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EBPONENCKH JOKJAJ 3A OBIIECTBEHA OLIEHKA (EPAR)
TEVAGRASTIM

Pe3rome Ha EPAR 3a 0011ecTBeHO IOJI3BaHe

Hacmoswuam ooxymenm npedcmasnasa peziome na Esponeiickus 00Kk1ao 3a obujecmsaena
oyenka (EPAR). B nezo ce pazacuasa kak Komumemvm no aexapcmeenume npooyKkmu 3a
xymanna ynompeda (CHMP) oyensnsa nposedenume npoyusanus, 3a 0a HAnpasu ceoume
npenopvKU Kak 0a ce u3no3ea aeKapcmeomo.

Axo ce HyscOaeme om nogeue ungopmayus 3a Bauwemo meduyuncko cbcmosnnue iy neverue,
npouememe aucmosgxama (cowgo wacm om EPAR) unu nonumaiime Bawus nexap unu
gapmayesm. Axo scenaeme noseye ungopmayus 3a ochosanuama na npenopvkume na CHMP,
npouememe HayyHomo obcwvoicoane (cougo wacm om EPAR).

Kakso npencraBiasBa Tevagrastim?

Tevagrastim e HHXEKIIMOHEeH WK HH(Y3HMOHEH Pa3TBOP (BBBEX/A C€ KalKoBO BB BeHa). Chabpka
AKTHUBHOTO BELIECTBO (QDUITPACTUM.

Tevagrastim e ,,0Momono0HO nexkapcTBo. ToBa o3HavaBa, ye Tevagrastim e mogo00eH Ha APYTO
OHMOJIOrMYHO JIeKapcTBO, Bedue 0100peHo B EBponeiickus crio3 (EC), u chbpika ChIIOTO aKTUBHO
BEIIECTBO (M3BECTHO OLIE KaTo ,,peepeHTHO JekapcTBO ). PedepenTHOTO NexapeTBo 3a Tevagrastim
e Neupogen. 3a noBeue uHGpoOpManys 3a OMOMOLOOHHUTE JIEKAPCTBA, BUKTE TOKYMEHTa THII ,,BBIIPOCH
1 OTTOBOPH™ TYK.

3a kakBo ce u3noJ3Ba Tevagrastim?

Tevagrastim ce U3M0I3Ba 32 CTUMYJIUpAHE Ha TPOU3BOJCTBOTO HA OEIM KPBHBHU KIICTKH IIPH CIICTHUTE

CUTYyaluu:

® 33 HaMaJsBaHE MPOIBIDKUTEITHOCTTA Ha HEYTPOTICHUTA (HUCKH CTOWHOCTH Ha HEYTPOQHIHTE,
THT OeNi KPBBHU KJIETKH) U YecToTaTa Ha eOprirHaTa HeyTponeHus (HEYTPOIICHUS ¢ TTIOBUIIICHA
TeMIIepaTypa) IpH MaleHTH, OJTyYaBalll IATOTOKCHYHA (YOHBa KIETKUTE) XUMHOTEpAIs
(IPOTHBOPAKOBO JIEYCHUE);

® 33 HaMaJsABaHE MPOIBIDKUTEITHOCTTa HA HEYTPOIICHHUSATA TIPY MAIIMEHTH, ITO/IJIOKEHH Ha JICUCHHE
3a YHHIIOKaBaHE Ha KIETKH OT KOCTHHUS MO3BK, TTOCTIEIBAHO OT KOCTHOMO3bYHA TPAHCIUTAHTAITHS
(HanpuMep TPH HAKOM MAIlMEHTH C JIEBKEMHS ), KO MAIIMEHTHUTE ca C PUCK 33 MPOIBIDKUTEITHA
TEXKa HEYTPOTICHHUS;

e 3aTOBHINaBaHe Opos Ha HEYTPO(UINTE U HAMASIBAaHE PUCKA OT MH(EKIUH MTPH MAIUSHTH C
HeyTpo(eHNns1, KOUTO ca UMAITH TeKKH PEIUANBUPAIIA WHPEKIINH;

e 3aJIleYeHHE Ha MEepCUCTHpAIla HEYTPOIICHHS MTPH MAIeHTH C HallpeIHana HHPEKIUS Ha YOBEIIKN
umyHoneduuuter Bupyc (HIV) 3a HamansBane Ha pucka oT OakTepHaiHu HHOEKIUH, KOTaTo
JIPYTH JCUSHUS ca HETIOIX O ISIIH.

Tevagrastim Moe J1a ce U3I0JI3Ba CHIO0 IIPX NAIMEeHTH, Ha KOUTO MPEACTOH J1a NapsT KPHBHU

CTBOJIOBH KJICTKH 32 TPAHCIUIAHTAINS, 32 J]a C€ MOJIMOMOTHE OCBOOOXKIABAHETO HA KIETKUTE OT

KOCTHWSI MO3BK.

JlexapcTBeH MPOAYKT, OTIYCKaH IO JEKApCKO MPEATTHCaHHE.
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Kaxk n1a uznoasBare Tevagrastim?

Tevagrastim ce npuiiara ¢ MoJIKOKHa WHKEKIUS UM WH(Y3Hs BbB BeHa. HaunHbT Ha IpUIIOKEHHE,
[103aTa U IPOIBIDKUTETHOCTTA HA JICYCHUETO 3aBUCAT OT IPUYMHATA, TEJICCHOTO TEIJI0 Ha MAllMeHTa U
OTroBopa Ha jedeHuero. Tevagrastim 0OMKHOBEHO C€ JaBa B CIELUATU3UPAHN OHKOJIOTUYHU
LIEHTPOBE, BBIIPEKH Y€ MaLUEHTUTE, KOUTO MPUEMAT JEKapCTBOTO Ype3 MOAKOKHO HHKEKTHpaHE,
MOrar Ja ce HH)XEKTHUPAT CaMU CJIe [10Jy4aBaHe Ha ChOTBETHOTO 00ydeHue. 3a moBede HHGopManus
— BHJKXTC JIMCTOBKATA.

Kak neiictBa Tevagrastim?

AKTHBHOTO BemiecTBO B Tevagrastim, ¢puirpactum, € MHOTO TTO/TOOHO Ha YOBEIIKHS TPOTEHH,
HapedeH rpaHyJouuT-KoJoHuoctTuMyupai ¢paktop (G-CSF). ®dunrpactum ce npousBexa mo MeTo,
M3BECTeH KaTo ,,pekomOnHanTHa JIHK Texnomorus*: ot 6akrepus, momyuwnna rex (JJHK), xoiito i
JlaBa BB3MOKHOCT J1a IPOU3BEXAa GUIrpacTUM. 3amMsHaTa AeCTBa MO CHIUSA HAYUH KaKTO MPH
ectecTBeHO npousBexaanus G-CSF — kato ce cTuMymnpa KOCTHUAT MO3BK Jja IPOU3BEXKIA TOBEYE
0en KPBBHU KIICTKH.

Kak e npoyuen Tevagrastim?

Tevagrastim e Ipoyd4eH ¢ e Ja ce MOKaXke, 4e € PaBHOCTOEH Ha pedepeHTHOTO JiekapcTBo Neupogen.
Tevagrastim e cpaBHeH ¢ Neupogen U ¢ 1uiane6o (Cisamo JEeYeHHE) B €JHO OCHOBHO MTPOYIBAHE,
oOxBaramio 348 mayeHTy ¢ pak Ha MJedHaTa XJie3a. B mpoyuBaHeTo ce u3cneaBa
MIPOJBIDKUTEITHOCTTA HA TeKKaTa HEYTPOIICHUS TIPe3 ITPBHSI HMKBI OT IUTOTOKCUYHATA
XUMUOTCPAIIUs.

3a nmpoy4BaHe Ha O0e30macHOCTTa Ha Tevagrastim ca mpoBeeHH JIBe AOMBIHUTEIHHU MPOYYBAHHS MTPH
TAIICHTH C paK Ha OenuTe IPoOOBE M HEXOHKKIMHOB JTUM(OM.

Kaksu nonsu ot Tevagrastim ca ycTaHOBeHHM B Ipoy4YBaHusiTa?

ITpu neuennero ¢ Tevagrastim u Neupogen ce noctura noo0HO HaMaIsABaHEe HA MPOIbIDKUTEIHOCTTA
Ha TeKaTa HeyTponeHus. [Ipe3 mbpBus 21-1HeBeH MUKBI Ha XUMHOTEPAIUs MallueHTUTE, JIEKYBaHU
¢ Tevagrastim unu Neupogen, UMaT TexKa HeyTporneHus 3a cpenHo 1,1 gau cipsimo 3,8 nHU nipn
nosrydaBarute miare6o. [lopaau ToBa ce cunra, ge Tevagrastim u Neupogen uMaT eTHaKBa
e()eKTUBHOCT.

Kaksu ca puckosere, cebp3anu ¢ Tevagrastim?

Haii-yecrara Hexxenana peakuus npu Tevagrastim (HabnromaBaHa npu noBeue oT 1 Ha 10 manueHTH) e
MYCKYJTHO-CKeseTHa 0oika (00JNKM B MyCKYJIUTE U KOCTHTE). BE3MOXKHHM ca IPYTH HeXelaH! peaKluu
mpu oBede ot 1 Ha 10 manueHTH B 3aBUCUMOCT OT ChCTOSTHHUETO, 32 KOETO ce m3moi3Ba Tevagrastim.
3a IBJIHUS CIIMCHK HA BCUYKH HAOIOaBaHy Ipy Tevagrastim HeKeIaHu PeaKIiu — BIKTE
JMCTOBKATA.

Tevagrastim e MPOTHBOTIOKA3€EH 32 JINIA, KOUTO OWXa MOTJIH Jja MPOSBST CBPHXIYBCTBUTEITHOCT
(aymepru4HU peaknuu) KbM (QUIATPACTUM WIN HSIKOS OT IPYTHTE ChCTABKH.

OcHoBanus 3a onodopsiBane Ha Tevagrastim?

KomureTsT no nexapcTBeHnTe NPOAYKTH 3a XyMaHHa ynotpeda (CHMP) pemaBa, e B CbOTBETCTBHUE
c n3uckBanusTa Ha EC, e noka3zano, ye Tevagrastim uma cbims npodui Ha KauecTBO, 0€30MaCHOCT
epukacHocT kato Neupogen. [lopann ToBa CHMP cunrta, ye kakTo mpu Neupogen MoJ3UTe ca IMo-
TOJIEMH OT yCTaHOBEHHTE pUCcKoBe. KomuteThT npenopruBa Ha Tevagrastim na Obae u3naaeHo
pasperieHue 3a yrnorpeoa.

JonmbannTteana uHpopmanus 3a Tevagrastim:
EBponeiickara KOMHCHS H3/1aBa pa3pelLleHne 3a ynorpeda, BUIMAHO B paMKuTe Ha EBponelickus cbio3,

3a Tevagrastim Ha Teva Generics GmbH Ha 15 cenrremBpu 2008 r.

[paausT Texetr Ha EPAR otHOCHO Tevagrastim Moxe Jja ce HaMepH TyK.

Jara Ha nocJjieqHo akryajau3upane Ha Tekcta 09-2008.
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