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Methotrexat Lachema 50 cbabprka 50 mg Methotrexate

JNekapctBena dopma
Mpax 3a UHXeKUKOHEH PasTBop (KbIT nmocpmnmsmpaH npax)
KnuHuuHy padHn

4.1. MNokasaHus

Methotrexat Lachema 50 npax 3a WHXeEKUMOHeH pasTBop, e
MPOTUBOTYMOPEH nexKapcTeeH APOJYKT oT rpynara Ha
aHTUMETaBoNUTUTE, KOWTO Hamupa npuroxeHue B NEYEHNETO Ha MHOTO
3floKaUecTBEHN 3abonsiBaHUs W MOXe [Ja ©Obge  usnonssad
CaMOCTOSTENHO Wi KaTo BaXkHa ChCcTaBHa 4acT Ha KOMOGWHMpaHa
xunviorepanus. lNpunara ce NpeaumHo npu neveHue Ha TpodobdnacTHa
B0MEeCT, KapLUMHOM Ha Ibpparta, ocTpa numdobtnacTHa 1 MuenotnacTtHa
NeBKo3a, ManurHeHn aumMQomK, 3NnoKadvecTBEHW TYMOPK Ha KOCTATe U
MEKUTE TbKaHW, 3/I0KaYeCTBEHN TYMOPW Ha 6enuTe OpoboBe N KoXKaTta,
3M0Ka4YeCTBEHN TYMOPY Ha rnaBarta 1 lumdTa U B HanpegHan cTajiy Ha
MUKO3UKC dyHroupec.

' 4.2, Jlo3npoBKa W HaJunH Ha ynotpeoda

JlekapcTBeHMAT MpoaykT Methotrexat Lachema 50 npax sa vHXK. pasieop
MOXe Ha Ce npunara WHTPaMycKyfiHO, WHTPaBeHO3HO  WAn
uHTpaaptepuantdo.He ce npunara uHTparekando, 3a uHTpaTekanHo
NpunoXKeHne Tpa6Ba fa ce M3Non3Ba camo neKkapcTBeHa ¢opma
MeToTpeKeaT WMHXKeKLUMOHEeH pa3TBop.

Mpu xumuoTepanuara Ha pasnuuyHuTe BMOOBE  3NOKAYECTBEHM
06pas3yBaHWst ce Mpunarat WHEMBUAYanHW CXeMW Ha feveHune, Kowuto
BUHAaru ce OfpefensT OT Jiekapsi cneuuanuct.

JloavipoBKa:

TpodobnactHa Gonect: [lpernopbusa ce pgHeBHa foza oT 15-30 _m
WHTPaMYCKYSHO 3a 5-gHeBeH neuebeH Kypc. VsuckBa ce Tak

KYPCOBETE efHa WUk nopeve ceaMmLn,

OLH



EdexktbT OT TepanusaTa ce OueHdBa upe3 KONMYecTBeH aHa/ims Ha
XOpUWoHroHapoTponHusa xopmod (HCG) B ypuHaTta,KOnWTo Tpsitea fa ce
BbpHE A0 HOPMAaIHKUTE CU CTOMHOCTM WK Ja cTaHe no-Manko ot 50 1U/24
yaca cfiefl npoBeXxpaHeTo Ha 3-ThA WK 4-Tust KYpPC Ha fieueHne.

MbiHO 06paTHO pPas3BUTME HA M3MepMMUTe fle3uM OBUKHOBEHO ce
Habnogasa 4-6 ceMULA MO- KbCHO.

lNMo-Bucokk nosm 60 mg MeToTpeKcar UHTPaMYCKYITHO Ha BCeky 48 vaca
YeTMpW NBTU,AOCNENBaHN OT WHTEH3WBHa MPOTEeKTWBHa Tepanus ¢
KanumeB ¢onuHat. Toan Kypc TpsbsBa fa 6bfe NoBTapsH Ha 7 AHEeBHK
MHTepBany, O Bb3CTaHOBABAHE Ha HopMmasiHuTe cromHocTm Ha HCG B
ypuHara.

QOCHOBHOTO Npeay 3arnouyBaHe Ha BCeKU TepanesTdeH Kypc € Ja ce
HanpaBy BHYMAaTENHa KNMHMYHA OLleHKa.

KapunHom Ha rbpaata: Ot 10-60 mg/m? MHTPaBEeHO3HO M0 cXema.
3noKavecTBeHY TyMopW Ha rmasara u wwmgra: OT 240-1080 mg/ m?
MHTPaBeHO3Ha NHOY3us.

3nokayecTBeH TyMOpK Ha Koctute : [bpBOHadanHa fos3a 3a BUCOKO
nosoBo NieyeHue 12 g/m? upes 4 vacosa uHbysust. [osata Moxe [a
6bge rioBMlleHa Ao 15 g/m? KypcbT Tpsiosa ha 6Gbae MOBTOpeH crief
efHa cegmuua.

Mukosnc dyHrowaec : Karo antepHatvBa Ha rnepopanHata tepanis,
MeToTpeKcara MOXXe ha ce npunara B fos3a 50 mg WHTPaMyCKYSHO
BeAHbXK B cegMuuaTa nnm 256 mg 2 Nt ceamMmnyHo.

Mpu neyeHme C BUCOKW [03M € HEOBXOoOVMMO [a Ce FpUIIoXKKM Kato
npennasHo neveHue kanuues donuHar, Tol ce npunara 06UKHOBEHO OT
6 [0 8 uaca cnep MHAY3NATA C METOTPEKcaT B NPoRbIHKeHne Ha 48 [o 72
yaca, B posa ot 3mg po 40 mg/m? B 3aBUCUMOCT OT Ho3ara Ha
METOTPEKCAT, Hall-4ecTo B MHTepBanu ot 3 fo 6 yaca. lNpu npunaraHeTo
Ha OCOGEHO BMCOKM [A03M METOTpeKcar, [03MpaHeTo Ha KallveB
dofnMHaT e HeobXxoamMMo fa ce MpeleHaBa Bb3 0CHOBa Ha HenpeKbCcHar
KOHTPOJ Ha KOHUeHTpalnaTa Ha MeToTpeKcaT B KpbBHUS CEpyM

Mo Bpeme Ha feveHNeTo Cc BUCOKK JO3Y METOTpeKcaT € Heo6xoauMmo aa
ce KOHTPOonMpa CbCTOAHMETO Ha GOMHMS, Npean BCUUKO QYHKLMSTA Ha
6bb6peLnTe, HUBOTO Ha METOTpeKcara B KPbBHUA CEPYM U npunaraHeTo
HA [OAXOOAWM MHPY3WOHHM pasTeoOpu, YycwiBaly puypesata WU
afikanHocTTa Ha ypuHata, Ha CTOWHOCGTM Mo-Bucoku ot pH 7.
AlkanuanpaHeTo ce NpoBeXaa HanpumMep upes UHOY3sus Ha pasTBop Ha
NaHCO; (20 po 25 mmol/l) B Konnuectso 3 I/m? 3a 24 vaca win 4




nevyeHneTo ¢ MeToTpeKcar, KoHTponbT Ha pH Ha ypuHarta ce npoeexna
061KHOBEHO eavH yac crep npunoxeHneto Ha NaHCO;. Tpu geuata ce
npunarar o3n W3YKCAEHN B 3aBUCUMOCT OT MMOBBbPXHOCTTA Ha TANOTO,
CcRopef oThenHuTe CXEeM 3a JO3UPOBKa.

4.3. lpoTtnBoroKasanus

Metotpekcar He ce rnpwunara npu 6peMeHHn KW KbpMaukn, ©6onHu ¢
yBPEXOaHNs Ha YyepHus Apo6 1 6b6PpeLnTe 1 MPU HAKOU XeMaTosiormyHu
yBpeXpaHus  (XMnonnasusi  Ha  KOCTHUS  MO3bK,  NeBKorneHus,
TPOMBOLMTONEHNS AW aHemis).

ChneuvanHo BHUMaHWE € HeoBXoaMMo Npu NpuiaraHeTo Ha MeToTpeKcar
Ha 6GofHKM, ¢ WHdeKUnun, cTomallHa W OyopjeHasnHa $3Ba, YrIuepo3eH
KOJNMUT, OBLLIO TEXXKO ChCTOSHWE, M3paseHa nMyHHa HeOJoCTATbYHOCT W
CBPbXUYBCTBUTENHOCT KbM METOTpEKcaTa.

4.4, CneunanHy nNpoTUBOMNOKasaHNa 1 cneunanHn npepynpexpeHus

3a ynorpeoa ‘
JNledenneto ¢ mMetoTpeKkcar TpsabsBa fa 6bge NpeusHeHo MHEMBUAYaNHO
OT KBanuduuMpaH nekap creuuanuct, a apu aeuara o7 KBanuuumpaH
neauaTsbp, C ONMUT B U3MOSI3BAHETO HA aHTUMEeTaBboNnUTHa XUMNUoTeparys.
Mpu BCWUKK Criyuyauw, KOraTo ce B3uma pelleHune 3a NpunoXxeHue Ha
METOTPEKCAT, JIEKapAT CrielnanucT Tpsbea fa rnpeteHn fanm edekra Ha
neKapcTBeHWsi NPOOYKT e 6bfAe TMOo-BUCOK, OTKONKOTO pucka oT
TOKCYHO YBPEXAaHe WM OT HAKOY HeGnaronpusaTHy peaxkuyn. BonHusT
TpsibBa na 6boe [MOO HernpekbCHaT IieKapcKW KOHTpon, nopaan
TOKCWUHOCTTA Ha MeToTpekcata. [lpu Tepanua C  BWUCOKW [O3U
METOTpEKCaT € HEeOGXOAMMO [a ce chean MepuoanvHO CTOMHOCTTa Ha
pH Ha ypuHaTa Ha 60NHKA 1 Ypes NOAXOAAIN UHPY3UOHHI PAasTBOPY Ce
ocurypsiea HeHata HeoGxopuma ankanusaums. [Npu cToiHocT Ha pH
noo 6,9 e HeobXogMMO He3abaBHO NpeKbcBaHe Ha WHy3susTa ©
METOTpeKcaT «k TepanuaTa npofb/kaBa camo Ccrep [ocivrade Ha
cTabunHa ankanmsauus (pH no-sBucoKo ot 7).
Mpepu, No Bpeme Wil cneg, rpyKmoysaHe Ha JieueHneTo ¢ MeToTpeKear,
TpaGBa [a ce W3CneaBar YepHoOpoBHuTE YW 6BOPeUHUTEe  GYHKUMN,
KpbBHaTa KapTMHa Kakio Y PeHTTeHOSIONMYHO W3crefBaHe Ha Genure
opo6ose. B ciyyait Ha HEBNaroNpPUSTHY peakuMn Ha oprasnsma Tpaoéea
Oa ce HaManm fosata WM npekpati ynotpedara Ha JieKapcTBeHUS
MponykT. TTPOAbMKEHUETO Ha Tepanuata ce U3BbpillBa C roBU
BHUMaHVE.




Methotrexat Lachema 50 npax 3a yHXekumoHeH pa3TBoOpP He ce npunara
MHTpaTeKanHo.3a uHTpaTeKanHo rpuiicXKeHne TpabBa fa ce nanosissa
camo fieKkapcTeeHa GopmMa METOTPEKCaT PasTBop MHXKEKUNOHEH.

He ce npenopbyBa yrotpe6ara Ha ankoxon o BpemMe Ha fIeYeHNETo C
MEeTOTpeKcar.

4.5. JlekapcTBeHn 1 Apyrn B3alMOReNcTBYs

MoBuileHN TOKCWUYHK JIEKAPCTBEHW B3auMogencTsua wmMorat pa
Bb3HUKHAT B CNy4YanTe,Koraro MeToTpeKeaT ce U3MecTBa OT MiasMmeHnTe
NPOTEUHW OT APYrM JNeKkapcTeeHW npopykTu.[lpn enHoBpemeHHaTa
yroTpeba Ha METOTPEKCaT C HecTepouaHW MApPOTUBOBbL3NANUTenHu
neKapcTBeHU NPOAYKTM (camumnatin ¥ GeHunbyTasoH); TETPaLMKITNHKA,
xnopamdeHnkon;,  TpumMeTonpuM-cyridbameTokcason;  cyndoHamuaon,
napaamuHoGeH3oeHa KuceniHa v AUdeHUnXMgaHTyuH, MeToTpexcar
MOXKe ga 6bae K3MeCTeH OT MiasMeHuTe NpoTeuHu 1 Aa ce NOoBnusAe Ha
BbTPeKIeTbMHOTO MY MOCThIIBaHe.

ButammHHU NpORYKTY, CbabpKalun onneBa KWcenuHa win HenHn
APOW3BOOHK, MOFaT fa NMoHwKaT AeNCTBUETO Ha NeKapcTBEeHNUA NPOKYyKT.

4.6. bpemeHHOCT U KbpMeHe

Methotrexat Lachema 50 npax 3a WHXEKUVWOHEH pasTBop e
MpOTBONOKAa3aH rnpu 6peMeHHOCT. TepanuaTa ¢ MeTOTpeKcar ro speme
Ha KbpMeHe e NPOoTUBONOKAa3aHa, Nnopaay Bb3MOXXHOTO MpeMuHasaHe Ha
neKapcTBeHns NPOAYKT B MaltiHOTO MIISKO.

BonHute B penpopyKTMBHA Bb3pacT (MbXe W XKeHW) TpsatBa ga 6baat
npenyrpedeHn, Ye B Cliyyall Ha 3abpemMeHsBaHe [0 BpeMe Ha
XUMMOTEpanust ca Bb3MOXHW PUCKOBK §akToph  (FreHOTOKCUYHOCT,
eMBPUOTOKCUUHOCT W TepatoreHeH edekT) u TpséBa na um 6bAe
HasHaueHa NOoAXCAdLLA KOHTpaUenTuBHa Tepanus.

4.7. Edektn BbpXy cnocoGHocTTa 3a wWodupaHe u paboTa ¢
MatvHu
Crioco6HoCTTa 3a lwodupaHe W pabota ¢ MalMHM MOXe [a Gbhe
HapylleHa Mo BpemMe Ha NeYEeHWeTO € METOTPEeKCaT W OT Hexenarnure
neKkapeTsexn peakuvn (onucakn no gony). bonHnTe Ha U3BLHOOAHUYHO
neyeHune TpsIGBA Oa 6bAar MHOro BHUMaTENHK NpW wodnpaHe u paéoTta
C MallnHK.

4.8. HexenaHn nekKapcTBeHN peakKuuni

NpoAbLIDKUTENHO  JIeYeHKe, MosBata w® cunara Ha




neKapcTBeHy  peakummM  3aBmcy  NpedM  BCUUKO  OT  [03ara,
NPOALMKATENHOCTTA Ha APUITOXEHUETO U OBLLOTO CbCTOsIHWE Ha BOMHUS.
fnaBHO ce nosABsABa rageHe W NoBpbllaHe, YpeBHW pPasCTPONCTBA,
racTPOVMHTECTUHANHO KbpBEHE W yruepauuy, OTnagHanocT, BUCOKa
TeMnepaTtypa Y NoHWKeHa YCTONYMBOCT CRPSMO MHbEKLIUK.
Ha koxarta morat pa ce nosBsT o6pueu. OTbenssaHa e MoBuUlleHa
dOTOUYBCTBATENHOCT, (YPYHKYNO3a, AenurMeHTaums Ha KoXKara 1
Koconag.
MeToTpekcaTr MOXe da NpeansBrKa U3MEeHEeHUs Ha KpbBHaTa KapTuHa,
XUMornasus Ha KOCTHUS MO3BbK C NEBKOMEHUS K TpomGouvTOoneHus c
MoBuLIEHAa CKIOHHOCT KbM KbpBeHe. CmylleHuss B [eliHocTTa Ha
6uépeunTe MOXe [a ce NOfABYM B PE3YATaT Ha KpucvanuaupaHe Ha
MeTabonUTUTE Ha MeToTpekcaTa B 6bbpeuHnTe KaHanyerta npu Kucena
. peakuMss Ha ypuHata. ToBa MOXKe Oa [0Befle [0 ocTpa 6bbpeuHa
h HEeJoCTaThYHOCT, OCO6EeHO fpN TIPWIOXKEHNe Ha BUCOKM 103U
METOTPeKCcaT U HeJoCTaTbyHO ankanvsvpaHe Ha ypuHara. 3atoBa ce
ApernopeYBa CbOTBETHA XuOpartaumus u ankanuaatusi Ha ypuHara.
XenartoToKCUYHOCTTa Ha feKapcTBeHWs NMPOLYKT MoXe fa fosefe Ao
aTpodus Ha udepHofApobHaTa ThKaH, HEKpPOo3a, uuposa, MOXe Aa ce
NOSIBM WM UUCTUT, XWUNEPypukeMus, Onurocnepmuvd, HapylleHns Ha
MEHCTPYanHus UMKbi1, 6esmniogve. Morat pa ce nosasatT auMxatenhn
HapylleHnsi, WHTepPCTULUMaNHa MHEeBMOHWS W XPOHWYHO OB6CTPYKTMBHA
6enoapo6Hn 3aéonseaHua. BeapeiicteueTo Bbpxy LIHC ce nposeaBa ¢
rnaBo6osie, CbHNMBOCT, HapylleHye Ha 3peHneTo, adasud, napeaa Wuin
cra3my OCOGEHO npu BoNHWTe chep o06fbuBaHe Ha [maBara u
rpbGHAYHNSE CTHAO.

. 4.9. lNpepo3npaHe ‘
EdextuBeH nekapCTBeH MPOAYKT, KOWTO HeyTpanmsupa TOKCUYHOTO
OelicTBue Ha MEeToTpekcata M MOoXke Ga O6bfe npunoXeH Mpu BCAKO
nMpenosvpaHe ¢ MeToTpeKecaT e Kanuues gonuHar .

5. DapmaKonornuHyu HaHHn

5.1. ®apmakoanHaMnuHK cBOWNCTBA
LinTocTatuK. .
TNekapcTBeHoTo BellectBo Ha Methotrexat Lachemab0, L-N-/4-{(2,4-
diamino-6 pteridinyl)metyl/metylamino} -~ benzoyl/ glutamic agid
methoirexate (amethopterin), aHanor Ha d¢onneBata Kuce, a\\“




aHTUMETaBO0MNNUT, MOAXOHsALL, 3a lIeUeHNETO Ha MHOXECTBO Heonnasun 1
Ha aKTUBHO Mponudepupaily TbKaH OT HEOHKOSOMMYHO eCTECTRO.
MexaHnambT Ha [ENCTBME Ha METOTpexkcara €€ [Ob/KW  Ha
KOHKYPEHTHOTO MHXUGUPpaHe Ha eHauma auxmnppodonarpenykrasa, KonTo
npeepblia ¢onuesara KucenmHa (uu  guxupapodonuesara) B
TeTpaxnppodonnesa, KOATO € BakeH KodakTtop 3a Merabonu3ma Ha
e[HOBLINIEPOAHNTE TPYNK, HEeoo6Xoaumu 3a OUOCUMHTEe3MpaHeTO Ha
nypuHuTe. KpahHuatr edekt e uHxubupaHe cuHTesata Ha [HK wu
KNeTbUYHOTO Aenernue. ViHxubupaHeTo Ha guxmnpgpodonaTpeaykraza MoXe
fa ce npekpaTy eOuHCTBEHO Mpu €OHOBPEeMEHHOTO BbBe)KaaHe Ha
pepyumpanute  ¢onatn  (folinic  acid). MeToTpekcar cenekTmBHO
MHXMGKMpa KNeTeYHOTO AeneHue BbB dasa S Ha KNeTbYHus LUUKbN, npu
KOETO aKTUBHO nposindepupaliute TbhKaHW ca Mo-4yBCTBUTESIHW Ha
[ENCTBMETO Ha aHTumeTadonura. MeTtoTpekcar NPoHWKBa B Knetkarta
ype3 aKTMBeH TPaHCHOpTeH MexaHu3bM, KaTo yBpedeHuTe KNeTku
NMpoSBgBaT YCTOMUMBOCT KbM METOTPEKcaTa. YCTOMYMBOCTTA MOXE fa
6bfle NPecorisHa vpes3 NMPEeKoMepHO NoBulleHUe Ha [o3aTa, KOATO uMa
netaneH edekT BbpXy HOpManHO [ponudepupammTe  Krnetky,
Mpunoxerueto Ha Kanumes ¢onuHaT C MOBTAPSAILM CE& Manku [o3My,
MOXEe Aa fpeKpati AeNCTBUETO Ha MeToTpeKcaTa B HopManHuTe KINeTKy,
HO TIpY HapylleH TPaHCTOpTeH MEXaHU3bM Kanuuesus QosuHar He
NMPOHWKBa B TYMOPHWTE Knetkn. Ha ToBa € OCHOBaH npuHuuna Ha
NpUMaraHeTo Ha BUCOKNTE (rpamoBy) KO3M METOTpeKear.

5.2. PapmMaKoKNHETUHY CBOMCTEA
Crnel  napeHTepasHOTO  NpUNOXeHme,  MeToTpeKcata — pgoctura
MaKCUMAaHN CepyMHM KOHLUEHTpauusi Mexay MofioBUH L0 efuH uac.
MpuénuautenHo MonoBmHaTa OT abcopbupaHoTo KOM4YecTBO Ge
CBbp3Ba 06paTMMO CbC CEPYMHUTE INPOTENHY Ypes 6bP30 NpeMuHaBaHe
A0 TENEeCHWTE TEUYHOCTU U Andy3us B KNETKUTE.

MeTnecer npoueHTa (50%) OT NPUETOTO KOMKUECTBO Ce enMmMuHMpa Ha
Wwectuss uvac. JiekapcTBoTo ce enMMuHMpa 4Ype3  6bbpeuunte
(rmomepynapHa ¢unTpaums W TYGYNapHO eKCKPeTupaHe), Masnko
KOMYYECTBO Ce enuMUHMpa Upes uyepHus apob (okoro 6%). o 24 vaca
criefi mpwnaraHeto ce enumuHupa 50% po 80% OT nekapcTBeHOTO
BELeCTBO. [JOBTapsiUMTE CE [HEeBHYM [03K CTabunusupaTr HUBOTO Ha
CepyMHUTE KOHLEHTpauum Ha nexapcTBOTO W ChlleBpemeH
MPUYUHABAT HEroBOTO KyMyMpaHe OCOBGeHO B  UepHus
6bbpeLuTe.




5.3. MpepKANHNYHN BaHHN 3a Ge3onacHocT

OcTpara TOKCUUYHOCT Ha nekapcrBerysa NpopykT Methoirexat Lachema 50
e 6una uscnemBaHa Ha INbXOBE, KaTo cpaBHABall cTaHgapT € 6un
M3non3BaH nekapcTBeHus npopykKT Methotrexat Lederle. Mexxgy aearta
MpPoayKTa He € ©6uhia ycTaHoBeHa 3HauduTenHa pasnuka, Ccrieq
VHTpanepuToHeanHo MpWIOXKEHWe, [AOKato Crief WHTPaBEHOSHO
npunoxkehne Methotrexat Lachema 50 e nokasas no-HucKa TOKCUYHOCT,
EdektoT OT NeueHueto ¢ Bucoky pgo3u Methotrexat Lachemab0 Ha
XemMatornoeTyHaTa cucTeMa € 6un macnedeaH Bbpxy wMuwku., Criep
posata 500 mg/kg WHTpaBEHO3HO € bufa ycTaHOBeHa 3HauuTenHa
neBKoneHust 1 nuMdboLNTO3a, KOSTO [0 78 yaca e npuynHuMIa CMbpT.
Kanuues ¢onvHaT npunioXeH nopgkoxHo, B fosa 100 mg/kg Ha wectus
yac, cfief] NPUNOXEHNETO Ha METOTpeKcaTa 6nokmpa To3u edexT.

6. PapmaLeBTMUHN BaHBN

6.1. CnrcbK Ha NOMOWHNTE BelwlectBa N TEXHUTE KONUYecTBa
Sodium chloride 34,4 mg
Methylparahydroxybenzoate 3.2 mg
Propylparahydroxybenzoate 0,8 mg
Sodium hydroxide ad pH 8,4

6.2. OUBNKO-XNMWYHN HECHBMECTIMOCTN
He ca nssecTHu.

6.3. CpoK Ha rogHocT
3roguHu.

6.4. CneuvianHy yclioBUs Ha cbXpaHeHle
Methotirexat Lachema 50 npax 3a uHxekKLMoHeH pasTeop TpAbBa fa ce
CbhXpaHsiBa B OpWMIMHanHa OrakoBKa Ha 3alllTeHo OT CBeT/iMHa MSCTO

npw Temneparypa nopg 25°C.

6.5. [laHHN 3a onaKoBKaTa
MbpBUYHA ONakoBKa — CTbKIeH GriaKoH, Npospayer oT -Bi TUM CTbKIIO,
C rymMeHa sanyuianka n anyMuHueBa Kanauka 1 eTUKeT.
Bropuuna onakoBKa — kaptoHeHa Kytvst ¢ 10 ¢nakoHa, npupapyxeHa c
NXCTOBKa 3a yrioTpeda Ha 6Lirapckn esuk.

6.6. MNMpenopekn npu ynorpebda
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PasTBOpPbLT TpAGBa Ja ce YNoTpedu [0 24 yaca cnen oTBapsHeTo Ha
dnakoHa 1 paspeXkgaHeTo My 3a NHOY3us.

Xumnuecka n ¢uanyecka crabuiHOCT € pokasaHa 3a 24 uvaca npu
TemMnepatypa nop, 25°C.

OT MyKpobnonornyHa rnefHa Touka, pasTBopbT TpA6Ba Aa ce NPUIoXmu
BeaHara.

B cnyuan, 4Ye He ©Obge nNpunoXeH BegHara cnep oTBapdaHe U
paspexaaHe, TpsbBa fa ce crnassaT CTPUKTHO YCNoBMATa U BPEemMeTo 3a
CbXpaHeHue Ha paaTeopa. To3u nepuos Ha cbXpaHeHue He Tpsbba Aa
npesuaBa 24 yaca npu Temnepatypa ot 2°C o 8°C. [lo To3u HauuH ce
OCUIYpsiBaT HEOOXOJMMWTE  acerTu4yHW  YCNoBMS 3a  HEeroBoOTO
ApUNOXKeHNne.

AKO Mo BpeMe Ha CbXpaHeHWeTo Ha pasteopa (g0 24 vaca OT
OTBApPSAHETO 1 paspexgaHeTo rpu i 2-8°C) ce nosiBK NOMbTHABaHE, TON
He TpsA6Ba fia 6bae U3nonseaH.

7. ime n appec Ha npuTeXXaTens Ha paspelleHNeTo 3a ynorpeoba.

PLIVA — Lachema a.s.
Karasek 1

621 33 Brno

Czech Republic

8. PernctpauyioHeH Homep B permcrbpa rio un. 28 3JIAXM

9. Hata Ha nbpBO pas3pellaBaHe 3a ynorpeba Ha reKapcTBeHls
RPOQYKT
1990 .

10. [lata Ha aKTyanusauws Ha TeKcrta
2003 r.




