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Jiucmoora KemM onaroskama

PACLITEVA
PACLITEVA Concentrate for Solution for Infusion, 6 mg/mi

HAKJIUTEBA
HAKJIUTEBA xousneETpaT 32 pa3TBop 32 HEQY3usH, 6 mg/ml

ChCTAB
Pacliteva Concentrate for Solution for Infusien 6 mg/ml daakorm ne 5 ml, 16.7 ml 30 ml
Beexn ml or xoENEeBETpaTa CHABPXKA:

JlexapciBeHO Bemmecto:  Paclitaxel 6mg
TToMOIEH BEETecTBA: TioMHOKCHARPAEO PHIHEORO MacHo 327 mg
Eraﬂon afconiores (ASCOMOTER anKOXI) 396 mg (49.7% vV)
JimoHeHs xecenpHa Geanofas q.5. 32 pH xopexmHs
JEHCTBHE

JlexapcTseRoTe BEIECTEO NARIHTARCE], HINOMERAEC 32 FPOMIBOACTRG Ha IEITATAKCET KOETEHTPAT 34 PAsTROp
3a mE(Y3ES € BHATYpaleH HpPOMOYKT, IPAIOTECH OT ERCYMEHHTS FHPBECHH JacTH Ha Taxus species (Fam.
Taxaceae). Twi#i kaTo e E3BREPENHO XANPOdober, TARTHTAKCEN € HANFICH B MacHeHO/aIROX0eH PA3TEUP.
TTaxnuTakceli ¢ aETHMHAKPOTYOYICH AHTHHEOHNACTEYEH aTeHT. 3a paiuka OT HAKOH RpyI# OOEKEOBEHE
aHTAMARDOTYCYIIEA NeKapcrPa, (T.e. BHHXA alKanodfH), HaXnmHTakcel choocolcTBa 33 dopMHpameTo Ha
MBERPOTYGYIHTE.

TIanHETaKceN 3aCHBA NOMMEPH3ANEITA Ha TyOyIHH, IDOTEHEHATA CYOeHHWUA FA MERpOTYGymETe Ha
JCIMTENHOTO BpPETEHO, KOPE IPW NHICd Hi (aKTOpH, KOHTO HODMAEC ce HSHCKBAT 38 MERpPOTYOYIHOTO
dopmEpare ¥ @nnyimpa GopMHEpAHETO E2 cTa0EIEE HeQYHROHOHEDAIIH MEKDOTYOym® Maksp 5 TOIHHST

" MEXaHW3EM Ha JelcTBHe Ha JNEKApeTBOTO HE € BabYE0 pasfpad, NakAHTakcel Pa3pyliapa JUHAMBEIHOTO

PaBHOBECHS BRIpE B MHKpOTYOyiEaTa CHCTeMa ¥ GHokHpa KieTkure B kscEaTa G2 dasa & M dasza ma

KNeTEYHEA MUK, IOTHCKAHKT KIeTHIHATA PEIUIHKAIES. '

HOXKA3SAHWA

KomOHEEpaHA Tepands

Memacmantnen pax na situnuxa

TiagnHTaKceN € MoKa3aH, B KOMOHHAIA ¢ DHCIUVATHHA, KaTO DBPBa JIHHWY JICUCHHEC ER HAUPSHHAN Pak Ha

SIIHEEA.

3a propa JEEEY AedeHde, PEK MOHOTEpAIASE TyK NO-JOTY.

Hedpebnoxnenreyen pax na Genus opob

Tlaxn@raKcell, B KoMOMHEAIGS ¢ IECIIATHHES, & NOKA3aH KATO O5PBa NWHNT NedeHYe Ea HeApeOROKIeThYHUS pak

Fa Germae Apob HpE NaNHMCHTH, KOHTO He 02 KAHTEAATH 34 IOTCHIEANHEA Neue0Ha XHPYPIast By TEUecIeHne.

Monorepanns

Memacmamuuen pax ya siiunura

TIAKTHTaRCeR € IOKA3aH 32 BTOpa FMAHEA JIEGEHWE -HA METACTATHYeH pak Ha giifvnwkd creR EEYCHEX Ha

CTABHApPTHATA IIATHAA-CHEbDKANA TEPATHL.

Memacmemuien pax na zepdama

TlaxmeTakces e H3MON3BaE KAaTO MOHOTEPANHA 3a JiedeHWE Ha pak Ha IBpJaTa IDH nmmem:u, KOHTO HMAT

MET2CTa3H, HONOBNAFBAINA C& OT KOHRCHIFOHANHATA KOMOHEMparR X MECTCDAIHNS, PHA WMAT PeIEA¥B B

PaMIHTe Ha INecT Mecelia Clie]] OPOoBeikaHe Ba afIoBaHTHA XAMACTEPaTHL. ’

Cevpsan cve CITHH capxam na Kanowy

ThaknmTaKceN e MOKa3aH 33 BTOpa JMENY ASIEHNe Ha ¢BEp3al cbe CIIFMH capkoy Ha Kanomm.

IMPOTHBOITOKA3AHWA

» IlpeppaprTenHO H3BECTHA CBPEXTYBCTBHTENHOCT KHM TEpAIBs ¢ NAKITATAKCEIL

» IlpefABapUTeNHO AI3BECTHA CBYBXIYECTBHICIECCT KiM IHOMHMOKCHHPAHO PHIEEOBO MACHo, KOFTO € IOKa3aHa
OT HpefiBapATEITHC H3NOEEaHe Ha JIEKAPCTHE, B KOATO TOBA BEIMECTRO € CIYAXEN0 KATO BEXHKYIYM.

» HMsnomspdiwe npH DANVERTH ¢ TREPAL TYMODH, © E3xofel Gpolt #a meyTpodeimTe <1500 Knerxm'mm

COENUANHA NPEAYOPEXNERAA H IPENTTAZHA MEPKHA -

3abenesicka: Haxnumarcen mpsbea da ce npunaza camo nod NOCMOARHUR HAd3IOP m/ xap, xaumo ima onum

€ USNOR3SAHEMO HA HpOMUEGDAROSU XUMUOMEPANeSmUHHU Nexapcmeeny npadymu Tpg6ea ‘Oa uma 8 °




RATNROCT JECHOOOCHTLIHY U adexsamuy JuazHocmuyHy 1 tevebry ydobemea u npuchocobienus, & cayyail ve
NayueHmen passiue HAKAKEA mMeJCKa Peakyus Ha cepbXuyscmaumennocm Kem JedeHuemo ¢ RAiumaxcen.
(suzc Cepbxuyscmaumennocm no-0ony).

CBpBLxyYyYBCTBHTCIIHOCT

IlaxnuraKcell 9eCTe NpWYMHMBa peakifM Ha CBPBXHYBCTBHTENHOCT, KOHTO Morar Nz ObfaT Texix B
JOANIMHCTBOTO OF NALMEHTHTE, PeaklMKIe Ha CBPEXYYBCTBHTENHOCT Ce 4BFBaT [0 BpEME HA NpMijarane Ha
FHPBATA H032 NRKIHTAKCENT, B pAMKMTE Ha 10 MHHyTH OT 3an0TBaHe Ha HH(Y3HTIa.

Toynata NPAIUEA 3& PEKIHTE Ha CBPHXIYBCTBUTEHOCT HE € M3BECTHA, HO DEaKIMNTe MOFAT Ja HacThIBAT B
PE3YATAT Ha MORMOKCHAMPAHOTO PHITHHOBO MACIIO HAH HA CaM NAIGIHTAKCEI.

AnadHiaKcHS M TeXKH peakunH Ha CBPEXIYBCTBUTENHOCT, XNaPAKTEPH3HPAINM C¢ ¢ JHCIHE # XHIOTOHHS
F3HCKBAIIHW JIeYeHEe, aHTHOSAEM I Tefepalimsupata YPTHKApUS, c& B%BaT NpK 2% OT NAIHEHTHTe NOTyIaBanty
TIAKAWTAKCEN B KIIMHIHUTE IPOYIBaHil.

AK0 ce nofedT Oenesy I CHMITOMY Ha TEXKH PeakipiH, BHpY3uATa Tpatea fa Obhe NpeknonaTa HeaabaBHO H
Ja ce 3ari0¥He arpecHBHO CHMITOMATHYHO JISYCHHE, KAKTO € HEOOXORIMO.

Enpz npepniasHa MApKa 3a M30irpafe Ha IogBaTa Ha TEXKH HERENAHH JeKapcTBeHH pearmud (FUIP) Ha
CBPBXIYBCTRRTERHOCT €& CHCTOH B MPEABADHTCHHOTO JHeUICHHE, OPHAATaHO HA BCHIKY IIAIHEHTH, TIONyY9aBalH
NAKARTaKCEH. BCoHUKH TNAaIMeRTH, KOMIO ce JeKyBaT c MakiuTekcen, psdBa ga OBJAT YpeiBapHICIHO
TIOATICHKEHH Ha IpeMe/IMKalHL.

TlpeMepuxarmaTa €€ CBCTOM B TIPHFAraHeTO Ha KOPTHKOCTEPOMNHM, @HTHXHCTAMHHM H asrarommera Ba H2-
penentopaTte (BIDK JO3HPORKa I HawMH Ha ymorpeba). Tpabea Za ce 3asmm, obade, de 3HAYHMHA Deaklldd Ha
CBPBXTYBCTBHTENHOCT, BRIOUMTeNRRO (atamsm HIIP, ce €BABaT ©NpH DAUWeHTH, HE3aBHCEMO OT
HpeMefHKaIHaTa.

* Bafenexka: Jleuerie © MaknuTakcell He TpsObBa Aa ce mpedlpHeMa UpH Koliro M jJa € NaUMeHT, koo ¢
MPEeXHBAT TEXKKA Peakiid Ha CBYBXUYBCTBUTENHOCT IO BpeMe Ha IPEAHIIER Kype JIedeHHE ¢ TORA NeKapcTBo.
Hornrckane Aa KOCTHHIA MOBK
TloTMexaHe Ha KOCTHHA MO3IBK & FNaBHaTa HIIP ua TepamiiTa ¢ NAaKNHTaKce:d, KAaTo HEYIPONEHUATZ € Hail-
BaXHaTa JO3OMEMHIHpAINa [pOsBa Ha TOKCHIHOCT. [TofgRaTa Ha TEXKKA HEYTPOIIEHHS ce CBHP3BA C NPEIArage Ha
BHCOKA JI03a MAKIHTAKCEN M W3MON3BAHE Ha oXeMa ¢ 24 JacoBa HHQY3DW Ha JGKApeTBOTO. IIpENHIBHKasaTa OT
TIAKNUTAKCEN HEYTPOICHHA IBTMekfa He € KyMy/laTHBHa WK HeoGpaTHMa;, TA KaTo HPaBHIO M3uesBa OBp30 H
PAAKO cTaBa NDHIHEA 33 MPEKBCRAHE HA [PWICKEHHETO Ha Nekaperoto. Ilocneapanmuyre JO3H NAKAHFAKCEN He
Tpabea fa ObAAT mpmmaramy Joxato aScomoThus Opofi u HEYTpoQWINTe y TuMeHTa He cTame Han 1500
KIeTRRfmm” i TpoMOOIHTHTE ce BE3CTAHOBAT o Himo Hax 100,000 KIeTKImm>,

MuenocynipecHaTa € [o-MaJko decta M Io-Maliko Texka IpH 3-9acoBaTa, OTKONKOTO HpH 24-gacoBata
HH(]Y3HOHHA cxeMa.

TlomBa ®a Tpecka ¢ maOmogasano IpH 12% or BoMYKH KypeoBe Ha JedeHue ¢ IaxiHTakeen. Ciydgaum Ha
HH(eKIHHM ca FaMepeHH OpH 30% o BCHMKH HaIMeHTH M Ipy 9% oT BCHIKH JIede5aH KypCoBe; Te3H SIBRBORH ca
Gune daransd upH 1% OT BCHYKM NAaUMEHTH H T BIUHOYBATH CeMCHC, IHEBMOMIE i nepuronut. Hudexnm Ha
ypuHapaAA TPaKT I WRAEKIHY Ha ropHiTe FUXaTelHy TeTHula ca Omwin Haif-3ecTo BoKiafBaHATe HEQEKITHOIHN
YCHOKHEHH.

HapymeHHd B ¢BpAedHaTa HPOGBOAHMOCT

Texxn HApYIIEHHS Ha ChPASYHATA POBOLUMOCT ca KOKIaBAHM PEAKC (IPH MO-Manko oT 1% OF maiHeHTHTe)

- YIO BpeMe Ha TepamsTa ¢ MaKmIrakcell, H3HCKBAllH [py HAKOM Ciyd9al [IOCTABAHSTO Ha necMelkep. AKO ¢g SBH
Takapa HJIP 1o ppeme Ha HHGY3Ws HAa NaKAHTAKCeN, TpaGpa Jia ce 3alfovuke CHOTBETHO JeYCHAE M TpiOBa Ha ce
IIpoBexa HPOXLIDKHTENHO HabmoeHHe Ha ChPIETO Mo BpeMe Ha NoclefBaliaTa Tepamis ¢ NaKJTaKcell.
Tlepudepia HeBPONATHS
IlepudepraTa HeBpOIATHE € Hali-wecTO HOKIaZBaHATa HeBPOJOIHYHA IPOABA Ha MEYCHMETO ¢ MAKAHTAKCE.
HeBponmaTHATA €& XApAKTEPH3KpA ¢ HAPECTE3HST CHC CKOBAHOCT ¥ MSTPBIEHANOCT, KogTo 0OXBala JHCTAIHHTE
TacT# Ha PBUETe ¥ KpakaTa (Tunl “phKaBHLia-qopail”). JloxmafBaHOo e CBINO 3a IepuopanBa IapecTesii H 3a
TOBa, Ye MHOFO NANMSHTH H3IMTsaT Mapema Golka, chYeTapaHa JecTo CXUIIEPECTE3Hs, CIELHAIHO B ofNactTa
Ha XoZHiaTa, Tasn HeBpomaTHA OOHKHOBEHO € CeHI0DHA 1o MPHpOda H e Oia Texka npR 5% oT NalmeHTHTe-
BKIIOYUAs NalpeHTHTe Ge3 NpejiecTBallla HeBpoMATHdA; NPEKBCBAaHE Ha AEKApCTBOTO € OO HyXHO fa ce
HampaBH camo pi 1% OT malHeBTyHTe.

IlpefmiecTRAIE HEBPOIIATHH, pPe3yNTaT OT NPEIHMIIHY JedeHHd, He [pPe/ICTaBlIABaT KOHTPAHHIMKAIHEM 3a
TIPOBEXIAHE HA Tepallid ¢ NAKIHTAKCEIL

Yootpefa B NeAnaTpHsETa

BesontacrocTra 1 edeKTHBHOCTT2 HA TIAKNHIAKCEII TIPH TIeJHaTpHYHY DalTUeHTH He e Guma YCTAHOBCH.




Ipenyape:afeERe 32 CHILPHAHACTO HA ATKOXOI

Tosm TpomyeT cepmpxa 49.7% viv abeomoreH eramon (alcomoTer amxoxon). Beexkw ml or HEepaspefeHAE:
ROEIEEIPET HA JIEKSPCTECHNY GPONYKT Pachteva chaepEa 396 mg abeomoTeH e1aHOT. Beerkw QUIakoH CEABPRE
afcoIEOTER €TAHON KaKio clexBa: (iaKoH OF 5 ml - 1980 mg, dnaxon or 16.7 ml — 6613 mg, dnaxon or 50 ml
—19 800 mg.

IIpH TeNnecHEa HOBEPXHOCT Ha IarmenTa 1.5 m?, ejHa eNHEWTER (T H JHSBER) no3a 175 mg/m2 OT IEKapCTEEHR
IpORYKT ¢e ChAEpxa B 43.75 m! o1 HepaspeieHnY KOHIBHTPAT, KOHTO OT CBOZ CIPaHA CBEBDNAT 17.325 g
aficomoTer eTaHon. IlpefcTaensApa OHacHOCT 33 CTpaJAlidic OT YepHoApoGHE 3aConsmaBds, aNEQXOQIEIEM,
CIMATETICHT, MOSEIEH YBpeHanwa mid 3a00/9BaHss, XKaxTo ¥ 32 OpeMeHER B NeUA K MOXe fa HDOMCHE HIH
3acwint JelcTRHTO B APYTH JISKapCeTEa.

XeMaToOTES

Jleqenme ¢ DAKRRTARCE He Tpabpa Aa Oble EPEA&ranoe Ha MAaUHCHTH ¢ H3XOGHH EHBa 33 Gpoi Fa FEyTpodRImTe
<1500 xrerx/mm®,

32 Ha ce MOEMFOpHpa NO0s#BaTa Ha HHAYNHEpaEaTa OT IAKIHETARCST KOCTEOMCSEYHZ CYDPECHH, FIABHO
HEYIPOIEHHA, KOATO MOXE A2 Ohlie TEXFKa ¥ 13 3aBBDPINH XaTo NOCIefrrE ¢ BH(EKNRY, IpenophIea ce fa c¢
HIFEpHIBA TecTo upefposBaHe BA KPEBHHETE KICTKH B NepEdepHaTa KPEB HA BCHIRH NaNHERTH, TONYy4aBATTH
nexapeTBoTo. Ilocnesan Kype Ha JeueHHe ¢ DAKINIaKCeN He TpaGsa za Opfe npaaaraH, Zokato alcomorras
Gpoit Ba Beyrpod@arTe y IAMHEEETA HE C& BE3BEPHE Ao Haj 1500 Klerz/mm® (nopeve or 1000 kieTkm/mm? 3a
nangeRTE chc CapkoM Ea Kanonms) m TpoMBOIgTETe A2 ce BE3CTAHOBST Ha HEBO Hay 100,000 rmietka/mm>,
TIps NANHERTH, IPE KOHTO HACTHIBA TEXKRA HEYTPONEHW: (¢ HEYIpodemd MO-MANKO of 500 xnerm/mm®, B
TEUEHERS BA HoHe 7 JEW) MO BpeMe Ha JiedeH e ¢ OaKMTAKCEN, ¢8 IPSHOpEYRa iz IONYYaBaT 038, HaMaNedsa ¢
20% 33 nocneABAIETe KYPCOBE B3 MCICHAE ¢ MaKINTaKeeN.

TIpe maineETH ¢ BanperBano HIV 3abonaeane ¥ Cprpsan cxc CIIMH capxoM Ha Kamonm ¢ HoMa mporHasa,
NederHe ¢ NAKEHTAKCEN MOXe Jia (fh/Ae 3anouHaTo ¥ NoBTApSEO IPH HpencphbIaEaTa 3a Toba 3afonssage Ama,
axo GPOST Ha HeyTpodmiaTe € nore 1000 KieTkw/mm?’,

CrpiedHs-CER0BH

Toi Karo DAKMHTAxcell MOKE Ja NpHS¥ASBa XHOOTOHES, XHICPTOHHS H Gpamapm, TIpeIopsYba €8 98CTo
MOBETOpEpAHe Ha XH3HEEATE MORA3ATENH, ocobcHo Opes NEpPHT ¥ac Ha HeKacTBEHATA HEDYIHL.

He ce pepcKse OpOSEIDEUTENHO BabmofleEwe Ha CEpAcTEaTa QYRKOHL, OCBEH NpH MANHEHTH C APeIIIcCTRAINE
CepHO3HH HApYIHeHA: B ChPACIHATa HPOBOAEMOCT. (BEXK ChIH0 COeEars NpefyIpeRcHus).

HesponorHuHA

Tlpw DallHCETE KOWFO IPETEpHABAT TeXKa NepudepHa HEBPONATHY HOKATO €2 JICKYBAT ¢ DAKNHTAKCEN, C&
OpenopsiEa HaMalapave Ha jJosara ¢ 20% 3a clefpammuic KypcoBe Ha newcHme. Ilaxnuraxcen KOHIEHTpaT 33
pasTEOp 32 BEDY3HT CEABPEE OTHOCHTENHO BACOKA KORNSHIPAIEs 8GC0IIoTeH aNKoxol, 396 mg/ml.

Tpa0Ba Aa ce B3CMaT BOPSEBH]] BE3MOKENTS CeKRTE Fa allkoxXona BEpXY IHC A ADYTE OpPraEH H CHCTEME.
Yeprogpoian

Teit XaTo HMa JOKa3aTelicTBa, KOHTO [[OKA3BAT, 4e YepHEAT Apol mpae BaxHz pons B Merabommma Ba
nmaxmTakcell B Thit KaT0 MMA CBHESTEICTRA, T€ TOKCHIHOCTTA FHA MARIHATAKCE]] € HOBHINGHA NPH HAIHEHTH C
TOBEMISHH JepHOEPOOHA eH3uME, Tp2ORa fa ce pelicTBa HPEINA3NEBO, KOTATO DNAKAMTAKCE] c¢ OpHERaTa HA
HaECETH ¢ YMepeHs HAH TOKKHE IcpHofpofHA Yapex aEuar H TpA0sa fa ce oOMECIH XOpHTHPAES HA JO3aTa.
Pearnid B2 MACTETO Ha HHKeKTHPAEETO

Toil KATO CIKNHATHO TPETHpAHe Ha PEakKiMMTe HA ERCIPABA3ATHN He € IO3IHATO norsacmameM Halara ce
ToNSMa TPETIA3NEBOCT, 38 A EMa CHTYPHOCT, Ue HIMATA € NPABEIIHO [O3MIHORADAHA BEE BEHATa, NPENopEYBa
¢e HEeNPEKBCHATO W BHAMATENHO MOHATOPHPAHe Ha MYCTOTO Ha HH(Y3Hs 38 BESMOKHHE MHGHNITPAHA IO BpeMe
Ha NPHIATAHETO HA HAKIHTAKEN, '

BpemerHOCT H KEpMeHe

Ynompeba npu 6pemennocm

Tlaxmraxces Moxe Az HPHIAHY YEPEKIAHE HA INI0OFA KOTATO CE IPHHara Ha GpeMeHEA XeHa. :
Hava moixopay & 5o0pe KOETpOIEpaHE Npoydsawud BEPXY OpeMeEEw efm. Thil KaTO HAKIHTAKCEN € ¢
Foxa3asa eMOPHOTOKCHIHOCT ¥ GETOTOKCHIHCCT IpH OIMTH ¢ XHBOTHH, K0 JSKAPCTBOTO C6 NPHITOKE II0 HpeMe
Ha GpPEeMERHOCT WM TAKABA HACTHIM IO EpEME Ha medcHueTo, DalRcHTRaTa TpAOBa Ba Obje HEOPMEpaHA 33
HOTCHIBANIARTA ONACHOCT 38 IIOfA.

Hern B mereporma BER3pacT He Tpslea fa 3alowBaT NCUCHAES ¢ DaKNHTAKCE NPERE A o H3KIOTH HaNHINeTO
4a GpeMeHHOCT B TpA0Ba Na ObJar HareiHO ER(GODMEpPaEH 33 CCPHOSHEE DPHCK 38 INIONA, ako 3a0peMeHedr mo
BpeMe Ha IedeEHeTo.

XKepH ¢ geteponeH TOTeHIWMAN Tpilpa fa GBJAT crBETBAEHE jJa He 3abpeMeHsBaT II0 EpeMe Ha MPOBSXJaHe Ha
Teparmid ¢ DaKIHTakcel. e



Ynompeba npu Kepmene

He ce 3mac amd IaKNPTAKCE]l ¢¢ Cekperupa B Maifmuoro mmsko. Ifopajs ‘Topa, We MHOTO JEKApCTEE €S
SKCKPETHpaT B MalfTiHOTO MISKO H IOPafy BE3MOKHEOCTTA OT OPHTHESBANS Ha TelKHE HONOIAEH NeKAPCTBSHA
peaktig® y KEpmMeHuTe Gelera, Openopnupa ¢& KepMeHeTo fa GbAe OPEYCTRHOBEHO HO BPEMC Ha Tepaims &
HAKIETAKCENL

Edext BBPXY CHOCOGHOCTTA 32 MOQRpaEe K pafora ¢ MAMEEE

Tlopage OTHOCHTENHO BHCOKOTO &IKOXONHO CHALPXKAHHE B JNeKapcTBeHaTa Gopma, Tpalba Ja ce B3eMaT
TpCABE BE3MOxEuTe ederxrd BEpXy LIHC mpy namgenTd, aEraUpaEA B AXTEBHOCTH, KOHIO M3UCKBaT Sy RHOCT
Ha yMa BiH §rREdecka KoopREEAInE. TTopazy Topa modnpaneTo ¥ paGotaTa ¢ MallliHE CE OFPAEEIABA.
HEXEJAHW JEKAPCTBEEH PEAKITTANA

CBPHXIYECTBATEIHOCT (BHK CEI0 CoenHANEH HpeynpeskieHns)

PeaxiiHTe EA CBPEXUYBCTRMICHHOCT HaBIONasaHl IO BpeMe Ha TEPAUNATA ¢ MAKIHTAKCEN MoraT fa Obpat
TEXKE UM Mexd. 3HATMMY PeaKIHd HA CBPEXIYBCTBHTENHOCT ¢ BE3MOKeH darTasen M3xof (IOKIapatd HhH <
1% oT TAOWEHTHIE) € CBCTOHT OT XMIOTOHAS, H3ECKDAIlA JIedeHMs, peciiApaTopeH FHECTPEC, H3HCKBAIL
GpORXOAFIATATOPE: Tepand, GolKE B FPBAEAR KOML, aHTAOCACM WIH ICHCPAESHpan2 yPTHRAPEL YecToTaTa B
TemeCTTa HA PEAKIHNIC HA CBPHXIYBCIBHTEHOCT He ¢4 OHIE IOB/EEHEW OF IOMGMHWHATE EA R03ara HIE O
cxemaTa Ha DPHAATAHE A TBKNBTakeed. JIEKE Peakldy Hz CBPEXYYBCIBETSIHOCE, THABHO NOISPBeEHBARE,
-00pES, HHCHHER, TaXPKapfuf, XHAOTOHRA R XENCPTORESL He ¢4 F3WCKBANH TeparehIPYHE HAMCCH, HATO ca
NpeACTEpATHEAIH NDOALIKABAHETO HA TeparmsTa ¢ MaKiuTakcell. iMa pefikd chobIUeHRT 33 CTYACHH TPEIKY K
Gonxe B TEp0a.

XeMaToAOTHYEH (BEK chIH0 CHeNHANEH HpeaynpesicHi)

Heviponesss: (BHExk CnenHalEA NpeAyHpeseHss)

TpomGoneroneprs: TpoMOomuoNEHAITa & HeTecTa A HOYTH HukoTa He e Onna Texxa (<50,000 knersmfmm®).
JoknafBaHE €4 CMUZ0M H2 KEDEEHE, HO IOBEHSTO OT XEMOpATHIHWTE EMAIOfNH Ca OHNH NOKAIMHEpaHA H
gecToraTa Ha TesH cx0urrEs Fe e OWia cBpaaHa ¢ 03aTa WIH CBC CXeMATA 32 NPWIATaHS Ha TAKIATAKCe.
Anemmg: (xeMornobHE mo-Mamko of 11 g/dl) e 6w EaGiEofapapa mpH 78% OT IBHEEHTHEIC, HO ¢ HUNA TOKKA
(xeMorno6an Mo-Mamko oT 8 g/dl) opH camo 16% or narpesTHEIe. BpodT B CIyJARTS H TEXCCTTE HA aHEMEITR
ca GUIE CBEP3aEH ¢ H3XOZHHA CTaTyc Ha xemornoOmma. He € yCTaHOBEHA CHINECTBEHA BPE3KA MEXAY A03ATA
HH CXEMATA Ha [IPMIaraHe Ha IAKTHTAKCSN H 9eCTOTATA Ha MOABATA HA aHEMUA.

CLpregno-chI0BR

XunoToHEITa ¥ OpafguxapfEATa c2 Haii-JecTwre KapiuonacKyliapmd HIIP Ha maknwrakcel. HecroTaTa Ha
XEIOTOHESTA FIH Ha GpafuKapiEaTa He H3ENEXAA Aa ¢ IOBNHHES O TOJIEMHHATA Ha 703374 WIH OT CXEMaTa Ha
ppEyaraEe Ha [RKIEFAKcel, HIH OT NpeflecTsalma Tepalmi ¢ AHIpaUEkmgs. lfoBede OT COHIONHET® EA
XKETIOTOHES HAW Opajiukapius ca OWiH aCHMITTOMATAYHY H HE ¢4 ISHCKBAIH NpeKpaTdBaHe HA JiCKAPCTBOTO,
MaKap 96 XMIIOTOHHS CHICTAHA G ToXKH Peakliyd Ha CBPRXIYBCTBHETCIHOCT KEM JCKAPCTROTO MOMKE g HSHCKBA
PETEpPBEHIHL.

Hapymenws B enekTpokappmorpaMata (EKI) ca OmmM dYecTd cpef DAIECHTH NEKYBAHH ¢ HAKMHTAKCCTL,
BRIGOIATENHO IpH TALEEHTE ¢ HOPMAEY W3Xofad geiuw. Hal-vecTo Aoknafpapmre EK1™ MpoMeEd ca (5)5132%8
HecHeMu(uTEy pelONapU3eHUOBHHA HRpYHISHHs, CHEycopa OpaiHRapfEs, CHHYCOBA TaxXUKapiHi H
excrpacrerond. EKT napymenssara ca Onnr OOUKHOBSHO ACAMIITOMEH, He AO3ONEMUTEDATTH ¥ HE €A A3FCKBANH
TepanepTHAHA Hameca. Cpej IaliREHTHTe ¢ HopMasiHH mxofay BKT™ pesymrarty, NpefBaparellHO MpoBe/SHaTa
Tepan¥E ¢ AHTPaIiITHEY He € TOBIRATa TecTorata Ha EKT™ mapymermsTa.

Texys kaparoBackyiapau HITP, ROWTO BEPOATHO €2 CBEP3AHE C NPHIIAHETO Ea MAKIATAKCE, ©& Cpeliash B
oxono 1% Or MAUMeHTHTe, HONyYABAINE DAKTHTAKCEN. Te3H DeaKIfd BKIFOTBANE apHIMud (T.€. aCHMITFOMEHA
BEHTPUKYIHS TaXHUKApEd, CHIeMUEWS, OpEfCEPAHO MLX[EHe, CyNPRBEHIPHKYNAPHA TaXHKADHL, HOTAIHA
TaXHUxap/As), CHHKOT, XVliSPTOHMS, BEHO3HEa TpoMb03a B TEKY HPOBOAHEA HADYINEHES.

Cilydau Ba MEOKap/ieH HEQApKT ca JOKAafsaHH panxo. KonrecTrsHa cspAetTHa cNafocT € MOKIA/pana THITHTHO
ITpH TIANEEETH, KOETO ¢4 MONYIaBali Apyra XAMHOTEPAIH, 0cobeHO aHTPaMKITHEN.

Enenm € GUI 9ecTo [IOKIafBaH IpH BCHYKH DANWEHTH, JeKyBaHH ¢ NAKIATAKCE], BIHOTHTENHO NAmUeHTH be3
mxoneE efeM. EAeMbT ¢ Ol 0OnKHOBEHO (hoKaJH H CBEp3aH ChC 3a00NIBAERTO.

JloxnagpaHH ca PEAEO choOmeHmR 34 MONBaTa Ha NPeIChpAHO MEXCHE B CYHpaBeRTPRKYNapHa TaxHrapRast.
HeBpoIoTHYHA

YecroTaTa B TERECTTA Ha HEBPONOTHIRWIE TpOSBH € Guia JO30BO 32BHCHEMa, HO He ¢ OHYA IOBNHAHA OT
DpOgRDKUISNECCTIA Ha HE(Y3Rara. HeBpONOTHIHWIE HpOARE MOIAT Jid OpAaT CeRSOPHW, MOTCDHEH HITH
aRTOHOMHH IT0 APHEpOJa.

CersopHa Hepponatds: ITepmdcpEa HeBpONATHL € Halmofapada NP 60% OF BCAYKE HampeRTH (3% TexKw),
wecTo MaEEGECTHPAMA ce K4TO DapecTesdd, H OpH 52% (2% Texuw) of Danuentmre 0e3s Opemecipama
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HepponaTus. Hauanoro Mowe iz Gbe Opp30, MBSBAINO C& B PAMKHATE HA HAKOAKO JIHd. Crplex, IpeRmecTBAN
BAYANOTO Ha NepUQEpHATa HEBPOTATHA € JOKiafnay NpH MAIHEHTH NOMyYaBailid BHCOKH [I03H IAXIHTAKCC C
3. uacopara EEGYsHOHHA cxema. IlepudepHa HeBpomaTws ¢ ORI OpHIHHA 32 TIPEKECBAHE HA NEICHHSTO C
NARATAKCENT NpH 1% oT Bomuxy HanmpeHTH. CeHsopHY CHMITTOMH OCHKHOBEHO €& TIOROOpABAT WK H3YC3BAT B
paMgyre Ha HEKOJKO MeCera OT NpexpCBaHe Ha HeJsHHeTo,

MoTopna Heppomatus: Psiko repdoBe (TOHMIHO-KIOHHWHM), CHHKOIL &TdKeHd H HeppoeHnedanonaTil ce
SBSBAT 1O BpEME Ha HITH He3abagHo cfiel IPIIATAHETO Ha NaKIHTAKCETL.

ARTOHOMHA HEBpONATHS: PEAX0 € AOKIARBAHO 32 aBTOHOMH2 HEBPOTIATHS, BOJIEA AC NApaltATHICH HALYC.
JloxnagsaHd ca CHINO YBPeWJaHHT HA ONTHYHHA HEDPB W/ WM BE3YANTHH HAPYIIEHAs (CIMHTHITEPANTYE CKOTOME),
CIIeIMAIHO TIPY MAIHEHTH, KOHTO TOMyIaBaT I0-To/IMa OT IPENophIaHaTa F03a MAKTHTaK el

Tesn edekTr 0GHKHOBEHO ca ofpannH. Peprure cpoduienus 3a aGHOPMANHH BH3YaNHH €BOKHPAHH IOTCHIHANH
Tpu naneHTy, ofate, NpeHeNAraT HANMMEE Ha NIEPCHCTHpPAINO O1HO HADYIIEHHS.

Tacrpo-HHTECTHHAAHK

Tapietie, IOBPHINAHE, JUADHS, MYKO3HTH, ca AOKIAJBAHY YeCTO NPH Tepamus ¢ NaKuuTaxces. HHIyImpasuar or
NAKIATAKCET MYKO3HT Ce XapakTepu3Hpa ¢ AudysHa yjInepailii Ha YCTHHTe, yCTHaTa KyXHEA K (apHHKCa;
MOTAT g ce MoABAT Aucharns v GONKa, OTPa3sBaNiH BEBINYAHETO HA XPAaHOIPDOHOHA.

TlogpaTa HAa MYKOZHT 38BWCH OT OpHuAragaTa nedelHa cXeMa U Ce HOfBfBA NO-4ecto HpH 24-gacosara,
OTKOAKOTO HpH 3-wyacoBaTa uudy3nofHa cxema. JIoKnafpaHO € CHINO 3a MOBATA Ha aHOPEKCHE M 33 NPOMIHA
BEB BKyca. UpeBHa OOCTpYKINN, dWpeBHa Iepdopalmsd, DaHKPCATHT, MCXEMHICH KONHT H IeXWIpaTalpit ce
ABABAT PLAKO HPH [IANMERTH, ITYJaBap JaKTHTaKCe.

Pegxu oIy9ay Ha HeyTpOICHNISH eHTEPOKONMT (THGMIHT), BEIPCKH SHOBPEMEHHOTO NpIUFAraHe Ha G-CSF, ca
GWiH HAOMONABAHM NPH TAIWEHTH, TeKyBaHH ¢ [aKTWTakceld CaMOCTOSTeNHO HMH B KOMOWHAIWE C ADYTH
XPMEOTEpaICBTHIHM JICKapCTBa.

YepuoapobHn

IlpE NaHMeHTH, NONydaBally NAKIMIAKCEN, ce CpemaT abHOPMHEM PE3YNTATH IPH JTaGopaTopHO IBCHCABAHE Ha
wepEogpobHaTa QyHKMA, HO MBINCKAZ TOBA He 32BHCM OT TONCMMHATA Ha [o03ata MM OT ¢XeMara Ha
npumarage. ¥iMa foxasaTenctBa, e TOKCHYHOCTTA Ha IRKINTAKCEN & MIOBHHICHa ¥ NANMSHTH ¢ NOBHHICHH HUBA
Ha 9epROAPCOHRTe CHIMMH B CepyMa, FO HAMa HallRMHY JAHIN IPH MaIHCHTH ¢ T&RKA H3XONH2 XOecTaia.

V pan@enTH, L[ONySapalyi NAKWATakcel, ce cpela pARke dFepEojipobHa Hexposa H weprofpolHa
exnedanonaTH, BOASIHA HO CMBPT. .

JepMaTONOrHYHN

Aronenys e #a6iHofapana ¥ [IOYTH BCHYKH MAIHeHTH. MHIyHWpaaTa OT NBHTAKeE ANoneit € obpatima
OBUKHOBEHO B PaMKUTE Ha 6-8 cefMmild CMef NedeHMeTo ¥ HAlMCHTH, NONYyIaBalii MHOTOKDaTHH KypeoBe
Tepamms, TeCTO HOMYYaBaT HAHOBO W3PAcTBAHE Ha KocaTa CHef 5-7 IHKBAA.

Ha6mopaBany ca NPeXOJEM M NIeKH [POMEHH L0 KoxaTa (mowepBensBane, oOpme). IIpoMern DO HOKTHTE
(MrMeHTANHS, IPOMEF B IBeTa Ha HOKTHTE) Ca TOKTABAHH IPH OKOTIO 2% OT NAIHeHTHTe.

JoknaipaHi ca PEKH CIyday HA KOYKHH HApYINCHHS, CBBD3AHH C IOBTOPHO OONBHBAHE, KAKTO M Cy9ad Ha
MaKyfoatynapeH o6pHB B chpOex NpH HaleHTH, HONIOXEHN Ha TEPAIl ¢ IIAKIMTaKcel.

O16enEany c2 KOXKHE PeaKUUH, CRLP3aHH ChC CBPEXTYBCTBHTENHOCT KbM HalIHIAKCe!, BRAIGIHTEIHO aKpaliia
epuTeMa, TeHepan3NpaHa MyCTyNHa AepMatosa | Oy/nosEy (HKCHPaHH NeKapCTBEHM SpYIILHE.

Brnopeyts

Bubpeunia ToxerzroeT oT 11 anin IV cretied e foxnajBaHa cpeli IANHSHTHTE CbC CAPKOM Ha Kanomy, nexysass
¢ maxsmrakcer. JlegeHuero e Tpa6Bano na Gb/ic MPEKBCHATO IPY SEHE NAUMEHT Che cycrextra HIV Hegponati
¢ Temecr IV cCTeneH, [OKATo NDYTHT® [CKNAJBAaHW HAUHMEHTH ca HMMank OnGpeuHa HEJFOCTATHHHOCT C
peBepsHONeHy TOKaTBaHMA Ha CePYMEMS KPeaTHHH

PecnupaTopHH .

HHTepcrmimiansa [HeBMOHMWI, Oenofpotha ¢ubposa m Gemogpober emGommbM €2 AOKAAABAHH DIRKO.
PaIHaIMoOEeH HHEBMOHMT CAGK JISUCHHE ¢ NAKINHTaKCeN 1 efHOBPEMEHHA TBIeTepalmst ¢ JOKIAABaH CHIN0 Taka
PAKO. h .

MycRyAHO-CKRETeTHH

ApTpairps/ME2NIITsE, oOHKHOBEHO ChCTOAMM ce oT Gonka B FONlEMHTE CTABH Ha PBHUSTE H Kpakata, ce ABABaT
qecto (60%) y DAIMEHTH IONMyYaBAM MAaKEATakcel ¥ ca G Texxkd Npu 8% oT nammeHTHTe. MyCKymHO-
CKeNeTHHTE Nposnk GHBAT OOUKHOBEHO MKW H NPEXORHH, BABAT ce 2-3 JHA cliefl NPMIATaHeTo Ha NaKIHTakee
¥ DpeMHHABAT B paMiKNTe Ha HAKONKO OHH. JecToTaTa M TeXecTra Ha MYCKYJHO-CKENETHHI¢ CHMITOMH
MBIASKR He ¢4 3aBHCHMM OT [03aTA WIHM CXeMaTa Ha mpiiaraHe M T€ OCTaBaT HENPOMEHEHH Ipes HedelHmsd
HEpHOI,

PearHEH Ba MSICTOTO HA HHMKERIASTA




» Peaxiliifre Ha MJICTOTO Ha HEDKEKITHATA, BRIFOYMHICIRO Peakipy BTOPUYHH Ha eKCTpaBasalmsTa, ca 00HKHOBEHO
JIEKH U C& CECTOAT OT 3aucpBapane, GONE3HEHOCT, NPOMAHA B LPETA HA KOKATA WIH OTOK HA HEDKEKIHOHHOTO
MSCTO.

Jloknagsanm ca, ofade, MO-TEXKH YCIOKHSHMA, T.€ (IeCHT, UeNyHT, HHEypaIlt, ekchonUalps Ha KoKata,
Hekpo3a i Gubposa.

B vsxoH ciydaw HA9anoTo HAa PeakIifra B MACTOTO Ha MH(Y3HATa HacThIBa WIH IO BpeMe HA NHATOTpaiHa
mHpy3Us, Ty caen, 7-10 pro -

YloBTapaHe Ha KOKHHMTE peaKIdH Ha MACTOTO Ha NPefWUNIM €KCTpaBazallid, cliell NpHIaraHe Ha UAKIHTAKCE!
Ha SJHO PAasHIHO MACTO, T.€., “PelHAHB”, ¢ TOKIaBaH0 PAAKO.

CI'IeLMdJVNHO neveHKe 3a peakLMmTe Ha excTpasasalvs e Helo3aHaTto noHacTtosiem. CrnefoBarTernHo,
fpenophudiento € fAa ce M3BbLplBa BHUMMATeNHO MOHWTOpMpPaHe Ha MH¢)y3VlOHHOTO MACTO 3a

BB3MOXHE I/[HCbW'ITpaLlMFl IO BpeMe Ha npurarade Ha naknirakeern.
JIEKAPCTBHH M XPYTH B3AHMOJECTBEA

Harnumarcen/Mucnnamuna

Tloxazaso e, 9e¢ NpWilaTaHeTO Ha IMCHATHH, HOCHSEBAHO OT IMKIHTakcel, B paMKHTe Ha KOMOUHMpaHa
TCpars, HAMANdBa KiMphHCAZ HA NAKIMIakcen ¢ npubmpurende 33%, mpamuapaliky II0-ApiGoKa
muenocymipecid. CheoBaTesHO, KOTATO IMCIUIATHHA M DAKIATAKCEN ce IpHIaray M[OCAeNoBaTelHa,
TaKATakeeT Tpata Ja Ghje NpIIoKeH IIpeay NECIUIATHHE], a Be el TOBa.

Harnumarcen/Forcopybuifun

HsnomBageTo Ha NaknuTakcen B koMOHBUpaHa Tepallif ¢ NOKCODYOMIDIH MOXEe JA mMa 32 TOCHSAHHA
TIOBHIICHA [Fla3MeHa KOHMEHIPalis Ha AOKCOPYOHITAR M HETOBRA aKTHREH MeTaGoIT AOKCOpYOHIHHOMN, KOeTO
BOJH [0 loBHeH Opolf Ha cIy9YauTe ¢he ChPAETHA TOKCHHHOCT.

Haraumarcenflexapcmea ev3deficmeaniis ¢opxy 4epROAPOGRILNE MUKPOIOMARNIL HILMU

MeraGomBMET Ha TAKIHTaKCed ce MeAuapa oT mETroxpoM P-450 ueppompoOmM MHKDO3OMATHM EHIHMHE,
HMeHHO woensmMure CYP2C8 u CYP3A4, .
BsaumojieficTeue ¢ SeKapcrBa, kowro uufjymmpaT CYP2CR u CYP3A4: EnHOBpEMEHHOTO NpHIaraHe Ha
HAKIHTAKCEN ¢ Te3H JIeKapcTRa MOoXe KA HaMaJl IUTa3MeHaTa KOBUSHTpAlHA Ha NIaKNWTAKCeNna.
BzammopejicTBHe ¢ JeKapcTRa, kowTo HExpOHpaT CYP2C8 m CYP3A4: ERHOBpeMEHHOTO MpHIarape Ha
HaKIHTaKceNl ¢ Te3H JeKapeTBa MoKe Ja OBHINK INa3sMeHaTa KOHUEGHTPAIHT Ha NaiINTaKcena. )
BarMorpefictere ¢ ADYTH Hekapcrsa, KoHTO ce merabommsupar o CYP2C8 u CYP3A4: ERHOBPEMEHHOTO
Opliarale Ha NAKIUTAKCeNd C TE3H JeKapeTBa MOXKE Ja MMa 3a IIOCHeAMIfa HaMaNieHHe Ha MeTabonmsMa Ha
JIEKAPCTBOTO/NEKapCTRATA TOpadK KOHKYPeHIuY 3a efsmMalensiniute. Hopanu rosa ce Opemoprusa kopkrupaHe
Ha Jo3aTa H MOHHTOPDHMpAHE Ha TOKCHYHOCTTA Ha NAKNUTAKCEN W/HNK Ha ODYTHTE JAeKapcTRa.
Harrumarcen/flexapcmea ROMICKAII HeRMPATHAMA Hepsla clCHIeMa

TTopany BHCOKOTO CHABDKAHN Ha aJIKOXOH B CHCTaBa HAa NaiUmiTakcel KOHIEHTPAT 3a MHxeximm (396 mg/ml),
Tpabba Aa ce HOMIOEAa NPeAaziBo, KOTAaTO MAKNUTAKCET ce IIPHiara §THOBPEMEHHO C ISKADCTEA NOTUCKALTH
LEHIpAllHATA HepBHA CHCTEMA, TAKUBA KAaTO aHTHXMCTAMHHHTE MW HAapPKOTHIHHTE BellecTBa, THH Karo TE3H
JiekapeTBa MOTaT Ja IOTeHHMpaT HotHcKaHero Ha [THC.

Ilaxaumarcen//Texapcniea ROMICKAN{N KOCHIHUA MOTBK

Tpit KaTO NOTHCKAHETO HA KOCTHUA MOIBK e Haf-saxkHata HIIP Ha Tepamuara ¢ IAaxiMrakcel, Tpadba ja ce
HOAXONAA ¢ BHIMAHME, KOTATO JAEKapcTBa MOTHCKAIDHM KOCTHEM MO3BK Ce IBIOMBEAT eRHOBPEMEHHO ¢
HaKIyTakeeT, GpoAT Ha RpbBHUTS KISTRH TpAOBa Ja GbAe oCHOBATA 34 KOPHrUpaHe Ha XO3aTa il GBOIBETHO 34
BPEMEHEO NMPeKbeBane Ha TepallliaTa ¢ IAKTHIaKeell.

Marnumaxcen/Baxcunn, ybum supyc

Ts# KaTo HOpMAaRHMTE 3aMIWTHHE MeXamBMH MOoraT fa OBJaT IOTHCHATH OT NeYeHHeTOo ¢ MAKIHTAKCel,
aETATEAENAT OITOBOp HA DANMCHFA KBM BaKCHHATa Moue Ja Obje HamaneH HureppawstT Mexmy
NpeKpaTABaHETO HAa MESAWKAITHATE, KOATO MPHHHHABE HMYHOCYIDECHITA H BB3CTAHOBSBAHETO Ha criocobHocTra
Ha NalldeHTa ha OTTOBapd Ha BAaKCHHATA, 3aBHCH OT CHJaTa M THIIA Ha NpAYMEABAINATA HMYHOCYIPECHS
MeJMKalMg, KOATO CE€ MSMON3Ba, OT BHA Ha 3a0ONABAHETO H OT ADYTH (AKTODH, M3UHCICHMSTA 3a
ApeATIoNaraeMoTo BpeMe 3a BE3CTAHOBIBAHE Ha MMYHHHEA OTTOBOp BApHpaT oT 3 Mecella 5o | ropmma.
Harxnumarces/Baxeunu sicie supyc

ToH KATO HOPMANHHIE 3aIUTHH MeXaHW3MH MoraT fa ObJaT NOTHCHATH OT TEPAmHAIa ¢ NAKIMTakcel, Hpd
©[HOBPEMeHHATA YIIOTpe0a Ha BAKCHMHA C XXKHMB BHUPYC MOXE Jia c¢ MOTEHITHpa PeIIMKAIUATA HA BaKCHEIT
BHpYC, Jla Ce YBCAMUYAT HeXKeNaHWTe DeaKipdy, NPeMMSBHKaHH OT BaKCHHATA WHIM MOKe Ja C& HAMATH
auTHIENHHA OTTOBOP Ha NAMEHTa CODMMO BaKCHHATA, HMYHIBALATA Ha Te3u HauuentH Tpabsa jga Goje
IpEANPHEMaHA CaMO ¢ H3KTIOTHTeNHA NPEANa3AUEOCE, Cef TPIKIME [PErJIef A2 XeMaTOAOTHIHAL CIATYC Ha.. ,
TIAIUEenTa Jf caMo ChC SHAHUCTO 1 CBINACHETO Ha Jekaps, BpOBCkal JISICHHETO C NAKIIUTaKCEN. PIHremer




MexAy NpeKpaTSBaHETe Ha MEeIMKAIMATZ, KOATO NPHIHIBA HMYHOCYNPECHATa H BE3CTAHOBABAHETO HA
crocobHoeTTa HAa WAIMEHTA Jda OTfopaps HA BaKCHHATA, 3aBHCH OT CHAATZ H THRZ HA NpUYHHARAMNATA
HMYHOCYTIpeCH MeJIIKaLs, KOATO C& HM3IION3Ra, OT BHa Ha 3aG0NABaHeTO H OF APYTH daxropt; mIqHCISHHATA
3a Npe/NONATAeMOTO BPeMe 3a Bh3CTAHOBABANE Ha MMYEHIM OTTOROD BAapHUpaT OT 3 Mecela Ko I Tofusa.
IlamvienTs ¢ NepKeMEs B peMUcHS He Tpa0Ba Ja NMpHeMar BaKCHHH C JKHB BHDYC HOHE 3 Mecela CIEH CBOTIA
mocAeAEa XmMHoTepamil. B FOITL/IHEHHE, NIPH JIMIA, KOHTO €2 B 6/B3bK KOHTAKT C TAIISHTA, CICHHANHO IIPA
GEHOBE Hia ceMeilCTBOTO, MMYHH3AlHATA ¢ OpaliHa FIOAHO-BHpyCHa BakeyEia Tpabpa fa Ohbjie oTnoXeHa.
BsaunoneiicTBHA C APYFY BHACBE JieYeHHE

Harnumarcen/Tvuemepanusn .

Moske I ce SBHM FOITBIENTEHO NOTHCRANE HA KOCTHIA MOEK KOFaTa MAKEHTAKCST A HOHIM3Hpalka paguailid ce

MENOIEEAT AHOBPEMERHO ik IoceopaTeNEo. TpalBa fa ce oGMuCIHH HaMaTABaHe HA Ko3aTa.

JO3UPOBKA H HAYHE HA YIIOTPEBA

TlapesTepansuTe ReKAPCTBEHH MPOAYKTH TpAOBa A2 GBAAT PasrieiJ@HH BH3YAIHO 32 HePa3TBOPeHH JacTHIH H

HpOMeHH B IBETA NpeAH YIoTpeba, Tam KpIeTo PasTBOPET M KOHTEHHEPHT NO3BONBAT TOBA.

KakTo IpH BCWIKM JpYTH [ApEHTEpaNmy AHTHHEONNACTHYHH NEKapCiBa, TpsAbba Ha OBHAT B3TH BCHUKH

BE3MOKHY MEpKH, 34 Jd C& OCHIYDH TOYHA JO3HPOBKA H IPABMIHO NPAIATaHe M yHoTpea. YKa3saHHATa, KOHIO

Tp26Ba A& ce CHA3RaT IpH AHTHHEOIIACTATHA Teparys, BIVHOUNTENHO C NAKIHTAKees, ¢a CleRHITe:!

Tipunoikente

Obugie yrazanusa

» XmmoTepamasra TpAGea Aa ce Ipuiara caMo HOA HAZ30pa 1A Jexap, KoHTo ¥Ma OFHT B H3NC3BIHETO Ha
IPOTHBOPAKOBH XHMUOTEPANeBTHYHA JICKaPCTECHE IPORYKTH.

> Tpabpa fa ¥Ma B BaNWIHOCT NECHOJOCTBHIHM M &EKBATHH IWATHOCTHHHA H snegebm ypoberea H

' [pHcmocoGNeEHd, 32 Ja C¢ OCHIYPH CBOTRETHO OBajfpaie W FAeUSHWE Ha PBIMONCHI YONOKHOHMA H
HeXeNaHR JeKapCTBEHN DeaKiME,

¥ IemusT mepeoHal, aHTAMHpPaH ¢ GOPaBEHETO ¢ XHMUOTEPaIeBTHIHNH JICKAPCTBEHM TPORYKIH, Tpabea xa
Gble HAIGAHO 3alI03HAT C BE3MO)XHHTE ONACHOCTH. IIpWiaraneTo Ha Te3H IeKapCTha He Tps0Ba HUKOrA Jia
¢e caMTa KaTo O0HKHOBEHa, pyTHHHA patoTa. ’

» Tabna ¢ HOpMANHHTE KO3M HA XMMHOTEDANISBTHIHUTE JiekapeTea TpatBa ja OBAAT [oCTaBeHH BBB BOHIKH
CECTPHECKH CTaM, KAKTO H TaM, KBAETC e NPHTOTBAT Wl NPANATaT nexapcraa'ra

» Josupopkata Tpabpa gz ObAe IpipKNMBO IBYHCHASHa KaTO mg/m?, cmopef ToBa KAK ce TpHIara
NERApCTBOTO, B 3aMECapa Ha TaGmoro. Talnoto TpafBa ja Bomowsa ofmaTa 1032, H3paseHa KaTo
KOBHEHTpamud B ofmp1st oGeM, kofito Tpabba fa OhAe BPHIICIKEH.

Creyuduanu

» IlaxiuTakces KOHUEHTPAT 38 pa3Taop 3a HHAY3HI e dpefHasHaqeH caMo 3a HHTPABEHO3HO HINON3BaHe.

> [laxmurarcen KOHUEHTPAT 32 pasTBop 3a mHQYsua TpsOBa Rz Onfe IpuiaraH caMo Ipe3 BKIEOYEH B
CHCTeMATa 332 MHTPaBEHO3HO BBBeXAaHe (WITHP ¢ MHKponopecTa MeMOpara, ¢ IoleMHHa Ha NOPHTE He
noBege oT 0.22 MHKDOHA.

» IIpemeduxayus: BeWdKy NarmeHTH, NOIOKSHH Ha JE9eHHe ¢ NAKIHIakee!, TpAOra fa OBAAT MOAIOKERH
HA mpefpapHTENEe meuewde (Biox Ilpemynpexpenud). ITpeMefHKampara e CBCTOH OT [@KCAMETasCH,
OPWIOKEH Npe3 yoeTara, WIH OT LeKcaMeTasoH HaTpuyM Gocdat 20 mg, TPWEekeH HHIPaBEHO3HO
npESImMTenno 12 W 6 9aca Dpef NPHARTAHeTO Ha HNAKIMTAKCeN, INNOC HIKAKEE aHTHXHCTaMHI,
Hanpuvep promethazine HCI 25-50 mg wITpaBeHO3HO WK HHTPRMYCKYIHO, dlphenhydramme 50 mg mny
chlorpheniramine 10 mg, OpHIoNeH HATPaBEHO3HO 30-60 MuHYTH UpeRH IPUNATAHETO HA HAKIHTAKCEE,
wmoc cimetidine (300 mg) mEAm ranitidine (50 mg), ApUIOEERH HMHIpaBeHo3HO 30-60 MEMYTH IpEAH
yroTpefata Ha OaRAHTARCEN.

> HMa cpoOIIeHAS 32 HOABATA Ha NPCHMIMHTAINS, BEPOATHO CBBP3AHA CBC cnpraxnacmuane Ha paspeReHHI
pasTBOp, COMKHOBEHO KBM Kpas Ha efluH 24 9acoB Imtby?.nor{eﬁ TIepHof Ha NAKIIHTakcel. 3a fa ce mberke
DHCKDBT OT TpEIIETangd, NaKuTaxcel: TpgOBa fia §be NPIIOKEH KOJIKCTO € BE3MOXKHO HO-CKOPO CIeR
paspexpaero u 7Tpa6Ba Ja e m3Cerpar Opexalehm pa30bpKBaHis M pasOrBamud, BHOpalHH MITH
pasknamanns. KOMIDIEKTHTE 3a OposexjaHe Ha MEGysud Tpatea na ObIaT IMNOCTHO NPOMHTH NDENM
H3nomBaHe. BugbT Ha pasTBOpa Tpatea Aa Ohle HaGmojaBaH peNOBRO M MH(pysmara TpibBa da Owje
CIIpAHa, aK0 6 IOIBHY NpeiuTaip,

Josnpoera

Babenexscku

- Tlpu tmuMeHTH ¢ MeTacTaTAueH pak ua sinFEa, HeppeGHOXNCTRHEH pak Ha Genut Ipo i MeTacTaTHIeH
paKk Ha rbplaTa, NOCHeNBAlll KypcoBe HA NakimuTakcen He Tpabba ja Objar Ipunaraby; -r-_uoxam*
abcomoTamaT 6poli Ha HeyTpodmwinTe ¥ HalMerTa € nog 1500 KneTiarmm’, B JOKATO momﬁom«mrre He cé
BL3CTAHOBAT Ha HuBo 100,000 knerxw/mm’, A .



- Tlpu marwments ckc cBbp3ad cke CIIAH caprom Ha Kanommw, maxmurakces me TpabBa ha ce MPHNATa, aKO
H3XOJIHPAT HIH [OCHCHEBAtMsT Gpoit Ha HeyTpoduauTe e mo-Manko o 1000 kieTkw/mm’.

- TlanuenTH, OpE KOMTO HACTRIBZ TEXKA HeyTponemus (¢ HeyTpodwim mo-Manko of 500 wietkw/mm®, B
Tegehvie HA UOHE 7 FHM), WM ToKka NopudepHa HEBPONATHS 10 BPeMe Ha JEUCHHETO ¢ NaKAHTaxcen,
Tpa6pa g MoMydaBaT Ko3a, RaManena ¢ 20% 3a rocre/pamETe KypCoBe Ha JeTeHHe ¢ MaKIHTakced.

Memacmamuuen pax Ha AenuKa

Tlakiwrakeell Ce IBNON3Ba B HIKONKD FO3WPOBKY M CXeMM IPM TMAINMEHTH ¢ pak Ha SiTHWKa, ONTHMATHATR

cxeMa, obade, BCe OIIE HE & fCHA.

HpenoptIBaT ce CieAHHTE NeTebHH cXeMH:

ITepea nuHus neverue

IIpenopryaHaTa No30Ba cXEMa € IAKIHIaKcel NpRIoweH 3a 24 =waca B gosa 135 mg/m?®, mocnemRaH oT

HECHNATARA B 1033 75 me/m?, ¢ 3-ceqMuteH HETepBA MEX)EY KypCOBETe.

Bmapa muinuz nevente

TpemopbuanaTa fO30Ba CXeMa e makmirakcen 135 mg/m?, wm 175 mg/m’, npunoxer 3a 3 daca, ¢ 3-cemuden

HHTepBa/l MEXIY KypCOBETE.

Hedpebnornemsyuen pax na benus opob

TIpenopbuaHaTa FO30BAa CXEMa ¢ DAKNMTAKCE] NpHAoKeH 3a 24 4daca B JAosa 135 mg/m’®, nocnenpas or

HHCIUIATHEA B K032 75 mg/m>, ¢ 3-cefiMIMeH HATEPBAT MEX Iy KypPCOBETe.

Memacmamuuen pax ne xpoama

IpenopsYanaTa f030Ba cXeMa e MaKimHrakcen 175 mg/m®, npmioker 3a 3 uaca, ¢ 3-CeAMITIEH RATEPBAT MEXJY

KypCOBETE. ’

Cevpaan cec CITHH caprom na Kanowmu

TipemopBiaHaTa FO30Ba CXEMA & MAKNHTAKCeN npmro;xeﬂ 3a 3 #aca, BCSKH 3 CEIMHIN, B Ao3a 135 mg/m?, mnm

3a 3 9aca, BCSKH 2 CEAMHIM, B Ac3a 100 mg/m® (H030B HETERSHTET 45-50 mg/m*/cemmuma).

B xuMHUYHHTE OIHTH, KOHTO OIEHSBAT Te3H CXEMH, IEPBaTa cXeMa, & MMeHHO 135 mglmz, BCEKM 3 CeMUIM, &

GHla IO-TOKCHMHA, OTKONKOTO BTOpard cXeMa. B xobaBka, BCHYKYM HAIHEHTH CbC cNiafo MOBIHABAHC ca OumH

JeKyBaHH ¢ BTOpaTa cxeMa, T.e., 100 mg/m? ee 2 cemvmm.

Basppaifkyl ce Ha MMYHOCYIIDECHATA, KOZTO ce HaDiOJasa NP MANMETH ¢ HalpeRHAo HIV 3aonaBane, ca '

TpeniopLHaHH CIeAHATE MOFU(RKAINH B IeYSHACTO Ha TE3H NAHeHTH:

1) HamandeaHe Ha JO3aTa Ha AeKCAMETa30HA B MPEMEIWKANMORHOTO TpeTHpane oT 20 mg Ha 10 mg.

2) 3anodBaHe Ha NETCHHESTO C, MM HOBTOPHO JIETeHHE ¢ MAKNMTAKCEN, caMo ako GpofT Ha HeyTpomiHTe &
mone 1000 xneTxks/mm?;

3) Hamangsave Ha Jo3aTa Ha HOCTeHBAaLIUTE KypeoBe ¢ HapmmuTakcel ¢ 20% mpH IAueHTH, NPY KOMTO
HACTBIIBA T&KKA HeyTPOTeHns (¢ HeyTpodmmi no-Mamko oT 500 xneTkw/mm>, B TeqeHHe Ha eHa CeMHuIA
W HO-ABIIT0);

3anouBane Ha €FHOBPEMEHHO JIeTEHHE ¢ XEMATONOSTHMEH pacTexeH axrop (G- CSF), KOraro & KIMIBTHeckH

HHHIMPaHO.

TIPEAOSHPAHE

Hova mo3EAT aHTHEOOT B cliydall Ha Npefo3dpaHe Ha nakauTakcen. OCHOBHHTE YCHOMHEHMR BCISNCIBHE HA

TiPeAO3HPAHETO MOTAT Jd BKIHOYBAT: OTHCKAHE HA KOCTHHI MO3BK, IepH(epHA HEBPOTOKCHIHOCT H MYKO3HT.

BOPABEHE C IPEHAPATA i W3XBEPIAHE HA OTTIANBIIATE

Kaxto ppH BCHUKH [HTOTOKCHYHM NPOXYKIH, TpEOBz ja Objar B3eTH CHeIMaiHy TpeiliasHA MepKH 3a

Geaonacyo GopaBene ¢ HEKapCTBOTO H H3XBBPIIHE Ha OTAHBIMITE.

Tpabpa F2 ce B3cMAaT CIPHKTHM MEDKM 33 NpefNaiBaHe OF HMHXaTHpaHe Ha JacTil M M3TATaHe Fa KOara Ha

JAeHicTBHeTO Ha NMAKIHTaKCen.

Tpabea Ja ce B3eMaT CIC[HWTE CIeHMANHM HpefHasHEl MepKHE 3a Ce30macHo GopaBeHe H H3XBBPAAHE Ha

OTIARBIITE:

1. Camo oByden mepconan TpIOBa fia NPHTOTES HeKapeTBOTO. BpeMeHmH xeHu He TpsOBa Ja ce JOIYCKAaT KO

paboTa ¢ Hero. .

2. TlpuroropsHeto TpsOpa Aa ce M3PRpIIBA B CSIMATHO IpeAHA3HATEHA 34 IIEiTa 30Ha, B HACANHMA CAydal -

BLB BepTHKWIEH aMuHapeH ¢uoy Goke (GHonoriaecky obesonacer kabumer - xiac IT), ¢ paborHa NOBBPXHOCT,

TIOKpHTA C aFcopOHpaIua XapTey 3a eFHOKpaTHA YIorpeOa, ¢ HOANNATSH ¢ INAcTMacoBa MaTepH Iped, KOSTO Ja

ce momMeHs cuen pabora.

3. Tpadpa ha ce HOCH aReKBATHO IMeAnasHo obuexio, T.e. prraBuiy or PVC, Hpeass 03HNa, NPECTIKH K

MacKy 34 eFHOKPATHa YIoTpeda, KOHTO [a ce MOIMEHAT cnel paGorta. B chywait #a MBIMAEHTHO NONajaHe Ha

AEKAPCTBOTO BEPXY KOXAaTa, Ja c& M3Mue oOWIHO CbC CAIyH H TOINIA BOXA; B Ciiydaii #a KOHTAKT C NHTABHIMTE

Ul ouuTe, re3a0aBHO Ha ce DPEROKH CTaHARPTHATA TEXHHKA Ha MPOMHBaHE C oBmmo I{OJIH‘!BCTBO BO}.‘[a HIHJIH

(MBHONOTHYECH PasTBOP.




4. Ha ce mmoemspaT opHenocodnenns Luer-Lock 38 BCHIKH CHPHHIOBKH ¥ HAGOPH OT HHCTPYMEHTH H CHCTEMH
3a uH(y3HA. BraMoixHoTo 00pasyBaHe Ha aepo30onH MOXE A2 Ohjie HAMATICHO TPe3 H3NOM3BaHE HA FONEMH HITIH-
COHIY Y M C KiaflafiL )
5. BcyskA HEH3NON3BaHK MATEpHANH ~ MITIH, CHPHMHIOBKY, (JI2KOHM ¥ NPYIH BEHIM, KOHTO ca 6T B KOHTAKT C
IHTOTOKCHYHATE JeKapcipa, Tpa0ba Aa 6mzar OTHENeHY, NOCTABEHH B JFBOHHOHOONMIATSEM BONWETHIIEHOBH
TopOH ¥ ¥BTOPEHH NPH TeMiepaTypa 1000 °C wm noege. Excxpernre Tpabba ma GLJAT TpeTHPAMH 0 CHITHA
HaunH. TeuHuTe OCTaThIu TpatBa fa ObIaT OTMMTH ¢ H300MHIHe KOMIIECTRBO BOAa.
DAPMATIEBRTHYHY FAHHH
DHIHKOXHMHYIHH HeCHBMECTHMOCTH
TIomHOKCHIMPAHOTO PHIEHOBO MACIO, BEXHKYTyM B NAKTHIAKCE! KOHIIEHTPAT 33 MIDKCKINM, MOMe fa NpHIUHYE
pasTeapAne H W3BIIFIaHe Ha juerdnixekcmndranar (DEHP=NEX®) or PVC kxonteiisteph 1, clef paspe:xRiaHe
Ha NaxkiATaKced KOHIRHTPAT 34 KIDKEKmH B PVC konTefiHepH, MOXe Ja HACTHHH 3HAMWTCIHO pazTaapine K
w3pnudene Ha JIEX®, B 32BHCAMOCT OT KOHNEHIPaIMATa Ha pasTBOpa H BPEMETO HR IIPECTOd MYy B TAKHBA
xouTeinepr. C OCNeH ja ce HANpaB# MAHIMANHO H3NATAHETO Ha MANMCHTA Ha JelCTRHETO HA [IRCTH(HKATOpA
JEX®D, xolito MOXe Ha ObAe pasTBOpCH H H3BNEYeH OT HanpaBeru of PVC mH(y3nHoHHM CaKOBE HIH CHCTEMH,
OPHTOTBAHETO, CHXPAHSHHETO M IPHNEraHeTe Ha paspefieHHTe Pa3TBOPH Ha HakiHcaxTen Tpsbsa Ha ce
F3PBPIHBA UPE3 H3MOM3Bake Ha obopyiRaHe H CHOPBXEHUSN, Hechibpxamu PVC (crxpanenue B cTERISHH HIH
DONMNPOIMICHOBH OYTHIKM, MM B NOJMIPOIMAEHOBH M IOMMONE(HHOBH IUIACTMACOBH TOpOMMKH M
TIpWIaraHe Npe3 MHOYIHOHHM KOMIDISKTH OT NTHHEHPAH NONHUETHIEH),
Cpox Ha TogHOCT
a). IlaxnuTaKcel KOHIGHTPAT 34 Pa3sTRCp 3a HHOY3HI 6 mg/m! 1Ma cpOK Ha TORHOCT JBe TOAMHU OT JaTata Ha
TIPOHZBOJICTBO, KOTATO ¢& ChXpaHAB2Z B OpHIMHANHA ONAKOBKAa HPH TeMIepatypa Hoj 25°C, npeamase of
CBETANHA.
6). KoraTo ca paspefers KaKTo € IPelopEIaHo, HHPY3HONENTE PasTBOPH ca QInIdeckd H XEMHETECKH cTabBH
Z0 72 gaca IIpH TeMEEpaTypa nmox 25°C.
Jlexapemeomo Oa He ce usnonzea ened usmuyane Ha CPORA HA 200HOCI, OIHAYEH BbPXY ORAKOSKAMA.
Crennagpy ycioBHA Ha ChXpaneHHe
2). HeoTBopeHuTe OPHTUHANHM OHAKOBKH fAa Ce CBXPAHABAT IPH TeMIepaTypa Iox 25°C, mpepmaseny OT
cBeTiHHEA. PIakOHUTE fa ce CHXPAHABAT B OPMIMHATHATa CH BHHIIHA KApTOHEHA ONAKOBKA [DH TEMIEpaTypa
nox 25°C. Ha He ce oxmaxmz (nog 15°C) mnm 3ampasssa. [a He ce chXpanspa B xnagummuk. Jla ce masu or
CBET/AHA.
6). Paspenenute CIOpEN NpeNopbKHTe HE(Y3NOHE pa3TEOPH ca (IM3MUecKH # Xmvdecku cTabumyy no 72 gaca
ya TeMIepatypa HoA 25°C (BCBHITHOCT TeMIepaTypaTa Tpatba Ja GbAe “cTafiHa™ - 15-25°C). He 1paGba ga ce
oxnaxgat (foft 15°C), He Tpatsa Aa ce zaMpa3fpaT, HATO Aa c6 NOCTABST B XJIMUIHEK. MoraT fa ocTamaT npm
YCHOBHSTA HA CTAHHA OCBETEHOCT, HO Ja Ce MA3ST OT NPeKaieHa CReTIIHMHA.
Aa ce cexpanasa na macmo, nedocmenio 3a deya.
JaHHM 32 0IaKOBRATa
Daxony o 5 ml, ceALpxamy 30 mg MeKIHTaKCe, B KADTOHESHH KYTHE 1o 1, Mo 5 mix no 10 duaxoxa.
Dinaronu o 16.7 ml, eraspxants 100 mg najmrakeed, B kKapToHeHs KyThe 0o 1, o 5 wnw o 10 drakowa.
Paexorn or 30 ml, chanpxamy 300 mg naxnurakces, B KapTOHSHH KYTHH 10 1, 1o 5w no 10 dnaxosa.
Hpenopmm HpH ynoTpeba
llpuzcimesnemo, CoXpanenuemo i RpUIS2AHEMO RO Daspedenime pasmeopy Ha nacaxmen mpabsa oa
C¢ UIGLPUIEA UPe3 uSNONIeaHe HA obopydsae u cwopvicenus, HecwvOvpoicawyu PVC (cvxpanenue ¢
CHIBKRENI WA HORUNPONWICHOSU GYMuAKY, UAY 6 NOAUNPORUNEHOSYU UAL NoRuOneunosu undysuonnu
Caxoee 1 NPURAaaNe npe3 UHGYSHOHHN cucmeMy Om JURUPAH NONUEIUREH). .
> Ilpemm sacysuara, MakmuTaKceN KOHIEHTPAT 3a Pa3TBop 3a HH(Y3usT TpAlBa fa Gble paspeied ¢ HOMOMITA
Ha aceNTHIHA TeXHmka H oGopyABaHe, 3a ja ce Homyuu KpaiiHa kommeHrpanug ot 0.3 jgo 1.2 mg/mi,
H3TON3BaiKY SHNH OT CHefHATE HHOYIHOHHI pasTBOpL:
- 0.9% HaTpHEeB XNOpHA HEXCKIHNA .
-~ 5% rmoxo3a HMEDKCKITHM
~ 5% rmoxo3a # 0.9% HATpHeB XAOPHI HIDKEKITHE
~ 5% rmoxosa 1 PHErepoB pasTBOp HEDKEKIHMH
Paspefersrie pastopd He TpA0Ba pa OplaT oxnawmpami mof 15°C, HMro Jia GRAaT CHXpaHSBAHH B
XTIa ZIDTHAK,
» Korare ca paspelieHH KakTO € NDenopsyaHo, MHGYSHOHHWTE DasTBODH cd (EBHIECKH U XHMIMECKH
cTaCuitHE A0 72 Jaca Ha TeMIepaTypa mox 25°C (BcemHocT Tpabea Ja Onle cralina 'reMnepa'fypa 15—25°C)

MoraT A3 OCTAHAT IpH YCIOBHATA Ha CTallHa OCBETEHACT, HO Aa C& NAifY OF ApexaicHa CBSTJIHHE -
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Crieg, xaT0 ce OPHUTOTBH, PasTBOPET MOXE J3 OKAKE M3BECTHA METHHHE, KOZTO ¢& ABIKHE BA BEXHKYTyMa
Ha JICKAPCTBEHATA (OpMA H He e OTCTPaHEMA HOCPENCTBOM (JHTTDADHA.

Jlexapemeomo da we ce usnon3ga ened uIMUYARE RA CPOKA HA 200ROCM, OIHAHER ELPXY ONAKOSKAMA.
PaspejieHuAT copel YkasaHusTa | Bede TOTOB 3a H30M3BaRe TAKITATAKCE TPAGBA Aa GbJe IPHIAraH camo
TIpe3 BKINOYEH B CHCTEMATA 32 HHIPABEHO3HO BEBexAate (HITHD ¢ MUKDOHOPECTa MeMOpaHa ¢ TONEMMEZ
Ha NOpHTe He Ho-rofiaMa ot .22 MEKpoHa.

BeuKe paipeHTH, HONAOMEHW Ha JeUeHMe ¢ nagnuTaxced, Tpadpa fJa OnfgaT mONNOKEHH Ha
npefpaprtento Jjedehne (Bik Ifpemympexienis). IlpeMepmkanmsra ¢ CBCTOM OT JEKCAMETA3OH,
HPENIOMCH Tpe3 YoTaTa WM OT ASKCaMeTa3’oH HATpiyM Gocgat 20 mg, NpHIoKeH METPaBER03HO
nprCamutento 12 u 6 waca NpeNyM IpWwieraHeto Ha NAKIMTAKCEN, IUIOC HAKAKDD aHTHXHOTAMEL,
HampEMep promethazine HCI 25-50 mg MRTpaBeHO3HO WK HHTPAMYCKYIIHO, IVHOC diphenhydramine 50 mg
um  chlorpheniramine 10 mg, NMpunoken HHTPaBeHO3R0 30-60 MUIYTH NpeNH NpWIATAHETo Ha
RagIHTaKee), moc cimetidine (300 mg) mnu ranitidine (50 mg), npmioxery HETpaBeHo3HO 30-60 MIEHYTH
IpemH yiorpebaTta Ha HaKIHTakcel.

Ipuresaren Ha paspemienleTo 3a yioTpeda:
TEVA PHARMACEUTICAL INDUSTRIES LTD.
5 Basel Strest

P.O. Box 3190

Petach Tixva 49131

Israel

Perncrparmiones HoMep:

IipoussognTen:;

Laboratorio Tuteur S.A.C.LF.A.

Teva Group

Avda. Juan de Garay 848/850, 1153 Buenos Aires
Argentina

Mara Ha mocTenHa pefakiEs Ha SHCTOBKATA:
20.10.2003 r.



