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Hmapca 250 mg RHkeKINOHEH PAa3TBOP B NPeABAPHTE/IHO HANBL/IHECHA CIIPUHIOBKE
Imarsa 250 mg solution for injection in pre-filled syringe

dyasecTpaHT (fulvestrant)

IIpoyeTeTe BHHMATEIHO HAJIATA JHCTOBKA, NPEXH Aa 3aM0UHeTe 12 NpUIaraTe Tosa

JIEKApCTBO,ThH KATO TH CHAbPXKA BaXHa 3a Bac nudopmanns.

- 3anaseTe Ta3d THCTOBKA. Moxke Aa ce HAOXH Aa A NPOUYETETE OTHOBO.

— AKO KMaTe HAKAKBH OOMbAHUTEIHHA BbINPOCH, nonuvTaiTe Bawuua nekap, papMaueBT UiH
MEAHUHHCKA CecTpa.

— ToBa nekapcTBO € MpeAnUcaHo €AHHCTBEHO U THYHO Ha Bac. He ro npeorcrsnBaiiTe Ha Apyri
Xopa. To MOXKe 1a HM HaBpeaH, HE3ABUCHUMO OT TOBa, Ye NPH3HALIMTE Ha TAXHOTO 3a00ngBaHe ca
ChilUTE Karo BamwTe.

—~ AKO NOMyuYuTe HAKAKBU HEXENAHU peakuuu, yeezoMere Bawus nexap, GapMaiesT Uiau
MEAHLHHCKA cecTpa. ToBa BKAOUBA U BCHUKH Bb3MOXXHHU HeKeNnaHK peakuUny, HEOMHCaHW B Ta3u
NUCTOBKA. BmkTe TOuKZ 4.

KaxBo ¢bhAbpiKa TA3IH JHCTOBKA

. KakBo npeactasnssa Umapca u 33 xakBo ce #3nmo/3Ba

2 Kakso Tpsa0Ba aa 3naete, npeau aa usnonssate Umapca

3 Kak na u3nonisare Mmapca

4, BBb3MOXHH HexenaHu peakUuHu

J Kak jna chxpasgsare Hmapca

6 CbabpxkaHde Ha ONAKOBKATa W AONMBJHUTEIHA HHPOpMaLUs

1. Kaxso npeacraraasa UmMapca H 32 KAKBO Ce H3N0JI3BA

HmMapca cbabpka akTUBHOTO BELECTBO PyNBECTPAHT, KOETO NMPHHALISKHU KbM FPynaTa Ha ONOKEpUTE Ha
€CTpOreHa. ECTporeHuTe, BUI XKEHCKH NOJ0BH XOPMOHHU, B HAKOH C/IYHaH MOraT a y4acTBaT B
Pa3BHTHETO Ha paKa Ha I'bpAaTa.

Mmapca ce Hanon3sa uiu:

- CaMOCTOATEITHO, 32 JIEYCHHE HA KEHW B MEHONIAY3a ¢ THN pak Ha rbpAarta, KoiTo ce Hapu4a
MOJIOJKHTENEH 3& ECTPOrEHEH PEUENTOP PaK Ha I'bPAATA, KOKUTO € JIOKANHO HANPEeJHA WIIH Ce €
pasnpoCTPaHuI B APYTH YACTH HA TANOTO (METaCTATHUYEH ),

MJTH

- B KoMOMHaLMs ¢ nanbouuknub 3a neYyeHue Ha MEHH C THN paK HA I'bpAaTa, KOHTO Ce HapuYa
MOJIOKHTENEH 334 XOPMOHANEH peLenTop, OTPULUATENEH 3a PeLEenTop 2 Ha YOBELIKH A
ENMHACPMANEH PACTEXEH (PAKTOP, KOHTO € NIOKANHO HAanpeAHA WK CE € Pa3lpOCTPaHMl B APYTH
YaCTH Ha TAIOTO (MeTacTaTiueH). JKeHH, KOMTO HE ca JOCTUrHAMH MeHOMay3a, TpIOBa ChIIo A

C& NEKYBAT C JIEKAPCTBO, HAPCYEHO ArOHUCT HA Iy TEMHH3UPALLl XOPMOH-0CBOOOXaaBall X0
(LHRH).




Koraro Mmapca ce npunara B xoMOHMHALNA ¢ NaIOOLUKNINO, € BAXKHO CBHLIO TaKa la Ce 3aMO3HAETE C
JMHCTOBKATA Ha MANTOOLMKIHD. AKO HMATe HAKAKBH BBITPOCH 33 Manbourkind, Mong, ropopete ¢ Bawius
IEKap.

2. Kakpo TpabBa aa 3H3eTe, npean Aa ninogaisate Hmapea

He nanonipadre Umapca

— aKO CTe aNlEpruyHU KbM QYJIBECTPAHT UJIH KbM HAKOA OT OCTAHAIKTE CbCTABKH Ha TOBA JEKapPCTBO
(n36poenH B Touka 6);

— aKo cTe OpeMeHHa UJIH KbPMHTE;

- aKO HMaTe TEKKH NpobNIeMH ¢ yepHus apob.

Ilpenynpexaenusa 1 npeanaid MepKH

['oBopere ¢ Bawug nexap, papMaleBT HNK MEIULMHCKA CECTpa, Npean Ja usnonzsate Mmapca, ako

HSIKOE OT CIIEAHNTE ChCTOAHUA c€ OTHacs 3a Bac:

— npodaeMu ¢ 6b0penuTe UM YEpHHUSA ApoD;

- HaMasieH Opo# TpOMOOLMTH (KOMTO Y4acTBAT B KPbLBOCKCUPBAHETO) MK HAPYUIEHHUS Ha
KpPbBOCBCHPBAHETO;

- MPEAXOAHH MpodneMu, CBLP3aHH ¢ 00pazyBaHE HA KPLBHH ChbCHPEUMY;

- OCTEONOpO3a (HaManeHa KOCTHA MITbTHOCT);

— aNKOXONU3bM.

Jella B 10HOIIH
HmMapca He e mokasaH 3a ynorpeba npu aeua 1 loHowy nog 18 roavHu.

Apyrn JexapcrBa H Umapca

WUndopmupalite Baung aekap wiaun apMaleBT, ako npHeMaTe, HACKOpO CTe NPHEMAIIH HIH MOXKeE /14
MpUeMarte Apyry NexapcTaa.

OcobeHo BaxHO € 1a YBEJOMHUTE NeKapa CH, aKO H3MO3BATE AHTHKOATY TAHTH (IeKapcTaa 3a
npeanasBaHe oT 00pa3yBaHe HA KPbBHH ChCHPELIH).

bpeMeHHOCT H KhpMEHe

AKo cre OpeMeHHa, He TpssOBa ga M3nonssare Hmapca. Ako Bma B3MOXKHOCT f1a 3abpeMeHeere, TpaOBa
Ja v3non3pare eQeKTHBHA KOHTpAUECNUMS 110 BpeMe Ha feucHueTo ¢ UMapcea v 2 ronuHy cnel
nocaenHara Bu gosa.

Jlokaro cte Ha neueHne ¢ Umapca, He TpabBa 1a KbpPMHUTE.

1llodupane H pabora ¢ MAILIHHHU
He ce ouakBa MMapca na 3acerne cnocobnoctra Bu na wodnpare unu aa pabotute ¢ MatuMHu. Bee nak,
aKo clies IeHeHHETO ce UyBCTBATE OTNAZHAJHM, HE tIodupaliTe # Be paboTeTE ¢ MaLLIKMHM.

Hmapca chabpika 500 mg aakoxon (eTaHO) BbB BCAKA HHXEKLHS, KOSTO € €KBUBANICHTHQHE
mg/ml (10% 1./06.). KonnuecTBeTO ankoxon BbB BCAKa HHKEKLHUA OT TOBA JIEKAPCTBO € cKEiigdne
13 mi Oupa unu S ml BHHO.




KonuuecTBOTO ankoXoJs B TOBA NEKapCTBO BEPOATHO HAMA €(PEKT NPH Bb3PACTHH H FOHOILIH.
ANKOXOJLT B TOBA JIEKAPCTBO MOXE a APOMEHM eQeKTHTe HA ApYyrd JiekapcTea. ['oBopeTe ¢ Baiius
nexap uin GapMaleBT, Ko NpdeMarTe ApPyr JEKapCTBa.

AKO cTe OpEMEHHA HNH KbPMUTE, KOHCYNTHpaiTE ce ¢ Bausa nekap unu dapMauesT, npeau Aa
PUEMETE TOBA JICKAPCTBO.

Koxcynrupalite ce ¢ Bawins nekap unu gapmaieBt, npely Aa npHeMeTe TOBA 1eKapcTBO, aKO CTeE C
ANIKOXO/HAa 3aBUCUMOCT,

Hmapca coabpka S00 mg 6eH3nI0B aTIKOX0/1 HA HIDKEKIHA, ekBUBaneHTHH Ha 100 mg/ml.
BeH3HN0BUAT aNKOX0N MOXE Ja MPeAH3BHKa AJIEPrHyHH peaKiHy.

Hmapca coanpika 750 mg 6en3nnbenioaT HA HHAKEKIHA, CKBUBANEHTHH Ha 150 mg/ml.

3. Kak aa nanoniate HmMapea

Bauinsr nexap Hiu MeauLBHCKa cecTpa e Bu HHxkekTApa Mimapca 6aBHO HHTPaMYCKYJIHO, MO €JHa
HHXEKLUA OT BCAKA CTpaHa Ha CeAaNuUIeTo,

[Tpenopbvuutennata gosa ¢ 500 mg dpynsectpant (a8e HHKekuuH ot 250 mg/5 ml) enHokpaTHO MECEUHO
MIKOC €1HA JOMBNHUTENHA 4032 OT Y00 mg ARe ceAMHLH clie] MbpBara.

AKO HMATe HAKAKBH NONMbLIHUTENHH BLIIPOCH, CBLP3aHK ¢ ynoTpedara Ha TOBA JIEKapCTBO, MOMUTANTE
Baliuns nekap, apMaueBT UK MEIULIMHCKA CeCcTpa.

4. Bh3MOXKHM HEXKEJIAHH PEaKIHH

KakTo BCUYKHM neKapcTBa, TOBA JEKAPCTBO MOXE A MpeAH3BHKa HEXENAHH PEAKLIHH, BbIIPEKH Ye He
BCEKH ' N0OAYYaBa.

CEPH{BHH HEAKC/IAHHA pEAKIIHH

Moske 1a ce HyK1aeTe OT He3a0aBHO JIe4YeHHe, aKO0 NOJIYUHTE HAKOR OT CIACAHATE HEKETAHH

peaKkunH

- ANepruyHn peakuu# (peakuMi Ha CBPBXYYBCTBUTENHOCT), BKIIKOYHTENHO NOJyBaHe HA TMLETO,
YCTHHTE, €3UKa W/UIIH MbPAOTO, KOUTO MOXE Aa ca NpHU3HALUM HA aHA(DHIAKTUYHH PEaKLIH;

- TpomboemboauznMm (MoBuLLICH pUck 3a obpa3zyBaHe HA TPOMOH)*;

- Bb3nanenue Ha yuepHns Apob (Xenarur);

- YepHoapobua HEAOCTAaTBYHOCT.

YBegomere gexaps, (papMalieBTA HIIH MEAHIHHCKATA CH CeCTPa, AKO 3a0e/1eHTE H
CJIeHHTE He'KEeTaHH PeakKiHn:

MHoOro 4ecTH HEKEJIAHH peaKIHHA (MOraT Ja 3acerHar noseye ot 1 Ha 10 ayiuu):




- PeakliuM Ha MACTOTO HA HHKEKTHPAHE, KATO O0NKA H/MAK Bb3NAICHHUE;

- OTKNOHEHHSR B CTOMHOCTHTE HA YePHOAPOOHUTE €H3MMH (YCTAHOBSBAT C€ NMPH H3CNeABaHe Ha
KpbB)*;

- ["afeHe (noBaurane);

- CnabocT, oTnaaHanoct*;

- BONKH B CTABHMTE H B MYCKYJIUTE H KOCTHTE;

- ['openy BLJIHH;

- O6puB no koxara;

- Aneprudin peakuuu (peakilHi Ha CBPbX4YYBCTBUTEIHOCT), BKJTIOYUTEIHO NMOAYBaHe Ha JIMLETO,
YCTHHTE, €3HKA U/UJTH I'bPIIOTO.

BCHYKE 0CTAHAIH HEXKEJTAHH PEAKIIHH:

Yect HeXXeTaHR peakuHH (Morart Aa 3acerdat ac 1 Ha 10 nyuin):

- ['naBobounue;

- IloBproillane, nuapus, 3aryba Ha aneTut?;

- MHgeKkuyn Ha MIMKOYHUTE NMBTHIIA,

- bonku B repba*;

- [loBuitiaBane Ha OMnMpPyOHHA (M TbYEH NMHIMEHT, KOHTO C€ MPOU3BEXKAA OT YEPHHS Apob);

- TpomboeMBONU3BM (MTOBHLUIEH PUCK OT 00pa3yBaHE HA KPbBHHU CbhCUPELH )*;

- [TouukeH Opoii Ha TPOMOOLIUTHTE (TPOMOOLIMTONICHUSA);

- BaruHanHo knpBene;

- bonka B nonHaTta 4acT Ha ropba, pa3mpocTpaHABalla ce KbM Kpaka OT eHaTa CTpaHa
(Bb3najieHHEe HA CeRANHLLHNS HEPB);

- BHesania cnaboct, U3TpBIIBaHe, MpaByuKaHe UK ONOKUpaHe Ha JIBHKEHHETO Ha Kpaka, 0co0eHo
CaMO OT €4HaTa CTPaHa Ha TANOTO, BHE3ANHU NPpOobAEMHU ¢ XOACHETO UM C PABHOBECHETO

(nepudepHa HEBpONATHA ).

HeuecTn HexenaHu peaknmuH (Morar aa 3acersar ao | Ha 100 aywmu):

. I'becTa, Gene3HdKaBa BarMHaNHa cekpellud M KaHAKA03a (HHbexus);

- KpbBOHACsSAaHE W KbpBEHE Ha MACTOTO Ha WHXXEKTHPAHE;

- llopuwiasane Ha [ 1T — yepHoapoOeH eH3uM, KOIUTO Cce OTKPHBA NPH H3CJIEBAHE HA KPbB;
- BhananeHue Ha yepHuAa Apod (xenaTtur);

- YeproapobHa HeJ0CTaThYHOCT;

- HsTpeniBane, MmpaByukaHe u 60nka;

- AHa(pPUIIAKTHYHH peaKLHH.

*BxIrouBa HexenaHu peakuuy, 38 KOHTO, Mopaad MoAnexaluoTro 3abosBane, TouHaTta poss Ha MMapca
HEe MOXE J1a C€ NPELEHU CbC CUTYPHOCT.

CrobiaBaHe HA HEXKEIAHH PeakHu
AKO NONYYHUTE HAKAKBH HEXKETaHHU NEKAPCTBCHU peakUHK, yBeaoMeTe Balinsa nexap, papMaueBT HAH

MEAHUUHCKA cecTpa. ToBa BKIIOYBE BCHYKH BE3MOXKHH HEOMUCAHH B Ta3H JIHCTOBKA HEXENAHH PEaKlUHH.
MoxeTe ChLIO Ja ChOOWMTE HEXENIAHH PeaKUHHK AUPEKTHO Ype3 HallMOHAJTHATA CHCTEMA ‘
kbM M3nbnHutenHata areHuua no fsexkapernara, yu. . Jlamsin I'pyep” Ne 8, 1303 Codus,
+35928903417, yebcaiiT: www.bda.bg. Karo chobiuaBaTe HexenaHH peakiuy, MOXET
NMPHHOC 33 NONy4aBaHe Ha NMoBeue MHGOpMaLUs OTHOCHO 0e30nacHOCTTa Ha TOBA JieKa




S. Kak aa cexpaussare HMapca
Ha ce cbxpaHsABa Ha MACTO, HEJOCTBIHO 3a AeLa.
He v3non3paiiTe TOBa N€KApCTBO CEA CPOKA HA FOAHOCT, 0TOENA3aH BbPXY KapTOHEHATA OMaKoOBKa WK

eTHKETAa Ha cnpUHLoBKaTa cnea ['oaen jo/EXP. CpoKbT HA TOAHOCT OTrOBApS HA MOCIEAHUSA AEH OT
MOCOYEHUS MECELL

To3u JCKAPCTBCH MMPOAYKT HC H3HCKEa CIICLUHANHH TEMNCPATYPHH YCNIOBHA HA ChXPAHCHHUE.

anﬂBapHTEJIHﬂ HallbJIHCHATAa CIIPHHUOBKA 4 CC CbXPaHABA B OpHI'HHaJIHaTa ONIaKOBKa, 34 A4 CC
npcanain or CBCTIWHA.

Balunat MEAULIMHCKH CIICLIHATTMCT HOCH OTIOBOPHOCT 3a NPABHUJIHOTO ChbXPaHABAHE, U3MON3BAHE H
H3XxBbLpJsiHe Ha Umapca.

Tosa nekapcTBO MOXE ia MPEACTaBNABA PUCK 33 BOAKTE. He H3XBBLpAAHTE eKkapcTBaTa B KaHAJIH3ALBATA
WJIH B KOHTEHHEpa 3a JoMaLllHK oTnaabUM. [TonuTtalite Baiuus papmManesT Kak 4a H3XBbLPAATE
AEKApCTBAaTa, KOHTO BEYe HE U3MON3BaTe. Te3u MEPKH LIC CIOMOrHAT 32 ONna3BaHe Ha OKOJIHATA cpena.

6. ChAbpXKaHHEe HA ONAKOBKATA H AONBJAHHTEIHA HRPOpMALIHSA

Kakpo cpabp:xa Hmapea

— AKTHBHOTO BELIECTBO € PyIABECTPAHT. BeAka NpeABAPUTEAHO HAMbHEHA CNPHALIOBKA (5 mli)
¢babpka 250 mg OyJIBECTPAHT.

— Apyrute cbCTaBKd (MOMOLUHY BELLECTBA) Ca: €TaHon (96 npounenra), 6enszunos ankoxon (E1519),
OeH3unbeH30aT W pHUHHOBO Macno (padMHUPaHO).

Kax n3rnexaa Hmapca 1 KaKBO ChbIbpPKa ONAKOBKATA

HMmapca e OncThp, Oe3uBeTEH 10 )BAT BUCKO3EH pa3TBOP B NIPEABAPUTEIHO HAMbIHEHA CMPHHLUOBKA C
Karauka, 3allliTeHa OT OTBapsHe, ChALPKALA 5 ml HHXEeKUHOHEH pasTROp. 32 Aa ¢e NMoayyH
npenope4yadara meceyHa ao3a ot 500 mg, Tpabsa aa ce UHXKEKTUPAT 2 CIIPUHLIOBKH.

lflmapca CC NIpcAajiara B TpH BH A4 ONakKOBKH — HJIH OITIAKOBKA, ChAbpXKallla | cThKNCHA npeABapuUTEIIHO
HaITLJIHEHA CIIPHHIOBKA, ONAKOBKA, CbAbpiKallia 2 CTBKJIEHY NnpeaABapHTCIHO HATBJIHCHH CIIPHHILIOBKH
HIH OIIdKOBKa, ChbAbpPXKalld 6 CTBKIIEHH NPpEABAPHTEIHO HAIMBJITHEHH CITPHHLUOBKH. OCHF}*DEHH Ca U CIHa,

ase K wect obezonacenu urnu (BD SafetyGlide) 3a cBbp3Bate ¢ Beska cnpyHLOBKA.

He Bcriki BHIOBE ONMAKOBKH MOrar Aa ObJar nycHaTH 8 nponaxoa.

IlpuTekaTes HA pa3pelIeHHETO 32 ynoTpeda




Gedeon Richter Pic.
Gyomrdor ut 19-21.

1 103 Budapest
YHrapus

Ilpon3soanTten

Laboratorios Farmalan, S.A.
Calle La Vallina, s/n, Edificio 2
Poligono Industrial Navatejera
24193-Villaquilambre, Leén

Ycnauns

To3m nexkapcTBed NpORYKT € 0400peH B cTpaHuTe wienku Ha EUII ¢be cneiHWTe HaHMeHOBaHHS:

bbarapvs Hmapca
YHrapus [marsa
PyMBbHUA [marsa
Huaepnanaug [marsa

JlaTa Ha noceaHo npepairiexaane Ha JucToBkata; 09/2025




Ilocouyenarta mo-10J1y HHIIJI][]M&[IHH € NIpeJJHasHaic¢Ha CaMoO 3a MEJIHIIHHCKH CIICEINHAJIHCTH

Mmapca 500 mg (2 x 250 mg/5 ml uHxkekumoHeH pa3TBop) TpsOBa Ja ce npujara upes JiBe
[peABapUTEIIHO HAII'bJIHEHU CIIPUHIIOBKH, BUIKTE TOYKA 3.

MHCTPYKLMH 33 NPHII0KEHHE

BHumanue — npeau ynorpeda He crepunusupaite obe3onaceHarta uria (nojakoXHa uria ¢ npeanasurel
-.BD SafetyGlide™) B aBToknaB. BbB Bcekn elMH MOMEHT 1o BpeMe Ha paboTa ¢ uriara v npw
U3XBbPJISHETO i pbleTe TpsAOBA 1a OCTaBaT 3a]1 Hes.

3a BCsIKa OT ABETE CIIPUHILIOBKH:

— HM3BazeTe CTHKJIEHOTO TAJIO HA CIIPUHLIOBKATA OT KYTHUSTA U MPOBEPETE AU HE € NOBPEAEHO.

- OTBopeTe BbHILIHATA OMaKoBKa Ha o0e3onaceHara uria (SafetyGlide).

- [Ipeau npuinoKeHUe, pa3TBOPUTE 3a MAPEHTEPATHO NMPUJIOKEHHE TPsOBA 1a ce oryieiar 3a BUJAHMH
4YacTHULM U MMPOMSIHA Ha L(BETA.

— JlpbKTE CnpyHLIOBKaTa U3npaseHa 3a opedpenara yact (C). C apyrara pbka xBaHeTe kanadeto (A)
W BHUMATEJIHO IO HaKJIaHSWTe Hanpe/ -Ha3ajl, IOKaTo Ce OTJEIU U MOXKE /1a C€ U3/IbpIia; He BbPTETE

(Bxk. purypa 1)

Qurypa |

— OtcTpaHere kanayeTo (A) ¢ ABHKEHHE NPABO HArope. 3a Ja 3ana3ure CTEPUIHOCTTA, He
JIOKOCBauTe BbpXxa Ha cripuHuoBkara (B) (Bx. ¢purypa 2).




@Durypa 2

3akpernere o0e3onaceHara urjia KbM HakpaiiHuka Tun ,,JIyep-JIok™ u g 3aBbpTeTe, J0KaTO Ce 3aKpernH

crabunHo (Bx. durypa 3).
- [IpoBepeTte nanu urnara e 3akao4veHa B Jlyep-koHekTopa, npe/y a NpOMEHUTE BEPTHKAIHOTO

MOJIOXKEHHUE HA CIPUHIIOBKATA.
- M3abpniaiite npeanasuTelis Ha WrJjiata npaBo Harpej, 3a J1a He YBpPEJIUTe BbpXa i.
- JloOsiHkeTe CnpUHILIOBKATA 10 MSACTOTO HA NPHJI0XKEHHE.
- OTcTpaHeTe npeana3uTelis Ha uriara.
- M3roHere U3IMLIHKSA Bb31YX OT CIIPHHLIOBKATA.

Qurypa 3




- [Tpunoxere 6aBHO HHTPAMYCKYJIHO (1-2 MUHYTH/MHKEKLIMS) B CeAQNMLIETO (riyTeanHara obaact).
3a y100CTBO Ha npuiaraiius MHXKEKUMATa, CKOCEHATa CTpaHa Ha Urjlata € OpUEHTHPAHA KbM
J0CTYETO (BXK. (hurypa 4).

Qurypa 4

BeaHara ciell MHXEKTHPAHETO ¢ €1MH MPbCT HATHCHETE JIOCTYETO, 3a Jla aKTUBHpaTe npeanasurens (Bix.
(durypa J).

3ABEJIEXKKA: Ilpu akTuBUpaHeTo He Haco4uBaiTe urnara koM cebe cu U KbM Apyry xopa. M3uakaiite na
YyeTe M3LLPAKBAHE U MOrJIEIHETE JaJIH BbPXbT HA UIJIATA € NOKPUT HAITBIIHO.

durypa 5

M3xBbpIisHE
[IpeaBapHTE/IHO HAMMBJIHEHHUTE CIIPUHLIOBKH Ca NMpEeAHA3HAYEHH ¢aMO 3a €IHOKpaTHa yrnoTpeda.




