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METHYLPREDNISOLONE SOPHARMA
Lyophilisate for solution for injection

JHACTOBKA: THO®OPMATMNS 3A HNOTPEBUTEJLS

METHYLPREDNISOLONE SOPHARMA
METHIIPEAHU30J0H COPAPMA
6,31 mg, 15,78 mg, 40 mg, 125 mg, 250 mg

JInodnanzar 3a HHKEKIMHOHEH Pa3TBOP
(methylprednisolone)

o Mons, npouememe GRUMAIENHO WANAMA JUCHIOSKA RpEOM Oa 3anoumeme
neuenue. Ta coospaca Kpamxa ungopmayua omuocno Bawemo nexapcmeo,

o 3Zanazeme mazu aucmoerd. Mosce 0a umame Hy»cOa 04 A npoyeneme OnH0e0.

e Axo umame HAKGKEN OONBLAHUMENHU GRpOCH, nonumaiime Bawua nexap unn
dapmaueem.

o Tosa nexapcmeo e npeonucano auyro na Bac. He 20 npeomcmonsaiime na Opyzu
xopa. To moxce oa um HAEpedN, He3aBUCHMO OM M06a, Ye MeXHUme CUMIImoMU cd
coiume Kamo Bawume.

o Ako HAKom om Hexmtelanume NEKAPCHIGEHU peaKuyuu CmaHe CepHo3IHA, Wil
sabenesicume Opyzu, HeORNCAHU 6 Ma3U JUCMOSKA, Mona yeedoseme Bauiua nexap

unu Qapmayesrn,

B Ta3H NHCTOBKA:
1. Kakpo upencrapassa METHYLPREDNISOLONE SOPHARMA u 32

KaKBO C& H3IION3Ba

Ipenu fia M3TION3BATE METHYLPREDNISOLONE SOPHARMA
Kak pa uznompare METHYLPREDNISOLONE SOPHARMA
BB3MOKHY HeXENaHy e(exTr

Coxparenue Ha METHYLPREDNISOLONE SOPHARMA

HomsnuurenHa uabopMarst

SN

1. KAKBO IPEJCTABJSIBA METHYLPREDNISOLONE SOPHARMA A 3A
KAKBO CE A300.JI3BA

METHYLPREDNISOLONE SOPHARMA ¢ JexapcTso OT Ipymara Ha
xopTHKOCTepouute, ToBa ca XOPMOHH, KOMTO NPH HOPMAHH YCIIOBHA C& IPOH3BEM AT
or HapOpOpeumute Kkuesd. Te IpuTexapaT CHNHO TPOTHBOBBINATHMICIHO,
IPOTHEBOANEPTHYHO 1 HMYHOCYTIPECHEHO JCHCTBYE U TIOMAraT Ha Opranu3Ma NpH TEKKN
CLCTOSHE, CBBP3aHM C BE3NANCHWe, aneprus HiM Ipyrd cepro3Hu  3a00IBaHMA.
METHYLPREDNISOLONE SOPHARMA e cunTeTHYeH aHanor Ha Te3H XOPMOHHI H
TIPUTEKABA TEXHHTE OCHOBHH CBOHCTBa JIeHCTBHE.
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METHYLPREDNISOLONE SOPHARMA ce wm30N3Ba TMpH CHIOKPHHHH
saGongpaEus (Ha JKIE3UTEe C BBTPEMIHA CEKPEelMs), KaTO JONBJIHUTENHO JeYenHe 3a
KpaThK MEPHOA OT BpeMe OpH obocTpsHe Ha 3200/ABaHMA HA CTABATE M MEKHTE THKAHH
OKOIO TAX (PEBMATOMAEH aPTPHUT, aHKHNO3HPAl] CIIOHANIAT, OCTEP H IOAOCTEP GYpCHT,
TICOpHATIUEH AapTPHT, ENBKOHIIINT; OCThD IOAArpo3eH apTpUT); CHCTEMEH Nymyc
EPUTEMATO3yC, CHCTEMEH JEPMaTOMHO3NT, OCTBP PEBMATHYeH KapiuT, IPH HAKOH
KOKHM 3a00IIgRaHMs KaTto nemduryc, epureMa MyJirudopMe, CHHADOM Ha Stevens-
Johnson, exconmuaTHBEH JEPMATHT, [eHEPANH3UPAH HEBPONESPMHT, Tekka ¢opMa Ha
ncopuasuc, Texxa Gopma Ha cebopeen AepMaTHT; HEMOBNHABAIIE Ce OT ApYyra Teparmd
3a60N7BAHMS K470 OpOHXMAHA acTMa, ATONMYeH JepMartuT, cepymHa Oomect,
CBPBXUYBCTBATENHOCT KBM JekapcTeo, OTOK Ha Quinke; mok (xeMOparuveH,
TpABMATHYUEH, ANEPTHYeH, NpH MH(EKNMU C TeXKa MHTOKCHKALEA); TOXKH OCTPH K
XpOHMYHE AJEpPrudHE WIM BB3NANMTENHM [POLECH 3aCATalll OKOTO; CEepHO3HHM
2af0JIgBaHMs WA NUXaTelHWTe NWETHINA; 3a0oisBaHud Ha KpbBTa; 3a00MABaHMA Ha
XpaHOCMHIJIATENHATA CHCTEMA; TIPH TPAHCIUIAHTALYA Ha OPrany - 3a NpeIOTBpaTABate Ha
OTXBBLPAAHETO MM OT OpraHu3Ma.

2. IPEJIA A BH CE IPAJIOXKH METHYLPREDNISOLONE SOPHARMA
Hpedynpedeme NEKVEAUA TeKAD:
e Axo cTe aneprivsy (CBPEXIYBCTBUTEIHY) KbM aKTHBHOTO WUIM HAKOM OT OCTaHAINTS
CHCTABKH Ha JIEKapCTBOTO;
e HMwmare cucTeMut MEOMYHE HHOEKIMY;
o JlexapcTBOTO He TpAGBa Aa ce TpKiara Ha NPeXACBPEMEHHO POICHH JELIA.
Ipequ Jja 3amoyHeTe JIEYeHHE C METHYLPREDNISOLONE .SOPHARMA
yBenoMere Baiud jiekap ako mMare JaTeHTHA MM aKTHBHA TyOepKyn03a, TICHXWIHA
3a60JISBAHYIA B MMHAIOTO; Xepliec CHMIVIEKC; KepaTUTH; CTOMAINHa My UpeBHa 1383,
curgpoM Ha Kymar (DonecTHO CECTOsHNE, KOSTO C& PasBUBA B-pesy/rat Ha 3abossBane
Ha HapOLOpeYHUTe JKHE3H); AUBEPTHKYIIM; HpEecHy 4PEBHH aHACTOMOS3M; OCTEON0pO3a,
TpoMGOoeMOONIMUHY MHIMACHTH, OBOpetHa HEAOCTATHEYBOCT, 3aXapeH JIaber, BHCOKO
KpHBHO HAIATaHe, NayKoMa (OBHIEHO BETPEOYHO HANATAHE), JIOKATHM I CHCTEMHH
urdexun, aMyrocynpecisau cperosrus (CIIH, Bapriesa), MEaCTEHUS IPABXC.
Hndopmupaiite Bamms nexap, ako Ba IPeACTON WM CKOPO Bu e npapeHa BaKCHHALNA
(BKIIOUATENHO ClIef BAKCHHYIPaKe NPOTHB BapyUela).
Ifpuem na opyzu AeKapcmea
Mons ungopsmuparime Bauius jiekap aro RpUeMAame WiH RACKOPO CHie HpHREMARH
Opyzu nexapemea, KIOLUMETHO i MAKUEA, OMRYCKARY 0e3 peyenma.
VBeoMeTe JIEKYBAIIAA JeKap ako IpHeMare:

- Gapbmryparn (CHHOTBOPHM), puamMIiIuH i GeHuTORH

- CHPIACYHY NIIOKO3HAM (JIEKapcYBa 3a JedeHHe Ha ChpAcIHA HEJOCTATHYHOCT);

- caNuAHypeTHiM (OTBOIHSBAINY CPEICTBA);

- OpaNHH aHTHAMAGETHYHH CPEACTBA;
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- KyMapWHOBH aHTHKOArYHaHTH;

- CauIMNAaTH B HECTEPOWEHH IIPOTHBOBL3IAIHTENHHA CPEACTBRA.
bpemenrnocm u KepMeHe
Hocwveemeaiime ce ¢ Bauiua nexap npedu ynompedama Ha KOemo U 0a € TEKapCrigo
aKo cme GpeMenna unu Radiupame 0a saopemencenie.
Ako cre Opemenma nevenme ¢ METHYLPREDNISOLONE SOPHARMA ce
HpoBEXAA camo 1o Jekapcku konTpod. IIo Bpeme Ha IBpBMTE TPH Mecella Ha
Opemenmocrra Tpabea jAa ce u3barea ynorpebara My, OCBeH IPH HIKIHOTATEIHH
TIOKAa3aHu. ‘
KopTHKOCTEpOHKHTE NPEMUHABAT B KbPMATa H MOIarT a OKaXKaT BIIHIHHE HA KBPMaieTo,
TOpany K0eTo NpH HeoGXOMMOCT OT HEUSHHE C METHIIPEAHN30NOH KbpMEHETO Tpabea
Ja ce IIpeKapaTH.
Iogupane u paboma ¢ Mawiunu
METHYLPREDNISOLONE SOPHARMA e nosinniga CHOCOOHOCTTa 33 WOQupaHe
# padoTa ¢ MaluKHIL.

3. KAK CE #31IIOJI3BA METHYLPREDNISOLONE SOPHARMA
METHYLPREDNISOLONE SOPHARMA ce npuraza om Kewiu@uoupan
MeOUHUHCKI REPCOHAL. AKO umarne HAKAKEY 8BNPOCH, 00LpHEmE Ce KoM JIeKyeawiua
JAeKap.

Jlo3aTa ce ONpeNeila OT JISKYBalUs JIeKap M 3aBHCH OT TEKECTTA Ha CHCTOIHHETO Bu.
OGOuKHOBEHO HauanrHaTa jo3a Bapupa ot 10 mg Ao 500 mg AHEBHO.

Ilpu npompmxmrendo neusesme ¢ METHYLPREDNISOLONE SOPHARMA
IpeKpaTABAHETO Ha TepamuaTa TpabBa jJa ce MSBEPIUBA C NMOCTENCHHO HAMALIBaHE Ha
JIO3HTE.

TTpu gena neyeOnute fosu ca 0,8-1,5 mg/kg TenecHo TErNo AHEBHO.

AKo umame HAKAKEU OOWVAHUMENHU GHHPOCH, CEBP3AHU C YROmMpebama Ha mo3u
npooyKm, Mona nonumaiine Bawiua nexap uni apmavesm.

4. BH3MOXHHA HEXEJAHA PEAKIVHA

Kaxmo ecuuxu nexapcmea, MET, "HYLPREDNISOLONE SOPHARMA moice oa
Rpedu3CURA HeCeNANY PAKYIUN, 6biPeRU Ye He 6CeKU 2U ROy asa.

Ilpu NeveHue ¢ IPOAYKTA MOXKe [a C& HapyIi BOJHO-eJEKTPONUTHIS (anatc, KoeTo ce
IpOSBSBa CBC 33BPIKAHE HA TEYHOCTH B OPTaHM3Ma, 32[PEiKKa Ha HATPUH M YCHIEHO
OTHEJIHE Ha Kanmii ¢ ypuHarta. I1pn npeapasrionosKeHy TalBeHTH MOJKe J2 HpeaysEHKa
cnabocT BA CBHPACYHMS MYCKyln (ChbpIedHa HeJOCTATBYHOCT). Piiko Moke na ce
Habmonasa MycKylHa CaboCT, pasKbCBaHE HA CYXOMCHNEA, NETONOrEYHH (QpaKkTypH.
Ipu HAXOM HAIUEHTH e BR3MoXHO 00CTpsHe Ha A3BeHa OOJIECT, YINIIEPO3EH KOIMT,
maHKpeaTHT (BH3NANEHHE Ha 3ajCTOMANIHATA JXne3a), Bb3NANCHMe HA XPaHONpOBOAA.
METHYLPREDNISOLONE SOPHARMA wMoxe Aa NpefH3BHKAa IOBHIICHHE HA
HHBATA HA HAKOW H3uMH B kpsera (ALT, SGPT, AST, SGOT, amxamna docparasa).
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KpLBOM3IIMBHY IeTHA, OOpUB, KOHTAaKTeH AEPMATHT, CTEPOHIHO aKHE, HapyllieHHe
IUrMeHTaupsITa Ha KOXKara, OKOcMsBaHe, 3abaseHo 3apacTBaHe Ha DaHH; JENpecHd,
CTpax, pasfpa3sHMTENHOCT, Oe3ChHME, ©€y(OopHs, IbpIOBE IIPH Jena, TCHXONATHH,
cTeponfeH nuaber; HapymieHHe Ha MEHCTPyalHEA IMKBI (aMeHOped), UMOOTEHTHOCT,
NOTHCKAHE Ha pacTexa HpHM Aena, NPoTeHMHypus (OTHeNAHe Ha OenTeK B ypHHATa),
XeMarypus (KpBB B ypHHata); nuMdolienns (HaManspaHe Ha JHMMQOIMTHTE B KPHBTA),
CKBCSBAaHE BpEMeTO Ha KPBBOCHCHPBaHe; KarapakTa (OMBTHABAHE HA OKOTO, NEPAS),
NOBHIIABAHE Ha BLTPEOYHOTO Hansrase, ekzodTanM (M3MbKBAHE HA QUUTE), peaki|y Ha
CBPBXJYYBCTBHTENHOCT,  BIUIIOYMTENHO  apadunakrwdsym.  Ilpwioxkennero  Ha -
METHYLPREDNISOLONE SOPHARMA Moxe ja MAacKHpa TIPOSBUTE Ha HH(EeKOHs
B opramusva Mid Jga oOOCTpH CKpHTOo NpoTHYama wnHpekuus. Ha macToTo Ha
IPHIOXKEHHE MOXE Ja C& pa3BuaT cTepwimu abcnecw, MHEKIws IpH HecnasBaHe
NpaBHAaTa 33 CTEPUIIHO HEDKEKTHpaHE.

AKo Haxkon om Hexcenanume JNEKAPCIMBEHU PeaKWUU CHIAHE CEPUO3HA, UaH
sabenexcume Opyzu, HEORUCAHYU 6 MA3Y JUCHIOEKA, MOIA yeedomeme Bauun nexap
unu hapmayeent.

3. ChXPAHEHWE HA METHYLPREDNISOLONE SOPHARMA

B OpUIMHANHATA ONAKOBKA, Ha 3alUTEHO OT CBETNMHA MACTO, NPH TEMIEpaTypa IOJ
25°C.

CrxpansBaiite JeKapcTBOTO Ha MACTO, HEXOCTHIHO 34 JEIA.

JlekapcTBOTO He TpAGBa Aa ce MSNON3BA ClEX JATaTd Ha W3THUaHE CPOKa HA TOAHOCT,
orGena3aHa BEPXY OLAKOBKATA.

JlexapcTBara He TPsOBA A2 Ce M3XBBDNAT B KaHAIW3ANMATZ WIH B KOHTeixepa 3a
IOManTHH oTOamsmi. Ch3faiiTe CH HABHMK fAa BPHIIATe HEM3HON3BAHHTC WA CTapH
nexapcTBa Ha Bamus dapMalienT. ' '

6. TONBJIHHTEJIHA HHO®OPMATM A

Kaxeo codvpyca METHYLPREDNISOLONE SOPHARMA?

1 ammyna ¢ mModuIM3aT 3a HHXEKIHOHEH PasTBOp CHABPIKA NEKapCTBSHO BEIMECTBO
MEeTHANPEeAHA3070H HATPHEE CYKIMHAT ChOTBETCTBAINO HA METHINPEAHAUI0IOH 6.31 mg;
15,78 mg; 40 mg; 125 mg; 250 mg.

JipyruTe  chcTaBKM  ca  JuMHATpHeB  Xuzporengocdar | DUXUApaT, HATPHUER
IEXAAporeHpochaT MOHOXHAPAT.

Begxa aMiTysia ¢ pa3sTBOPHTEN CHABPIKA CTEPUTH3NPAHA BOJA 32 MEDKEKIHA.
Kax_useneycon_ METHYLPREDNISOLONE SOPHARMA u Kaxeo CHOBPIHCA
OHAKOSKAMA

OnaKoBKaTa CHABPKA aMIyId OT Ge3NBEeTHO CTBKIO C JHOQWIN3AT 33 MIDKSKIHOHCH

HOTpeOHTEN.
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MeTRiIpeIHH30J0H 6,31 mg 15,78 mg 40 mg 125 mg 250 mg
JInohnnauzaT 32 HHKEKIHOHEH PAITBOD
Bpoit ammymu 5,10 5; 10 10 5 5
(2 ml) Cmly (2 mb) (5 ml) (10 ml)
PazreopuTe]
Bpoit ammynu 5;10 5; 10 10 5 5
(1 mi) (1 ml) (1 ml) {2 ml) {5 ml)

Hpumesicamen na paspeiieuemo 3a YRompeba i npou3eooumen

CODAPMA AJl, Benrapus
1220 Codus, yn. "FimeHcko moce” 16

Hocnenna pexaxunsg Ha Texcra: 29.01.07r.

Hocouenama no-0ony uHopMauua € RPEOHAIHAYEHA CAMO 3@ MeQUUUHCKU
cREqUATUCHI:

Haynn Ha OpHI0KEHHE: MHTPABEHO3HO, MHTPABEHO3HO NOA ¢opmara Ha HHQY3HT U
METpaMycKyHO. IIpefTounTay MeTOA 32 HadaiHa yroTpeda mpy CHENTHH ChCTOAHKT &
HATPaBeHO3HA HEKEeKIMA. )

Hpuroresge Ha PasTEOPA
KtM aMmynata ¢ AHOQEIM3AT ce Npubaps TPMIOKEHHS B KOMILIEKTa PasTBOPHTEN OT

BTOpara aMnyla. AX0o MPOAYKTET Ce TIpuiara HE(Y3HOHHO, TaKa IPHIOTBEHAS PasTBOP
ce mpmbaBi XLM DasiHYHO KONMUECTRO HH(Y3HOHEH pasTBOp - 5 % JeKcTposs,
M30TOHIYEH (QU3NONOTHIEH PasTBOP MIM 5 % AEKCTpo3a B M30TOHMYMEH (HU3MONOTHICH
pasTBop.

He 1ps6Ba Aa ce cMecea ¢ APYTH JeKapcTBa B efHa CIPHHLoBKa!

TIpexu IpUIOKEHHETO Ha IPOJyKTa Ja ce IpoBepsasa LpeTa i OBCTpoTara Ha pasTBOpa 3a
HapeHTepanHo NpHIoXKeHMe!

Jo3apoBKa: ‘

Buapacmnu: Hagamnara nosa sapupa ot 10 mg xo 500 mg AsesHO B 32aBHCHMOCT OT
TEXECTTa Ha CHCTOAHMETO ¥ TepaleBTHuHuAT orrosop. Ilo-ucoxw nosu /Ham 250 mg/
TpabBa Ja ce NpHIaraT MHore 6aBHO 32 MHBMMYM 30 MEHYTH. Ilpu crielHH CHCTOSHEA
ce MperophyYBa MHTPABEHO3HO INPIIOKEHKe HA NPOAYKTa BBB BHCOKH IO3M 32 Kparsk
nepuoz ot epeme. Ciies craGuIusHpaHe CHCTOSHUETO Ha TanMeHTa 103aTa ce pelynupa
U ce IpeMHAHABA Ha NeYeHHe C HEPOPaNHI IeKapCcTBa.

Ipyi NPOTBDKATENHO JEeUeHHe C METIINpPeAHW3ONOH MPEeKpardBaHETO HA TEpamusira
Tps6Ba A2 ce H3BBPIIBA C IIOCTENCHHO BaMaJIBaHe HA JO3HTE.

IIpu myacoBa Tepamusi ce OpHIIaraT BUCoky no3u (wax 1 g JAHEBHO) B HPONBIDKEHKE Ha 3
JHTL.

IMox — 10 125 mg ma Beexu 2-6 vaca wim 250 mg Ha BeekH 4-6 waca. Moxe na ce
nprAara cbio 1o 30 mg/kg TenecHo TEINO Ba BeeKH 24 gaca.




[§)sophame®

METHYLPREDNISOLONE SOPHARMA
Lyophilisate for solution for injection

TIpriara ce HETPABEHO3HO MH(Y3HOHHO 32 He NO-KpaTko oT 10 Ko 30 MuHYTH. Brcokure
Ho3u He TpiOBa Aa ce npuwiaraT mosedue OT 48 g0 72 vaca npH HONOXEBME, He
CECTOSHMETO Ha DONHEA He ce NoNo0pH.

3a umyHOCYRpecus - 33 NPENOTBPATABAHE HA OPraHHOTO OTXBHPAAHE NPH OPraHui
rpaHcIuianTanyy (ocobeno GLGPeYHM) METUINPEAHH3ONO0H CE Ipyara B JO3U OT 05¢
Jio 2 g MHTPABEHO3HO Ha Beeku 24-48 vaca. :

Ipu mozvuen omox - no 40-125 mg Ha BCEKH 4 no 6 yaca UHTPaBEHO3HO HIIH
AHTPaMycKyHHO B NpOZBIDKeHHE Ha 4 10 7 AHU (no crabunusupaHe CHCTOSHHUETO HA
Gonmu).

Ipu opvzu cecmoanus - METHYLPREDNISOLONE SOPHARMA ce H3fonsysa
KATO MOUBIHHTENHA Tepands KbM JiedeHHeTo Ha OOMHM ¢ YILEPO3eH KOJIHUT, KaTo A03M
ot 20 po 40 mg ce IpMIAraT B NpOXBIDKUTEIIHA pHGY3AS 3 1o 7 OBTH CEAMHYHO 32
HEPHOJK OT 2 WK MOBEYE COIMUINIL

Mena: TTpu xena negebuuTe n03# ca 0,8-1,5 mg/kg TenecHo TerIo JHEBHO.

IpekhcBane HA TEPANBATA

Pgaxoro HaMalsBaHe Ha [03aTa IIH BHE3allHO CIIMpaHe Ha KOPTHKOCTEPOHIA CIEH
NPONB/DKHTEIHO JEeIeHNe MOXe Jia IOBENie A0 OCTpa ajnpeHanta prcybrmpennus. Tasu
pRCyQHMIMEHNNI MOXE JAa NPOXBIKABA MeCely CNEJ MpeKhcBaHe Ha ynorpedara,
DOpajy-KoeTo [PH TI0ABA HA CTPECOBA CHTYallus B TO3M IEPHON (TpaBMma, omepamus,
TexKO 3a60JABaHE), KOPTAKOCTEpOH/IHaTa Tepanus Tpabsa Aa 6b1e OTHOBO HasHAYCHA
AMM MOXe A4 C€ HANOKY HOBHINARaHE Ha Npuiaragara Josa. [IpeKkpaisfBaHeTo Ha
JICUEHHETO € KOPTHKOCTEpOMAH, 0cobeHo chel NpOABIDKUTENHA Tepanwsd, Tpsa0Ba Ha
¢TaBa GaBHO C MOCTENEHHO HaMalsBaHe Ha [03aTa.

Ipenosmpane: [lpefosupare ¢ KOPTAKOCTEPOMIM IOYTH BHHArH Ce JBIDKH HA
TIPHJIOKEHAETO HM BBB BHCOKYM [JO3H Ha NAMEHTH C HOpMalHH (HU3HONOTHIHE
noTpebuocTH. JleyeHMero € CUMITOMAaTHYHO. JIGUGHWETO C XOPTHKOCTEPOMIH
FIOCTENeHHO c€ MPEKpaTsBa. B ciyyall Ha mpefosHpaye HAMa CHEIEUyIeH aHTHAOT.




