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Vinblastine Teva 10 mg powder and solvent for solution for ihjectwn!m usion

------------

BantGracrun Tepa 10 mg npax 1 pa3TBoOpHTEI 32 HIDKEKIHOHeH/MHDYIHOHEH PATBOP

[Ipouerere BREHMATE/IHO NAJIATA JJHCTOBKA NPedH XA 3AIM0THETE A4 IPHEMATE TOBR JIEKAPCTBO.

- 3anazeTe Ta3M JHCTOBKA. MoXe 12 MMaTe HyK/a J1a 4 MPOUYETETE OTHOBO.

- AKO MMaTe HAKAKBH JOIMBJIHUTEIHH BBIIPOCH, nonuTaiite Bamms nekap wiu ¢papMaueBT.

- Tosa sexapcTBO € INpeanHcadHo JUYHO Ha Bac. He ro npeorcTenBanTe Ha APYru xopa. To MOXKE Ja UM
HaBpeAM, He3aBHCHMO OT TOBA, Y€ TEXHUTE CUMIITOMM Ca CBIIUTE KakTO Bamure.

- AKO HAKOSA OT HEXKEIAHHUTE JICKAPCTBEHH PEaKI[MH CTaHE CEpPHO3HA, HWIH 3a0enexure apyry, HEOIMCaHU
B Ta3M JIMCTOBKA HEKEJIaHH PeaKilMU, MOJIA yBeAoMeTe Bamua nekap Wi papMaLeBT.

B Ta3u JHCTOBKA:

. Kaxpo npeacrasiaasa Ban6aacTan Tesa n 32 KaKBO ¢e H3N0JI3Ba
IIpenn aa npaemere BuabaacTen Tena

Kak na npremarte BunGaacTen Tepa

BB3IMOXKHEHE HEXCIAHH peaknaH

Kak 1a chxpansaBaTe BanbiacTaH TeBa

HombJaHHTEIHA HRPOPMANHS

L -

mm_&mm.-n

L]

1. KAKBO TIIPEACTABJISIBA BUHBJIACTHH TEBA 10 mg ITPAX U PA3ZTBOPHUTEJ 3A
HHXEKIIMOHEH/MH®Y3UOHEH PA3TBOP U 3A KAKBO CE H3I10JI3BA

BuutiacTHHOBHA cyndaT € col Ha BUHONMACTHH M NpEACTABIIABA aHTUTYMOPEH AI'CHT, KOWTO € aKTHBEH IpH
ronsaM OpoH 3n0Ka4eCTBEHH 3abonsgBanus y HOBEKa.

MexaHH3MHTE, 4pe3 KOMWTO BHHOIACTHH YNpaXKHABa CBOMTE AHTMTYMOPHHM H LIMTOTOKCHYHH e(dekTH ca
KOMIUIEKCHH., Ilo chIecTBO Morar Ja ce ordene)kaT ABa NIaBHHM THIIA HAa BBL3JACHCTBHE 33 MOBEYETO OT
OMONOTHYHHTE SPEKTH:

o BiaaumoseiicTBHEe ¢ MHKPOTYOYITHHTE CHCTEMH, KOETO NMpeAM3BHKBA H3UE3BAHETO HA MUKPOTYOyaHTe
M Ha CHOBPXKAIIKUTE MHKPOTYOY/IH CTPYKTYPH KATO MHTOTHMYHOTO BPETEHO TaKa, 4é XpOMO3OMHTE HE
MOTAaT Jia ITbTYBAT KbM S/paTa Ha ThIICPHUTE KIICTKH.

e [lotuckane Ha 6MocHHTEe3aTa Ha HyKineHHoBHTe KHcenund (JJHK u PHK).

A6copbuusaTa Ha BHHONACTMHOB CynadaT B CTOMAIHO-YPEBHHA TPAaKT HE MOKe Ja ce npeickaxe. Cnex
HHTPABEHO3HO TIPHIOXKEHHE JIEKapCTBOTO OBp30 H3ue3Ba OT KPHBTA M €€ pasnpefiesis B ThKaHUTE Ha TAJOTO.
BunGnactHH He npemuHaBa no0Ope npes xeMato-eHuedanHata Gapuepa M He Ce MOABABA B TEPan¢BTHYHM
KOHLUCHTpallMd B LIGHTPajHATA HepBHAa cHcTeMa. J{oka3aHO e, ye BHHONAcTHH ce MeTabonu3dpa YCHIICHO
[1aBHO B 4epHHA Apo6 A0 Ae3aleTWI-BUHONACTHH, KOHTO € I0-aKTUBEH Ha TeryioBHa 0a3a, OTKOJIKOTO
BEILECTBOTO OT KOETO mnpou3nu3a. JlekapcTrBoTo ce ekckperTHpa 06aBHO B ypHHaTa M (DEKaJMHTE Ipes
#rpyKkara. OapMaKOKHHETHYHH HM3CeIBaHMA NPH NMALMEHTH ¢ KapLMHOMH Ca NOKa3aid TpudaseH MOJeN Ha
H3Ye3BaHe OT cepyma ciex OBp30T0 My BEHO3HO HHKeKkTHpaHe. Havyamnwar, cpeaHMar ¥ KpaHHHAT
eJIMMHHAIHOHEH MOJIY>XHBOT C¢a ¢hOoTBeTHO 3,7 MHHYTH, 1,6 waca u 24,8 yaca. Habmonasa ce €KCTCH3HBHO
o6paTHMO TBKaHHO CBEp3BaHe. Hamupar ce HUCKHM ThKaHHM 3anacH Ha 48 M 72 yac cnea MKeKTHpaHeTo. ['ei
KATO IJIaBHUAT ITBT HA EKCKpelMs Moxe Aa Obae npes SunuapHara cUcTEMa, TOKCHYHOCTTA Ha TOBa JICKAPCTRO
MOXe 1a Oble TIOBHIIHA, KOraro MMa YepHOApoOHA eKCKpPEeTOpHa HEMOoC .

Oenssan ¢ TpuTHil BHHONAacTHH npd nmauMeHTH ¢ KapumHoM 10% ot p
dhekanuure 1 14% B ypuHaTa; ocTaBaillaTa aKTHBHOCT He € 6una obacue
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GX;r.Clleq MIDKeKTHpaHe Ha
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BunO1acTHHOB cyncl:a'r NPHITOKEH CaZMOCTOATCIIHO WIH B CBHYUCTAHHC JICKADCTBA €



IOKa3al epEKTHBHOCT B JICUSHHUETO Ha ClIEIHHTE HEOIUTa3MH:

BHCOKOYYBCTBHTE/HHE KHM JICYCHHETO MAJNHTHCHE 320019BaBHg

e T'enepannzupana ¢popma Ha Gonecrra Ha XomkkuH (III u IV craguwii no moaudumpanara or Ann
Arbor cHcuTeMa 3a onpenendHe Ha CTaguUTe Ha Ray)

e He-XomxxkuHoBu 1nMpoMH
- PeTUKYNOKNETHYEH CAPKOM
- JIam¢ocapkom

o Muko3uc pyHrovaec

¢ XHCTHOLIMTO3HUC X.

IHo-Manko YYBCTBHTC/NHH KbM JICHCHHCTO MAJIHIHEHH 3200 19BAHAS
¢ XOPHOK&]JI.[HHOM, PE3INCTCHTCH HA APYI XHMHOTEPANICBTHYHH JICKAPCTRA

o EMOpHOHaNICH KapUUHOM Ha TECTHCHTE

* KHP[IPIHOM Ha Ir'bpAaTa, KOUTO He Ce MoJAaaBa Ha ChOTBETHATA CHAOKPHHO-XUPYPIrHiHd HHTCPBEHIIUA H
XOPMOHAJIHO JICUCHHC,

2. INPEI1 JA BH BBAE HPWIOXEH BHHBJIACTHH TEBA 10 mg IIPAX H
PA3TBOPUTEJ 3A HHXEKIIMOHEH/NMH®Y3INOHEH PA3ITBOP

He nprnaraiite Ban6nacran Tesa 10 mg npax 8 pa3TBOPHTEJ 32 HHXKEKNHOHER/AEPY3HOHER Pa3TBoOp
npu:

¢ [lalMeHTH C MPeABAPUTENIHO H3BECTHA CBPbXUYBCTBUTENIHOCT KBM JIEKAPCTBOTO

e [lauuenTH ¢ J1IeBKONEHHUS

¢ Hanuuue Ha GaktepHaTna uHpekiud;, nHeKuHaTa Tpadra Aa ObAe nmocTaBeHa o4 KOHTPOJ Mpejd ja
ce 3al0YHE TepanuaTa

e Hapasena rpaHyTOLIMTONICHHA, HE3aBUCHMO 4e T4 MOXKE Ja Ob/i¢ B pe3ynTaT Ha 3a00/IABaHETO, KOSTO B
MOMEHTA C€ JICKYBA.

Of6bpreTe cCHENBAJHO BHEMAaRHE NPH npHiIoxerneTo Ha Barbaacrun Tepa 10 mg npax m pasTsopuren
33 HHKEeKIBEoHen/RH(dy3HOHEH PA3TROP:

Buab6aacTan Tesa 10 mg npax u paTBOpHTeN 338 HHXeKNHoHen/mH(y3HoHEeH pa3TBOp TpabBa na Obae
npanaran CAMO untpaBeno3so. HurpaTexaJHOTO NpRJIOKEHHEe 00HKHOBEHO NPEeiH3BAKBA CMBPT.

BunGnactun Tepa 10 mg npax W pa3sTBOPHTEN 3a HIDKEKUHOHCH/MH(Y3UOHEH pasTBop TpAOBa na OnAc
npuiaaraH caMoO TNOJ PBHKOBOJACTBOTO Ha JIeKap, KOHTO HMa ONMT B H3IMOJ3BAHCTO HA NPOTHBOPAKOBM
XMMHOTEPAIICBTHYHH JIEKapCTBa.

ACKBaTHY J[HAaTHOCTHMMHH M TEpanmeBRTHYHH CpeiacTBa TpAOBa Ja ca HaIMYHH H  JAa  Ca
JIECHOJIOCTBITHH, 3@ JAa €€ OCHIYpH CBOTBETHO PBKOBOACTBO HA JieUeHMETO M CNpaBfHe C

-

BB3MOXHMTE YCAOKHCHUA. o

BunbnactuH TeBa 10 mg mpax H pa3sTBOPHTEN 3a HHIDKCKIHOHEH/MH()Y3
npuilara Ha MauMeHTH O BpeMe, KOraTo T€ Noiay4yasaT paAHallHOHHA Tep
yepHus Apod. |

OBa na ce
BKJIFOUYBAT

[Topaan BB3IMOXKHATA MOsiBA HA Tpefo3HpaHe C HEBPOJIOTHYHH NOCACAM



fopaBeHeTO ¢ XMMHOTEpATNeBTHYHH JIeKapeTsa TpaOBa Aa Onje AoOpe 3amo3HaT ¢ ACHHTE ¥ TBHPAH paBHIA 38
NpaBWIHOTO H3MOA3BaHE HA JICKAPCTBOTO.

TorkaHHO BB3MAICHHE H HEKPO3a, MPUUYMHEHH OT MOAKOMXKHA €KCTpaBa3aliMa, MOXeE Ja NocieaBa HHUKXISCHTHO
MOrpeHO mNpwiaraHe Ha BHHOmacTuH. MHQunTpaims Ha XHAPOKOPTH3OH B Ao3a 20 - 25 mg 3a BCCKH
peCMETHAT MHJIHJIUTEP OT eKCTpaBa3upaHud BUHO/IaCTHH, NpeACTaBIIABA eHO eduKacHO neyeHue. [Ipemiara

ce JIOKAJTHO MHXKEKTHpaHe Ha XHAJTYPOHHMAa3a W MPHJiaraHeTo Ha yMepeHa TOIUIMHA B o0nacTTa Ha U3JIHBa, 32
J1a € pa3Hece JICKapCTBOTO U Jia ce HaMalu JUCcKomdopTa.

JobaBdHM ca pPYTHHHO MAJKH J03H XeMapWyH KbM UWHQY3uuTe Ha BHHOIacTHH, 3a Aa ce
NpeJOTBPATAT TPOMOOTHYIHH YCHOKHEHH.

HeobxonumMo € BHHMaHME npu ynorpebara Ha BHHONACTHH, KOraro MalHMeHTHT HMa ITIPECHH XHPYPrHYHH
ne3ud. Tpi KaTo 3HAYHTENHA YacT OT HHKEKTHpPaHUA BHHOIACTHH MOXKe J1a HAMEPH CBOA ITET B MACTOTO Ha
MHLIM3HATA B PE3YITAaT Ha KanMWJISPHO NMPOCMYKBaHE H MOXKE Jia Ch3JajJe eAHa WHIYPaTHBHA, BB3NANMTE/HA,
NOKAHA HEKPOTHYHA peaKlMA, NMpenophyBa Ce Jia Ce B3CMaT MEPKH B H30OMpPaHETO HA BpPeMETO Ha

MHTpaBEHO3HATA WHXKEKIMA C BHHOJIACTHH, KOraTo CHIIECTBYBa MpPACHA XHPYPrUdHA paHa MM KaKBaTO U
na 6uno paHa.

JoKIaBaHo € 3a NoABaTa Ha HWAHOCHHKpa3uiiHa HEBPOTOKCHYHA peakijs MNpH ynortpebara Ha BUHONACTHH.
PasyMHO € Ja ce M3MpeBapBa Pa3BHTUETO Ha HECHOTBETCTBAIA CeKpelus Ha AJIX W KOHBYJICHH, KOrarto ce
PasBHAT XEMATOJNOTHYHH HEXENIAHH JIEKAPCTBEHHM PEakLMU H MOJJYepPTaHo MOAyBaHe Ha abxomeHa, cien
NPHIOKEHHETO Ha OOMKHOBEHO HETOKCHYHA 032 BHHOIACTHH.

TpsabBa na ce oOpbiua crenHaNHO BHUMaHHE 3a U3KTOYBAHE Ha BE3MOXHOCTTA OT CIy4aHHO MONajaHe Ha
BHHOMIACTHH B OYMTE, KOETO MOXE Jla IoBelle A0 HEeBb3BPATHMO yBpekKJaHe Ha KopHeara. B ciyuaid, ye ToBa
cTaHe oYHTe TpAGBa Aa OBAAT MPOMMTHU IANIOCTHO ¢ OOHIHO KOJMHECTBO BOAA.

TokcHuHOoCcTTa MOKe Aa ObAe 3acHIeHa NpPH HaIHYMe Ha 4YepHOApoOHa HeXOCTAaTRUHOCT. TBHi KaTo
JICBKOTICHHMATA € FJIABHATA TOKCHYHA MPOMAHA HA BHHOIACTHH, MALMEHTHT TpAGBa na ObAaT OaWTESTHH
MO OTHOWICHHEe HAa BCAKAKBB BHJ YCIOXKHABAIIA ChCTOSHUeTO HHeKkuwms. IIpH nossara Ha Takasa, TpaOBa
/1a Ce B3eMaT CHOTBETHH MEPKH M MaUMEHTHT TPAOBaA Oa ce MOM0XKH Ha aKTHMBHO Hab/moJeHne, J0KaTo OpOAT
Ha OenuTe KpbBHU KIETKH C€ BB3BbpHe A0 OesonacHo HuBO. TpsbBa pemoBHO Aa ce M3cienBa KPHBHATA
KapTHHA M GposT Ha NeBKoLMTHTE TpAOBa na ObAe pa3ryexkKIaH KaTO BOKHO yKa3aHHe 3a IIOCTHraHe Ha 7103aTa,
KOSATO TpAOBa Aa ce IpHara.

Toit KaTo JO300MPEEAINATa KIHHHYHA TOKCHYHOCT € Pe3yJITaT OT MOTHCKAHETO Ha 6pod Ha Oenure KPBBHH
KJIETKU, 3aAbJDKMTEHO € TO3d Opoit ma Obae onpenensH HEMOCPENCTBCHO NPEAH BCAKO BBBCKJAHEC Ha
BuaGacTHH. Crell MPIIaraHeTo Ha BUHONACTHH MOXKe la ce MOSBH NOHIKECHHE HA Oposd Ha OenHTe KPHBHH
KJIETKH, MakCHMyMBT Ha TOBa MOHMXKeHHe ¢ HabmoAaBaH ot 5-TH A0 10-TH AeH ciej NpunaraHeTo Ha A03ata.
B13cTaHOBABAHETO [0 HUBATa MpPENH BHBEXAAHETO HA JIEKApCTBOTO OOHKHOBEHO ¢ HabmonasaHo oT 7-14-TH
JgeH cnen BbBexkgaHero. Teau edektH e Obaar 3aaniI00YCHH, KOTraTo ca HAIMLE IMPeABAPHTEIHO
CHILECTBYBAIIH YBPEKAAHHSA Ha KOCTHHMSA MO3BK M NPH MO-BHCOKH OT Npenopbasanute A03u. He ¢ H3BecTHO
MPHCHCTBHETO Ha TO3M JIeKAPCTBEH MPONYKT HIH HA HETOBHTE METa0OIMTH B KPBBTA HIIH B TEJICCHHTE TEKaHH
Ja npe4Yd Ha KITHHHYHHUTE NabopaTOpHH H3CJICABAHHA,

[Ipu HanHuHe HAa KAXEKCHA WIH Ha YIepHpaHH o6/1acTH BBPXY KOXKHATA NMOBBPXHOCT, MOXE Aa ¢e Hab/toaaBa
I0-H3pa3cHa JIEBKOTIEHHUsI KATO OTTOBOP KbM jexapcTBoTo. CiienoBareHo HeropaTa yrnotpeba Tpsabea Ja ce
M36ArBa NPH MO-BB3PACTHH JIMLIA, CTPA/AIIH OT HATHYMETO Ha HAKOE OT Te3H CHCTOSHHA.

[Tpy mauMeHTH ¢ WHQUATpALMA HAa KOCTHHS MO3BK OT MAIHTHEHH KICTKM, OpoAT Ha JICBKOLMTHTE H Ha
TpoMOGOLIMTUTE HOHAKOTA MAJa CTPBMHO CJeX CPeQHO roneMH J03H BHHONACTHH. I1o-HaTaTHIIHO U3II0/3BaHe
Ha JIeKapCTBOTO MPH TAKHBA MALMEHTH HE € 33 NPenopLUBaHe.

OnHCcaHH €a OCThP 3aAyX M TEXKBK OPOHXOCTA3bM Cllel MpHiaraHe Ha BHHKA ajikagoMnu. Te3n peakuuu
BH3HMKBAT Hali-4eCTO, KOraTO BHHKA AJIKAJIOHJWTE C€ HM3MOJ3BAaT B KOMOMHAUMA ¢ MUTOMHULIMH-C H nossara

MHTOMMLIMH. Mo)Xe Aa HacThIIH MPOTrpeCHBHA AWCITHES, H3UCKBAIlA XpPOHHY
cJydad He TpaOBa aa ce rpuiara roBTOPHO.




He ce npenopbuBa eXeAHCBHAa ynoTpeba Ha BHHONACTMH 32 ABJICH MEPHOAM OT BpEME HOPH B MAJIKH
KOJIHYECTBA AaXe B CJIYYaHTe, KOraTo noyvaBamara ce ofla ceAMHYHa A03a CTaBa BCBIIHOCT nMoaoOHa Ha
npenopbYBaHaTa. 3adena3aHo €, Y€ B CJydYaHuTe, Korato ¢ Onila H3MoJ3BaHa TakaBa CXeMa, TepaneBTHYHHAT
e(eKTET ¢ OUN MaTEK WIM HE € MMAJIO JONBIIHHUTENEH TepaneBTHYeH ePekT. CTPUKTHOTO NPHABLPKAHE KBM
NpenopeYaHaTa A030Ba CXeMa € MHOro BaxHO. Koraro Kkonu4yecTsa paBHH Ha OT/He/IHaTa €QHOKpaTHa
CEIMHYHA 033 He ce MPWIAraT HaBSAHBK, 2 KaTO 7 eXeJHEBHH YaCTHYHHM BHBEKIAHHA B TCYCHHEC HA IBITBI

MepHoA OT BpeMe MOraT Ja HacTBIAT KOHBYJICHM, TEXKH M NEpMaHCHTHM YBPEXIaHHS Ha UCHTPAIHATA
HepBHA CHCTEMA H JIOPH CMBPT.

TpsabBa 1a ce nojarat rpyxu Ja ce H30Arsa KOHTAKT ¢ OYMTE Ha TAKMBA KOHLICHTPALMKA BUHOTACTHH, KOUTO Ce
M3MO3BAT KIHMHUMECKH. AKO Ce NMOSBH 3aMbpciBaHE BCICACTBHE HAa HHILIMACHT MOXE Jla HAaCTBIM TeXKa
HpuTaurs (MM aKo JIEKapCTBOTO MONafHe B OKOTO IIOA HAIATAHE, MOrar Ja ce ABAT JOPH YILEpauxy Ha
kopHeaTa). Oxoto TpaGBa Aa ce H3MHE ¢ BOJA He3abaBHO M CTapaTeITHO.

[Ipeanara ce CEpyMHHAT HATPHii Aa e W3CJielBa NEPUOAHYECKH 10 BpeMe Ha JiedeOHHMs Kypc ¢ BHHONACTHH.
HanumuueTo Ha XMIOHATPHEMHMA, AB/KAlla cé Ha HECHOTBETCTBAINA CEKPELUA HA AHTHAMYPETHYEH XOPMOH,
TpsabBa 1a ce NMArHOCTHLIMpA PpaHO H Ja ¢€ BbBeJe aJCKBATHO OrPaHMYaBaHe HA TeYHOCTHTE, 3a Ja ce
NpeJlOTBPaTH NMOSBaTa HA XUNIOHATPEMHYHHS KHCYJIT KaTO € HAMEPEHO, Y¢ HEeChOTBETCTBAIlATA CEKpeLMs Ha
AHTHIHYPETHYHHNA XOPMOH 4€CTO € CBbp3aHa ¢ BUCOKATa JO3IHPOBKA, NTOABATA HA Ta3H HEXe/TaHa JIEKapCTBEHa
peakumsa Tpsa6Ba Ja OrpaHHHH NMOJAXOAA 3a MO-HATATHIIHO YBelMdaBaHe Ha xos3ara. Ilopaan BBE3MOXKHOCT OT
Mapain3a Ha ITACOBMTE BPh3KM TMpH IOABATA Ha APE3raBocT, OONKH B I'bpNoTO M AHcharud e HeoOxoaumo
He3a0aBHO Y BHMMATEJIHO H3CJIEABAHE Ha JIAPHHICA TaKa, Y€ Aa ¢e OTKpHMe paHO Ta3W Napaljiu3a Ha rJIaCOBHTe
Bph3KH H Ja ¢€ NPeAOTBpaTH HanpeaBaHeTO M KbM OwiarepanHa mapaiysa ¢ ONACHOCT OT JWXarTeiHa
HegocTaThuHOCT. CriMpaHeTo Ha BUHONIACTHHOBATA Tepanui TpAOBa la NMpeaU3BHKA ITEIHO Bh3CTAHOBABAHE.

OTKpHBaHeTO Ha MOTCHILHATHATA Bpb3Ka MEXAY TepanmuaTa ¢ BUHOJACTHH H OPTOCTATHMHATA XHIIOTOHHA €
M3BBHPEHO BAXHO IMPH HAOIIOAEHMETO Ha NO-Bb3PAaCTHH NAl[MEHTH H MALMEHTH, MOTydaBallii XHIIOTCH3UBHO
nedyeHme, 3a 1a ce H30erHar cepHO3HN XHIIOTCH3UBHH PEaKLIMM.

ToTarHOTO NpPeAOTBpPaTABAHE HA AIONELMATA HE € BB3MOXHO. IIpHiaraHeTo Ha TypHUKET Ha CKaJNa HIH
OXJIKAAHETO Ha CKasIa ¢ jej o0ade MOXe Aa NoMOrHe 3a HaMaJIABaHe Ha CTEIEHTa Ha anonelHs. TypHHKeT
Ha CKaina He TpaOBa Ja Ce M3MOMN3BA, KOraTo HMa LWPKYJHPAIH 3JI0KAYECTBEHM KJETKH (KAKTO € INpH
NMeBKeMHS M IIPH TUM(POMA) HJIM KOTaTO BEYE NPHCHCTBAT TYMOPHH HMIUIAHTH.

Jlexapute TpAOBa ga OBAAT OCBEAOMEHH, Y€ IIALMEHTH, KOMTO MOJYy4aBaT €AHOBPEMEHHO OJICOMHIIUH
M BHHGIACTHH 3a JICYCHHE HAa KapUMHOM Ha TECTHCA Cca [OJUIOXKEHW Ha PHCK /la Pa3sBHAT (EHOMCHA Ha
Raynaud.

[TospaTa Ha NpeKOpAHAIHH OOJIKH O BpeMe Ha JIedeHHe ¢ BUHOIACTHH MoXke aa Obie MPH3HAK Ha MPeACTOAIL
HHGAPKT HAa MHOKapAa M 3aTOBa CE MpPEIophYBa NPEKbCBAHE Ha TOBA JICUECHHE.

Kmuauicture Tpsbsa na ObaaT ocBeAOMEHH ChILO Taka 3a (HHOpo3aTa HA KOPOHAPHUTE APTEPHH, KOATO C&
pa3puBa ¢JieJ KOMOMHUPaHO JieuyeHHe ¢ BUHOIACTHH, 6/ICOMHLIMH M LIMCILIATHHA.

IMosBara Ha cWwiIHMW 60JIKH B 06J1aCTTa Ha TyMOpa WIH B 001aCT, KbAETO NIPHCHCTBHE Ha TYMOP HE € OYEBHAHO,
KOeTO CBHBIaJa MO BpPeMe C HHTPABEHO3HO HIDKEKTHpPaHe HAa BHHONACTMH H3HCKBA TMpeMEAUKALMS C
HAPKOTHYHH aHaireTuiy. TpsabBa ma ce oObpHe BHMMaHWe Ha ABHAaTa BPB3Ka MeXIy paHHATa MosBa Ha
paJMalHOHEH HEe(PUT Clel XMMHOTepanuis ¢ BHHONACTHH/GNeOMHUMH B KOMOHHANMA C pagHalMOHHA
Tepanus; TOBa € BAXKHO, C OIJICA Ha MOBHINABallaTa Ceé TEHIACHLMA A3 C¢ H3IMOJI3Ba TAKOBA JICUCHUE IPH
MaJIMTHEHUTE 3a00NBaHHA. |

Toii KaTO MOXKe Aa ce Habmoxasa Gesmnonue cnep xuMuoTepanud no cxemata MVPP u sh3cTaHOBABaHETO HA
depTHIHOCTT2 €  MAalKo BEPOATHO U HeIpeacKa3yeMo, LIEHTPOBETE, IIpEeANpHEMALIH
XUMHOTEpaneBTHYHM nporpaMu 3a Oonecrra Ha Hodgkin Ttpa6sa nma 6naar obesmevenn ¢ obopyznsane
3a 3aMpa3sBaHe Ha CriepMa npeau IpearnpHeMaHe Ha JIeYSHHETO.

[Taumenture TpsbBa Za 6bAaT NmpeAyNpeNcHH 3a BBIMOXHHTE NPOMCHH B cexcyuamm:gqgnmc*r M 3a
edekTHUTE, KOUTO TOBA OM 0Ka3ayi0 BbPXY NEPCOHANHHTE B3aHMOOTHOIICHHS. rf-,;&ihw Mg

XeMaToNOrHY8H edeKTH

JlepkonmenmaTa € eaWH ouakBaH edexT Ha BHHONAacTHHA; OpoAT Ha JIeB



yKa3aH¥e 3a NpOBEKAaHe Ha Tepanusra. OOHKHOBEHO, KOJKOTO MO-roJiAMa € A03aTa, TOJNKOBA MO-H3pa3eHa U
Mo-ABJIroTpaiiHa e Obae JeBkoneHusITa. Ako 6posaT Ha GellHTe KPBBHH KIETKH C€ BBPHE 0 HOPMaTa cliex
JIEKapCTBCHO-HHAYLHpAHAaTa JICBKOMEHMA, MNPOAYUMpAIMAT O€/uTe KPBhBHH KJIETKH MEXaHH3BM HE €
EPMaHEHTHO NOTHCHAT. OOMKHOBEHO OpodAT Ha GenvTe KPHBHM KICTKH HAITLIHO Ce BPLIUA KbM HOpMara
cnen pakTHYecKo H3uesBaHe Ha OeNnTe KPBBHU KIETKH OT NepH(epHaTa KphB.

Makcumanuuar crnag 8 Opos Ha OenmMre KpBLBHM KIETKH ce sBiBa 5-10 MM cnex MpHIOKeHHETO Ha
NocNeAHaTa A03a OT JIEKApCTBEHHA MNpPOAYKT. Bb3cTaHOBfBaHeTO Ha Oposd HAa GelUTe KPHBHH KICTKH
OOMKHOBEHO € IbJIHO B paMkuTe Ha 7-14 gun. C NO-Manku A03H H3MOM3BAHHM 33 MOUIBPKAINA Teparus,
JICBKOIEHHA MOXE Aa HE HacTbld. Makap OpoAT Ha TpoMOOIUTHTE Aa HE HaMANABAa 3HAYMTEIHO OT
[MpOBEXKAaHaTa TEPAIHA, HACKOPO YBPEACH KOCTEH MO3BK BCICACTBHE HAa NPeAIMICCTBALIO JICICHUE C pajHanus
HIH C YT OHKOIMTHIHH JIEKAPCTBEHH MPOXYKTH, MOXe [a pearupa C TpoMOOLUTONEHNA  (MO-MAJIKO
or 200 000 tpomboumra/mm”). Korato apyra XHMHOTEpanus WM 0ONBYBAHE HE € OWIIO M3MON3BAHO
NpeABapUTeNIHO, TPOMOOLMTONICHHATAa € PAAKO ABJIEHHE JOPH KOraTo BHMHONACTHH MOXE Ja NPHYHHABA
3HAYMTETHA JICBKOMICHHA. bbp30TO BB3CTAHOBABAHE OT TPOMOOLIMTONECHHATA (B PAMKHTE H4 HAKOIKO JHH) €
npasuio. EQekTsT BepXy Opos Ha YepBeHHTE KPBBHHM KIETKM M XEMOIJIOOHMHA OGHKHOBEHO € He3HAYHMTEJICH
KOraTo JIMIICBA APYro JICYEHHWE, NALHCHTH ¢ MANHMIHeHM 3abonssaHHA obade, MOraT ja UMAT aHEMHS MpH
OTCHCTBHE HA BCAKAKABa TEPANHs.

AKo ce TMOABH JieBKOMeHHs (no-mManko ot 2 000 Genu KpeBHM KISTKW/mM') e NpHiaraHe Ha MOpejHaTa
A03a OT TOBa JIEKAPCTBO, NMAalMEHTET TpAGBa Aa ObAe HabmonaBaH BHHMATENHO 33 NPU3HALK Ha MHpEKIMA,
JAOKATO e Bh3CTAHOBH OpoAT Ha OeMTe XPBBHH KIETKH 10 6€30MacHO HHBO.

IIpy nmauveHTH ¢ MajMrHEHa KIACTbYHA MHQUITpaLUMd HAa KOCTHHS MO3BK, OpOAT Ha JIEBKOLMTHTE M
TPOMOOLIMTHTE MOHIKOTa Maa CTPBMHO Clie]l YMEPEHH J03H, KOETO MpaBH IMO-HATATBINHOTO M3ION3BaHE Ha
JIEKAPCTBOTO HENPENOPBYHTEIHO.

Cnex M3noniBaHe Ha HAW-BHCOKATA MpeIOpbYaHa JA03a, JIEBKONMEHHATA (TPaHYJIOIHMTOMNCHHS) MOXE Ja
nobmwxH onacHO HUCKH HHMBAa. CTOMAaTUTH M HEBPONOTHYHA TOKCHYHOCT, MAaKap HE YECTH WIH NEPMaHeHTHH,
MOTaT Aa YTeKHAT ChCTOSHHETO.

MyTarensocTt

TectoBe ¢cbe Salmonella typhimurium ¥ ¢ AOMUHAHTHHTE NIETATHA M3CNEABAHUA MPH MHIIKH HE ca YCIe/lH Ja
MOKAKAT MyTareHHOCT.

Orbenazanu ca aOHOPMEHOCTH B CIEpMaTa Ha MHIIIKH.

BuHOnMacTHH npeau3BUKBa yBEeIUUYEHUE Ha O0pa3yBaHETO Ha MHKPOAJApPA B KJISTKHTS Ha KOCTHHS MO3BK Ha
MMILKH; ThH Karto obaue BUHONacTHH HHXUOHpa 0OpazyBaHeTO HA MUTOTHYHOTO BPETEHO, TOBA HE MOMKE Ja CE
pasrie:kaa KaTo MpH3HaK Ha MyTar¢HHOCT. JOMBIHKHTETHH H3cIeABAHUS NMPH MUILIKH HE ITOKA3BaT HaMalleHHUe
Ha (PEpTHIHOCTTA MPH MBKKHTC MHAMBHAH. XPOMO3ZOMHHM TpaHC/IOKalMM ob0aue, ce SABABAT NPH MBXKKH
MHIIKH. [TbpBOTO NMOKO/ICHHE MBXKKH ITOTOMUM HA T€3H MUIIKHK oDayve, He € OHIIO HOCHTEJ Ha XeTEePO3HTOTHH
TPAHCJIOKALMH.

Ilpn M3nonsBaHe Ha HH BHTPO TecT ¢ OemoApoOHM KIETHYHH KYJITYPH Ha XaMcTep ca HabnogaBaHM
XPOMO30MHH NPOMEHH, BKIIOYHTENIHO HAKBCBAHE HA XPOMATHAWTE M pa3MeHH, J0KATO NPH H3IO0J3BaHE Ha
APYT BHJ XaMCTEPHH KJIETKH, MyTalMATa He YCTsiBa Ja 6bvae nemoHcTpHpaHa. HakbscBaHus 1 abepalidy He ca
HaO/moAaBaHK MPH XPOMO3OMEH aHAIM3 Ha KOCTHO-MO3BYHH KJIETKH OT NAalMEeHTH, KOHTO ca OMIH TPETHPAaHH
C TOBa JIEKapCTRO.

KapnuHOreHHOCT

IloHacTosleM HAMAa JaHHM, KOHTO Ja NOKa3BaT, Y€ BUHG/AcTHH caM 1o cefe CH € KAHLEPOreHEH IPH Xopa.
[{aieHTH nekysanu 3a Gonectra Ha XOMKKHH, ca pa3BHBAIM JIEBKEMHA CJIe]l IbUEBa TePanusa U MPHIaraHe
Ha BUHOJIACTHH B KOMOMHAlMs ¢ Apyra XMMHOTEpanus BKJIIOUMTETHO ¢ MPOAYKTH, 32 KOMTO Ce 3Hae, 4e ce
BMbkBaT B JIHK. He € m3pectHo B KakBa cremeH BMHONACTHH MOXKE Ja HMa TMPHHOC 3a NOABATa Ha
neBkeMHATa. HannyauTe AaHHM NpH IUTBXOBE M MUIIKA HE YCIABAT Aa NPEACTABAT ACHO AOKA3ATENCTBO 33

KaHUEPOreHe3a, KoraTo »MBOTHHTE ¢a GWIH TPeTHpaHM ¢ MaKCHMaJHa 032 M C NQJOBHMHATA OT Ta3M /032 B
TeuyeHHe Ha 6 Mecella. A RN
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KaHLICPOFrCHHH, NOKATO BHHOIACTHH ce HApCiKJa B I'PyilaTa Ha TC3H JICKApPCTBA, KOHUTO B JaZICHO H3C/ICABAHC
[TOKAa3BarT JICKO MOBHIICHHC WIIH ChillaTa TYMOPHA HCCTOTa KATO KOHTPOJIMTC, a B APYT0O H3CJ/ICABAHC MOKA3BAaT
1.5 no ABYKPaTHO NMOBHILCHHC Ha 5p05[ Ha TYMOPHTC B CPpABHCHHNE C KOHTPOJIMTEC.

TepaTorennocrt

Makap, 4e 70 cera He ca JOKJIaJBaHH CTy4aH 332 aHOMAJIUH B YOBELIKH (eTyc clie]l IpunaraHe Ha BUHONACTUH,

M3C/IEABAHUSA ¢ BUHONACTHHOB CYJI(AT NpH XKHUBOTHH NPEJIONIAraT, e Moxe Jd Ob/ie YCTAHOBEH TepaTOreHeH
ePeKT.

EdexT BEpXY $epTHAHOCTTA H PeNPOAYKIHATA

JloknansaHo € 3a acnepMust y Mbxe. M3acnenaBaHuA NMpH KHBOTHH INMOKAa3BaT CIHMpaHe B MeTtadazara M
flereHepaTHBHK TMPOMEHH MPH FepMHUHATHBHHUTE KIEeTKU. [IpH HAKOH MalMeHTH JieKyBaHH ¢ KomOWHaums,
ChCTOALIA C€ OT AIKWIMPAIM areHTH NpoKapba3wuH, NpeAHU30H U BUHOIaCTHH HacThIBa aMeroped. HeitHoTo
HACTBIIBAHE € CBbp3aHO ¢ oOuiara u3non3paHa A03a Ha Te3d 4 MpoAykTa. HecTo MeEHCTpyauHara ce ¢
Bb3CTaHOBABAIA. Crinara KOMOMHAUMA OT JCKApCTBA, NPWIOKEHA Ha MAUMEHTH OT MBXKKH IO,
NPUAH3BUKBANA a300CMEPMUs; aKO CIICPMAaTOT¢HE3aTa ce € Bb3CTAHOBABATA, TOBA HE € CTABAIO 32 IO-MAJIKO
OT 2 TOJAWHHU Ha HENOAAbP)KaHA PEMHCHA.

IMpuiokende B N¢AHATPHATA

Twit kaTo paspeKAauMAT pa3TBOpP 3a BUHOIACTHH ChIbpKa OCH3WIOB ANKOXOJ, TO3H JICKAPCTBEH NPOAYKT He
TpsabBa Aa 6be npuUparaH Ha HOBOPOACHU H Ha HeAOHOCEHH OeberTa.

Ilpnioxenne OPH DANHEHTH B CTAPYECKA BhIPACT

Makap, 4e¢ He ca  NOpeANpHEMaHH  CHOTBETHH  M3CACABaHMA ¢ BuUHONMAacTMH B
rpynara Ha TALMEHTH B CTapyecka BB3pacT, JICBKONCHMYHATA peakLUMs Moxe Aa Obie mo-u3paseHa npH
MalMeHTH B CTapyecKa Bb3pacT, CTpajlallld OT HEJAOXpAaHBAaHE MM KOXHHM A3BM. Ilo TakeB HauMH, Koratro ce
MOABY KaXEKCHA WIH YJILIEPHPAIH KOKHH NOBBPXHOCTH, TpAOBa Aa ce M3barea ynorpeba Ha BUHOIACTHH.

Ilpuem Ha ApPYrH JEeKApcTBA

Korato jeKkapcTsaTa ce M3IIOJ3BaT 3a€HO, MOHAKOra Te MOXC /1a TNMOBJIHABAT B3AMMHO HAYHHA TI0 KOHTO
JeHcTBAT W/WIH HEXENAaHUTE PCaKLMH.
BsauMoaelicTBHE MOKe Aa C€ MOsIBH, KOraTO TOBA JIEKAPCTBO €& WAION3BA 3a¢IHO C:

BbhaeoMmAnnH

@eHoMeHbT Ha Raynaud ce apsaBa Kato 3a6aBeHa TOKCHYHOCT NPH JIEUEOHH CXEMH, ChABPKAILH BUHOAACTUH U
O1eOMHIIMH 32 IEYSHHETO Ha FepMHHATUBHOKICTHYHH HEOILTa3MH,

DICOMULIMH MOXe [a IpeaH3BHKa INATOJIOTMYHH IPOMEHH B MAJKHT¢ KPBBOHOCHH CBAOBE, AOKATO
BHHOMACTMH MOJKE Ja MPOMEHH CHMMATHKOBHA TOHyc. KoMOHRalMATa Ha Te3W (PAKTOPH MOXKE Aa foBefie JO
BazocnacTH4YeH peHOMEH NPU U1araHe Ha CTYA.

({PDeHHTONH

TIpHi0KEHHETO Ha BHHONACTHH BBHPXY MALMEHTH ¢ TBPYOBC MOXe Ja NMPHYHHHM HAMAJICHHE Ha HUBATA Ha
(eHMTOHHA B IUTa3MaTa.

JTaHHWTE TO3BOJIABAT Ja ¢€ MpeAnonara, 4¢ B3aliMoJeiiCTBHETO € TPUYHMHEHO OT 3HAYMUTENHO YBPEKIAHC Ha
aacopOuMATA Ha (PEHUTOHHA.

MuatomMruaa C

OcThp 3ayX K TEKBK OpOHXOCMa3sM cles yrnorpebara Ha BHHKA alkalouH ce HabnroJaBaT npy nNauyeHTH,
KOHTO NpeJd TOBAa HWIH ITBK YCIIOPERHO ca MoMy4aBald MUTOMHIMH, HavyanoTo MoXke Aa HAaCTHIIH OT MHHYTH

A0 HAKONKO Yaca Cle] HHKEKTHPAHETO HAa BUHKA AIKATOMAMTS M MOXE Ja HACTHIH 10"2 CEAMHLM ClIek
%ﬁ?ﬂdéf?}? 7 ?ﬁ"“al“a

nmocneaHarta J03a Ha MHTOMHLIHH.

Anonyprroi/Konxanaa/IIpobenenna/Cynpuannpason




BHHOJIaCTHH MO’Ke Ja NMOBHIIMH KOHIIEHTPALUATA HAa MHUKOYHATAa KHCEJIMHA B KPBHBTA; MOXKE JIa C€ HAJOXKH
J030Ba KOPEKLUHMA Ha AaHTHIOOHArpPEeHMTe JIeKapcTBA ¢ IieJl a8 €€ KOHTPOJUpa XUIEePYPHKEMHATA H
1o/larpara.

JlekapcTBeHH NPOAYKTH, HPHIHHABALIA KPHBHA JHCKPA3HA

JleBkomeHHYHUTE WHUAK TpoMOOIIMTONEHUYHHTE edexTH Ha BHUHONMACTHH MorarT Aa Obplar yBeITHUYEHM
ype3 eIHOBPEMEHHA WM MOC/ISNBAIla Tepanusd, ako Te3d MEeJUKAIWH IPUYHHABAT CHIIUTE e(EeKTH; aKo e

HEDﬁXDHHMH AO030Ba KOPCKIHUA Ha BHHSJIRCTHH, TA '['pﬂﬁﬂa Ad CC OCHOBABa Ha IIOJIYYCHHTC IIPpH H3CJICABAHC
KPBbBHH IIORA34TCIIN.

JlenpecanTH HA KOCTHOMO3bYHOTO KPLBOO6pasysane

Moxe aa ce noaBM AOITHLIHHUTENHO IIOTHCKAHE HA KOCTHHA MO3BK, MOXKE Ja ¢€ HAMOIKHM HAMAJICHWE Ha [03aTa,
KOraTo Aea HiH NoBcHC KOCTHOMO3IBYHH ACIIPECAHTH Ca H3ITOJI3BaHH CAHOBPCMCHHO MITH NMOCIICHOBATCITHO,

Baxcunn, yOHT BEpYC

Twif xaTo HOpMAJHHTE 3aAIIIMTHM MeXaHW3MH Morar Ja OBbAAaT NOTHCHATH OT JICYEHHETO ¢ BHHOJIACTHH,
aHTHTAIOBMS OTTOBOpP Ha MAalMEHTA CIPAMO INMPHIOKEHATa BakCHHA Moke Ja Objaec HamaneH. UHTepBansT
MEXTY NMPeKbCBAHETO Ha MeHUKAMATa, KOSTO NMPHUYHHABA HMYHOCYIIPECHATA H BBH3CTAHOBABAHETO Ha
BB3MOXKHOCTTA HAa MALMEHTAa Aa OTroBaps Ha BAKCHHATA, 3aBHCH OT MHTEH3HUTETa U THUIIA Ha H3MOJI3BAHATa

MEIWKalusA, NPHYMHABALLA HMYHOCYTIpECUSATa OT BHJa Ha 3a00NABAHETO M OT APYrH (aKTOPH; H3UMCIEHHATa
3a Bb3CTAHOBJBAHEe HA HMYHHMS OTrOBOP BapHpar oT 3 Mecena ao 1 roausa.

BakcuaH, XKHB BHPYC

Teif KaTO HOpMAJHMTE 3allHTHH MEXaHW3MM MOraT Aa ObJaT MOTUCHATH OT TepaiusiTa ¢ BUHOMACTHH,
eIHOBpeMEHHaTa yrnoTpeda Ha BakCHHa C JKHMB BHPYC MOXE [Ja NOTEHI{MpA PEIUTHKALMATA Ha
BAKCHHHHA BHDPYC, MOXE Aa NOBHUIIN HEXKENAHHTE BAKCHHAJIHM e(peKTH Ha BUpyca HA BAKCHHATA H/MJIM MOXE
[1a HAMAJIH AHTUTAJIOBHS OTTOBOP Ha Nal[MeHTa CIpAMO BaKCHHATa; HMYHH3AIMATA Ha TE3H MalLMEHTH Tpadsa
na 6nae nmpeAnpHeMaHa caMO ¢ H3BBHPEAHO BHUMaHHe, CACA IPIDKIMB Tperjie]l Ha XeMaTOJOTHYHHMA CTAaTyC
Ha MAIMeHTa W CaMO CBC 3HAHHMETO W CHIVIACHETO Ha JIeKaps, MPOBEkKIall JIeYEHHETO ¢ BHHOMAaCTHH.
HHTEpBaTbT MEXIY TMPeKbhCBAHCTO HA METHKALMHTE, KOUTO IMpPHYMHABAT = HMYHOCYTIPECHATa M
BBH3CTAHOBABAHETO HA ¢NOCOOHOCTTA Ha MalMeHTa A2 OTroBaps Ha BAKCHHATA, 3aBUCH OT WHTEH3WTETa H THIIA
Ha M3MOJ3BAHATA MEIWKALIMS, MPUYHHABAILA MMYHOCYTIpECHATa, OT BHJAA Ha BOJCIIOTO 3abojsBaHe M OT
ApYrH (paKTOpH; H3YMCIEHHATA 33 Bb3CTAHOBABAHE Ha HMYHHHS OTrOBOp BapupaT OT 3 Mecelia 1o | roguHa.

[TauMeHTH C JIeBKEMHS B peMHUCHA He TpAOBa J1a MpUeMaT BaKCHHHM ¢ JKMB BUPYC Hai-MallKo JO 3 Mecela ciel
TAXHATA TOCJIeHa XUMHUOTepanud. B ombIHeHHe MpH NMalMeHTH, KOHTO ca B OIM3bK KOHTAKT ¢ MalHeHTa
CMELHANHO TIPH WISHOBE Ha CeMeHCTBOTO, MMYHH3ALMATA ¢ OpA/IHa [0JIMO-BHPYCHA BaKCHHA TpsOBa na Onje
OTJIOMKCHA.

JIbueTepandasg Tepanns

Cren npHIOKEeHHETO Ha KOMOMHHMpaHa cxeMa, BKMouyBamia  obipbuBaHe Ha abpomuHanHara ofnacT M
XUMHOTEpanus ¢ BUHOIACTHH M GIEOMHLIMH, MOXKE JIa HACTBIHM pagHaLMOHEeH HegpuT. MHoro paHHaTa nosea

Ha pajHalHOHEH HedpHUT npearnonara NposBaTa Ha CHHEPrHYeH WM J00aBbUeH TOKCHYEH edekT, ABDKaIl ce
Ha BUHOMACTHHA WHIH ONeOMHIIMHA.

Brimanne! BuHOnacTWH MOXKe Ja NMPHYHHHM NOBHIJABAHC HA KOHLEHTpalMATa HA NMHKOYHATA KUCENHHA B
KpEBTA U YPHHATA.

Monsa ungpopmupaiime Bawus nexap unu papmayesm, axo npuemame uiu HACKOPO cme hpuemanu opy2u
nexapcmsq, SKTIOYUMENHO U maxkuea, omnycxkanu bes peyenma.

BpeMeRHOCT H KbpMEHe
bpemMenHocT

HeoOxoguMo € BHMMaHME MPH MPWIArAHETO HA BCHYKYU OHKONOTUYHH JI
oOpemeHHocT. MHopMaluaTa 3a W3NOA3BAHETO Ha BHHOMACTUH Mpe3 Bpe



MHOI'O OrpaHH4CHA.

BuHOnacTuH MoXxe Ja NpHYHHH YBpeXXJaHe Ha IUI0Ja KOrato ce npunara Ha 6peMeHHM xend. JlaGoparopHu
XKHBOTHH, Ha KOHWTO € INPHJIaraH BHHOJACTHH B paHHa OpeMEHHOCT cTpajaT oT pe3opOMpaHe Ha 3a4aThHKa;
npexuBenure gerycu nokaspar roseMH aepopmauun. HaMa afeksatuu U 106pe KOHTPOIHPAHH H3CICABAHHA
Ha OpeMCHHH XCHM. AKO TOBa JIEKapCcTBO € H3MNOJI3BAHO IO BpeMe Ha OPEeMEHHOCT, WIM ako NalMeHTKAaTa
3abpeMeHee NOKaTO MojydyaBa TOBA JIEKapCTBO, TA TPAOBA Aa OBJe OCBEIOMEHA 338 NOTCHUHATHATA OMACHOCT
32 wioja. JKeHu B JeTepoaHa BB3pacT TpsbBa xa 6b1aT ChBeTBaHK Ja H30ATBAT 3a0peMeHsABaHe 1O BpeMe Ha
Jie4eHHe ¢ BUHOIaCTHH.

- llocveemgaume ce ¢ Bawua nexap unu apmayesm npedu 0a 3anouneme 0a npuemame HAKAKEO
Rexapcmeomo.

Kupmene

He ¢ H3BecTHO Jan¥ TOBa JICKApCTBO CE eKCKpeTHpa B MaiflumHoTo Maako. [lopagl noTeHumanHata
BB3MOXXHOCT OT pPa3sBUTHCTO HA CEPHO3HM HEXKCNAHH JICKAPCTBEHH pPEakUMH IIPH KBPMAadeTaTa, KOMTO
MoJIy4aBaT MaifuMHa KepMa TpAOBa J1a ce B3eMe peIleHNE JalH Ja Ce CIpe KbPMEHETO WIH J1a ¢€ MpeyCTaHOBH
B3CMAHETO Ha JIEKAPCTBOTO TMpeElCHABAKM W OTYMTAMKH BaXHOCTTA HA JIEKAPCTBOTO 3a JIEYEHHETO Ha
MaMKaTa.

- Ilocveemsaiime ce ¢ Bawwus nexap unu gapmayesm npedu Oa 3anouHeme 0a npuemame HAKAKEO
nexapcmsomo.

llo¢prpane H paboTa ¢ MAITHEH

Henoaxonsin 3a npunara”e - BAUie HeOGNnarornpMsaTHO.

2. KAK CE IIPUJATA BHHBJACTHH TEBA 10 mg IIPAX H PA3TBOPHUTEJ 3A
HHXEKIIHOHEH/UH®Y3IHOHEH PA3TBOP

Bunbracmun Teea 10 mg npax u pasmseopumen 3a umdicexyuoxen/un@ysuonen pasmeop mpsabea Oa ce
npuigaea moyHo kakmo Bu e xazan Bawus nexap. Axo ne cme cuzypru 6 Hewjo, nonumatime Bawus rexap wiu
gapmayeem.

Koncynmupaume ce ¢ Bawus nexap uiu gapmayesm, axo umame ycewjanemo, uye Bunbaacmun Tesa uma
mevpoe CUNHO Oelicmeaue Wik He Oelicmea 00CMAMBYHO.

q)ﬂTﬂ.ﬂﬂﬂ, ako0 €€ DPAJIOKH HHTPaATCKAJHO, Camo 32 HHTPABCHOIHO IPHJIOKEHHE,

ITapeHTepanHo rnpunaraHMTe JICKApCTBEHH NIPOAYKTH TpAOBa Aa 6BAAT HHCIEKTHPAHH BH3YAJIHO 38 HAJTHYHETO

Ha HEpasTBOPCHH 4YacTHLMA H INPOMAHA Ha LBeTa npead Ja ©ObAarT NPWIOKEHH, KOraTo pa3TBOPLET H
KOHTEAHEPBT NMO3BOJIABAT TOBA.

BunOmactud Tera 10 mg npax u pasTsBopuTen 3a WHXKEKIMOHEH/WH(QY3HOHEH pa3TBOpP € NpeAHA3HAYEH 32
MHTPABEHO3HO INMPUWIOKECHHE NHPCKTHO BLB BEHATA WIM AUPEKTHO B NUIAyXa HA WHTpaBeHO3HAa MH(Y3HOHHA
CHCTEMA, KOATO € NpeJBApHUTEIHO BKIIOMEHAa U 4pe3 Hed ¢¢ H3BBLPHIBA B MOMeHTa HHy3ua. 3a uudysus,
NpeABAPHUTEIHO MPUIOTBCHHUAT BB (PI1aKOHA pa3TBOP MOXKe Aa ObAe CMeCeH ¢ BoJa 3a MIDKEKIMH WiH ¢ 0,9%
HaTPUEB XJIOPH] UIDKEKLIMOHEH pa3TBOpP. 1bH KaTo JIEBKOMEHHATA € J030-TUMUTHpaI GakTop, HEOOXOIHUMO €
6poAT Ha neBkolUTHTE Aa OBAc onpenensH HENOCPEICTBEHO MpeAH BEHO3HOTO HHDKEKTHpPaHe Ha BCHKA
[IpUnarada 103a 4 ToBa Ja 6be MeToJ( 3a onpeIensHe Ha JO3UPOBKATa.

Tpabsa ga ce BHHUMaBa MHOIO, 3a Jia He M3/iM33a TEYHOCT OT BEHATa, KOATO Ja He MH(UITPHAPA B OKOIHMTE
THKAHH 110 BpEME Ha BEHO3HATa HH(PY3UA. B cnyyaii, 4e ce NMOABH TaKaBa eKCTpaBa3alusd, WHKEKTHpPAHETO
TpsiOBa Ja ce npeKkpary He3abaBHO U LIEAIMAT OCTATHK OT NpeAHA3HAYEHATA 3a H3MOJI3BaHe J03a CJEABA Ja ce
MIJKEKTHDA B JIpyra BeHa. 3a CbOTBeTHHTE MEpPKH, KOMTO TpsOBa Aa OBABT HMpeANnpHeTH B TAKUBA CNTYYaH, BHXK
[TpeaynpexneHus.
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Bun6nactun Tesa ce npwiara Be AHBX CEAMUYHO H J03aTa CE H3YHCIIABA CITOpeN, Tﬂ;ﬁ:’éﬁﬁ@}'fﬁ?ﬁ HocT (4 o
A LAV,

6 mg/m’) WIM TENECHOTO TeIvlo, KaTo Bapupa criopes; €CTECTBOTO Ha BaHET].” OSHKHOBEHO

npenopryBaHaTa ao3a € 0,1-0,2 mg/kg rerno. Paako Moxke na ce okaxe Heol ' ' '

xo 0,5 mg/kg Terno. BaxkHo e na ce koHTpoaHpa Opod Ha Genure KPHEBHM
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NMALUYCHTA, IPEAH BEBEKIAHETO Ha BCAKA MOCICABAIIA 103a U Taka BEIMYMHATA HA MPWIAraHaTta J03a MOXe Ja
6bac yBenuyaBaHa ype3 HapacTBaHeTo H ¢ 0,05 mg/kg Bcaka ceMHIIa JOKATO CE MOJYYH OCE3aeM OTIOBOP HIH
HAacTBHIIM HAMaleHHe Ha 6Gpos Ha GenuTe KPHBHH KIETKHM Ha npubausurenHo 3 000 knetkw/mm®. Josa ¢ equu
IIpHpacT NMOo-Mallka OT IMOCJIEHaTa TPHIIOKEHA 033, MOXKE Ja C€ NMpHjiara cjeX TOBa Ha €THOCCAMMYHH WIH
NO-AbJINH HHTEPBANIM C OIJICA NMOANBpPKAHE Ha jJedeHHeTo. Tpadepa aa ce Habnerne Ha obcToATENCTBOTO, Ye
aop4 aa 6bpae npecpodeH 7-AHEBHUSA MHTEPBAJI HA MPHIOKEHUE CICABAlIATA A03a HA BUHOMACTHH CyadaT He

TpaOBa Aa OBJe BEBEXKAaHA, AOKATO OpoaAT Ha Oenute KPBBHHU KIIETKH HE C€ BB3BBPHE 40 HHBO OT noHe 4 000
3
KIeTki/mm

Axo BH e npuiaoxena no-rojama ot gHeobxogamara g1o3a BanOaacraa Tesa 10 mg npax m pasTBopaTen
32 HHKEKIHOHEH pa3TBOP

Tsi KaTO He CHIIECTBYBA AHTUAOT 3a BHHONACTHHA TpAOBa Ja Ce B3eMAT BCUYKU BB3MOXKHH MEPKM, 32 Ja ¢e

u3berHe MpeaAO3lpaHe Ha JICKAPCTBCHHA IIPOOYKT. OCHOBRUTE YKa3aHHA 3a u3bArBaHe Ha IpCIO3HPAHCTO Ca
CJICIHHTC:

b XHMHDTEPEIHHJIT& Tpﬂﬁﬂa Aad 6'BI[B NnpHjaaraHa caMo 110 pbKOBOACTBOTO Ha JICKAD, KOWTO HMa OIIHUT B
H3NMOJ3BARETO Ha INIPOTHBOPAKOBH XHMHUOTCPAIICBTHYHH JICKAPCTBA.

o Tpadbea na HMa B HAMMMHOCT 4JIEKBATHU JUArHOCTHYHHM H TEPANEeBTHYHH CPEACTBA U NMPOJAYKTH, 3a Ja
Ce OCHMTYpPHM CHOTBETHO PHKOBOACTBO HA JIEHEHHWETO H CIIPaBAHE € BB3MOXHH YCJIOKHEHHMS .

o Ilenuar nepcoHan aHraxupaH ¢ OOpaBEeHETO ¢ XHMHOTEpAaNeBTHYHHM JekapctBa TpabBa Ha Owae
HATBJIHO OCBEJIOMEH 3a MOTEHI[HAIHHTE onacHOCTH. [IpunaraHeTo Ha Te3d NEKAPCTBEHH IPOIYKTH
HHKOra He TpaOBa za ce cMATa 32 OOMKHOBEHa, pyTHHHA 33/a4a.

e Tabnuuu ¢ HOpPMANHHUTE JO3M HA XHMHOTEpaNeBTHYHWTE JieKapcTBa TpAOBa Ja ce MOCTAaBAT BbB
BCHYKH CECTPHMHCKH CTaH H IYHKTOBE, KAKTO M Ha MECTaTa, KBAETO C€ NPHIrOTBAT H MpPHJIarat
JICKapcTBRaTa.

e JlosupoBkaTa TpaOBa na ObAe MHOro BHHMMATENIHO H3YMCICHa KaTto mg/kg WM karo mg/m B
3aBUCHMOCT OT TOBAa Kak ce mnpHiara ¥ Tpabea aa 6mpae 3amucana Ha Tabno. Tabnoto Tpabea na
BKIIOYBA oOmIaTa 7033, M3pa3eHa Karo KOHUGHTpaima B obmus obeM, ko#rto Tpabsa ma Owae
NPUIOAKEH.

IIpossn

HesxenaHUTe JIEKapCTBEHH PeaKLMKM Ha BHHOJIACTHH Ca J030BO-CBBP3aHM H CJieJl Npeo3HpaHe Te MpHaoOusar
H3KJTIOYMTETHO H3Pa3eH XapaKTep.

Tl XaTO rJIaBHHMAT ITBT Ha €KCKpeluua Moxke Aa 6bae npe3 OmniHapHaTa CHCHTEMA, TOKCHYHOCTTA HA  TO3H
JIeKapcTBEH TNPOAYKT Moke ja Obje MoBMIIGHAa, KOraT0 HMa YepHOAPOOHa HeNOCTATHYHOCT.

Jleuenue

Hsma aHTugoT 3a BUHONAcTHH. JledeHHeTo € CMMITOMATHYHO M NOANbpXKawo. BexnHara ciel pasKpHBaHe
HAJIMYHETO HA Mpeno3Hpane € HeoOXOAMMO a ce HampaBW 1MaTeNeH Mperiel Ha nauueHra. Tpabsa na Owgar
npeanpyueTH CJICAHUTE MEPKH:

e KoHuUeHTpalKaTa Ha CEpyYMHHUTE eJIEKTPONUTH M BOAHHAT Oananc TpsbBa ga OBAAT MpocieadBaHu
cTpuxTHO noHe 10 gHM M ako ce HaOMOJaBaTT MNpH3HALM Ha HEChOTBETCTBAIlA CEKPCHHA Ha
aHTHHYPETHYEH XOPMOH, TpAOBa /ia ce BbBe/ie OrpaHAYaBaHE HA TETHOCTHTE.

¢ DBoBeXxaaHe Ha AHTHKOHBYJICAGHT 32 KOHTPOJI Ha I'bpYOBETE.
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e [lopapwxka 4pes Tpancpy3uHu Ha epUTPOLIMTHA Maca M TPoMOOLMTHA mMaca TpaOBa Za ce NMpOBeXAa
crniopel H3UCKBaHHATA.

e H3non3BaHe Ha MaKCATHMBHM CPEACTBA, 3a Jla e NPeIOTBpaTH WIEYC.

I'naBHuaT edekT OT ronemMure 40o3M BHHONACTHH mie OBAE MHUEIOCYNPECHATa, KOATO MOXe Ja Obae

)KHBOTO3acTpamasania. Hama undopMaims 3a epeKTHBHOCTTa HUTO Ha JHAJIM3UWTE HETO Ha X0JeCTHPAMHHA 32
JIeYeHHE Ha NPEIO3HPAHETO.,

Axo ciyqaifHo BUHOIACTHH ObJie MOrbIHAT IMpe3 ycTaTa, MOXKe Ja ObJaT NpWIOKEeH U aKTHBHUpPaH BBIJIEH BBHB
BOJA IIpPe3 YCTATA HApEA ¢ JIaKCAaTHBHH cpejcTsa. He e fokinaaBaHo 3a nNpujiaraHe Ha XOJIECTHPaMMH B TaKaBa
cutyalua. CHMITTOMH Ha Mpeao3upaHe e ce MOABAT, KOraTo ca IMPWIOXKEHH I0-TOJIEeMH OT MpenophuaHuTe
no3u. Besaka Ao3a BUHONACTHH, KOATO NMpeAM3BHKBA €IMMHHMpaHe Ha TPOMOOLIMTHTE M HeYTPOQHIMTE OT
KpbBTAa M KOCTHHA MO3BK M HAa TCXHHTE HNPEKypcopM OT KOCTHHS MO3BK, TpsaOBa Ja ce CuYdTa Karo
’KHBOTO3aIUIalIBaIia. ToYyHaTa 4033, KOATO IIe NMpeAH3BHKA TOBA MPH BCHYKHU [TAMEHTH € HEM3BECTHA.

HeoOxoaguMo € ja ce massT HPOXOAAMH BB3AYXOHOCHHATE¢ ITBTHINA HA (ALMEHTAa WM Ja ¢€ IOoMIbpKa
BeHTHNAIMATa U nepdysusra. HeobxonuMo e Ja ce MOHTHpAT H NOAABPXKAT B PAMKUTE HAa NMPHCMIIHBY IPa”UIH
OCHOBHHTE >KH3HEHM MapaMeTpd Ha MNallMeHTa, Ta30BHS CHCTAB Ha KPbBT4, CEPYMHHTE €JICKTPOJIUTH W T.H.
ABcopbuusaTa Ha JIeKapCcTBAaTa OT racTPO-WHTECTHHAJIHHA TPaKT Moxe Aa OmJC HaManeHa 4pe3 JaBaHEe Ha
aKTHUBEH BBEIieH, KOMTO B MHOTO OT CIy4adTe € 1no-eeKTUBEH OTKOJKOTO MOBPBIIAHETO WIH CTOMAILHATA
NMPOMHBKA; Aa C€ TpeAnpueMa AaBaHETO HAa BBIVICH BMECTO Ja CE€ MpaBH M3Mpa3BaHe HA CTOMaxa B CIIyYauTe,
KOraTo JIEKAPCTBEHHWAT MPOAYKT € MOrbujHAT Ipe3 ycrara. IIOBTOpHH N03H BBIIIEH CJIe[ BpeMe MOraT jAa
YCKOPAT MpoLieca Ha eJIMMHHALMA Ha HAKOM NeKapcTea, KoHTO ca Onin abcopbupanu. Heobxonumo e fa ce
B3eMaT NpPENa3HH MepKH 3a MPOXOAUWMOCTTA Ha JIUXaTe/IHHTe ITbTHILA, KOraTo ¢e NpeAnpueMa HinpaspaHe Ha
CTOMAXa WIH NPHJIAraHeTO Ha BBIJIEH.

Axo umame OonvanumenHu 6bnPOCU NO OMHOWEHue Ha ynompebama HaA mMoOBA ReKxapCcmeo, MOAA
xoHcyrmupatime ce ¢ Bawus nexap uru gpapmayesm.

AKO cT¢ NpOoNycHANH nNpHaokeHHeTo HAa BmaGractmm Tesa 10 mg npax m pa3lTBopETEn 32
HHXEKIHOHEH pa3sTBOp

Baumstt nexap me pemH Kora Aa MOJNy4HMTE JEKapcTBOTO. AKO MHCIIHTE, Y€ CT€ NMPONMyCHANH 033, MOJIA
oOBpHETE Ce KBM JIeKaps KOJIKOTO € Bh3MOXKHO [IO-CKOPO.

4., BB3IMOXHH HEXEJIAHH PEAKIIHH

KaxTo BcHUKH fAexkapcTBa, BuHOnacTH Tesa 10 mg nmpax u pa3TBOpHTEN 3a MHMKEKITHOHEH pa3TBOp MOXE Ia
NpeAH3BHKA HEXE/IaHU PEaKlWH BBIPEKH, Y€ He BCEKH FH NOTydaBa.
CrneaHUTe HeXKeTaHH peakiid MOXKe Jia ce MPOSABAT C Noka3zaHaTa MPHONHU3HTEIHA Y€CTOTA:

Muoro gectn {npu noeeye ot 1 Ha 10 nauuenTH)

YecTa (npu nopede ot 1 Ha 100, Ho mo-psaaxo ot 1 Ha 10 nanmenTn)

Heuecrn (npu noeeue ot 1 Ha 1 000, Ho no-manko ot 1 Ha 100 nauwenTH)

Peaxn (npu nosede ot 1 Ha 10 000, Ho no-paaxo ot 1 Ha 1 000 nmaumeHTH)

Muoro peaks (npu no-Manko ot 1 Ha 10 000 nanueHTH), BRIIOYKHTETHO H30IHPAHH CHOOIEHHA.

[Npenn H3MOM3BAHETO HA JIGKAPCTBEHHA MPOXYKT MaLMeHTsT TpAOBa Ja OB1e yBeZIOMEH 32 BB3MOXXHOCTT2 OT
NosBa Ha HeXKeJlaHM JiekapcTBeHH peakuuu (HJIP).

H300mo nodgBaTa Ha HEXENAHH JICKAPCTBEHU peaKkiMH NpH H3MNOJ3BAHETO Ha }HHGH&GTHH_ ¢ CBbp3aHa C
roleMHHaTa Ha M3moJi3BaHaTa fo03a. C M3KIOYEHHME Ha eIMHNalMaATa, JICB ﬁﬂﬁ‘i‘ﬁﬁ' 71»1” oh
HEXeJIAHUTE JIEKApPCTBEHH peakliid OOHKHOBEHO HE MPOJBIDKABAT MOBEYE
YecTO CpellaHaTa HeXKeNlaHa JIEKAPCTBeHA peakums 0OHKHOBEHO € T030JIHM

[To-pony ca u30poOEHH B HU3XOAAUL pPell CIIOPe] YECTOTAaTa Ha MOogBa HEX



YeCTO CPeIllaHHTe HEXKEJIAHH JISKAPCTBEHH PEAKLMH ¢a KAKTO CJICBA;
KpnB
JIeBKONEHNUA (rpaHyIOLMTONCHHUS).

Koxka

Yecro BB3HMKBa anonenusa (onagaHe Ha kocara). Mma cpobuieHMe 3a eadH cioy4all ¢ pa3BUTHE Ha
CBPBXYYBCTBUTEIHOCT KBM CBET/IMHA, CBBP3aH ¢ U3MOJ3BAHETO HA TO3H NMPOOYKT.

XpanocMRIATENHA CHCTEMa

3anek, aHOPEKCHA, TaJicHe, MOBpbBILAHe, KOpeMHH OONKH, WICYC, HOABA HAa BE3MKY/NM B ycrara, (apHHIUT,
[MapHs, XeMOparu4eH eHTepOKOJIMT, KbpBeHe Ha CTapa NCITTHYHA A3Ba, KbPBEHE OT PEKTyMa,

HepsHa cHcTeMa

BueneneHocT Ha mnpecTHTE (TapecTe3dH), 3aryba Ha pednekcH Ha ABIOOKUTE CYXO)KWIHMA, HEBPMTH Ha
nepu(EepHUTE HEPBH, AenpecHd, rinasobonHe, KOHBYJICHH.

Copne

Bucoko xpeBHO HajaraHe. Ciyyad Ha HeO9aKBaH MHOKapACH MH(ApKT M HepeOpOBaCKyJapHH MHCYJITH Ca
HabmoAaBaHH NpH MAaIlHEHTH, NOAIOKEHH Ha KOMOMHHpaHa XMMHOTepanui ¢ BUHONACTHH, OICOMMIMH H
dcnnatud. JloknajBaHa € CBINO Taka MosBaTa Ha (eHOMeHa Ha Raynaud npwm npunarane Ha cbiiaTa
KoMOuHaLMA.

JlaxaTe/IHa CHCTEMA

OcThp 3adyX ¥ TEXBK OPOHXOCTa3sM ca HabmonapaHu el ynorpedara Ha BHHKA ankajnoHau, Tesu peakuuy
ce MOMBABAT MO-YECTO, KOTATO BUHKA AIKAIOHAMTE C€ H3MOM3BAT 3a€¢HO ¢ MHTOMHMIMH-C, ATaka MoXe Ja
HACTHIIH B PAMKHTE Ha MHUHYTH HJIA HAKOJKO 4aca cje]l HEDKCKTHUPAHeTO HA BHHKA aJIKaloHa U MOXKe Jia e
HOSABH J0 2 CEAMHLM CJIEH A03aTa MUTOMHIIHMH.

Apyrn

HepasnosnoxkeHue, 60xu B KocTHTe, ¢nabocT, 6o/lka B TEKAHWTE, YMOPa, BHEHE Ha CBAT, OO/IKH B 4€JIIOCTHTE,
BE3MKyJIapeH OOpMB 10 KOXKaTa, XMIepTOHUd, GpeHoMeH Ha Raynaud, koraro nandeHTHTe ca GUM JISKYBaHH C
BUHONMACTUH B KOMOHMHAUMA ¢ ONEOMHMIMH M UMCIUIATHH 3a KapUWHOM Ha TecTHca. CHHAPOMBT Ha
HEeCHOTBETCTBAIA CEKpelid Ha aHTHAMYPETHUYEH XOPMOH € HalMioJaBaH IpPH I0-BHCOKH OT NpPENOpbIaHHTE
JI03H.

CafeHeT0 M NOBpPBIIAHETO OOHKHOBEHO Morar jga OBAaT KOHTPOJMPAHH ¢ OTHOCHTENIHA JIEKOTa 4pes
AHTHEMETHYHH JICKapCTBa.

Korato ce pasBuBa emwialMs TA Y€CTO HE € TOTAlIHA; OCBCH TOBa, B HAKOM OT Cly4auTe KocaTa NopacTBa
HAHOBO JOKATO MPOAB/LKaBa NoAAbpXKAIaTa TCParud.

ExcrpaBasauua No BpeMe Ha HMHTPABCHO3HA HIDKEKLUMA MOXeE Ja JOBeAE A0 UenynuT H ¢uebur. Ako
BEIMYMHATA HA EKCTPABA3aLMATa € TOJIAMA MOTAT Jia Ce ABAT HHQUITPATH H JI0PH HEKPO3a.

Jpyru BE3MOKHK HEXETAHH e eKTH, 110 BpeMe Ha JICUEHHETO
boaka

[Io BpeMe Ha KIMHMYHHM NPOYYBAHMA Ha BUHONACTHH € CTAHAIO ACHO, Ye HAKOW MALMEHTH ¢ HalpelHall paK
pa3BUBAT TE&KLK M NOBTapsal ce 6onkoB cuHApoM. Bonkara ce nosiBasa B 001acTTa Ha TyMOpa W CHBMAjA MO
BpeMe ¢ HHTPABEHO3HOTO BHBEX/AaHe Ha JiekapcTBOTO. IIpy HAKOH mauuenTd OonkaTa € OWya TONKOBa CHITHA,
ye Ce HAJIarajio jia ce NMpeKpaTH NMo-HaTaThIIHATA Tepanusa ¢ BHHOIacTHH.

Makap 4ye nmpuuHHaTa 3a GonkaTa He € H3BECTHA CBHINSCTBYBAT AaHHM, KOMTO Npejnoiarar, 4e T Moxe Ja

ObJie CBC CHAOB MPOU3XOL. e

WEHUAT
Cuura ce, ye 60NKaTa Bb3HMKBaAlA B TYMOpAa IpU NPUMTOXKEHHETO HA BHH «-nggme:ﬂq%ﬁ'ﬁzue MO3HTUBEH
HHIMKATOP 32 YyBCTBHTEJIHOCT HAa TYMOpPa KBbM JIEKAPCTBOTO. adiial e, N\
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HaGmonaBana ¢ 4ecTo MHAITHA 3a JICYCHHETO HAa KOATO ¢ 0o HeoOXxoauMo Aa ce MpuiaraT HapKOTHYHU
JIeKapCTBa.

Heo6uuaiina peakitis, HAKOJKO MMHYTH N0 YacoBe cle]] HHKeKTHpaHe Ha BUHOJACTHH ce € MpOosBWIA KATo
HEMPHATHO ycelllaHe, CYOCTepHANIHO B IOJIHATA YacT Ha CTepHyMa, ©Oonka B eMHracTpuyMa WIM aHOPEKCHA.
[Tpy exuH MAaLMEHT Te3H OIUIAKBaHWA ¢a OMIIM TOIKOBA TEXKKH, Ye Ce € HAJIOKHWIO J1a ce NMPEKBCHE TepanuATa.

Tpombo3a ra 9epnoapobHaTa BeHA

Jloxnaneano € 3a TpoMOo03a Ha 4YepHoApoOHAaTa BeHa ciieJ KOMOMHMpaHa XHMUOTEparuf, KOATO BKIIIOYBA
BUHONACTHH. Makap, 4e Bce ome HaMa choOIeHus BHHONACTHH @ MPHYHHABE YBpEXaHE Ha YepHHA ApoO,
To} He MOXe J1a ObJie H3KIIOYEH KATO Bh3MOXKEH CTHOJIOTHYEH (aKTop.

brlpens 1 NHKOYHE ObTHINA

PanHa riosBa Ha TbuYeB HEPPHT MO BPEME HA JICUCHHE ¢ paaHallui U KOMOMHHpaHa Tepanusa Ha BUHOIACTUH U
OneoMMIIMH mpeAanoNara, 4¢ Ta3H KoMOWHalMs MOXKE Ja HMMAa JOIBJIHHUTENIEH TOKCHYEH e(eKT KbM

pagHALIMATA.
beznjoane

IToxo6HO Ha ApYruTe IUTOTOKCHYHH JISKapcTBa, BUHONACTHH MoXke Ja IpeaAu3BHKa Oe3IUtoaue U ChIICCTBYBa
HENMpPEeACKa3yeMOCT 32 Bb3CTAHOBABAHE HA CIIEPMAaTOreHe3aTa.

MznomspaHeto Ha cxeMata MVPP sgcHo npeawsBHkBa ImEIHO M He3abaBHO  Oesminogwe,
NpoAB/DKABALIO MOHE | rojivHa, a aHCHT 3a Bb3CTAHOBABAHE HA CIIEPMAaTOreHe3aTa € MallbK.

Peaxknad Ha CBPBLXTYBCTBHTE/IHOCT

[IpHu ynoTpeGa Ha BUHONACTHH MOraT Aa C¢ MOSBAT peaklMH Ha KokKHa (PpoToceH3HTHBHOCT, Te ce nposBssar
ype3 epuTeEMa, KOSTO MOXe Aa Obe nocneiBana OT NOCT-HH(PIAMAaTOPHA XUNEPITHIMEHTALIMA.

JloknaaBaHo € eHO HeooOHUaHHO YCIOKHEHHE HAa TepanuaTa ¢ BUHOJIACTHH TIpH €/IHA JK€HA, KOATO NOIy4Yrna
TEXChK BATMHHT CJIE] CEKCYaNIeH aKT ChC CBOA CHIIPYT, KOWTO Ce NIeKyBall ¢ BUHOJIaCTHH.

TemnepaTypa

[TosMIIaBaHETO Ha TEMIEpaTypaTa € AOCTATbYHO 4YECTO pa3lpoCTpaHEeHa HeXeJaHa NEKapCTBEHA pPeakivi,
CBBP3aHa C JICYEHHUETO C BUHOMACTHH.

B1u3MoxkHO € Aa ce HablogaBa OTOTKCHYMHOCT, 8 CHII0 H CHhPACYHH CMYIeHHA.

5. KAK JA CBXPAHABATE BUHBJACTHH TEBA 10 mg IMPAX H PA3TBOPHUTEJI 3A
HHXEKIITMOHEH/MH®Y3HUOHEH PA3TBOP

Ha ce ¢bhbXpaHsABa B IUTBTHO 3aTBOPEH KOHTEHHEp MpU TeMIepaTypa 2°-8°C, 3a ma npenmnasu ot AeHCTBHETO HA
CBETJIHHATA,

Cnep pasTeapsHe HHKEKIIMOHHHMAT pa3TBOp TpAOBa Na ce CHXpaHABa B XJIAJWIHHMK NpH TeMnepatypa 2°-8°C
M J1a C€ M3M0/J3Ba B paMKuTe Ha 3 AHH.

Jla ce cpxpaHsBa Ha MACTO, HEAOCTBITHO 32 Aelia.

6. JOINIBJHUTEJIHA HHPOPMALUA
Kaxso chanp:ka Baabaacraa Tesa 10 mg npax H pa3TBOpHTEN 38 HHKEKIHOHEH PA3TBOP
- AKTMBHOTO BelecTBO ¢ BHHOnacTHHOB cyndpar 10 mg (BBB BMA- Ha Mpax - JHOPWIH3AT 3a

HHXXEKIIMOHEH pa3TBOpP). et .;tfajit N >
- JIpyrure chCTaBKM ¢a CspHA KHUCEIMHA, HATPHEB XHIPOKCHA H |
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Pa3sTBOp 3a pa3peknane:

Bceexu duiakon/aMimyna cpabpka: OCH3WIOB aIKOXO/, HATPHEB XJIOPH, BOAA 3a HEDKEKLMH.

Kaxk m3raexaa BunGmacrasm Tesa 10 mg nmpax B paTBOpHTeN 332 HHKEKOHOHEH PA3TBOD H KAKBO
ChAbLPAKA ONAKOBKATA:

[Ipax 3a HHDKEKUIMOHEH PasTBOP.

Pa3sMepHu Ha OTAKOBKATa:
| ¢pnaxoH ot crabpka 10 mg BuHOGIACTUHOB CydarT,
1 ¢pnaxonut wnu amnyna ot 10 ml c pasreopuren.

KombuHMpaHa onakoeka, cpabpxkama 1 ¢nakon punbGnactunoB cyndatr 10 mg u 1 dnakon unu ammyna
pasrBopuTen oT 10 ml.

He BcHukH BHAOBE ONAKOBKM MOTAT Ja c€ MyCHAT B nposax6a.

IIpaTexaTea Ha pa3pemieEHETO 3a ynoTpeba B NpoH3BOAHATE

IIponiBonuTen
Pharmachemie B.V.
Swensweg 5, P.O. Box 552

2003 RN Haarlem,
Xonasaus

IIpaTeXKaTEea BA pa3peIenneTo 3a ynorpeba
Tera ®apMmacioTukbic brarapus EQOJ]

ya. “H.B. I'oron” Ne 15, eT. 1

1124 Codus

brnrapus

Pa6oTa ¢ 1exapcTBCHHS NPOAYKT H H3XBBPJIAHE HA OTHAAbIHTE

TpabBa nma ce B3eMaT CTPUKTHH MeEpKM 3a TMpeAna3BaHe oOT HHXAIMPAHE HA YacTHLM M M3J/IaraHe
Ha KOXXATa HA ACHCTBHETO HA BHHO/IACTHH.

Kakro [NpH BCHMKH IHTOTOKCHYHH NICKAPCTBA, Tpﬂﬁﬂa Aad CC B3cMaT CIICIHHUTE CIHICIIUANHH INPEATIa3HH MCPKH 34
Ge3onacHa paﬁcrra CJICKAPCTBOTO H H3XBBHPIAHC HA OTINAABLUHNTC:

1.

Camo ofy4eH nepcoHan TpadBa aa NPUTOTEA JIeKApCTBOTO. bpeMeHHM xkeHU He TpsOBa Aa ce JOmyCcKaT
na paboTaT ¢ Hero.

IIpuroroBsHeTo TpAOBa fia ce M3BBPIIBA B CNCIHANHO MPEAHA3HAYCHA 34 LENTA 30HA, B HICATHHA
ciiyyad - BbB BepTHKaIeH JaMHHapeH ¢noy Gokc (buonorudeckmu obesomnacen Kabuuer - kiaac II) c

paboTHa MOBBPXHOCT MOKpHTA ¢ abcopbupala xaprus 3a €JHOKpaTHA yrnotpeba ¢ NoAIaTeH ¢
IUlacTMacoBa MaTtepud rped, KoaTo Aa ce noaMeHs cnen padoTta.

Tpsabsa na ce HOCH CHLOTBETHO mpeAna3Ho obnexno, T.e. pekaBuuM oT PVC, npexmaznu oumna,
NPECTWIKH H MAacKH 3a €JHOKpaTHa ynotpeba, KOUTO Ha ce moaMmeHAT chaen pabora. B ciyqail Ha
HHUHJCHTHO [10MaaHe Ha JICKaPCTBOTO BBPXY KOXKATA, J1a € H3MHE OOMTHO ChC CallyH H TOMJIA BOASG; B
CiTy4aii Ha KOHTAKT ¢ O4HTe, He3abaBHO Aa ce NpUIIOXKH CTAaHAapTHATA TeXHHKA HA TIPOMHBAHE C obmnHo
KOJIMYECTBO BOa W/ WIH (PU3IHOIOTMYEH Pa3TBOP. e L

Ha ce usnonspar npucnocodbnenusTa Luer-Lock 3a BCHYKHM CIIpHHLIOB
Bw3MoxHOTO 0ofpa3dyBaHe Ha acpo3ojd Moxe Aa Obae HaMaJIeHO 4pe
COHJM ¥ HITK ¢ KJIalaHH.



3. BcHYKM HEH3MON3BaHM MATECPHUAIM - MITIK, CHPHHLIOBKH, ()JIAKOHH M APYrH BelllH, KOHTO c¢a OWIH B
KOHTAKT ¢ IMTOTOKCHYHHTE JeKapcTBa TpAOBa ga ObIaT OTHeNeHH M NOCTaBeHH B ABOHHOMOANIATEHH
NMOMHETWIEHOBH TOpGH U M3ropeHH npH TeMnepatypa 1000° C wiu Han 1000° C. Exckperure Tpsbea
na ObAaT TpeTHpaHK IO CBLIMA HAa4yMH. TeduHHTe OCTAThIM TpAOBa na 6BIAT OTMMTH ¢ H300MWIHO
KOJIMYECTBO BOAA.

IIpemopnkH OpE ynorpeba
PasTBapsne HA BHEOJIACTHHOB CY/A(AT, NPaxX 33 HHKEKNHOHECH Pa3TBOP

HeotBopenure ¢pnakoHu TpabBa Aa ce ChXpaHABaT B XJAAHIHHMK NpH Temnepartypa ot 2-8°C. 3a pasrBapaHe
TpabBa Aa ce nobasH TeuHocTTa OT 10 MIWIWIHTPOBMA (JIaKOH WIM aMITysaTta ¢ paspeautens. IIpurorseHusT
pa3TBOp TpaOBa jAa OBAe BHUMATENHO pasriefaH BH3YalHO Npeld na ObAe u3non3saH, Camo OucTpu
pa3TBopu 6e3 HEpa3TBOPEHH YacTHLUM B TAX TpabBa jga ObAar M3MON3BaHW.

IIpuroTeeHuaT pasTeop TpsaOBa aa 6ba¢ GHCTEP M O€31BETEH 0 JIEKO KBITCHUKAB.

Cnen pa3TBapAHETO HWHXCKIMOHHUAT pa3TBOp TpAOBa Ja ce ChbXpaHABA B XJAJWIHHK W Ja C€ H3ION3BA B
paMKHTe Ha 30 OHH.

Ia He ce W3MON3Ba CleA HM3TUYMAHE HA CPOKAa HAa FOJHOCT, O3HAYEH BBPXY ONAKOBKATA.

Jata Ha nocyieisa peAaKnHs HA TEeKCTA
HoeMmepu 2008
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