANABAHE HA BBTPEOYHOTO Hajdrase,
exsofyTam;

Hapymenns Ha HMMYHHATA CHCTeMa — MacKupaHe CHMOTOMHTE Ha uHpexI,
exsanepbaris Ha JIaTeHTHH MHG(EKIMM, peakiuud Ha * CBPBXIYBCTBUTENHOCT,
BEJTIOYHTEIHO aHAMDHIAKTHIHY;

EdexTn 52 MACTOTO Ha HPHIIOKeHNe — CTEPITAM abcrecH, MHpexMs Ha MACTOTO HA
IPUIOYKEHHe IIPH HECIIa3BaHe IPABKNATA 32 CTSPHITHO HHKEKTUpPaHe.

4.9 Ilpepo3mpane

TIpesosupane ¢ KOPTHKOCTEPOM/AY HOYTH BAHAIA €S ARIDKH HA MPHIIOKCHHETO AM BEB
BHCOKE N03Y HA FAIHEHTH ¢ HOpMaiHH (u3monorvdHE ToTpebnoctu. Jleuenuwero e
CHMITTOMATHYHO. JIeGeHyeTo ¢ KOPTHKOCTepORIM IIOCTENEHHO e Ipekparaea. B ciyyail
Ha npefo3upaHe HAMa cHelEdIIeH aHTHAOT.

5. ®APMAKOJIOTHYHH CBOICTBA

5.1 d@apmMakoaHHAMNHYHE CBOCTEA

@®apMakoTepaleBTHYHA TpPYyNa: KOPTHKOCTEPOMAM 33 CHCTEMHO IIPFUIOKEHHS.
I IIOKOKOPTHKOM U,

ATC code —HO2ZAB04

MeTunmpeIHH305I0H € CRHTETHEHO IIpOM3BONHO Ha DPEXHM30I0H. TIpHTeKapa MOIIHO

TPOTHBOBB3NAIATENHO, IPOTHBOANCPIIIHO A HMYHOCYTIPECHBHO
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IIO-CHJIHO M3pa3seHy NIFOKOKOPTHKOMIHY eeKTH OT MPEIHU30JI0H U B CHILOTO BpeMe I10-
cabo mopnuABa MuHepaiuma ofmen. ITposesea mo-cnabo kaTabONHO ¥ ICHXOTPOIHO
ngeficraue, [To-cnabo mOBNIHABA EHAOKPHUHHATA CHCTEMA,

OT MOJIEKYJIHWTE MEXaHW3MH Ha (hapMaKoJOTHYHOTO AeiCTBUEC Ha METIIIPENHN30I0H
[IO-BAKHMTE C€4: CTUMYJIMpaHe OpoxyKUMATA Ha MPOTEHHMW, KOMTO IIOTHCKAT
dochonunaza A2, pecnexTHBHO 0OcBOOOKIABAHETO Ha apa;;(H,ﬂ;OHOBa KUCeNHMHA ¥
CHMHTe3aTa Ha peiMiia Me[UaTOPH Ha BB3NaNUTENHUA Npolec; MOTHCKAHe MeXanu3Ma Ha
afxesus Ha HEeyTpO(IIHNTE KISTKH KEM eH0Tei1a; AHXnOppane Ha nponudepanyira Ha
makpoparare, NMMOONUTHTE M Ha aHTHTEH-NPSACTaBAIUTE KICTKH; OnoKHpaHe
HPOAYKIMATA Ha MHTEPICBKAH 2; NOTHCKAHE CHHTE3aTa Ha MHXMOMTOPHMA (akTop Ha
JICBKOIUTHATA MUTpallis M Jp.

IMputexapa m3paseH edexT BppXy MeraboiusMa: HaManigBa CHHTe3aTa M yCHIBa
pasTpakaHeTo Ha UPOTEHHY B MYCKYNIHHTE KNETKH, yCuIBa CUHTE3ara Ha OenTeuH B
yepaua fpob, CHHTE3aTa HA MACTHM KHCENMEHM M TPHTIHUCPHIH, CTHMYIMpa
TIHIKOHEOTEHe3aTa, HOBHINABA ChABPIKAHACTO Ha INMKOTeH B YEPHHSA JPo0 B MYCKYJIUTE,
HapyIaBa MEHEpaTH3UPAHETO Ha KOCTHATA THKAH.

5.2 ®@apmaxoKHHETHIHH CBOHCTBa

Pesopbyua. Harpuepara coll Ha MeTuanpeHH30I0H XUAPOICHCYKIMHAT C€ pasTBaps
jlecHO BLB BoZa. HamenHo u 6mp30 ce pesopfHpa Cliell HApeHTEpalHO MPIIIOKEeHHE.
Tepanepryurmar eext HacThiBa OBP30 M Hpogbikaea 18-36 vaca. CynpecHBHMST
edexT BEpXy xumoH3aTa ¥ HanGEOpedHrTe AIe3H NPONBDKasa 4-8 IHK.
Paznpedenenve. CBBP3Ba Ce ¢ IUTA3MEHNUTE IPOTCHHY U TpaHCK‘OpTPIH B oxono 40-90 %.
IInasMeHuAT My MOAYKUBOT € okono 100 MuByTH.

Memabonuzem. Merabonusupa ce IaBHO B uepHus Apob. Herosure MetaGonuru (xeto-
H XMIpPOKCHCHEAMHEHNS) 2 XOPMOHATTHO HEAKTHBHY.

Excxpernug. MetaGonuTuTe My ce eKCKpeTHpaT IpemMHo 1ipes 650perure, Oxorno 85%

OT NPAIIOKEHATa 034 Ce eKCKPEeTHPa ¢ ypHHara 3a 24 Yaca i OX0Mo
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5.3 XpeaxIH#aHTIHH JAHHH 32 GesomacHoCT

TTpu OHUTH C JXMBOTHMU C/EJ BEHO3HO NPHIIOKEHUE METIIPEAHI30/IOH [I0Ka3Ba HHCka
toxcwasoct, Ocrpata JIJIs0 HHPaBEHO3HO TIPH IUTBXOBE H MHIIKM € 650, PecreKTHBHO
770 mg/kg TenecHo TErmo.

Wscnenpanero Ha TepaTOreHHEAT eekT NIpH IIBXOBE IIOKA3BAT, 4e BHCOKHTE JO3H
KOPTHKOCTePOMAN TIPESAU3BMKBAT (PETANHH YPOACTBA, HO METHINPEIHH3ONOH IOKAa3Ba
MUHHMaIEH TepaTOTeHeH PHEK.

6. DAPMANEBTHUYHU NAHHH

6.1 Cﬁucuc HA NOMOIHHTE BEIHCCTBA

Ileparpuer xupporeAdocdar JUXHAPAT, HATPUEB ,unxn,nporemboccpaf MOHOXMAPAT.
Bceska aMiTyfa ¢ pasTBOPHUTEN ChIBPIKA CTEPHIIH3HPAHA BOJAA 38 HHKSKIHH.

6.2 HecbBMeCTHMOCTH

TosH HeKapcTBEH MpPOAYKT He TpAOBa Na ce CMEecea ¢ APYTH JIeKapCTBeHH IPOIYKTH B
€/{Ha COpHHIIOBKA.

6.3 Cpok Ha reasocT

5 roauHU.

6.4 CnenuajHH YCHOBHS HA ChXpaHeHHE

B opurnHaiHaTa OLAKOBKa, HA 3aUIHTEHO OT CBETIIMHA M BJara MACTO, IPH TeMIepaTypa
nox 25 °C.

6.5 [aHHM 33 OHAKOBKATA

AMAymH OT Oe3lBETHO CTHKIO ¢ JIHOQHIM3AT 33 HIKEKIMOHEH pasTBOp, 3aefHo ¢

aMIEYIIH ¢ pasTBOPKTEN B KAPTOHCHA KYTHA K JHCTOBKE 34 norpe6menﬂ.

MeTuanpeAHH30JX0H 6,31 mg 15,78 mg 40 mg 125 mg 250 mg
JInodnamzaT 33 HHKEKIMOHEH PA3TBOD
Bpoii amnynu 5; 10 510 10 5 5
(2mb (2 miy {2 ml) (5 mi) {10 ml)
Pazreopuren
Bpoii aMmy s 5:10 5; 10 10 . 5 5

(Imh) . (1ml) {1 ml) (2 ml) (5ml) .
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6.6 Cuoenmdyynn NpeamasH MePKH IPH M3XBHPJISHE HA H3N0I3BAH JeKAPCTBEH

HPOAYKT HIM OTNAABYHN MATEPHAN 0T HETO

HewnznonzgaguaT NpOAYKT HIH OTHAaZbYHWTE MaTepuand oOTf HEro TpﬂﬁBa JAa ce

H3XEBPIAT B CHOTBETCTBHE C MECTHHTE U3HCKBAHHA.
7. TIPATEXATEJ HA PASPEHIEHMETO 3A YHOTPEBA
COPAPMA All, beirapus

1220 Codus, yn. “Umiencko moce” N 16

8. HOMEP(A) HA PASPEINIEHHETO 3A YIIOTPEBA
METHYLPREDNISOLONE SOPHARMA 6,31 mg —20010951.
METHYLPREDNISOLONE SOPHARMA 15,78 mg - 20010952.
METHYLPREDNISOLONE SOPHARMA 40 mg - 20010953.
METHYLPREDNISOLONE SOPHARMA 125 mg - 20010954.
METHYLPREDNISOLONE SOPHARMA 250 mg - 20010955.

9. JATA HAOBPBO PA3PEIIIABAHEIIIOIE,HOBSIBA]§[E HA
PA3SPEINEHHAETO 3A YOOTPEBA - 25.09.2001 r.

- 10. JATA HA AKTYAJM3HUPAHE HA TEKCTA —29.01.2007 r.
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