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WH®OPMAIMSA 3A ATMEHTA

MabThera 500 mg xopnenTpar 3a naE(Y3H0HEH PA3TBOP
Rituximab

ITpogeTere BHAMATEIHO NAJIATA THCTOBKA, HPeAH XA 3amo9HeTe Aa NPHAAAraTe TOBA JIEKAPCTRO.

- 3anazere Taz3u JHCTOBKA. MoXke la HMaTe HyX7a Ja 1 IPOIETeTe OTHOBO.

- Axo HMaTe HIKaKBY JOITBIHHTENHH BBIPOCH, NOTMTalive Bamua sexap wim dapManest.

- Toa nexapCcTBO € NpeAMHcaHo JIHO Ha Bac. He ro mpeotcTsmBaiire Ha apyrd xopa. To moxe
Ja UM HaBpey, He3aBHCHMO OT TOBA, 4e TEXHWTE CHMITTOMH ¢a CBIIMTE KakTo Banmte.

- AKo HAKOS OT HEXENAHUTe JEKAPCTBEHH PeaKiHy CTaHe CepHO3Ha, HWiH 3abenesxure ApyTH,
HEONHCAHH B TA3H JIMCTOBKA HEXEJIaHH PeakIH, MOJL, yBenomere Bamus sekap,
MeJHITHHCKATA CECTPAa ITH (apMaleBTa.

B Ta3n aECTOBKA:

. Kakgo npenpctannaea MabThera u 3a kakeo ce H3I0I38a
IIpeau pa menonzeate MabThera

Kax na nznonssate MabThera

Be3MOKHE HeXENaHH peakiHH

Cexpanenye Ha MabThera

JonsnmirrenHa HEGOpMALE

+

.

1. KAKBOIIPEJCTABJABA MABTHERA ¥ 3A KAKBO CE U3IIOJI3BA

AxTrBHOTO BemecTBO Ha MabThera ce Hapyda puTyKcHMa0.

PurykciMal e aHTHTATIO, KOSTO MPeACTaBIIBa By GelTEK. PHTYkCHMAO ce CBEp3RA C TIOBBPXHOCTTA
Ha eXMH BHJ Oenn KpBBHY KieTkH - B nuMborwraTe. Korato putykcumal ce cBBpike ¢ OBBPXHOCTTA
Ha TasH KJIeTKa, TOH NPeIM3BHKBA CMBPTTA H.

MabThera MO:Ke A c€ H3II0N3EA 3a JTeuecHHe Ha Jipe Pasiuny 3a6onsapanns. Jexysamust Bu nexap
modxe ta Bu npenrime MabThera 3a nedenue ua:

a) Hexonxxuaos AAMpOM

Hex o kKHHOBAAT TuMAOM e 3a60maBane Ha uvdHara cucteMa i B- mavdomutuTe ¢a JacT oT
[pUYHHATA 33 HIKOK OT CHMITTOMHTE, KOMTO MOXKE Ja HMaTe. MabThera MOKe Ja ce H3NOiI3Ba
CAMOCTOSTENHO WM ¢ APYTH JIeKapeTsa, KOUTO JIeKyBamusT By exap Moxe na B npepmume,
MabThera Moxe Aa ce H3I03Ba KaTo NPOABDKUTENHO (TIOXKEPKAII0) JIe9eHHe B IPOABLKEHHE Ha 2
COJVHH IIpH [TAuHeHTH, KOMTO OTTOBApAT Ha JICHCHHETO.

6) PesMaToHgeH apTPHT
PeBMaTOMAHKAT apTpUT € 3a6osBaHe Ha cTaBHTe H B- muMdonuTyTe ¢a NPHINHATA 38 HAKOH OT
cHMITOMHETE, KOUTO uMate. MabThera ce u3non3Ba 3a JiedeHHe Ha PEBMaTOHACH APTPHT NPH XOpa,
KOMTO Bede ca ONMTATH APYrH IEKapCTBa, KOUTO FIH Ca pecTaHamH Aa AeHCTRaT Ui He ca
ToAecTRAM HoCTaTh4HO Nobpe. MabThera ce npriara 3aefiHO ¢ APYTo JICKApCTBO-HAp
METOTPEKCAT. '

2. IIPEJH JA U3IIOJA3BATE MABTHERA



He w3monzsaiite MabThera
- axo Bu e H3BeCcTHO, e CTe anepruyHy KbM PHIYKCHMAaO, Apyryu nonobuu GenTeiy WM KM
HAKOH OT OCTAHAHTE CHCTABKH Ha pa3TRopa. Lpyrure ChCTABKH ca: HATPHER 1IUTPAT,
nonucopbar 80, HATPUEB XNTOPH, HATPHEB XHUAPOKCH, XAOPOBONOPOAHA KHCEIMHA H BOAA 32
MIDKeKLHH. AKO He CT¢ CHI'YpPHH B TOBa, TpaOBa xa momnurare Bamusa sekap.

TIpenn pa zanounere aedenne ¢ MabThera, ysepgomere Bamnas nexap

- aKo MHCIMTS, 4e uMaTe HHDEKIMA OT XeNaTHT B MOMEHTA WK CTe UMaJli TaKaBa B MHHai0TO. B
PEHKY CHYYAH TAIHEHTHTE, KOMTO C4 HMANH XelaTuT B, Moxe [la noaydar NOBTOPSH MPHCTHI Ha
xenatur B. IMarpeHTH, KOMTO ca MManH HH(EKIHA Ha Xenmatur B, me 6B4aT BHHMATEIHO
[periexIaHH OT JIeKaps CH 32 TIPH3HALM Ha aKTHBEH XelaTHT B.

- aKo ce JIeKyBaTe 3a IIOBHINGHO KPEBHO HanAraHe. Moxe ma BH kakat fia He mpueMate Bamero
JekapeTso 12 uwaca mpenu HHGy3mara. IIpd HIKOM X0pa KPEBHOTO HajdraHe ce NOHKIKaBa IO
BpeMe Ha HH(Y3HATA.

- aKo HAKOTA CTe MMaiu CHPAeYHo 3afongpaHe (HAmp. CTSHOKAPAHMA, ChpueOuUeHe HIM ChpAEYHA
HEIOCTATSYHOCT) MM CTe HMAJIH 3aTpyAHeHus B NAmMaHeTo. JleKypamuar Bu nexap e TION0XKH
CIIeIMAITHE [PHKH 3a Bac 1o Bpeme Ha neverueto ¢ MabThera.

Axo EHMaTe peBMATOHAEH aPTPHT, YBeJ0OMeYe JeKYBalEs CH JIeKap Chio

- aKo MHUCHHTE, 4e MO /ia UMaTe HE(QEKITIA, IOPH H JIeKa Xaro HpocTyxa. KneTkure,Ha KOHTO
pr3netictBa MabThera, oMarar B 6opbata ¢ HadexiMATa H TpA6Ba fla H39aKaTe JOKATO
pRbexIHITA 0T3BYYH, NpeaH Aa Bu ce nane MabThera. Mons, yepomere Bamus nexap M ako B
MHHAJIOTO CTE HMATH MHOTO MHEKUUH WIH CTPAfIaTe OT TEKKM HHOCSKIHH.

- aKO MHCIHTE, 4e MOXKC Jia HMaTe HyXkNa OT BakCHHHMpaHe B Ommsko Opzeme, BIJHHOTHTSIHO
BAKCHHHpAHe, HeoOXO[MMO 3a HETyBaHe B ApYrd crpamu. Haxow Bakcui He TpiabBa Ja ce
NpHNaraT efHoBpeMeHHO ¢ MabThera win B MeceIMTe CHER TIPHNOXKEHHETO Ha MabThera.
BamuaT jlekap me NpoBepd Aamd TpsGBa Ja BH ce MpHNiOKAT BaKCHHH, IIPSHH @ 3al0THETe
negenve ¢ MabThera.

3acera HiAMa MHOTO MHGMODPMAIHA OTHOCHO JedeHHeTo Ha fAena ¢ MabThera; ako cTe Ha BB3pacT nox
18 ropumw, Bue mnn Bamust poxuren/HacToifHuk TpatBa fa MonMTate JEKyBallHd CH JICKap INand
MabThera e mogxopsm 3a Bac.

TIpaeM Ha APYTH JEKAPCTBA

Tlpemy na 3amouHeTe JieUCHHETO, HeNpeMeHHO wxthopMrpaliTe Bammms fekap, aKO NpHEMATe HIH
HACKOPO C€ TpHeMajH APYTH JeKapcTBa (BKIOYMTENHO M TAKHBA, KOHTO CTE CH KYHHIH CaMH OT
arrexa, cymepMapkeT WiH fporepus). ToBa ¢ M3KTIOSHTENHO BAXKHO, THH KAaTO ¢IHOBPEMEHHOTO
TIPHIIONKEHHE Ha IoBede OT [HO JIEKAPCTBO MOKe Aa YCHIIH MIH OTCNA0H TeXHHUA edexr. MabThera He
TpafBa [a ce MSMON3BA C JIPYTH JIGKApcTBa, OCBEH ako Bammuir jiexap He By e kazan, 4¢ TOBa €
OesomacHo.

BpemeHROCT H KbpMeERe

Tpsabpa aa kaxere Ha Banmia fiexap, ako cre OpeMeHHa, KO CTATATe, 7€ CTe OpeMeHHa HM HMaTe
Hamepenvie Aa 3abpemeneete. ToBa ce Hamara, samoro MabThera e anTuTsLIO H MOXE Nia IPEMHHS
TIpes IUANEHTATa | ja 3acerHe 6ebero Bu.

Ako uMa BeposTHOCT Aa 3a0peMeHeeTe, Tp10Ba la npunarate epeKTHBeH METOA 32 IIPENasBae oT
3aGpeMeHsBate 10 BpeMe Ha JedenueTo ¢ MabThera 1 12 Mecenia cies| moCTe/THMSA HPHE
MabThera.

MabThera Moxe CBIIO Ja IPeMHHe B KbpMara H IIopaji ToBa He Tpa0sa fia Kbp.
BpemMe Ha sieueHueTo ¢ MabThera i 12 Mecenia ciief moce s IPHEM Ha Mab



Illodnpane & padora ¢ MAIHHEA

He ¢ uzpectro pann MabThera okasea e@exT espxy criocofnoctra BH ga mmogHpate wid na paboTHTe
C MamIMHH.

3. KAK TA HB3ITIOJI3BATE MABTHERA

MabThera e wHbYy3Hs, KOATO CE pHIAra AMPeKTHO BEB BeHuTe B (,,Ha xanku™). fokato Bu ce
npuinara MabThera, me 6aeTe o HabMOAEHHETO Ha MEAUIMHCKH CElMAIMCT B CIIy9al, 9¢
TIOJTY9IHTS HeXKENTaHH PeakIMK o BpeMe Ha MHpysHATa.

ITpenw enusanero, me Bu ce najat nekapcTRa 3a NPEJOTBPATABAHE HITH HAMAIIBAHE HA BE3MOXKHHTE
peaxiwu KM MabThera.

a) AKo ce iexyBaTe 32 HEXO/KKIHOB JIHMPOM

Axo ce nexysate camo ¢ MabThera, me Bu ce HampaBsr HeTHPH HHQY3HH — I3 HHTCPBAI OT eHa
CEeMHTIA, Taka ue 0OHKHOBEHO KYPCET Ha JIe4eHHe NPOABIDkasa 22 1Hu. BB3MOXKHM ¢a H OBTOPHH
Kypcoee Ha newenne ¢ MabThera. Axo ce nekysate ¢ MabThera B koMOMHaLMA ¢ APYIH JIEKAPCTRA,
e By ce Hanpasd Brudysus ¢ MabThera B ieHs Ha NPHITOXKEHAESTO HA APYTHTE JIEKAPCTBA, KOETO C€
W3REPIBa OGUKHOBEHO § METH NPes HHTEPBA OT 3 CeAMHLM, AKO CTe OTTOBOPHIH Ha JIEYeHHeTO H
MabThera Bui ce npuiara AOITBIHHTENHO XaT0 NPOALLKUTENHA (TOUTEpP:KaMa) Tepanys, ine Bu ce
npasu no eaxa uH}ysus MabThera npes 3 Mecella B NPOABDKSHHE HA [BE TOMHHH,

B zapucumMocT oT Bamero 3a60/s1BaHe AeKyBamusT Bi siexap Moxke Ja npoMeHH 5pos Ha uH(ysHUTe.

6) AKo ce JeKyBaTe 32 peBMaTOHJEH APTPHT

BcexH Kype Ha JICYeH e ¢& CBCTOH OT J{BE OTASIHY UH(Y3HH, KOHTO C& IPaBAT Ipe3 2 CeMHIIM.
B13MOKHH ¢a TIOBTOPHH KypcoBe Ha Jiedenue ¢ MabThera. B 3a8#CHMOCT OT IPU3HAITE H
cHMITTOMHTE Ha Bamero 3a60isBane, TEKYBaHAT JTeKap e PENlH Kora TpA0Ba Ja oAy HTe O
MabThera. ToBa Moxxe fla 6BJie CIIEK MECESLIH.

4. BL3MOKHU HEXKEJAHH PEAKITI

KaxTo cuukH iekapeTsa, MabThera Moske Aa npefi3BHKa HeXeNIaHH PeaKi{il, BIIPEKH 3¢ HE BCEKH
rH nony4asa. Ilosedero Hexenany peakiiy ca IEKH A0 YMEPEHH, HO HAKOH MOXe J1a ¢4 TEXKKH H ia
H3MCKBAT Netdenye. PAAKo, HAKOH OT TE3d Peakiy ca Gy GaTaH.

Peaknne kbM HEQY3AATA

ITpes unH B paMKUTE Ha ITBPBATE 2 4aca Ha MBPBATa HHGY3Ks MOXKE Ja HOMY4YHTe NOBHINCHA
TEMIIEPATYpa, CTYASHH TPEIKK U TperepeHe. He Taka 4ecTo, HAKOH HAIHEHTH MOXKe Aa I0NyJaT
MeXypH, cbpbesx, rafese, yMopa, rmasofoiHe, 3aTpyAHEHO QUIIAHE, NOAYBAHE Ha €3HKA HITH TBpIIOTo,
espBex B Hoca, XpeMa, IOBPBITAKE, 3a9ePBIBAHE HA KOMKATA MM ChplebneHe. Ao HMaTe CBPACTHO
3aGoNsBane WIH CTEHOKAPHHA, Te MOe Aa ce Biomar. Mudopmapaiire Be3abagHo JHIETO, KOETO
npoBexRA’ ARPYIUATA, 2KO PA3BHBATE HAKOH OT TE3H CHMHATOMHY, THA KATO MOXKE Jia CC HAJIOKH
wHQy3uTa A2 ce 3a0aBH MIH 3a KpaTKo Jia ¢e cripe. Moske fa ce HaJIo:KH JOMBIIHHTEIHO IeUCHHE C
aHTHAXHCTAMHHH Wik NapaueTamoil. Korato Tesu CHMITTOMHE OT3BYYAT HIM ce HOAo0pAT, nudy3nsTa
MOKe 712 TIPOHIDKH. T0-MasKko BEpOSTHO € Ia TONMYTHTe Te3H PEaKIF Cie/l BTopata HHGYsHI.

Hadexoan
Veegomere Bamns sexap, ako cief nevennero ¢ MabThera, nomywure cuMmroMy Ha HHpEKITHS,
Harmp. TOBHINEHA TEMIepAaTypa, KAULTHI, OONKH B TEPIIOTO, Tapema Gonka MpH yp e

ouyBCTBaTe CAaGoCT H HMAaTe 000 Hepastonoxente. Crex nevenne ¢ MabThe
Hoiy9asate HH(pEKIHH ro-ecHo. YecTo Te ¢a MpOCTY MM, HO Ma CITyYay Ha IHE
WH()EKLUHH Ha MAKOYHHTE TETHILA.




Jpyra peakoan

a) AKo ce JleKyBaTe 32 HeXO/:KKHHOB JIHM QoM

Makap # o-MaJKO BEpOSTHH, MOYKE A Ce NOABAT HAKOH APYTH peakiHH, BKIIOYBay: Oonka B
KopeMa, r'sp0a, rEpAKuTe, MYCKYJIMTE WM CTABUTE, HAa MACTOTO Ha uu(y3HATa (KBAETO CHCTEMATA &
BKJIIOMEHA BLB BeHaTa BH), 0010 HepasonokeHne, NOKYBaHe Ha KOPeMa, IPOMEHH B KPEBHOTO
HaJIArage, MPOMEHH B CHPACUHH PHTEM, AHapHs, HApYINEeHO XPaHOCMHNIAHE, QHOPSKCHA, HapyIeHUs
Ha KpBBOCHCHPBAHETO, ClIasMH, 3aMaiirare, H3TPBIIBAHE WK MPAaBy4KaHe, TPEBOXKHOCT, TPYAHO
3acimBane (6e3cHHAE), HePBHOCT, KaUnIHI, ChA3eHe WIH CBPOeK B 0UHTe, XPeMa HTH cEpOex B
HOCa, H3NOTHABAHE, CHHY3HT, GpoHXHT (BE3naneHue B Gemure apobose), IPOMEHH BEB BKyca.
MabThera MoxKe fa IPHIHHH CHINO U OTKJIOHEH! B KPEBHATa KapTHHA M ia 3acerHe 9epHoApobHaTa
dyuxups, Tlopagu ToBa 1o BpeMe Ha JIe9eHHeTo MOXe PEIORHO 7a B ¢e NPaRAT KPBBHH
m3cnenpanns. Hanpentd ¢ MakportofymuHemus Ha Waldenstrom (pampx TaI meambom) mMoxke
BpEMEHHO Ha FOyJaT CBPBXIPOAYKIHA Ha OeNThK, HapedeH IgM, KoHTO MOXe Aa NPefH3BHKa
CreCTABANE Ha KPHBTA. YBeAoMeTe He3a0apHo Bads jjexap, ako NoMyqure KOKHN PeaKIHH,
ocofeHo aKo 0 KoxkaTa BH 3arouHar Ja ce 06pazypat MeXypu. HAKOH TEXKH KOXGHH peakiH ¢
o6pasyeane Ha MeXypH ca 6w daranHy. Cemo Tpabea fa ypefomuTe Bamus JeKap, ako HOayIHTe
MPOMEHH Ha 3PEHHETO, CIIyXa KM JPYra CeTHBHOCT.

8) AKO ce JIeKyBaTe 32 peBMaTOH/JeH apTPAT

Maxkap U I0-MaJIKO BEPOSTHH, MO JIa Ce TIOSBST HAKOH JPYTH PeaKIFid, BKIIOYBaH: GoiKa B
KopeMa, rsp6a, IEpIIuTe, MyCKYIKTe WK CTABHTE, Ha MACTOTO Ha MH(Y3HATA (KBRETO CHCTEMATa €
BKJIF0YEHA BEB BeHaTa Bi), 00IKo HepasnonoKeHHe, MPOMEHH B KPBBHOTO HATATAHE, IPOMEHH B
CHPISYHIA PHTEM, AHAPHA, HAPYIIEHO XPAaHOCMITIAHE, CIIa3My, 3aMaliBane, H3TPHIIBAHe WiH
MpaByvUKaHe, TPEBOIKHOCT, HEPBHOCT, KAlIIHAIE, CEI3eHE ik c5pOex B OIHTE, XpeMa HITH cppOeXx B
HOCA, H3MOTABAHE, CHHY3KT. HAKOH MallieHTH NOIyYaBaT ChHIO i HPOMEHH B H3CIEABaHKATA HA
KPBBTA, BKITIOUHTE/HO TIOHIKEH e HA GPost Ha JePBEHATE KPELBRA KISTKH, GeHTe KPRBHH KISTKH
PJIH H Ha JBaTa BHAA KIeTKH.

Axo momywasare MabThera  xomOuHanma ¢ APYTH JICKapCTBA, HAKOM OT HEXKCNAHMTC PEAKIMH,
KOWTO MOKE JIa MOMYYHTe, MOKe fIa C& ABJUKAT Ha JPYTOTO JEeKapCTRO.

AKO HIKOS OT He)XeJIAHWTE JIEKAPCTBEHH PeaKIiK CTaHE CePHO3HA, B 3a0enekuTe NpyrH,
HeOIHCAHH B Ta3H JHCTOBKA HEKEIAHY PEaxiiM, Moils, HezabasHo ypenoMere Bamus sexap,
MeJHLMHCKATA cecTpa HiK QapMarerTa (amrekaps).

S. CBhXPAHEHWUE HA MABTHERA

Crxpausgpaiite Ha MICTO, HEAOCTEIIHO 33 Jielia.

Jla ce cpxpansea B xnamusik (2 °C - 8°C). la ce crxpaHARa B OPHTHHATIHATA ONAKOBKA, 32 Jd CC
TIpEHIa3y OT CRCTIIHHA.

6. JOIIBJHHUTEIHA HHPOPMATIHUA

Kakgo cpanp:xa MabThera

. axTHBHATA chcraka Ha MabThera ce Bapuda puryKcHMaG. OnakoHsT ChABpxKa 500 mg
puTyKcHMaD, S

- KOHIIGHTPATHT CHABPIA CHIO HATPUEB IHTPaT, IoIHcop6ar 80, HaTpHEB XIIOPHE égp.?ﬁ%ﬁ’-‘
XHJPOKCHA, XJIOPOBONOPORHA KHUCENHHA M BOAR 38 MHIKEKLIHH.

Kar marnexna MabThera m Kakso ChaLPIKA OMAKOBKATA



MabThera ¢ 6HcTEp, Ge3nBeTeH pasTBOp, KOHTO ce TpejIara noA dopmaTa Ha KOHIEHTPAT 34
HHGY31OHeH pa3TBop. OnakoRKkaTa Chibpika efHH diakol ot 50 ml.

IIpnrexaren HA pa3pelleHAETO 32 YHOTpeba
Pouwr Bunrapus EQO/I, yn. “Bano rione” Nel6, Codrs 1618, Benrapaa

IIponr3BopnTen

Roche Pharma AG, Emil-Barell-Str. 1, D-79639 Grenzach-Wyhlen, Tepmanna

3a nomeaHATeAHa HHOPMAIEsS OTHOCHO TO3H JIEKAapPCTBEH MPOYKT, MOJIA, CBBLPIKETE C& C JIOKAIHUS
TIPEZICTABATE)T Ha HpUTEKATeNs Ha pa3pelieHneTo 3a ynoTpeba.




