JIinctoBKa 3a nauueHTa

Mpoyetete BHMMaTErHO WmNaTa MMCTOBKA, Hpenu Aa 3afnovHeTe NEYEHUe ¢ TO3U
nexapcTBEH NPOaYKT.

3anageTe nuctoekata. Moxe [Aa By ce Hanoxu Aa s NPOYETETE 0THOBO.

AKO uMmaTe HsAKaKBKM BbMPOCK, MOMs OBBPHETE Ce KbM NEeKyBalUWs CW fieKkap Wiu
drapmaleBT.

Tosw riekapcTBeH NPOAYKT & NpegnMcaH AWYHO Ha Bac 1 He Buea Aa ro fjasaTe Ha Apyr,
S0pY CUMITOMUTE BN A2 CbBNaZaT, 3aloTo MOXe Aa My HaBpegu.

B Ta3u n1McToBKa MoOXe Aa npoyertere =

1. Kakso e FTPACAITIBA 1 3a KakBo Ce usnonasa. WA ]
2. MNpepn pa sanoyHeTe nevenne ¢ FTPACATIBA. O o .P EHOI

3. Kak ce nsnonasa FTPACAIBA. DATA SF. 0¥, 28

4. Bb3MOXHW HEXXEMAHN NMEKAPCTBEHN peakiy, e e

5. JonbnruTenHa uHdhopmManus.

Vime na nekapcTBReHUA APORYKT

GRASALVA ™48 MIU (480 pg) / 0.8 ml
FPACAJBA 48 MIU (480 pg) / 0.8 mi

Wrkexumorenr/uHdyanoHeH pasteop.

flexapcmeenro sewjecmeo: filgrastim 0,6 mg/ml.
MNomowHy sewecmesa: oLeTHa KucernvHa, HaTprues Xuapokena, copbuTon, nonucopbat 80
BOS& 32 MHMEKLMM.

Nputexkaren Ha paspeleHneTo 3a ynoTpeba
Sicor Biotech UAB

V.A. Graiciuno 8

LT-02241 Vilnius

Lithuania

FipouzeoguTten
Sicor Biotech UAB
V.A. Graiciuno 8
LT-02241 Vilnius
Lithuania

1. KAKBO E FPACATJIBA U 3A KAKBO CE U3MOJ3BA

®apmakoTepanesTUyHa rpyna: LIMTOKMH Y UMYHOMOZYNaTop.
ATC kog: LO3A AD2




lpacarniea e nHxeKUMOHeH NN WHMY3MOHEH pa3TBop. EfHa npepapuTenHO HambiHeHa
CMPVHLIOBKa 32 efHoKkpaTHa ynotpeba ¢ 0,8 ml pa3tBop 3a nHXeKuun ceabpxa 48 MIU
{480 mukporpama) dunrpacTtiim,

TlekapcTeeHoTo Bewecteo B NPACAMNBA e dwunrpactvm. Gunrpacium e pekoMmBuHaHTeH
HYOBEeWKK rpaHynouuT Komouu-cTumynmpaws ¢akrop (G-CSF), unmsro BuonoruyHa
aKTBHOCT Hanonobssa Tasn Ha eHporeHHus Yosewlkn G-CSF. Pasnvyasa ce no ToBa, Yye
cuaobpka N-TepMmuHaneH METUOHWHOB OCTATBK M He e rmMKosunupaH. dunrpactum e
noryyeH oT pekombBuHadTHa Bakrepun Escherichia coli, Hocuten Ha reHeTMHO NpoMeHeH
nnasmui, CbAbPXAL, reHa, KoAWpalll YOBELWIKUSA FPaHYNouUT KOFOHU-CTUMYITMPALLL
tpaxtop. TPACAJIBA npuHUMAHO CTUMYNMpa akTuBMpaHeTo, nponudepauusta u
AudhepeHumaumsaTa Ha pPOAOHAYaNHUTE KMETKA Ha HeyTpodwnnuTe W Ge npwunara npu
nevyeHneTo Ha NaLMEHTU C PasitMiHN CbCTOSAHUS Ha HEYTPONeHust 1 BONecTH, CBBP3aHN C
Hes.

Mokazauus

’PACAJIBA ce npunara npu:

**  OHKOMOrNYHN NaLMeHTH, MOJNOKEHN Ha LMTOTOKCUYHA XUMUOTEpanus 3a
HamansasaHe MNpoOaLIMKUTENHOCTTa Ha HEYTporneHusTa M YectoTara Ha
hebpunHa HeyTponeHnst (C U3KIMOYEHUE Ha MUENoOMCIAacTNYEH CUHAPOM
1 XPOHWYHA MUerionuaHa NesKkeMns);

MaumueHTn, noanoxeHn Ha MMenoabnaTUBHO NeYeHWe M KOGTHO-MO3buYHa

TpaHCnaHTaLMs 3a HamanasaHe NPoAbIPKMTENHOCTTA Ha HEYTPONEHNATE,

floHopn 1 naumeHTM 3a wmobuNMsaUMa Ha nepudepHUTe KpPbBHW

nporeHuTopHu knetkn (PBPC);

Jeua n BL3PacTHN C TEXKA XPOHWMHA HEYTPoneHus (BpojeHa, LVKMUUHa

Wnu MBUONATUMHA) U aHaMHE3a 3a TEXKW WK MOBTapALUM ce WHDEKUUM C

abcomioteH Bpoit HeyTpodimm (ANC) < 0,5 x 10° / | 3a yeennuasaxe 6pos

Ha HeyTpothunMTe W HamansBaHe pPUCKa U NPOALIMKUTENHOCTTA Ha

CBBP3aHNTE C MHEKUWI YCIIOXKHEHUS (GBNTOCPOMHO NPUNOXEHNE);

% [MaumenTn ¢ HanpegHana HIV uudexums, npu (ANC) < 1,0 x 10° /[ 3a
nevyeHue Ha nepcucTMpalla HeyTponeHusa ¢ Lien HamanssaHe Ha pucka oT
DaxtepuanHa wuHcbeKkUMs, Koraro ApyrM CpeacTsa 3a KOHTpoON Ha
HeyTponeHuaTa He ¢a eeKTUBHMN.
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Ako cme JdoHop Ha podoHayanHu KpweHu Khemku, [pacanea wle Bu 6nde
rnpunoxena 3a Mobunuszayust Ha mo3u eud wnemxu. Te wle 6ndam
mpaHcnAaHmuUpPaHy Ha peyuriuedma cned xumuomepanust ¢ unu 6e3 paduosiozus.

2. NPEAY OA 3ANOYHETE JIEYEHUE C TPACAIIBA

TPACAJSIBA He TpsibBa ga ce npunara:
* AKO CTe YYBCTBUTESHY (arepruyHu) KbM (OUArpacTMM UMM HAKOE OT MOMOLUHUTE
BELLECTBE;

abHopManHa UUToreHeTUKa;
s 3a da ce NoBMK [03aTa Ha LMTOTOKCUMHATA XUMUOTEPanus Hap
A030B PEXUM.,




lMpean pa Bu ro npegnuwe, nexkapsT TpsibBa ga Gbge curypeH, 4Ye To3W MeKapcTeeH
MPOGYKT € NMoAXoAasilly 3a Bac.

Crieuumasiii MPOTMBONOKAa3aHNA U CHiELMasHN NPegynpexaeHus 3a ynorpeda

lNpenu ynoTtpeba va FPACAJIBA:
* WHcopmmpaiite nekysalwms nekap, ako CTe YYBCTBUTEMHU KbM MUArpactum vrm
HAKOR OT JPYyruTe CbCTaBKM Ha NEKapPCTBEHUS NPOAYKT;
* MhdiopmmpaiiTe nekysaluma nexap, axko npuemare Opyru rekapersa (yTouHeTe
KakBW), BOpY aKo Te ce Npogasat 6e3 peLenTa unK ca BUTaMuHN.
e WhcopmupaiiTe nekysalus Jfiekap, ako cTpafjaTte o7 HAKakso 3abornsdsaHe
{ocobeHo B criyyanTe Ha MHMEKLMO3HO 3abornsaBaHe).

Mepuognuno we ©baar npoBeXAaHW KPbBHWM TECTOBE 3a npocledsBaHe Ha
HeyTpodwnute 1 apyrute 6enn KpLBHN KNeTKI.

HlekapaT 1ie KOHTpoMpa METOAUTE 1 NPOABITPKUTENTHOCTTa Ha NeYeHNeTo B 3aBUCHMOCT
OT PE3YNTATUTE Ha TECTORETE.

BpemeHnHoCT

Besonachoctra Ha FPACAJTIBA nipy GpemeHHW XeHn He e npoyysaHa. AKo cTe BpemerHa,
UMaTe CbMHeHus, Ye cre GpemeHHa vy Bb3HamepsBaTe fda sabpemeHeeTe, Npegn 4a
3afn04HeTE NeYeHNETOo Ce KOHCYNTUpanTe nexysawma ci nekap. Tolt we npeueHn gany aa
Ce nexyeaTe C TO3¥ NIeKapCTBeH NPOAaYKT.

Kupmene

KoHcyntupaiite ce ¢ riekap Npeay ba sanovHeTe NIeYeHneTo, ako kepmute. He e uasecTHo
gam TPACAJIBA npeMuHasa B MalluMHOTO MIASKO, MOPaAM KOETO He ce Mperoptuyea
MPUFIOXEHUETO MO BPEME Ha KbpMeHe.

He ynompeb6seaiime mo3u fiekapcmeeH ripodykm,, aKo cme GoHop Ha podoHaJantu
KiiemKu U cme 6peMeHHa Uy KepMume.

lHodmpane n paboTta ¢ MalmHn
He ce cwobluaBar.

lpuem Ha Apyru nekapcTea

Mudopmupaiite Bawma nekap unm apmailleBT, ako npuemate HSKaksy nekapersa
(yTouHeTe kakem), AOpW fia ca BUTAMUHW WM JIEKAPCTBEHW NPOAYKTW, 33 KOWTO HE €
HeobxoAuma pelenTa, 3aloTo edekTbT UM MOXE Aa Ce NPOMEHN.

He ce npernopwuyBa ynotpebara Ha [PACASIBA noHe 24 yaca npeoyn mn cnep
umMToTOKCUYHa  xumuoTepanns. [lpy  nauveHTw, nekyBanw ¢ 5-conyopypauwn,
HeyTponernaTa MoXe ga ce 3agenboun. He ca npoyqBaHy BL3MOXHUTE B3avMOAECTBUSA
C Apyrm XemaTtoncetW{HW pacTexHn aktopy ®M  uuToKMHK, SluTuaT noTeHuupa
ocBoDOXAaBaHeTO Ha HeyTpoUNN, KaKTo 1 edekTa Ha UNTPacTM.

Axo BU e HeoDxoguma AOMBIHUTENHA MHGOPMAaLMS, OBBPHETE Ce KbM NeKyBallus
Tiexap.




3. KAK CE U3TON3BA NPACAIIBA

Buxaru npunaraiite MTPACAJIBA cnopen ykasanusiTa Ha Bawms nexap. He npunaraiite
A031, pasnu4vHK oT npepnucaHaTta. KoHcynTupahTe ce ¢ Bawmns nekap ako cmstare, 4ye
edexTsT oT TPACAIIBA e npekaneHo curiel unu npexkaneHo cnab.

Wrkexunute TPACATIBA moraT ga ObhaTt noctaBery oT nekap, MeguLuHcKa cecTpa unn
OT Bac camuTe.

MoxeTe caMu na cn nocTaeaTe UHXEKLMNTE, CAMO CTief Kato NeKyBalumsaT Bu nexap ce e
yBepur B cnocobHocTTa By ga ce cnpasute. BaluwAT nekap vy MeguUMHCKa cecTpa Le
BY 0By4aT 3a ToBa. AKO HE cTe obyjeH!u Oa Cl HanpasuTe MHEXEKLUS, He ce onuTaaliTe aa
ro nipasute cammn. Yact oT Heobxopumarta MHOpMauvs MOXETE fia OTKpUeTe B Tasu
NMUCTOBKA, HO 3a NpasBuriHOTO fieveHue TpsbBa ga noggbp:Kate MNOCTOSHHO KOHTAaKT ©
Batuus nexap.

Toi# we npevenn kora nevenneto ¢ FPACANBA moxe ga 6blie npekpareHo. HopmarnHo e
fAa Ce HanpasAT HAKONKO Kypca Ha neveHne ¢ FTPACAJIBA.

Hauyun Ha npunoxenue

'PACAIJIBA Tpsbea ga ce npunara BeAHbLXK AHEBHO, 110 €8HO U Chlilo BpeMe, 0BUKHOBEHO
mog dopmMaTa Ha NOAKOKHA HHKEKLWS.

Hali-nodxodsawy Mecma 3a UHXEKUUST: BBHILHATA CTPaHa Ha pbKkaTa, BeTpeluHaTta crpaHa
Ha BefipoTo 1 kopema (C U3kMoyeHne Ha oBnacTra oKono nba).

CmeHsiliTe MACTOTO 3a UHXEKLMS, 3a fa u3berdeTe GonkaTa B MSICTOTO Ha MHXEKTUpaHe.

[lodzomoska 3a uHXeKuus
3a fa cn nocraBuTe CaMmn UHXKEKLMS, ca HeoBXoanMn:
1. EpHa onakoska MPACAJIBA, chabpikalla rotoBa 3a NPUIoKEHNE CripuHLIOBKa G
PACATNBA un crepurniHa urna.
2. TamnoH, HanoeH CkLC CNMpPT.

WsBapete onakoekata PACAJIBA oT xnaguriHuka, rnposepete MMETO Ha NeKapcTBOTO 1
dany e To4HO ToBa, KoeTo NekapAaT Bu e npeanucan. Mpoeepete cpoka Ha rogHocT. He
ynovpebsBaiiTe NPoAYKT ¢ U3TEKLN CPOK Ha rogHocT. OcTaBeTe CNpUHLIOBKaTa Ha craliHa
TemMnepatypa 3a 30 muryTh. MiamuiAiTe cu pbleTe.




[lodzomoseka Ha npedeapumenyo HankHeHama CrPUHUOSKE 38 UHXeKUUS
1. WssapeTe cripUHUOBKaTa OT KyTUATA 1 MpOBepeTe UBeTa W OuUCTpoTata Ha
pasteopa. He usrionseaiime FPACAJIBA, ako zabenexume, ye pasmeopbm €
MBmeH unu cLOBpXKa ymalka.

2. Wseagete urnarta o1 onakoekata. He mMaxalime nracmyacogama Kanayka.

3. Maxdere rymeHus npeanasutern oT CNpPUHLIOBKATA.

4. [loctaeete Urnara Ha CNPUHLIOBKATA.

5. MaxHete nnacTMmacoeata kanadka oT wurnata. He Hatuckalite 6ytanoto Ha
CcnpuHUOBKaTa.

6. 3appbXTe ChpUHLOBKaTa BbB BEPTUKAarNHO W3NpaBeHo nonoxeHwe ¢ BGyTanoTo
Hagony, HatucHete OyranoTo, 3a Ja UW3NssaT wMexypyerara Bb3gyX oOT
CHPWHLIOBKaTA.

Urrermupare

1. TlouucteTe BHUMATENHO MACTOTO Ha MHXEKTUPaHE G TAMMOH, HaMnoeH CbC CrnpT.

. C naneua u riokasarnewua cu XBaHeTe MbHKa KoXa.

. Bkapaiite urnata nop wren 45°.

Wsawpnaiite BHUMaTenHo OyTanoTo Hasagn, 3a fa ce yeepuTe, Ye HAMa aacerHar

KPBBOHOCEH Cbf. AKO Ce MOSBU KPLB B CHPWHLIOBKATA, M3BageTe Mraarta W 4

BKapaiite Ha ApYro MACTO.

5. VmxexrvpainTe pasTeopa 6aBHO U MOCTEMEHHO, KaTo NPOLIPKABATE [a NPUTUCKaTE
Koxarta.

6. Crieg nxexuusTa N3sageTe Urnata v OTTYCHETE KoXara.

7. TlouncTeTe MACTOTO C TAMMNOH HaMoeH Cbe CIWPT.

8. Cneg ynotpeba n3XBbPreTe CnpUHUOBKaTa, UInaTta N TaMnoHa.

ENFAEN

3anomHeme!

Moxeme Ga ce Hayyume Ga cu nocmaesime camu UHXexkyuume. Hezasucumo om
moea, aiko Bu e mpydHo Oa ce cnpaeume, He ce Kosebaiime da ce KoHCynmMupame ¢
Bawus niexap.

Axo npunoxuTe no-ronsimMa 4o3a oT npeanucaHara

Edexrure Ha TPACAJIBA npu npegosmnpaHe He ca ycTaHOBEHW. Ako Bue nnm HsKoR Apyr,
npuemete TPACAJNBA B KonuuecTBO, MO-fONsMO OT MpeAnucaHoTo, HesabaBHO ce
KOHCynTMpainTe ¢ Ballima nekap wnmn dapmalesTt unn otnaete go Hai-6nuakata Gondvua.

4. Bb3MOXHU HEXENAHW NEKAPCTBEHW PEAKLILIMK
KakTo BcuMkn ocTananu nekapcrea TPACAJIBA Moxe fa ¥Ma Hexenakm peakuunn.

[lpu paxoso 6onHU nayueHmu
Haii-uecTo cpettiannte HexenaHw riekapcTBeHW peaxuwn ca Borka B MyCKYIUTE WM

Koctute, rmasoboruve, ymopa, oblua OTNamHanocT, nunca Ha aneTuT, Bhb3naneHue Ha
urauumnTe, rageHe, NoBpblUaHe, Auapus, 3anek, HeonpegeneHa 6onka, obpuew,
Koconag, Bonka 8 repAauTe, 3a4epseHO Mbpro U Kalunuua.

BuamoxHo e ga ce noBvmiaT CTOMHOCTUATE Ha HAKOM €H3UMU - FaKTaT HEXUOpOL
ankanHa docarasa, cepymHa nMKoYHA KUCenHa U rama-rmyTamun  Tpa
HaBritofnasa ce NpexogHo NOHWXEHWE Ha KPBBHOTO HaNAraHe fHe e HeoBXoLuUM
B pepkn criyuan KPBBHOTO HafsiraHe MOXE [a Ce MOKaYW UM Ja Bb3HWKHET,
peakumn.




Tean HexenaHu neKkapcTBeHW peakuuu ca oBuyailHy fpu neyeHue ¢ GUMTPACTUM,
HE3aBUCMMO [anu ce npurara camoCTOATENHO WM 3aef0HO ¢ OpYRA NeKapcTBEHN
NpoAayKTU.

lpu nayueHmu ¢ ocmpa xpoHuYyHa Heymponerusi unu HIV uncbexkuus

HexxenaHu nekapcTeeHy peakumy MoraT Aa BL3RUKHaT, ako npuemate TPACATIBA gbnro
Bpeme. Hail-vecTo ce cpeilat Gorka B KOCTUTE MNv oblua MycKyrnHo-ckeneTHa Gonka,
yronemsisaHe Ha farnaka 1 TpomboumToneHvs (HamansaeaHe 6pos Ha TpomGounTUTE)
BramoxHut ca rrnasoBonme n guapus CKOPO CHep 3anouBaHe Ha nedeHuneto. Crien
NPOLLIMKUTENHO feveHne ce HabriogaBar aHeMnsl U KbPBEHE OT HOca, NoBULlaBaHe Ha
CepymHaTa NVKOYHa KUCENWHE, Ha fakTaT AexuaporeHesaTta u ankanHarta docdarasa.
Habrionasa ce npexoaHO [0 yMepeHo MOHWKAaBaHe Ha rnioKosaTa fpu MscresaHe Ha
rhanHo.

Ako 3abenexuTe KakeuTo M 4a BUNo HeXenaHn peakuui, KOUTo HE ca CroMeHaTi B Tasn
nvcToBKa mMons, yeefoMete Bawins niekap vnv hapMavesT.

5. CbXPAHEHUE HA F'PACAJIBA

Ha ce cbxpaHaBa Ha MACTO, HEQOCTLITHO 3a fAclia.

Lla ce cexpaHsBa npu Temnepatypa 2 - 8° C (B XnaaunHmk).

Ha He ce uaronaea cneq nsTMyaHe cpoka Ha rogHoCT, 03Ha4eH Ha onakoBKaTa.

He wusnionssaiite NTPACAJBA, ako 3afenexuTe, Ye pasTEOPLT € MbTEH WNW CbAbpXa
yranka.

OnaxoBka

FPACAJIBA 48 MIU (480 pg/ml) ce npegnara B npefiBapUTenHO HambrHeHa CTbKNeHa
(tvn ) cnpuHuoBkKa, cbabpxalla 0,8 ml pasTeop.

EnHa onakoBka chabpka efHa npefsapuTenHo HanbnHeHa cripuHuoska MPACAJIBA ¢
npuKpeneHa urrna n nUCToBKa.

Hata Ha nocriegHa akTyanusalums Ha Tekcia
Mapt 2005




