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Methotrexat Lachema 50 ceappxa 50 mg Methotrexate B 5 m] (10mg B 1
ml).

3. JlekapciseHa dopma

4.

PasTBOP MHXEKUMOHEH
KbIT 0o XBHATO-KadsB pasTsop.

Knnanusn paHH®r

4.1. lNokasannna

Methotrexat Lachema 50 pasTBop WHXEKUMOHEH € MPOTVBOTYMOpPEH
fiekapcTeeH MPOAYKT OT Fpynata Ha aHTUMETabonuTuTe, KOUTo Hamupa
NpUnoXeHre B NIEUSHWETO Ha MHOIO 3fl10KauyecTBeHu 3abonasaHus U
MOXE ga 6bAe M3NoN3BaH CaMOCTOSTENHO WK KaTo BaykHa CbCTaBHa
uaCT Ha KOMGWHMpaHa xumuoTepanud. llpunara ce npenyMMHO Npw
neuenne Ha TpodobrnacTtHa 6GonecT, KapUMHOM Ha rbphata, ocTpa
nmmdobnactHa 1M MuenobnactHa neBKosa, MeHuHreanHn ¢opmy Ha
NeBKo3a, ManurHeHn NMMAQOMIA, 3NoKavecTBeHN TYMOPK Ha KOCTUTE W
MeKWTe TbKaHW, 3roKayecTBeHn TyMopy Ha 6ennte OpoboBe 1 KoXaTa,
3Ji10KauecTBeHN TYMOPW Ha rfaearta n WksTa ¥ B Hanpeadan ctagui Ha
MUKO3UC GyHrouaec.

4.2. loaupoBKa 11 HauWH Ha ynotpeda

JlekapcrBennaT npoaykt Methotrexat Lachema 50 MoXe [Aa ce npunara
WHTPaMYCKYMHO, UHTPaBEHO3HO, NHTpaapTepuanto Ui nHTpaTekarnHo.
Mpyn xummoTepanuATa Ha pasnuuyHuTe BUAOBE  3HOKAYeCTBEHW
o6paszyBaHua ce Mpunarar UHEMBWAYanHu CXeMn Ha neyveHne, KOuTo
BMHAru ce onpenessaT OT JIeKaps chneuyanucr.

Josupoeka:

Tpodo6nactHa GonecT: lperopbuBa ce AHeBHa fo3a oT 15-30 mg
MHTPaMYCKYNHO 3a 5-aHeBeH NneuebeH Kypc. /13nckBa ce TakbB Kypc Aa

KypcoBeTe efdHa WhK nosede cegMiun.




EdektbT OT TepanuaTa ce oleHsABa 4pe3 KONMMYECTBEH aHanmms Ha
XOpWoHroHapoTponHus xopmMoH (HCG) B ypuHara,kKoiTo Tpsbea ha ce
BbpHE [0 HOPManHUTE CU CTOMHOCTN WM [ia CTaHe flo-mMarnko ot 50 {U/24
yaca criefl NPoBeXAaHeTo Ha 3-Thst Wik 4-TUst KypC Ha riedeHne,

[MbNHO 06partHO pPasBUTME Ha N3MEepuMMTe Nes3un OBUKHOBEHO ce
Habmoaaea 4-6 ceaMuLN No- KbCHO,

[o-BUCOKWM 103K 60 mg METOTPEKCAT MHTPAMYCKYIHO Ha Bceku 48 vyaca
yeTUpX NbTU,MOCNEOBaHK OT MWHTEH3MBHA NPOTEKTUBHA Tepanus ¢
Kanuuee ¢onnHat. To3Ku Kypc TpsibBa fa 6bAe NoBTapsH Ha 7 [OHEBHU
WHTepBanu, GO Bb3cTaHOBsBaHe Ha HopmanHuTe cToliHocT Ha HCG B
ypuHara.

OcHOBHOTO Mpefn 3anouBaHe Ha BCEKU TeparesTWyeH Kypc € [a ce
HanpaByl BHUMATENHA KITMHUYHA OLIEHKa.

MeHuHreantn $opMu Ha neeKosa:

MHTpatekanHoTo nNpuroXkeHne Ha MeToTpeKcaT rpasy Bb3MOXHO
pasnpeaeneHNeTo Ha npenaparta B uepebpocruHaniata TeuHocT(LICT),
YyitTo obem ce oripepena OT Bb3pacira, a He OT TenecHara
nosbpxHocT.06embT Ha LICT npu paxpaHeto e 40 % OT TO3u Mnpu
Bb3PacTHU, KaTo 3a HAKOMKO roguHn poctura 100%.

MMpenopbyBaHaTa fo3a cropes Bb3pacTra e:

Mop 1 roguiHa Bb3pacTt 6mg

1 roguHa 8mg

2 roanHu 10 mg

3 roavHK 1 Hap, 3 roauHN 12 mg

pn Bb3pacTHX Ha 1 Hap 70 roovHK 1 NPy gela nof 4 mecela, MoxXe fa
ce Ha6mopaBa NOBKLIaRaHe Ha TOKCW4YHOCTTa ¥ B TO3WU cnydyan e
Heo6XoouMo Aa ce penyuupa fgosara.

Mpy WHTpaTeKanHo BbBEXAAHE Ha METOTPeKcar, WHXeKUMOHHNAT
pasTBOp TpsiéBa [a ce paspenm OONbLAHWTENTHO € Noaxoasty
pasTeoputen.KpaiHata KoOHUEHTpauus Ha pasteopa Tpab6ea na e
1mg/mi.

KapuuHom Ha reppata; Ot 10-60 mg/m? UHTPaBEHO3HO MO CXeMma.
3no0KayecTBEHY TymMopw Ha mMmasata u wwuata: Ot 240-1080 mg/m?
NHTpaBeHo3Ha UHpy3us.

3nokadecTBeHn TyMOpK Ha KocTuTe : [ibpBOHaYan{a nosa 3a BUCOKO
1I030BO neueHme 12 g/m? upes 4 vacosa uHdysus. [losata MOXe Aa
6bae noBuileHa Ao 15 g/m?. KypcbT TpséBa Oa 6bjie MOBTOPEH CRef
efHa cepmmLa.

Mwukosuc dyHronzec : Karto anrepHathBa Ha TiepopanHarta Tepanu

BeOHBX B ceqMuuaTa wiv 256 mg 2 bt CEOMIAYHO.




Mpn nevyeHre € BUCOKK [O3M € HEOBXOAMMO Ha ce [MpUnaXxu Kato
npeanasHo jleyeHye Kanumer ¢onuHar. Ton ce npunara O6UKHOBEHO OT
6 no 8 yaca crnej MHdY3usaTa ¢ METOTPEKCAT B MNPoab/KeHne Ha 48 [o 72
yaca, B fosa or 3mg po 40 mg/m2 B 3aBMCMMOCT OT Jo3ara Ha
METOTpEKCaT, Hall-uecto B UHTepBanu ot 3 fo 6 Yaca. lNpy npunaraHeTo
Ha OcoB6eHO BUCOKKW [03M METOTpEKcaT, [O3upaHeTo Ha Kanuues
donnHaT e HeooGXoAMMO [a ce MpeleHsiBa Bb3 OCHOBA Ha HerpeKbCHAT
KOHTPOJ Ha KOHLEHTPpaumATa Ha MeTOTpeKcaT B KpbBHUSA CepyM

Mo Bpeme Ha NeueHNEeTo ¢ BUCOKM 031 METOTPEeKCaT € HeobXxoaymo fa
ce KOHTPONMpa ChCTOSHWETO Ha GOMHWA, NPEaY BCUUKO (yHKUMSTA Ha
6bbpeLnTe, HUBOTO Ha METOTPEKcaTa B KPbBHUA CepyM 1 MpunaraHeTo
Ha MOOXopAlM MHPYIMOHHKM pPas3TBOPW, YCwunBalll puypesara WU
aJKanHocTTa Ha ypuHata, Ha CTOWHOCTM Mo-BUCOKMW OT pH 7.
AnKanuaupaHeTo ce NpPoBeXXAa Hanpumep upes nHPy3na Ha pasTteop Ha
NaHCO; (20 no 25 mmol/l) B konnuecTso 3 I/m? 3a 24 uaca um upes
fepopanHo npunoxenne Ha NaHCO; B fosa 3 g 3a 4 o 6 yaca, KaTo
MIPUAOIKEHNETG € Heo6XOoAKWMO pa 3alouHe npean Havyanoto Ha
neueHneTo ¢ metoTpekcar. KoHTponsT Ha pH Ha ypuHata ce nposexga
0BUKHOBEHO egunH Yac cnef npunoxeHneto Ha NaHCOs. [pu pneuarta ce
npunarar Ao3n M3UUCieHn B 3aBUCUMOCT OT MOBBPXHOCTTA Ha TANOTO,
criopeq OTAenHUTEe CXeMn 3a SO3NPOoBKa.

4.3. MNMpotnBoOrioKasaHns

MeToTpekcaT He ce npwurnara npu 6peMeHHN K KbpMauku; B0JiHM C
YBPEeXOaHua Ha YepHusa apob 1 6b6peumTe U NPy HAKOW XeMaTomnormuyHm
yBpeXxHaHna  (Xunoryia3us  Ha  KOCTHUS  MO3bK,  NEeBKOMeHus,
TPOMBOUMTOIEHNS UM aHeMIs).

CneuuanHo BHUMaHE e HeoBXOoOQMMO MpY ApuUnaraHeTo Ha MeToTpeKcar
Ha 60MHKU, ¢ uHdeKuuM, cToMallHa W OyofeHanHa s3Ba, YIUepOo3eH
KOJINT, OBLUO TEXKO ChCTOsIHWE, M3paseHa MMYHHa HeROoCTaTbYHOCT 1
CBPbLXUYBCTBUTENHOCT KbM METOTpeKcara.

4.4, CneuynanHu TpoTKRBONOKasavng N cneunanHn npegynpeXxpeHns
3a ynortpeba
IleueHneTo ¢ MeTOTpeKcaT TpsbBa ha 6bfe NpeleHeHo MHAMBUIOyanHo
OT KBarmMduuupaH nekap creuuanicT, a npy geliata ot Keafnduumpad
reamarsbp, C ONUT B K3NOA3BaHETO Ha aHTUMETadbonMTHa XuMmnoTepanis.
Mpn BCUYKK crniyyau, Korato ce B3uMa pelueHne 3a npuiioKeHne Ha
METOTPEKCAT, IEKapAT creumanicT Tpadea fa npeueHy fanu edexra Ha




TpsbBa fa ObAe [MOf HefpekbCHAT feKapCKW KOHTpoN, nopagn
TOKCWUHOCTTA Ha MetoTpeKcara. [lpn Tepanusa C© BWCOKKM [O3M
METOTpeKcaT € HeobtXoaMMO fa ce cfliefM MepuoauyHO CTORHOCTTa Ha
pH Ha ypuvHaTa Ha GONHUS U Ypes NoAXOAAUM MHPY3INOHHN pasTBopKn ce
ocurypsiea HellHata Heo6xoauma ankanusaums. [lpy ctomHocT Ha pH
nog 6,9 e Heo6XogUMO He3abaBHO TpeKbCBaHe Ha WHOY3uaATa C
METOTPEKcaT W Tepanuata npopb/hkaBa caMo cfief, NocTuraHe Ha
crabunHa ankanmsauua (pH rno-BUcoko o17).

Mpepwn, No BpemMe WK cnep, NPUKNoYBaHe Ha NeveHneTo ¢ MeToTpeKear,
TpsbBa Aa ce M3credBaT 4YepHorpobHuTe U 6bbpeuHuTe ¢GYHKLUK,
KpbBHATa KapTWHa KakTo W PEeHTreHONOTMYHO nacrnefsaHe Ha 6Genure
ppo6ose. B cnyyai Ha HEGMaronpuaATHU peakuuy Ha opraHuama Tpsao6ea
fa ce Hamarnu Josara WM rnpekpatn ynorpebara Ha NeKapcTBEHUs
npopykt. lNpogbmkeHUeTo Ha Tepanuata Cce K3BbpliBa C MOBMIUEHO
BHUMaHMe.

He ce npenopbyBa ynoTpedara Ha ankoxon Mo Bpeme Ha fieYeHneTo ¢
METOTpeKcar.

4.5. JlekapcTBeHN 1N Opyri B3auMogencTBls

[NoBMweHy TOKCWMUHM NeKapcTBehy B3aumogencTsua wMorar fa
Bb3HWKHAT B CliydyanTe,Korato MeToTpeKkear ce 3mMecTsa oOT InasMmeHuTe
npoTenHn OT pJpyrn nekapctseHu npopyktullpu epHoBpemeHHata
ynoTpeba Ha METOTPEeKCaT C HEeCTepOWMAHW MPOTUBOBL3NANIUTESHN
niekapcTeeHn MpOoAyKTK (canuumnatit 1 GeHUnbyTasoH); TeTpauuKinHy,
XnopampeHukon;  TRUMETONpPUM-cyndameToKcason;  cyndoHamuan;
napaamMmHo6eH3oceHa KucenvHa u OnpeHunXuOaHTyuH, MeToTpekcar
MOXKe na 6be M3MECTEH OT NfasmeHuTe MNMpoTerHy 1 Oa ce noenuse Ha
BbTREKNETHYHOTO MY NMOCTbNBaHe.

ButaMuHHK MpOMOYKTW, ChabpXauy $onmeBa KUCENMHA WA HelHu
NPON3BOLHY, MOraT Aa NOHWXaT AeNCTBMETO Ha NeKapCTBEeHUs NPoayKT.

4.6. bpemeHHOCT 11 KbpheHe
Methotrexat Lachema 50 pasTBoOp MHXEKUWOHEH € NPOTUBOrNoKasaH npu
BpemeHHocT. TepanuaTa ¢ MeToTpekcar Mo Bpeme Ha KbpmeHe e
MPOTUBOMOKa3aHa, nopagy  Bb3MOXHOTO  TpemMuHasaHe Ha
neKapcTBeHKs NMPOAYKT B ManiyuHOTO MASIKO.

BonHnTe B PenponykinBHa Bb3pacT (MbXe U >KeHu) Tpabea na obvaar
npesynpeneHn, Ye B cClydall Ha 3abpemeHsBaHe M0 Bpeme Ha
XUMUOTEpannus ca Bb3MOXHU puUcKoBW dakTopy (reHOTOKChY
EMOPYIOTOKCUYHOCT WM TepaToreHeH edekt) M TpsabBa [a w
HasHauyeHa NOAXOAsALLA KOHTpaUenTBHa Teparus.




4.7. Edektii BbpXy cnocobHoctTa 3a wodupaHe 11 padora ¢
MaLLVHNA ‘
CriocobHOCTTa 3a wWodupaHe N padota ¢ MallMHW MOXe Oa obde
HapyuleHa MO Bpeme Ha NeYeHWeTo ¢ METOTPEKCAT W OT HeXenaHuTe
nieKapcTBeHN peakuum (onucanu no gony). bonHute Ha U3BbHOOJHUUHO
neveHuwe TpsA6Ba Aa 6bhdat MHOMO BHUMATENHK Mpu wodupaHe 1 pabota
C MawmnHu.

4.8. HexxenaHn nekapctBeHM peaxkuun
MeToTpekcaT € BeileCTBO G BUCOK TOKCUYeH edeKT 0CobeHo npwu
npoapKnTenHo neueHne. [losiBata ©  cunara Ha HeXenaHwute
feKapcTBeHM  peaxkumm  3aBMcKk  Apeay  BCUYKO  OT  fl03arTa,
NPOOBLMKUTERHOCTTA Ha MPUNOMKEHNETO 1 OBILOTO CHCTOSHNE Ha BOMHUA.
[MaBHO ce nosBABa rafieHe W MOBpbliaHe, YPeBHW pascTponcTsa,
racTpPOMHTECTUHANHO KbpBeHe U yruepauuy, OoTnagHanocT, BUcoKa
Temrepartypa ¥ NoHmwKeHa YCTONUNBOCT CNPSMO MHbeKLMN.

Ha koxata morat pa ce nosear o6pusn. OTéenssaHa e nosuuieHa
$OTOYYBCTBUTENHOCT, (YPYHKYHO3a, AenurMeHTauuMa Ha Koxata U
Koconag,.

MeToTpekcaT MOXe [a NpeausBnka N3MeHeHust Ha KpbBHaTa KaptuHa,
XMMOMNmnasnsi Ha KOCTHWS MOSbK C MEBKOMEeHUs U TPOMBOLTONeHUst C
NnoBYLIeHa CKNOHHOCT KbM KbpeBeHe. CMmylleHWss B pJewHocTra Ha
6bopeUnTE MOXE Oa ce MOoABW B pesyntar Ha Kpuctanvaupade Ha
MeTaboImTUTE Ha MeToTpeKkcara B 6ubpeyHnTe KanandeTta npu Kucerna
peakuus Ha ypvHaTta, ToBa MO)e [a [0Befe A0 ocTpa 6Hbbpeuda
HEe[OCTATbYHOCT, OCOGEHO Npu TNPUNoOXeHWe Ha BUCOKW [O03U
METOTPEKCaT W HEeAoCTaTbyHO ankanuavpane Ha ypuxarta. 3aTtosa ce
npenopsyBa CbOTBETHA XuppaTaums W ankanusaumsi Ha ypuHara.
XenaToToKCMUHOCTTa Ha NeKkapcTtBeHus MNPOAYKT MoXe fa [foBefe Ao
arpodus Ha 4yepHoppobHaTa TbKaH, HEeKpo3a, Lupo3a, MoXe fa ce
MOosIBY W ULWUCTUT, XWNEPYPMKEMUs, OJIUrocriepMus, HapylueHus Ha
MEHCTPYasrHMsa UMKbA, 6e3nnogve. MoraT f[a ce MoABAT AuxaTtenHu
Hapyweuus, VHTepcTULManHa NMHEBMOHWS W XPOHUYHO OBCTPYKTMBHY
Genonpo6HK 3atonsBanus. Buspencteneto Bbpxy LUHC ce nposaeasa ¢
rnaso6onue, CbHIMBOCT, HapyLIeHue Ha 3peHieTo, adasus, napesa uin
cna3mu ocobeHo rpu 6GonHWTe cnen ob6sbuBaHe Ha rnasara U
* TPBBHAYHUA CTHNO,

4.9. Tpepo3vpaHe




EdexkTrBeH rieKapcTBeH MPOAYKT, KOWTO HeyTpanusupa TOKCUYHOTO
peficTBMe Ha METOTpeKcaTa M MOoXe pa 6bae MNpUoXKeH Mpu BCAKO
npeno3npaHe ¢ METOTPEKCAaT e Kanumes donuHar .

5, DapmMaKonormuH1n JaHHu

5.1. QapmaKkoanHaMNYHN CBONCTBA
LinTocTtatnk.
JNekapcTBeHoTO BelwecTBO Ha Methotrexat Lachema 50, L-N-/4-{(2,4-
diamino-6 pteridinyl)metyl/metylamino} — benzoyl/ glutamic acid —
methotrexate (amethopterin), awanor Ha donvesara KucesMHa e
aHTUMETAGONNT, NOOXOMsiLY, 38 NIeYEHNETO Ha MHOXECTBO Heorasuv u
Ha aKTMBHO Npondepypally TbKaHKk OT HEOHKOMOMMYHO ECTECTBO.
MexaHnsmbT Ha [eficTBMe Ha MeToTpeKcara c¢e€ [bMKU  Ha
KOHKYPEHTHOTO MHXMBUpaHe Ha elsuma anxugpodonaTpeiykrasa, KoNTo
nmpeepblia donveeata KucenuHa (Wi guxugpodonuesaTa) B
TeTpaxuppodonmeea, KOSTO € BaykeH KodakTtop 3a MeTabormsma Ha
e[IHOBbINIepoaHNTE [Pyny, HeoGxoovMKW 3a OWOCUHTE3UPaHETO Ha
nypuHute. KpalHmsT edekT e wuHxubupaHe cuHTesara Ha [HK wu
KMeTbUYHOTO Aenerve. VHxubnpaHeTo Ha auxuapodonatpesyKrasa Moxe
ga ce npekpatn eOWHCTBEHO Mpu eOHOBPEeMeHHOTO BbBeXXAaHe Ha
penyunpadute ¢onatu  (folinic acid). MeToTpekcar CeneKkTuBHO
NHXNBKUPA KIeTbMHOTO fAefieHne Bbe dasa S Ha KNeTbuHWis UWKbN, fpy
KOETO aKTuBHC nponudepupalute TbKaHu ca Mo-4yBCTBUTENHW Ha
pencTBUeTO Ha aHTuMeTabonuta, MeToTpekcar MpPoHUKBa B KNeTKara
ype3 aKTWBEH TPAaHCMOpPTEeH MexaHWsbM, Karto YBPEOeHuTe KIeTKh
fposiBABaT YCTOMUMBOCT KbM METOTpeKcaTa. YCTOMUMBOCTTa MOXe oA
6bae NPechosisiHa upes3 NPeKoMepHo HOoBULLIEHWE Ha [o3ara, KosaTa uMa
netajieh edekT BbpXy HOPpManHo nponugepupalinte  KNeTku.
MpunoxeHneTo Ha Kanuuee GonuHaT C NOBTAPSALW Ce Manky [A03u,
MOXKe [a MNpeKpaTt [ENCTBUETO Ha METOTPeKCaTa B HOPMAIHUTE KNETKW,
HO MNpW HapylueH TPaHCMNOPTeH MexaHW3bM Kanumesus ¢ofuHaT He
MPoHMKBa B TYMOPHUTE KNeTKW. Ha ToBa e OCHOBaH NpuHUMNa Ha
npuAaraHeTo Ha BUCOKUTE (TPamoBY) [O3Y METOTPEK AT,

5.2. DapMakKoKMHETNYHI CBOMCTBa
Crnen  napeHTepaliHoToO  NpunoXkeHwe,  MeToTpekcarta
MaKCUMANHW CepyMHI KOHUEHTpauus Mexay Mo/ioBUH [0
[Mpubnn3uTenHo nonosuHaTa o7 abcopbyupaHoTo Konuies




CBBbpP3Ba O6pPaTAMC CbC CEPYMHUTE MPOTENHK YPe3 6bpP30 NpeMuHaBaHe
N0 TENECHUTE TEUHOCTU 1 ANdY3ns B KNETKUTE.

Metoecet npoueHTa (50%) OT NPUEeTOTO KONUYECTBO ce emMuHypa Ha
iecTna vac. JlekapcTtBoTOo C€e enMmMuHMpa Jpe3  6bbpeuuTte
(rnomepynapHa ountpaums W Ty6YNIApPHO EKCKpeThpaHe), Majlko
KOJNMUYECTBO Ce enMMuHupa upe3 YyepHust Apo6 (okono 6%). Jo 24 yaca
cneq npunaraHeto ce enumuHupa 50% po 80% OT NeKapCTBEHOTO
BewecTBO. [lOBTapsWmMTE Ce OHEBHU LO3W CTabunusupar HUBOTO Ha
CEPYMHUTE  KOHUEHTpauuy Ha JeKapcTBOTO U CbllieBpeMeHHOo
NPUUUHABAT HEroBOTO KyMynuMpaHe ocOo6eHO B 4epHua [Apod K
6bbpeuyTe.

5.3. MpepknanHN4YHN AaHHN 3a 6e30nacHOCT

' OcTpata TOKCUYHOCT Ha JiekapcTeeHus nponykT Methotrexat Lachema 50
e 6una ma3cnenBaHa Ha MTbXOBe, KaTo cpaBHABalL cTaHOAApT € 6un
u3nonssad nekapcteeHus npogykt Methotrexat Lederle. Mexay nBata
npoaykta He € 6una YycraHoBeHa 3HauuTenHa pasnuka, cnej
WHTPAanNepuUToOHeanHo MApUAoXeHWe, [0Kato cne WHTPaBeHO3HOo
npunoxeHne Methotrexat Lachema 50 e nokasan ro-Hucka TOKGUYHOCT.
EdektbT OT neveHneto ¢ Bucoku nosm Methoirexat Lachema 50 Ha
XemaronoetuyHata cuctema e 6un uscliegBaH Bbpxy Muluky. Crep,
posata 500 mg/kKg vHTpaBeHO3HO e 6una ycTtaHOBeHa 3HauuTenHa
fieBKOMNeHns: 1 JiuMpoumnTosa, KOSTO [0 78 Yaca e rnpuuuMHuna cMbpT.
Kanunes ¢ponmHaT NpunoxkeH NogkoxxHo, B nosa 100 mg/kg Ha wectus
yac, cnej NPUIoXXEHNeTo Ha MeToTpeKcaTa G/IoKUpa To31 edekT.

6. (DapmaueBTHYHU BaHHN

6.1. CnnchK Ha MOMOIUHNTE BellecTBa W TEXHUTe KOonn4yecTBa

Sodium chloride 35mg
Sodium hydroxide ad pH 7,5
Water for injection ad 5 mi

6.2. OU3KNKO-XNMNYHA HecbBMECTUMOCTU
He ca n3BecTHU.

6.3. CpoK Ha ropHocTt
2 roguHn.

6.4. CrieLyianHn YcifioBNSI Ha cbXpaHeHue




Methotrexat Lachema 50 pastROop wuHXeKUMOHEH Tpaésa pOa ce
CbXpaHsiBa B OpUIMHaiiHa ONAakKoBKa Ha 3auMTeHO OT CBEeTNMHAa MSCTO
npu Temnepatypa nog 10°C.

6.5. laHHM 3a onaKoBKaTta
[MbpBUYHA OMakoBKa — CTbKAEH ¢nakoH, npospayeH oT |-BU TN CTBKIO,
C r'yMeHa 3anylianka u anyMuHneBa Kanauvka 1 eTUKeT,
Btopnuha onakoBka — KaptoHeHa Kytia ¢ 10 ¢nakoHa, npuopyxeHa c
fINCTOBKAa 3a yrnoTpe6a Ha GbArapcky esuk.

6.6. Mpernopbku nNpu yrotTpeba
PasTBopbT TpAGBa Aa ce yrnoTpebtu [o 24 yaca cnef oTBapsHeTo Ha
dnakoHa u paspexpgaHeTo My 3a uHdyaus.
Xummuecka M ¢u3nuecka cTabunHOCT € [oKasaHa 3a 24 vyaca Ipu
Temneparypa rnop 25°C.
OT MUKpoOGMONorMyHa rmefgHa TouKa, pasTBOpbT TPsAbBa Aa e MpuIioXm
BEAHara.
B cnyyalh, uye He 6bOe TMPUNOXEH BepHara cnef oTBapsHe W
paspexnaHe, TpsdBa fa ce CrasaT CTPUKTHO YCNoBUSTA K BpeMeTo 3a
CbXpaHeHWe Ha pas3Tsopa. To3M fepuold Ha cbhxpaHeHue He Tpabea [a
npesuillasa 24 yaca npu Temriepatypa ot 2°C go 8°C. o To3m HaunH ce
ocurypsieaT  Heobxoaumuie — acenTUdHW  YCNOBUA 3@  HEroBoTo
MPUAcKeHne,
AKO TiO BpeMe Ha CbXpaHeHueTo Ha pasTeopa (Mo 24 vaca oOT
OTBapsIHETO 1 paspexaaneTo npn t 2-8°C) ce nosiBY NOMBTHABaHE, TOW
He Tpr6Ba aa 6bae N3MNoN3BaH,

7. ime u agpec Ha npuTteXatensa Ha paspelieHNeTo 3a ynotpeba.
PLIVA — Lachema a.s.
Karasek 1
621 33 Brno
Czech Republic

8. PerncrpauvoneH Homep B pervictepa no wi. 28 3JIAXM

9. [lata Ha MbpBO paspelaBaHe 3a ynoTpeba Ha JEeKapcTBEHWSA

MpoRyKT
1990 .
10. Jarta Ha aKTyanmsauma Ha TeKcTa
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