MVHWCTEPCTBO 3[IPABOOXPAHEHUS POCCUNCKOW OEJIEPALIV
NHCTPYKLIMA
M0 MPUMEHEHMIO NIeKapCTBEHHOTO Mpenapata A MEAULIMHCKOro NpUMeHeHus

METOTPEKCAT-C3

PerucTpauuoHHbIi Homep: JICP-003881/08

ToproBoe Ha3BaHue npenapata: MetoTpekcar-C3

MexayHapofHoe HenaTeHTOBaHHOe Ha3BaHMe:

meToTpekcart (methotrexate).

NekapcTBeHHas opma:

TabneTku, NOKPbITbIE NNEHOYHON 06OMOUKOIA

Cocrage:

1 TabneTka, NOKpbITas NeHOYHON 0BONOYKON, COAEPXKUT:

aKkmugHoe eewjecmso: MeToTpekcar 2,5 Mr

8cnomozameribHble 8ewecmsa: IOPO - NaKTo3a (caxap MOMOYHbIN) —
51,0 mr, uenntonosa MUKpokpucTannuyeckas — 55,0 Mr, Kanbuus
creapar — 1,0 Mr, kpocnosuaoH (konnuaoH CL, CL-M) — 1,0 Mr, noBuzoH
(konnupoH 30) — 7,0 mr, Tanbk — 2,5 mr; o6ormoyka — Onappant |1
(cepust 85) (CNMPT MONMMBMHWMOBBIA, YacTUYHO TMAPONM3OBAHHBIA —
1,76 wr, Tansk — 0,8 mr, Tutana auokeup — 0,7668 Mr, makporon
(nonmatuneHrnukonb 3350) — 0,4940 mr, neuuTuH (coesbiid) — 0,14 wr,
anioMUHKeBbI Nak Ha 0CHOBE kapMyasiHa — 0,0204 Mr, anioMUHUEBbIA
naKk Ha ocHoBe moHco — 0,0164 Mr, anioMWHMEBbLI Nak Ha OCHOBE
nHAnrokapmuHa — 0,0024 wr).

Onucanue

TabneTkv, NOKPbITbIE MNEHOYHOM OOOMOYKOM, OT PO30BOTO A0 TEMHO-
PO30BOrO LiBeTa, Kpyrmble [BOSKOBbINYKMble. Ha uanome TabreTku xentoro
LiBeTa C BO3MOXHbIMM BKPANmEHUsMA OparkeBoro wnu Gemoro LiBeta.
dapmakoTepaneBTMYeCcKas rpynna: MpoTUBOOMYXONeBoe CPeacTso,
aHTUMeTabonur.

Kop ATX: LO1BAO1 .

®APMAKOJIOTMYECKUE CBOUCTBA

(apmakoaHaMuKa.

lMpoTuBoONyxonesoe,  LMTOCTAaTUYECKOE  CPEACTBO  [PYMMbl
aHTMMeTabonuToB-aHanoroB  onuesol  kucnotbl.  WHrmbupyet
avruapodonarpeaykTasy,  yyacTsylollyld B BOCCTaHOBMEHWUM

Mrvapod)OnMeBOiA KICTIOTBI B TETParapOONMEBYHO KUCTOTY (MepeHOCUMK
YIMepoaHbIX (parMeHToB, HeOOXOAUMbIX [AMA CUHTE3A MYPUHOBBIX
HYKTIEOTII0B 1 VX MPOVI3BOAHBIX).

TopmoauT cuHTe3, penapauyio IHK 1 kneTouHbin MuTo3 (B S-thase). Ocobo
UyBCTBUTENbHbI K IGIACTBYIO METOTPEKCaTa TKaHY C BBICOKOW MponidepaLieit
KIeToK.  OnyXoneBast TkaHb, KOCTHbIA MO3T, KIETKW SMUTenus CIM3NCTbIX
oborioyek, sSMOpUoHarbHbIE KNeTki. Hapsly ¢ npoTvsoonyxoresbiv obnagaeT
MMMYHOCYIPECCUBHBIM [EVCTB/EM.

(apmakoKUHeTHKa.

BcacbiBaHve Mpu MNepopanbHOM MpueMe 3aBUCMT OT  [103bl: Mpu
npveme 30 Mr/M? BCacblBaeTCA XOpOLLO, CpedHss GuopocTynHocTb - 50%.
BcacbiBaHie CHKaeTcq Mpu Mpueme B [03aX, MpeBbiLLALMX
80 mr/m? (monaratoT, BCRIEACTBUE HacblweHus). Y neteit abeopbuus
xonebnetcs ot 23 oo 95%.

Bpems JOCTVKEHUS MaKCUManbHON KOHLEHTPaLMN (Crax) — 1-2 4. Muila
3amMefIfeT BeachiBaHne N CHKAET Cmax. CBA3L C Genkamu nnasmbl -
0oKo1o 50%.

[pv npreme B TepanesTUIeCkUX A03ax NPaKTUIECK He MpoHIKkaeT yepes M3b.
TPOHMKAET B FPYAHOE MOTIOKO.

TMocrie nepoparnbHoro BBeAEHNs 4YacTUYHO MeTabOMM3MPYeTC KMLLIEYHON
(hriopoi, OCHOBHas YacTb - B MeyeHn ¢ 0bpasoBaHiieM (hapMaKonoryecki
aKTVIBHOI NOMMITIIOTaMYHOBO hopMbl, MHMIBMPYHoLLIEN AumapoconaTpeykTasy
11 CHIHTES TUMIMHA.

lMepvon rmonyBbiBeAeHWss B HauarnbHoil (hase coctasnser 24 u,
aB KoHeuHol hase — 3-10 y. IMpy1 XPOHUYECKOM MOYEUHOI HEOCTATOMHOCTY 06e
ha3bl BbIBEAEHNA NpenapaTa MOryT ObiTb 3HAYUTENBHO MPONIOHTMPOBAHbI.
BbIBOOWTCA MPEMMYLLIECTBEHHO MOUKaMM B HEV3MEHEHHOM BWAe NyTem
KryBo4KOBOI CHMMLTPALIMM 1 KaHAMbLIEBOI CEKPELIM, C KeNubio BbIBOMTCS
oo 10% (c nocrepyoleit peabcopbumert B KuweyHuke). BbiseneHue
npenaparta y 60MbHbIX C HapyLLIEHEM (YHKLM MTOYEK, BbIDEXKEHHbBIM aCLATOM
UMM TPaHCCY/IATOM 3HAUUTENbHO 3aMefieHo. [Mpu MOBTOPHBIX BBEAEHUX
HaKarnmBaeTCs B TKaHsX B BUAE MeTabomnuToB.

MOKA3AHWA K MPUMEHEHUIO

MeToTpekcaT B TabneTkax NpUMEHAETCS MPU UCMONb30BAHMI HUKMX
03 AN neveHus  TpodobnacTudyeckux onyxomnewl, OCTporo
nnuMEobnacTHOro Nnekosa M HEXOMKKMHCKUX NMMdOM W Aaneko
3alleAlWnx CTaguil rPMOOBMAHONO MUKO3a, TSKENbIX (hOpM Mcopuasa,
a TaKKe Mpu peBMaTougHoOM apTpuTe, korAa HeadhdeKTUBHbI Apyrvie
METOfIbl Tepanin.

NPOTUBOMOKA3AHUSA

TpvMeHeHne MeToTpeKcaTa MpOTMBOMOKasaHo Mpu GepeMeHHOCTM U B
Mepyof; KOPMIEHWS TPY[IbI0, MPU BbIPaKEHHBIX M3MEHEHMAX CDYHKLM MOYeK
11 MIeYeHm, NPy reMaTomnorm4eckiX PacCTpoIACTBaX, B TOM YiACTIE MMONNasui

KOCTHOTO Mo3ra, MeiiKoneHn1, TPOMOOLITONEHN, aHEMMK, Mp1 OCTPOI
CTaMM VHAEKLWOHHbIX 3ab0MeBaHuii, CuHApOME UMMyHoAedULWTa, Mpu
MOBbILLIEHHO YyBCTBITEMNEHOCTU K METOTpeKcaTy Wi [pYriAM COCTaBHbIM
yacTam TabneTku, AeTaM A0 3-X MeT.

C _OCTOPOXHOCTBIO: MpK acuuTe, BbIMOTE B MMeBparbHy0 MOMOCTb,
A3BeHHON OOnesHn enyaka W ABEeHanLATUNEPCTHON KULLKW, S3BEHHOM
KonuTe, 0be3BOXMBaHIA, NOAArPe UMW HehpONMTMase B aHaMHe3e, paHee
NPOBOAVBLLENCS My4eBOI TepanAu Wi XMMUOTEpani, MHAEKLIMOHHBIX
3ab0r1eBaHMsIX BIPYCHOIA, IPUOKOBOI M BaKTepuarnsHoi MpUpofbI.
CNOCOB NPUMEHEHUA U 103bl

MeToTpekcar B TabreTkax MPUMEHSIOT BHYTPb. [lo3bl M CPOKK
NleyeHNs YCTaHaBMMBAIOT MHAMBMZYaNbHO B 3aBUCUMOCTA OT CXEMbl
XMMUOTEpaNnN.

Tpoghobnacmuyeckue onyxonu:

- 15-30 Mr BHYTpb, EXeAHEBHO B TeYeHne 5 AHeli C MHTEPBANoM B OfHY
1 bonee Hefenb (B 3aBUCUMOCTY OT MPU3HAKOB TOKCMUHOCTM). Kypehl
neyeHns 0bbIYHO NOBTOPSAIOT OT 3 10 5 pas.

-no 50 mr 1 pa3 B 5 iHelt ¢ UHTepBanom He MeHee 1 MecsiLa. Ha kypc
neyeHuns Tpebyetca 300-400 mr.

Ocmpblii numgpobnacmublil Neliko3 (8 cocmase KOMNIEKCHOU
mepanuu):

- no 3,3 mMr/M2 B KOMOMHaLUMW C MPEAHU3ONOHOM [0 AOCTUXEHUS
pemuccuu, 3atem no 15 Mr/m? 2pasa B Hedemo WM 2,5 Mr/kr
Kaxable 14 IHei.

HexodxKuHcKue nuMghoMbI(e cocmase KOMNIIeKCHOU mepanuu):
-no 15-20 mr/m?3a 1 npuem 2 pasa B Hefiento;

-0 7,5 Mr/M? eXxeiHEBHO B TeYeHUe 5 aHei

PesMamoudHbIli apmpum:

HavanbHas [o3a oBbl4HO COCTaBMAeT 7,5 Mr OaMH pas B Hedeno,
KoTOpas NPUHMMAaeTCs OAHOMOMEHTHO UMK pasaenseTca Ha Tpu Npuema
C WHTepBsarnom B 12 yacoB. [INd AOCTWKEHUS ONTUManbHoro addekta
HeflenbHas 1038 MOXeT ObiTb MOBbILLEHa, MPU 3TOM OHa He JAOMKHa
npesbilwatb 20 Mr. Koraa JocTuraeTcs OMTUMAMbHbIA KIMHUYECKNIA
athhexT, cneayeT HauMHaTb CHIKEHME 03bl 10 JOCTUKEHNS Hanbonee
HU3KOW 3hPEKTMBHOM O3bI.

OnTuMarnbHas AnUTENbHOCTL Tepaniu He n3secTHa. Mpy oBEHUIbHOM
XPOHUYECKOM apTpuTe Ans AeTel addeKTUBHbIMM SBNSITCA [103bI 10-
30 mr/m/Hep, (0,3-1 mr/kr).

Mcopuas:

Tepanus MeToTpekcaToM nposoauTcs B fo3ax or 10 fo 25 mr B
Hepento. [losy 00blMHO HapalLMBalT MOCTENEHHO, MpW [OCTUKEHN
OMTUMANbHOMO KIMHUYECKOro 3thdiekTa HauMHAIT CHINKEHME [03bl 40
[DOCTIKEHUS Hanbonee HU3KON ahEKTUBHON A03bI.

Tpu608udHbIi MUKO3:

- 1o 25 Mr 2 pasa B Hefento. CHUXeHWe J03bl UK OTMEHa BBeAeHUS
npenaparta onpefenseTcs peakuyeil GOMLHOrO 1 remaTonornieckuMm
nokasaTenamm.

NOBOYHOE AEUCTBUE

Co  CmOpoHbI ~ cucmeMbl ~ KPOBEMBOPEHUS:  MaHLUTOMEHNS,
NeiKoneHns, HeiTponeHns, numdoneHns (ocobeHHo T-NMcoLuTI),
TPOMOOLUTOMEHIS, aHEMIS,, arpaHymoLITO3, 303MHOUINS.

Co CMOpOHBLI NUWESapUMENBHOL  CUCMeMbI: aHOPEKCHS, TOLLHOTA,
pBOTa, CTOMATUT, [MHIUBIT, ITIOCCHT, (hapUHIUT, PEAKO — SHTEPUT, Avapes,
3PO3MBHO-A13BEHHbIE MOPAKEHNS 11 KDOBOTEUEHIS 13 XEMY[O4HO-KMLLEYHOTO
TpaKTa, B OTAEMbHbIX Cryyasix (Mipy ANUTENbHOM eXEHEBHOM MpUMEHEHIM)
— HapylleHe (YHKLAM MeYeHM, MOBbILLEHNE aKTUBHOCTU ‘MEYEHOYHBIX™
TpaHCaM1Ha3, MepunopTaribHblil (prbpos 1 LIMPPO3 MeyeH!, HEKpO3 MeveHn,
KMpOBas ANCTPOMS MeyeHn, MaHKpeaTwT.

Co cmopoHbl HepeHoll cucmembl: 3HUedanonatis (y GombHbIX,
KoTopble roMmyyanu fydyeBylo Tepanuio Ha obnacTb Yepena),
MOBbILLIEHHAs YTOMISEMOCTb, TOMOBOKpY)XeHWe, ronosHas  Gonb,
acbasus, napes, remunapes, cnabocTb, CNYTaHHOCTb CO3HAHWS, aTaKcus,
TPEMop, pa3apaKeHHOCTb, CyA0POrM i KoMa.

Co  CcmOpOHbI  MOYesbIOeNUMENLHOU  CUCMEMbI:  LWCTUT,
HedponaThss, HapylleHMe (YHKLAM Modyek (MOBbIEHME YPOBHS
KpeaTWHHa, remaTtypust), ansypus.

Co cmopoHb! penpodyKmueHoU cucmeMbl: HapylleHne npoLecca
0OreHesa, CriepMaToreHesa, CHKeH1e MMOnA0/MMMNOTEHLNS, USMEeHeHne
(bepTUNLHOCTH, TepaToreHHble aeKTbl.

Co  cmopoHbl  ObiXxameNlbHOU  CUCMEMbI:  XPOHUYECKUI
VHTEPCTALMANbHBIA  MHEBMOHUT, OCTPbIA OTeK NerkiX, mMeroyHbii
hnbpO3, MHEBMOHMT, anbBEONNT, DpOHXMamNbHas acTMa, MneBparnbHbIi
BBINOT.



Co CMOpOHbI KOXU U KOXHbIX npudamkos: KoxHasi oputema W/
WK CbiMb, KOXHBIIA 3yA, KpanuBHULLA, TeneaHrvoakTasun, dypyHkynes,
AEMATMEHTaLM UMK TUNEprIMTMEHTALWS,, YTpH, LLeNyLeHne KoM,
ONMAKYNUT, anoneLus (pejaKo), MoBbILLEHHas hOTOUYBCTBUTENBHOCTb,
oBocTpeHme paanaLoHHOro epMaTuTa.

Co CMOpoHbl 0p2aHO8 Yy8CME: KOHBIOKTUBUT, U36bITOUHOE
CresoTevyeHue, katapakta, CBETOBOsisHb, Kopkoasi crerota (nmpu
BbICOKVX [103aX), HapyLUEHUE 3pEHUst.

Annepauyeckue peakyuu: nuxopaaka, 03Hob, cbifb, KpanuBHULa,
aHacdunakcus, 3nokayecTBeHHas dKCCyAaTUBHas apuTeMa (CUHAPOM
CTuBeHca-[PDKOHCOHa),  TOKCUYECKWid  dnupepmarnbHblil  Hekpomnua
(cunmpom Naitenna).

[Mpoyue: UMMYHOCYTIPECCHS (CHIDKEHUE YCTOMYMBOCTH K MHAEKLIMOHHBIM

3aboneBaHnaM),  HEOMOTaHWe,  OCTEOMOPO3,  TUNEPYPUKEMMS,
TEMOpparvyecknii_ CUHAPOM,  BackynuT,  apTpanrus/Muanrus,
nepukapauansHblil BLINOT.

NEPENO3UPOBKA

Mpu  CnyyailHoi NEpefo3vpoBKe  MeToTpekcata  pPeKoMeHayeTcs
UCTIONb30BaTb  CMIELM(UYECKUA  AHTMAOT —  Kanblys  ¢homuHar.

BeefeHne KanbLps onMHaTa criefyeT HauaTb MO BO3MOXHOCTH
HEMe/INIeHHO, KeMnaTenbHO B TeYeHMe MepBoro 4aca, B 03, PaBHON
WIN MpeBbllLatolLei JO3y MeToTpekcaTa; nocrefytlume [03bl BBOAAT
Mo Mepe HafloBHOCTU B 3aBUCMMOCTY OT KOHLIEHTPaLM MeToTpekcaTa B
CbIBOPOTKE KpoBY. [INS MpeaynpexaeHns npeuMnuTaLm MeToTpexcara
wvnmu ero MeTabonnuToB B MOYEUHbIX KaHaMbLiaX NMPOBOAST ruaparaLuio
opraH1ama 1 olljenayinBaHme Mouu.

B3AUMOAEUCTBUME C  [PYTUMU  NEKAPCTBEHHbIMU
CPE[ICTBAMM U APYTME BUObI BRAUMOJENCTBUA

[Mp OOHOBPEMEHHOM MPUMEHeHMM BbICOKMX [03 MeToTpekcata-C3 ¢
PasMNYHBIMA  HECTEPOMAHBIMM  MPOTUBOBOCTIANUTENbHBIMM  penapaTamin
(HIMBIM), BKtoyas aueTUNCanUMIoBy0 KUCTIOTY U [ipyrve Canuuunarsl,
a3anponasoH, AUKIOMeHaK, WHOOMETaLUMH W KeTorpodeH, TOKCUYHOCTb
MeToTpeKcaTa MOXeT YCWMBATLCA, W B pAde CrlyyaeB BOSMOKHO
TAKENOe TOKCM4YeCkoe [EVCTBME, MHOTAA Aawe C JeTarbHbiM MCXO[OM.
Mpu cobniofeHnn crieLyanbHbiX Mep MPefOCTOPOXHOCTU W MPOBEAEHNS
COOTBETCTBYIOLIErO MOHUTOPUHTA MPUMEHEHMe MeTOTpekcaTa B HUSKMX
fosax (7,5-15 Mr B Hefienio), B YaCTHOCTU MPU FleYeH peBMaTOMHOMO
apTpuTa, B KoMOuHaLwm ¢ HIBI He npoTuBonokasaHo.

MeToTpekcar MOBbILLAET  aHTUKOATYMIAHTHYIO  aKTWUBHOCTL  MPOMSBOAHBIX
KymMapHa WM MHOAHOVOHA WWIM  MOBLIWAET PUCK  KPOBOTEHEHi
33 CYET CHKEHMA CUHTE3a B MeYeH MpOKyarynaHTHoro dpaktopa 1
HapylLeHns 0bpasoBaHus TPOMOOLWTOB. OpHOBPEMEHHOE WCroMb3oBaHie
CyNbhaHNNaMWOOB, MPOMBOAHBIX  CyNMb(OHUIMOYEBMHBI,  (HEHUTOMHA,
(heHUnByTa3oHa, aMMHOBEH30MHON KMCrOTbI, MpobeHeLwaa, NupuMeTaMuHa
WM TpUMETONpUMA, psda  aHTUOMOTUKOB  (MEHMLYANMMH, TETPaLWKIH,
XIOpaMGEHIKON), HEMpAMbIX  aHTUKOANYNAHTOB 11 TMMOMMMAEMMUYECKUX
npenaparoB (XonecT1paminH) yCUIBaAET TOKCUYHOCTb MeToTpexcaTa.
MeToTpexcaT MOBbILLAET KOHLIEHTPALWO MOYEBOI KUCTIOTbI B KpOBM,
Mo3TOMy Mpi NeyeHin BOMbHbIX C COMYTCTBYIOLLEHA rMnepypukemMueit i
Mofjarpoii MOXeT noTpeboBaThbCA KoppeKLMs 403l MPOTUBONOAATPUIECKX
NeKapcTBEHHbIX CPEACTB  (aMonypuHOm, KOMXULMH, CyMbMHMMPasoH);
MPUMEHeHNe  ypuKosypudeckux  mpoTusorofarpuiecknx  JIC — moxeT
YBENUUMBaTb PUCK Pa3BUTUA HedponaTii, CBSI3aHHOM C MOBbILLEHHBIM
obpa3oBaHiieM MO4YEBOI KUCTOTbl Ha (HOHe TeyeHuss MeTOTpeKcaToM
(MPeanoYTUTENbHO MCTOMb30BATS arnonypyHON).

AHTUOMOTUKM, nnoxo Bcackisaowmecs B KKT  (TeTpauukiuHbl,
xnopameHukon), CHWKatoT abcopbuuo MeToTpekcata W HapyllaloT
ero MeTabonuaM BCreACTBUE MOAABMEHNS HOPManbHOA MUKPOCIOPEI
KMILEYHMKA.

PeTiHonab!, asaTvonpuH, CynbghacanasvH MOBbILAIT PUCK PasBUTUSA
TenatoTokCMiHoCTU.  MonMBMTaMUHHbIE  MpenapaTbl,  CoAepxallyte
hOMMeBy0 KICTIOTY UMM ee MPOM3BOAHbIE MOTYT CHI3UTL 3hPeKTUBHOCTL
Tepanin MeTOTpeKcaToM.

lMpuMeHeHre uuTapabuHa 3a 48 4 f[o unn B TeyeHue 10 MUH nocre
Havyana Tepanuu MeTOTpekcaToM MoxeT oOyCroBnMBaTb passuThe
CUHEPTMOHOTO  LMTOTOKCUYeCKoro  adipekTa  (Koppekumio — pexuma
[03VIpOBaHNS PEKOMeHOyeTCA MpOBOAUTb Ha OCHOBaHWM KOHTPONS
remaTomnornyeckux nokasarenei).

HeommumH Ans nprema BHYTpb MOXET CHIKaTL abcopbLuio MeToTpekcaTa
NS MpUema BHYTPb.

TemartoTokcnyeckie JIC MOBBILLAIT PUCK PasBUTAS TeMaTOTOKCUYHOCTH
MeTOTpeKcaTa. L-acnaparnHasa SBMseTCA aHTaroHUCTOM MeToTpeKcaTa.
MpoBeaeH1e aHeCTeann ¢ UCTIONb30BaHNEM AUHUTPOTEHa OKCUAA MOXET
MPYBECTM K PasBUTMIO Hempe/cKasyeMoli TSKemnol M1enocynpeccun i
cTomatura

HasHaueHe — amvogapoHa — naLyeHTaM, — fonyuawlwym  Tepammio
METOTPeKCaTOM M0 M0BOJY MICOPM1a3a, MOXET BbI3blBaTb USbAIBIIEHIE KON,
MeToTpeKcaT CHIbKaeT KIMpeHC TeounmHa.

Y HeCKOMbK/X MALMeHTOB C MCOpUasoM Wi PUOOBMAHBIM MUKO3OM,
MoMnyyaBLLMX fleyeHne MeToTpekcaToM B komBuHaumm ¢ PUVA-Tepanmeit
(meToKCaneH v ynbTpaduoneTosoe 06ny4eH1e) Bbin BbISBIEH paK KOXU.
CnefyeT cobmntofaTb OCTOPOXHOCTb MPW OJHOBPEMEHHOM BBELEH!N
3pUTPOLIMTAPHOIA Macckl 1 MeToTpeKcaTa.

CoueTaHue ¢ papvoTepaniei MOXeT YBENNYMBATb PUCK HEKPO3a MATKIX
TkaHeil. MeToTpekcaT MOXET CHUKaTb MMMYHOIOMMYECKUiA OTBET Ha
BaKLHaLmio. Mp1 OAHOBPEMEHHOM BBELEHIM C JKBOW BaKLMHOI MOTyT
Pa3BUTLCA TAKENblE aHTUTEHHbIE PeaKLuu.

OCOBbIE YKA3AHUSA

MeTotpekcar-C3 fBRsieTCA LMTOTOKCMYECKAM MpenapatoM, MoaTomy
HeobxoAuMo cobnoaTb OCTOPOXHOCTb B 0OpPALLEHNN C HUM.

[inst npochunakTvKiM TOKCUYHOCTY B MpoLiecce nedeHns MeToTpekcaTom-
C3 Heobxogum nepuoaMyeckn aHanus kposu (1 pa3 B Hemento),
onpefienexne CoaepkaHnsa NekoLuToB 1 TpoMBOLWUTOB, NpoBeeHIe
MEYEHOUHbIX 1 MOYEUHbIX (PYHKLMOHANbHBIX TecToB. Mpu pasBuTUM
[vapes W S3BeHHoro cromatuta Tepamuo  MeToTpexcatom-C3
HeobXxoAuMo MpepsaTb, B MPOTUBHOM Crlyyae 3TO MOXET MPUBECTU K
Pa3BUTUI0 reMOPPArM4eCKoro 3HTepuTa 1 k rben 6onbHOro BCreacTane
npoboAeHNs KLLIEYHIKA.

Y 6onbHbIX C HapyLIeHHOW (DYHKLMEN MeyeHn Nepuos BblBEAEHNUS
MeToTpekcata-C3 yBenuueH, noaTtomy, y Takux GOMbHbIX Tepanuio
crepyeT MpoBoAuTb C 0COBOM OCTOPOXHOCTBIO, C MPUMEHEHUEM
CHIDKEHHBIX [103.

Hapyluenne yHKLMM MOdYek 3aBMCMT OT [03bl. Puck HapyleHus
MoBbIlEH Y OOMbHbIX C MOHUKEHHOW MOYEYHOW (yHKUMeN unu C
00e3BoXMBaHWEM, a Takke Yy OOMbHbIX, NPUHUMAIOLMX [pyrie
HedpoToKCHIECKe Mpenaparbl.

Ocoboe BHUMaHWe criefyeT yAensTb MPOSIBMEHNAM  TOKCMYECKOro
JelicTBMA MeTOTpeKcaTa Ha MeyeHb, KOTopble He BCera HaxofsT
OTpaeHue B pe3ynbTarax (yHKLMOHamMbHbIX Mpob. JleyeHue He creayeT
HaUMHaTb W OHO JOMKHO ObiTb MPEKPALLEHO NPy 0BHAPYKEHNN MOObIX
(DYHKLMOHAMbHBIX  PacCTPOICTB UMM OTKIIOHEHWA Mpu  GuoncuitHom
VCCTIE[iOBaHN  MEYEHOUHO  TKAHM, KOTopble MpUCYTCTBYIOT — MIK
pasBuBaloTCA B TeUeHue Tepamuu. OTU HapylueHus NpoxoasT Ha
MPOTSKEHMM [IBYX HedeNb, MOClie Yero BO3MOXHO BO30GHOBMEHNE
Tepanuy o yCMOTPEHMIO NleYalliero Bpaya.

B HacToslLee Bpems OTCYTCTBYIOT peKoMeH/aLM1 OTHOCUTENBHO CPOKOB
npoBefieHNs Guoncun neyeHn y BOMbHBIX PeBMATOMOHbIM apTPUTOM:
WM B 3aBUCUMOCTW OT KyMyNATUBHOA [03bl MeTOTpekcaTa, Wmn
ANUTENbHOCTY Tepanui.

MyXuMHaMm ¥ KeHLLMHaM [eTOpOHOro BO3pacTa BO BpeMs NeveHns
METOTPeKCaToM 1 Kak MUHAMYM B TeueHne 3 MecsLes rocne criefyet
NPUMEHSATb HafieXHble MeToAbl KOHTpaLenuuu. Hekotopbie no6ouHble
DelicTBAS Mpenapata MOryT OTpULaTenbHO BMMATb Ha CMOCOBHOCTL
yMpaBneHuss aBTOMOGUNIEM U BHIMOMHEHUS MOTEHUMANLHO OMacHsIX
BAIOB [JEATenbHOCTM, TpeOyloWyX MOBBILIEHHOW  KOHLEHTpaLWn
BHUMaHWS 1 BbICTPOTHI MCMXOMOTOPHBIX PEaKLA.

®OPMA BbINYyCKA

TabneTku, NOKPbITbIE NAEHOYHON 06ONOUKOM, 2,5 Mr.

Mo 10 wnm 30 TabrneTok B KOHTYpHOW sueiikoBoi ynakoske. Mo 50
Tabnetok B 6aHke NONMMEpHoI unK Bo hnakoHe nonumMepHoM. Kaxaas
6aHka Unu nakoH, 5 KOHTYPHbIX S4elikoBbIX ynakoBok no 10 TabneTok,
1, 2, 3, 4 KOHTYpHble AuerKoBble ynakosku no 30 TabrneTok BMecTe ¢
MHCTPYKLMelA M0 MPUMEHEHNIO B KapTOHHOI Nauke.

YCII0OBUS XPAHEHUA

B cyxom, 3alLvLLIeHHOM OT cBETa MeCTe Npu Temneparype He Bbile 25 °C.
XpaHWUTb B He[IOCTYMHOM ANf AeTeil MecTe.

CPOK roOoHOCTH

3roga.

He 1crionb308aTh M0 VCTEHEHIN CPOKa FOAHOCTH, YKa3aHHOTO Ha YMaKoBKe.
YCJI0BUSA OTMYCKA

OTnycKatoT o peLenTy.

NPOU3BOJMUTENb:

3A0 «CesepHas 3sesfa», Poccus

fOpuduyeckull adpec npednpusimusi-npousgodumens:

111141, r. Mocksa, 3eneHbii npocnekT, 4. 5/12, c1p.1

Adpec npoussodcmea U NPUHSMUS NPemeH3ul:

188663, JleHuHrpazckas obn., BceBonomckuid p-H, T. n. KysbMonoBckuA,
3f1aHme Liexa Ne 188,

Ten/dakc: (812) 309-21-77.

CeBepHasi
3BE3JA

Mpounseoautcs B cooTBeTcTBUM cO cTaHAapTamu GMP (Good Manufacturing Practlce)

3akniyeHne 0 COOTBETCTBUMN NpoOU3BOANTENSA NEKApCTBEHHbIX CPeacTB A.

Mpaeun opraHusaunmn

NpON3BOACTBA W KOHTPONSA KayecTBa fekapcTBeHHbIX cpeacts Ne GMP- 0033 000078/15 EhI,ClaHO MMHMCTept:TEoM NPOMBIWNEHHOCTN U TOProBAn

Poccuiickon ®egepaumm, 2015.
Ceptudukar GMP Ne SZV-AU-6 Bbinan Eeponeiickum areHTcTeOM, 2015.



