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Jda3zaTHHHO

Dasatinib Sandoz 50 mg film-coated tablets
dasatinib

IIpoueTeTe BHHMATENHO NAJATA JHACTOBKA NPEIH AA 3aM0YHETE JA NPHEMATE TOBA J1€KAPCTBO, Thil
KaTo TH ChIbpiKa Ba:xkHa 32 Bac Hudopmauns.
¢ 3anaseTe Ta3W JUCTOBKA. Moke 1a ce HAIOXKH Ja A IpoveTeTe OTHOBO.
¢ AKO MMaTe HAKaKBH JIOITbJIHMTEIHH BBIIPOCH, NonuTakTe Bawua nexap unu papMaresrT.
e ToBa JIEKapCTBO € NpeAnucado auMHo Ha Bac. He ro npeoTcTenBaite Ha JApyrd xopa. To Moxe Aa
UM HABPEH, HE3aBHCHMO 4e TIPH3HALIHTE Ha TAXHOTO 3ab0NgBaHe ca ChIIUTE KaTo Bamure.
®  AKO NONYYHMTE HAKAKBH HEXKENaHH JIEKapCTBEHHU peaKkUHH, yBeagoMeTe Balllus nekap Hnu
dapManesT. Topa BKIIOYBA U BCHYKY BH3IMOKHN HEXKETAHY peaKiium, HEOTINCAHK B Ta3K JINCTOBKA.
BuxTte To4ka 4.

Kakro cpAbLpxa Ta3H JHCTOBKA

1. KaxBo npeactasigsa Hazatnand CaHao3 M 3a KAKBO C¢ H3M0JI3Ba

2. Kakso 1psdBa na 3naere, npeau aa npremere Jazatunnd Cannos

3. Kak na npuemare /lazatunu Cannos

4, BB3MOXHH HEXeaHU peakuiH

3. Kak na cpxpanspare Hazatunu® Cannos

6. CreappkaHye HAa ONAaKOBKATA H ACITBJIHHTEIHA HHPOPMALAA

1. Kaxno upeacrasiassa lasaTuau( Canao3 H 3a KAaKBO C€ H3I0J13BA

Hazatunn® CaHgo3 chabp:ka akTHBHOTO BelecTBO MasatuaudO. ToBa nekapcTBO € npeHasHa4ueHo 32
JICUCHHUE HAa XPOHMYHA MHETOUAHA JeBKkemus (XMJI) npu BB3pacTHM, FOHOLIM H Jela Hal-Manko Ha |
roaMHa. JIeBkeMHusATa [IpeJcTaBIABa pak Ha OenuTe KPhBHY KIeTKH. Te3n Oenn KIIeTKH OOHKHOBEHO
noMarat Ha OpraHusMa aa ce dopu ¢ undekiuaTa. [pu xopa ¢ XMJI, 6enuTe kpbBHH KJIESTKY, HAPSHEHH
IPaHYJIOLATH, 3aII0YBAT HEKOHTPOJIMPAHO Aa HapacTBaT (Aa ce pasMHoxkasaT). Jazatnnub Cannos
HOTUCKA pacTekKa Ha TE3U JIEBKEMHYHH KIETKH.

Hazaruau® Canzao3 ce M3mon3Ba ChiNo 3a JieyeHHe Ha NoJIokHTenHa 3a Qunanenduiicka XpeMo3oMa
(Ph+) octpa numdodnactua neskemes (OJIJ), pu BE3pacTHH, IOHOLTH U Aelia Had-mayko Ha | rogHHa U
numbponana 6aactaa XMJI ripu Bb3pacTHH, IPH KOKUTO HE € MOCTHIHAT yCNeX ¢ MpeAXoaHo neveHHe. I1pu
xoparta ¢ OJIJI GenuTe kneTkH, HapeyeHH THMGPOLIKTH, CE pa3MHOXKABAT MpeKaleHO 6bP30 H XKUBEAT
TBbpAe A6ATO. JJasaTHHUO CaH103 MOTHCKA YBENTHYAaBaAHETO HA TE3H JIEBKEMHYHH KIIETKH.

AKo MMaTe HIKaKBH JOITBIHUTENHH RBIIPOCH OTHOCHO JeiicTBreTo Ha JlazaTunn® CaHno3 uiH 3auo Bu ¢
NpeJIHCcaHo TOBA JEKapCTBO, monuTaiite Bamud ekap.

2, Kaxpo TpabBa 1a 3naeTe, npein aa npuemere JazaTauuabd Canjios




He npremaiite lazatanud Cannos
¢  aKO CTe AJIEPrHYHH KbM Ja3aTHHUO WM KbBM HAKOA OT OCTAHAJIMTE ChCTABKH Ha TOBa JIEKapCTBO
(H30pocHH B Touka 6).
AKO HMa BEPOATHOCT /1a CTe AJIEPruvHH, KORCY/JATHpaiiTe ce Bamna nexap.

IIpeaynpexaenns 4 npegnasHi MEpKH
Fosopere ¢ Bamus nekap wiM dapmailerT, npead na usnonspare Jaszatuanb Cannos
¢  aKQ NPHEMATE JIEKAPCTBA 32 paspekJaHe Ha KPLBTA WIH NPEAOTBpaTABaHe Ha CbCUPBAHETO (BXK.
»APYTH JekapcTBa B Jdazatuun® Canosz™)
¢  aKO HMare YepHOAPOOEH UK ChpAEYEH NPodiIeM WK CTE HMAJIH TaKbB
®  aKO [10 BPpEME Ha NPHEMA Ha Ja3aTHHHO BL3HEKHAT 3aTPYAHEHO JHIAHE, 00/IKa B rbpaAnTE WIH
KalLIHOA: TOBA MOXKE Aa 0b/ie IpU3HAK Ha 3akp)KaHe Ha TEYHOCT B HenuTe ApoboBe HITH IPbAHHA
KoLI (KOETO MOJKE 2 € MO-4eCTO NPHU NALHUEHTH HA BB3PACT Ha 65 TOWHH UITH II0BEYE), HIH
nopaay NPOMEHH B KPbBOHOCHHTE ChJIOBE, KOMTO CHa0aABaT ¢ KpBB Henute apodose
®  aKo CTe MMaJlk UM MOXe cera Jia umare uHekius ¢ xenaTuT B. [IpuunHATa e, He Ja3aTHHHO
MOXK€E JIa AOBEJE 0 IPEMHHABAaHE Ha WHOEKIHATA ¢ XernaTuT B 0THOBO B aKTHBHA opmMa, KOETO
Mo3Ke Ja Ob/e daranHo B HAKOM caydau. [TanuenTuTe me ObAaT BHUMATEMHO NPETISIaHH OT JICKap
32 NPHU3HALH HA Ta3Hd UHQEKIHs, Ipeay Aa 3aM04yHe JeHeHHETO.
®  aKo NOJYYUTE CHHHHH, KEPBEHE, NOBKIISHA TEMIIEPATYPa, YMOPA U 0OLPKAHOCT, JOKATO
npuemare Hasatunu®d Cannos, ceppxere ce ¢ Bammna nexap. ToBa Moxke Aa € IPH3HaK Ha
yBpeXJaHe HAa KPEBOHOCHHTE ChI0BE, H3BECTHO KaTo TPOMOOTHYHA MUKpoaHruonates (TMA).

BammusT nekap pelloBHO Iie NpocaeAsBa CheTOAHHETO B, 3a /1a NpoBepH Janu Aa3aTHHUO HMa xeNaHus
edexr. [To BpeMe Ha npuema Ha Hazatiau0 Canaos peaosHo me By ObaT H3RBpIUBAHH H3CACABAaHHA HA
KpPBBTA.

lena 1 1W0HOIIH

He mpunaraiite ToBa 1ekapcTBC Ha Jelia Ha Bb3pacT noa 1 roguHa. MMa orpaHuyeH ONuT ¢

ynotpebata Ha Jlazatuan® Cangos B Tasu Be3pacToBa rpyna. [1pu aeua, npuemauny Jlasatuuub Canuaos,
BHHMATEIHO IIE CE POCNEeABa PACTEXa Ha KOCTHTE U Pa3BUTHETO.

Apyra nekaperea H Jlazatuand Cannos
Hudopmupaiite Bamusn Jexap ako npHeMaTe, HACKOPO CTe NMPUEMATH HIH € Bb3MOXHO J1a IPHEMETE
ApPYTH JEeKapCTRa.

Nasatunud ce npepabGorsa TaBHo B yepHus Apod. Hakox nexkapcTa MOTaT ChINO /@ IOBIHAAT HA e(PEKTa
HA f1a3aTHHHO, KOraTo ce MpUeMaT eJHOBPEMEHHO.

Tesu nexapersa He TpaGBa Aa OLAAT NPHEMAHH SIHOBPEMEHHO € Aa3aTHHHO:

KETOKOHA30J1, UTPaKoHAa30J1 — NPOTHBOIEGHYHA JeKapcTBa

E€PHTPOMHIUE, KIApUTPOMHLIHH, TEIUTPOMUIHH — AHTHOHOTHIH

PUTOHABHP — MPOTHBOBHPYCHO JIEKAPCTBO

({eHHTOHH, KapbaMaszenuH, peHobapOuTal — NeyeHHe HA eNnJencas

pHaMIHULIME — NedYeHHe HA TyOepKy.103a

daMOTHINH, OMENIpa30)l — JieKapceTBa 3a O10KApaHe HA CTOMAWIHATA KHCCIHHA

XKBAT KAHTAPHOH — OHIIKOB NPOIYKT, oTNYCckaH 0e3 penenTa, H3NOM3BaH 3a JICUCHHE Ha JeNpecHs U
APYIH CBCTOSIHUA (NO3HAT Olle Kato Hypericum perforatum)




Hudopmuapaiite Bamns nexap, ako npuemare JiekapcTsa 3a paspexiaHe HA KPbBTA HIH 33
HpEeAOTBpATABaHE Ha 00pa3yBaHETO HA CHLCHPELIH.

HazaTuand Cangos ¢ xpada H HANHTKH
He npuemaiite aasatuauG ¢ rpeindpyt uny cok rpedndpyT.

BpeMEeHHOCT H KEPMeHe

AKO cTe OpeMeHHa HIIH CMATATE, Ye MOXe Jia cTe OpeMenHa, yBenoMere nesabasno Bamus Jexap.
AazaTnand He TpsOBa aa ce H3MOI3BA O BpeMe Ha GPEeMEHHOCT, OCBEH aKo He € abCOMOTHO
HeoOx0MMO. Batusr nexap e o6chau ¢ Bac noTeHManums puck ot ynotpebara Ha JasaTHHHO [0 BPEME Ha
OpeMeHHOCT.

Kakro MbaKeTe, Taka H KeHUTe, IpHeMally Aa3aTHHUD, e §hAaT [I0CHBETBAHH Ja M3I03BAT ePEeKTHBHH
KOHTpALIENTHBHH METOJMN MO BPEME Ha JIEUCHHETO.

AKo KbpMHTE, yBenomere Bamns nekap. Bue tpsabea 1a crnipere na KepMHUTE, AOKATO IIPHEMATE
Aa3aTHHHD,

IHodupane u pabora ¢ MalIHHA
braete ocobeno BHMMaTeNHH N0 Bpeme Ha wodupane uiM pabeTa ¢ MAILMHY, B CIYYal Yye HMaTe
HEXEaHH PEakliuH, KaTo 3aMagHOCT M 3aMBIJICHO BHIKIAHE.

Aazataand Canaos ceaAbLpXKa NTAKT032 H HATPHE

Axo Bamuar nexap Bu ¢ xazan, ye uMare HETIOHOCHMOCT KbM HAKOH 3aXapH, KOHCYJITHPAHTE ce ¢
Bawnsa nexap npeam na npHeMeTe ToBa JIEKapCTBO.

ToBa JiekapCTBO ChABpKa no-Manko ot | mmol Hatpuit (23 mg) Ha GunMupana TabneTka, T.e, MOXE /12
C€ Kaxe, 4€ MPaKTHYECKH HE CBABPXKa HATPHIA.

3. Kaxk na npuemarte azathand Cangos

Jlazatunn6 Cannos we Bu Ob1e npegnucan caMo OT NeKap ¢ ONHT B JISYSHHETO HA NeBkeMus, BuHaru
pueMaiTe TOBA JISKAPCTBO TOYHO KakTo By € ka3zan Baumart nekap. AKO He ¢T€ CHTYPHM B HEIUO,
nonuTafite Bamus nekap unu ¢papmanest. Jazaruaud Cangos ce npeanucsa IpH Bb3PACTHH H Aella Haii-
MaJIKO Ha | ToaMHa.

HavanaaTa NpenopbunTe/IHZ 1032 NPH Bb3PACTHH MallHEATH ¢ XpounYHa ¢aza ma XMJI ¢ 100 mg
BEAHBX JHEBHO.

Havanmara npenopnL9MTeHa 1032 OPH BL3PACTHH DANHEHTH C HANPEIHAJA HIH (JIACTHA KPH3a HA
XMJI niaa Ph+OJUI e 140 mg Beqnnix 1HEeBHO.

Ho3upoBkata npu gena ¢ XMJI B xpornuna ¢a3za uau Ph+ OJLJI e na 6a3a TejqecHno Terio.
Jazatnnu6 Canso3 ce npunara nepopaiHo BEAHBK AHEBHO 0] ¢opmara Ha JlazaTuHHO Cangos
TabJIeTKH He Ce NMPEnopbYBarT 3a nauueHTtu ¢ Terao noxa 10 kg. [pax 3a nepopallHa CyCIeH3Hs MOXKe Ja e
Ha pa3MoJIOKEHHE 3a maleHTH ¢ Terno nox 10 kg u manueHTH, KOMTO HE MOTaT Ja [IOrIBLIAT TAONEeTKH.
BB3MokHa € MpoMsAHa Ha 103aTa [IPHM CMSAHATA Ha JieKapcTBEHUTEe GOpMH (Hanp. TabIeTKH U npax 3a
NepopanHa CyCHeH3 A ), IOpaty KOETo He TpAOBa Ja CMEHATE JIEKAPCTBEHUTE POPMH.

BamusiT ieKap 1e npeneHn Kos € NOoAX0AALIATa JekapeTBena GopMa K Jo3a, Ha 6a3a Bameto Terno,
HEXeIaHH Peaklliy H OTrOBCPp HA aeveHrero, Havannara no3a azatuau6 Canpno3 npu aena ce
M3YHCIsIBa Ha Da3a TENeCHO TEITo, KakTo € MOKa3aHo mo-10J1y:




Tenecno Terao (kg)® JHeBHA 1032 (Ing)

10 oo mox 20 kg 40 mg
20 no nox 30 kg 60 mg
30 ponon 45 kg 70 mg
Hali-MaJiko 45 kg 100 mg

? Tabnernara dopma He ce NpenopbYBA 3a NnauueHTH ¢ Tero nox 10 kg; mpax 3a nepopanHa ¢yCreH3HS MOXE 4 € Ha
pasMoIoKeHUE 3a TE3H MAIHCHTH

Hama npenoprumtenna go3a Jdasaruaub Caxao3 3a gena Ha BB3pacT moj | roauHa.

B 3aBcHMOCT 0T OTroBOpa BH KBbM NeueHHeTO, BamuaT nekap Moxe Aa B npeanuiie mo-BHCOKa HIIH
MO-HUCKA 033 WIH JOpH Ja MPEeKPaTH JICYCHUETO 3a KPATKO. 34 NO-BUCOKUTE WIHMO-HHCKHTE JO3H MOXKE
Aa e HAJIOKH Ja mpHeMare KOMOHHAITHY OT TabMEeTKH ¢ pa3IHYHO KOJIHYECTBO HA aKTHBHOTO BEIIECTRO.

TabaerkHTe MOXKe Ja ce NPERNATAT B ONaKOBKH ¢ KajJenaapan 6ancrepn. ToBa ca O1HCcTEpH, HA
KOHTO ca oTOenA3aHy AHUTE OT ceamuuaTa. FMiMa cTpenku, noka3Baild cieasamara TadneTka, KosATo

TpaOga Ja Obae npueta copen cxemara Bu Ha neuenue.

Kax na npaemare Jazataund Caaaos

IIpaemaiiTe TabeTKATE MO €IHO H CHILI0 BpeMe BCEKH AeH. [Ipermbluaiite TabneTkuTe Lenyd. He ra
pa3uynBalTe, pexxere HJIH AbBYeTe. He prieMmaiiTe pasrBopeHd TabneTkd. He MoXeTe fa cTe CHTYPHH,
Yye [ie IpAeMeTe NPABMIHATA 1033 aKO PasuyluTe, CPEKETE HIIH Pa3TBOPHTe TabneTkuTe. J]a3aTHHHO
CaHjo3 TabneTku MoraT Jd ce mpHeMar cbe WM He3 XpaHa.

Conensajiis HHCTPYKUHHE 3a padora ¢ lazatunuté Canaos
Manko BepodaTHO ¢ Tabnetkute Hazatuuud Canpo3 aa ce cuynat. Ho ako ToBa ce CiIy'iH, BCHYKH, OCBEH .
NalMeHTa, TpPAOBA Ja HOCAT pbKaBMIM MpH pabota ¢ Jlazatnand CaHnos.

Koako gearo Tpaosa aa npeemare ldazaTaund Cannos
[Tpuemaiire Jazatunu® Canmo3 Bceku fieH, Aokaro Bamuar nekap He Bu kaxe Aa cpere. YBepere ce, ye
npuemare Jlaszarunu® Canji03 TOIKOBA ABJITG, KOJKOTO BH € npeanucaHo.

AKO cTe OpHeaH noBeve 0T HeoOxoxuMaTa 4033 Hazatanud Cannos
Axo cnyvailHo cTe npuenn noseue oT HeobxoaumuTe TabneTky, yeeaomere Bamus ekap He3adbaBHO.
Moxe fa ce HyKJlaeTe OT CIECIIHA MEAHI[HHCKA IOMOIL.

AKo cre nponycHann ga npaemere Jazarnand Canpgos

He B3emaiiTe nBoiiHa 4033, 32 4a KOMIIEHCHpaTe NponycHarara Tabnetka. [Ipuemere cienBaniaTa
TabIeTKa B O0OHYaHHOTO BpEME.

AKO UMaTe HAKAaKBH AOMBJHHUTEIHH BEIPOCH, CBBP3aHH C yioTpedara Ha TOBa JIEKapCTBO, MONMHTAHUTS

Bainus nexap winH dapMariepr.

4. Bh3MOKEH HEKETIaHU PEaKIAN

KaxkTo BCUYKH JICKapCTBa, TOBA JICKAPCTBO MOMKE Ja NPpEAH3IBHKA HEXKCIIAHH PEAKITHH, BBIIPCKH YC



BCEKH 'l OJTy4aBa.

Beexn oT creaAHETE MPH3HARM MOKE Ja € CEPAO3HA HEKEIAHA PEAKIHN:

aKo UMare 00axa B IbPAHTE, 3aTPYAHEHO QUIIAHE, KALJIHLA U [IpUMaNABaHe

aKo ITOJIyYHTC HEOYAKBAHO KbPBEHE HJIH CHHHHH, Oe3 1a cTe C€ HApaHWIN

aKo 3a0enexuTe KPBB B MOBBPHATA MATEPHA, B H3NPAXKHEHUATA HITH YPHHATA, HIIH HMaTe YePHHU
U3MPaAXHECHHA

aK0 HMAaT¢ NPH3HALNR Ha HH(EKMHSA, KATO BUCOKA TEMIIEPATypa, CHIHO BTPUCAHE

4KO MMAaTC BHCOKA TeMINepaTypa, BL3MaJeHHEe HA YCTaTa WK MbPI0TO, MEXYPH HIH JIOLICHE HA
KOXATa W/ HIH JTUTABHIIHTE

CBBpkeTe ce Beanara ¢ Baurua nekap, ako 3a0eNekuTe HAKOH OT TOPHHTE NPH3HALH.

MHoro 4ecTd HEReNAHH peaknun (Mozam 0a 3aceziam nogeye om I na 10 dyuu)

Huadexunn (BmountenHo 6AKTEPHAIHH, BUPYCHH WIH I5OHYHH)

Copaeund v GenonpoGuu: HEAOCTHT HA BB3OYX

XpanocMunaTeann npoGiaeMH: JHapHs, HEPa3NoaoKeHue (Ta/IeHe, IOBPhIaHe)

KoxHn, 3acaraun kocara, 04ATe A 00LIH: KOXKEH OGPHB, TPECKA, OTOK [0 JHLETO, PHUETE H
CThNANAaTA, I1aBOOONIHE, YyBCTBO HA YMOPA HITH C/1ab0CT, KEpPBEHE

boaka: 6onka B MyckynuTe (0 BpeMe Wi Clief] MpeycTaHOBABAHE HA IEUEHHUETO), KOpeMHa GOJIKA
H3caenBanmara morar xa moKasBaT: HECEK Opoil TPOMOOLHTH, HACEK Gpoii 6eTH KphbBHH KIIETKH
(HeyTponeHHs), aHeMHus, 3aBPKaHe Ha TEUHOCT OKkoJIo GejnTe Apobose

YecTH HeXKENAHH peaknul (Mozam oa 3aceziam 0o 1 na 10 dywn)

Nadexuan: nHeBMOHNUS, HHGEKLHA ¢ XepIIEC BHPYC (BKITFOYHTETHO IHTOMEranoBupyc - CMV),
HHQEKINA HA POPHUTE AMXATe/IHH BTHILA, CEPUO3HA HH(EKIHA HA KPBBTA WJIH ThKAHHTE
(BKJIFOYHTENHO HEHECTH CilyyaM ¢ daTaieH H3Xos)

Cobpaeunn u Genoapobun: ceplebueHe, HeMpaBUaeH ChpAYEH PHTHM, 3aCTOHHA ChpAeYHA
HEAOCTATEYHOCT, CNAadOCT Ha ChPJECYHHA MyCKYJl, BHCOKO KPBBHO HASTAHE, TIOBHLIEHO KPBBHO
Hansgrade B Senute qpobose, KalLIHOA

XpaHOCMHEIATETHH BPOGIeMH: HapyINeHHA HA alleTHTa, HApyLIEHHE Ha BKyca, pa3AyBaHe Ha
KOpema, Be3NalIeHHe Ha Ae0en0To YepBo, 3anek, KHCENHHH, pa3i3BiBaHe Ha YCTATa, IOBUIICHAE Ha
TErNIOTO, MOHWXKEHKE HA TErNIOTO, FTACTPHT

KokHH, 3acsiramn kocaTa, 09ATe H 06IIA: MpaByUkaHe IT0 KOXKaTa, ChPOekK, CyXa Koxa, akHe,
BBINAIICHHE HA KOXKATA, TIOCTOSHEH IIYM B YLIHTE, KOCONaA, OOMIHO IOTEHE, 3pPUTENHH HAPYLIEHUS
(BKIFOYHTENHO 3aMBIJIEHO BUX/IAHE M HAPYINEHO BIDKAHE), CYXOTA B OUHTE, CHHUHH, ACTIpeCHA,
Oe3ChHUe, 3aYepBABAHE Ha JIHLETO, 3aMATHOCT, HaTbPTBAHKA {CHHHHH }, aHOPCKCHA, CHHITHBOCT,
TeHEepIN3UPAH OTOK

bouka: 601xa B cTapuTe, MycKyiiHa c1abocT, 6oka B repauTe, 00JIKa B pBIIETE U CTHIIAJIATA,
TPBIIKH, CKOBAHOCT B MYCKYJIUTE U CTABUTE, MYCKYJIHH ClIa3MH

H3caenBanusTa Moxe 12 HOKA3BAT: TEYHOCT OKOJIO CHPLETO, TEYHOCT B Benute npobose,
apuTMHA, GedpHTHa HEYTpOITeHH, KEPBEHE OT CTOMAITHO-UpEeBHHSA TPAKT, BHCOKH HUBA Ha
NHKOYHA KHCENIHHA B KPBhBTA

HewecT Hexenann peaknun (mo2am oa 3aceznam 00 1 na 100 oywu)

Chpaeunn m GenoapoGuu: undapkt (BKIIOUHTEINHO ¢ PaTaNeH H3XO0X), Bb3NaleHHe Ha 0OBHBKATA
(¢udposen cak) 0koOIO CHPLETO, HAPYIIEH ChPJCUEH PHTEM, HONKA B FEPIUTE IOPAAH JIUIICA HA
KpBBOCHA0/I1BaHe Ha ChpLETO (CTEHOKApPIUs), HAICKO KPBBHO HAJATAaHE, CTCCHABAHE HA
AUXATCITHATE ITBTUIA, KOETO MOXE Aa IPEAH3IBUKA 3aTPYAHEHHE B JUITAHETO, ACTMA, [IOBUILIEHO
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KPBEHO HAIAraHe B apTepuHTe (KPhBOHOCHHTE CBHOBE), KOHTO CHabasBaT ¢ KphB GesHTe IpQBOHE 1y,
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XpaHONpPOBOAA, NOAYBAHE Ha KOpEMa, pa3kbCBaHE HA KOXKATA HA AHAJIHHA KaHAJI, 3aTPYAHEHO
NPErTbINAHE, Bb3NAJIEHHAE HA KTBYHUA MEXYD, 3allyllBAHE HA XJIIBYHUTE MBTHIIA, TaCTPO-
e3odareareH penykc (CbCTOAHHE, NIPH KOETO KHCEIMHA WIH JPYTO CTOMAIIHO ChABPKHMO CE
BpbLIA 0OpaTHO B I'BPNOTO)

Koxun, 3acaramn Kocata, 0UHTE H 00IIM; aICprHYHH PEaKLHH BIIIOYBAHIH O0NE3HEHH YepBEHH
MOAYTHHH 110 KOXKaTa (EpHTeMa HOA03YM), TPEBOKHOCT, 00BPKAHOCT, IPOMEHH B HACTPOCHHUETO,
HaMaJICHO CEKCYAJIHO BNCUEHHE, IPHIIOLIABAHE, TPEMOP, Bh3MAalleHHE Ha OKOTO, KOETO NPENH3BHKBA
3a4epBIBaHE WIH 00JIKa, KOXHO 3a00nsgBaHe, XapaKTePH3KHpaLKo ce ¢ 60Me3HEHH, 3a4EPBEHH, 100pe
QUEPTaHH IIETHA C BHE3AlHa M0ABa HA BUCOKA TeMNeparypa i HOBHIIEH Opoil Ha OenNUTE KPLBHH
KIETKH (HeyTpo(HIIHA JepMaTo3a), 3aryba Ha ciyxa, 9yBCTBUTE/HOCT KbM CBETIIHHA, HApyIIEHUe B
3PCHHETO, MOBHIIEHO CRHII3EHE, IPOMIHAB LIBETAa Ha KOXKATa, Bb3NAJEHHE HA TOJKOKHATa MacTHa
ThKaH, 4384 Ha KoXara, obpasyBaHe HA MEXYPH N0 KOXKaTa, HapyHIEHHE HA HOKTUTE, HapylUIeHHe B
OKOCMSABaHETO, CHHIPOM ,,pbKa-Kpak™, 6b0peuna HEAOCTaThHHOCT, YECTO YPHHHpAHE, YroNneMsIBaHe
Ha IbPAUTE MPH MBXKETE, HApyLIeHHe B MEHCTpYalUATa, 0011a cnabocT ¥ AMCKOMGOPT, HaMasneHa
(PyHKIHA Ha IMUTOBMIHATA X/1€32, 3aryDa Ha paBHOBECHE MPH XOJEHE, OCTeoHekpo3a (3abonBane,
CBbP3aHO ¢ HAMAJIEH KPBBOTOK KEM KOCTHTE, KOSTO MOXKE /1a IPUYHHH 3ary0a Ha KOCTHO BEIECTBO
H KOCTHA CMBPT), apTPHT, MOAYBaHE HA KOXKATa B HIKOH Y4acTBK Ha THJI0TO

boJsika: Bp3naneHne Ha BCHUTE, KOETO MOJKE J1a IPeIU3BHKA 3a4epBABaHe, DONC3HEHOCT U
[MOAYBAHE, Bb3MAJTCHHE Ha CYXOXKHIIUEC

Mo3bunn npofaemu: 3aryba Ha maMeTTa

HicxepasanuaTa MOXKe Ja NOKAXKAT: OTKJIOHEHHS B PE3YJITATHTE HA KPBBHUTE TECTOBE H
BBE3MOKHO HapylIeHHE Ha 6b0peyHara ¢pyHKUMS, IPHYHHEHH OT OTNAJHHUTE IIPOJYKTH Ha
pasnajauuTe C€ TYMOPHH KJI€TKH (TYMOP-TH3HC CHHAPOM), HHCKM HHBA Ha alOYMHH BKPbBTAa,
HHCBK Opoit muMGOIIUTH (BH] OeilH KPbBHH KIIETKH) B KPBBTA, BHCOKO HUBO Ha XONECTEPOI B
KPBbBTA, NOAYTH THM(PHH Bb3JIH, KbPBEHE B MO3bKa, HAPYIIICHHE HA eNeKTPHYeCKaTa aKTUBHOCT Ha
CbPLETO, YTOJIEMABAHE HA CHPIETO, Bh3NAIICHHE HA YEPHUS IpoD, OENTEHK B ypHHATA, NOBHIIESHA
KpeaTuHuH PochoKHHa3a (€H3UM, KOUTO ce OTKPHBA OCHOBHO B ChPUETO, MO3bKa H CKENETHUTE
MY CKYJIH ), TOBHIICH TPOTIOHHH (€H3HM, KOHTO C& OTKpHBA OCHOBHO B CHPLETO U CKETIETHHTE
MYCKYJIH ), IOBHUIIEHA raMa-rnyTaMHITpaHC(epa3a (€H3HM, KOHTO ce OTKPHBA OCHOBHO B YEpHHSA
Apod), TEHHOCT ¢ MaeuHO O UBAT 0KOM0 Genure ApoboBe (XHIOTOPAKC)

Peaxn nexenanu peakuun (Moxce da 3aceznam oo 1 na 1 000 oywu)

Crpaeunn n GenoapoGum: pa3sliMpsABaHe Ha AACHATA KaMepa Ha ChpUETO, BE3MAIICHHE Ha
CBPAEYHUSA MYCKYJI, CbCTOARMSA, IPOU3TUYAIIHN OT ONIOKMPAHETO HA IPUTOKA HA KPbB KbM
ChpPACYHHA MYCKYJ (OCTBP KOPOHAPEH CHHAPOM ), ChpACUYEH apecT (CNHPaHE Ha KPhBOTOKAOT
ChpLETO), HCXEMHYHA B0NeCT Ha ChPLETO, Bh3NANEHUE Ha ThKAHTA, MOKPUBALLA ChPLETO U benuTe
ApoboBe, KPBBHH CHCUPELIH, KPBBHE ChCHPELH B 6enuTe IpoboBe

XpagocmuaaTeann npobiaemn: 3aryda Ha XXH3HEHOBAXHH XPAHHTETHH BELIECTBA KaTO OENTHYUHU
OT XpaHOCMHJIATEIHUA TPaKT, YpeBHA HEMPOXOAMMOCT, aHATHA (HCTYNA {pa3KbCBaHe Ha KoxXaTa
H/H/TH TUTaBULATa OKOJIO aHyca), HapyllleHHe Ha 6nOpeunaTadpyHkiug, auader

Ko3KHH, 3acAralg KocaTa, 09nTe H 00IH: KOHBY/ACHH, Bb3HAJIEHAE HA 3DHTE/IHHA HEPB, KOETO
MOJXK€ Ja IpeJH3BHKA [IbJIHA HIIM YaCTHYHA 3ary0a Ha 3peHHe, CHHLO-IIIaBH IIETHA IO KOXAaTa,
HeoOHUalHO MOBHIIEHA (PYHKIHS HA IMHTOBKIHATA JKJIE3a, Bh3NAICHHE HA ITHTOBHAHATA *KIIe3a,
aTakcus (CbCTOAHHE, CBbP3aHO C JIMIICA HA MYCKYJIHA KOOPAMHAIIHA), 3aTPYAHEHO XOJIEHE,
CIIOHTaHEH abopT, Bb3MaTeHHe Ha KPLBOHOCHHTE CHIOBE Ha KoXara, KoxkHa prudposa

Mo3buHH npobeMn: HHCYAT, BpEMEHHH €NMH30H Ha HEBPOJIIOTHYMHA AUCHYHKIMNS, IPHYUHEHA OT
HCJOCTHI HA IIPUTOKA HA KPbB, MAapanu3a Ha JIMICBHS HEPB, AEMEHUKA

Ilpo6nemMH ¢ HMYHHATA CHCTEMA: TEXKA ANEPrUYHA Peakius

IIpo6reMH ¢ MYCKYJIHOCKEIETHATA H CHE/JHHATE/IHATA ThKAH: 3a0aBEHO CBbP3BAHE HA
3a00JIeHHTe Kpadia, ohOpMAIIH CTaBUTe (eMU(H3H ); 3a0aBeH HIIH H30CTaBalll PacTEX




CboOLaBaHH ca U APYTH HEXENAHH PEAKIIH (¢ HeH36eCmHA Yecmoma) (om HaauurHume OGHHU He
Modce 0a 6v0e nanpasena oyeHKa)

¢ Bu3nanenue Ha Oenure gpobose

e KpBBOH3IMB B CTOMaxa UJIH 4YEPBATa, KOSTO MOXKE J]a IOBEJAE JO CMBPT

* Peuujus (MOBTOPHO aKTHBHPAHE) HA MHEKIHA C XENATHT B, KOraTo cTe HMaiu XxenaTur B B
MHHAN0TO (MHpEKUMA Ha YepHUS Jpod)

e Peakuus ¢ BHCOKa TeMmepaTypa, MEXYDH [0 KOKaTa H pa3sA3BABAHE HA JIMABHIIHTE

e 3abonsapaHe Ha OLOperHTE CHC CHMIITOMH, BKJIFOYBAINH OTOK H OTKIIOHEHHS B 1abopaTopHHTE
OKa3aTeNH, KaTo OeNThK B YPHHATA H HEHCKO HHBO HA IIPOTEHHH B KPBBTA

¢ VYBpexJaHe Ha KPBBOHOCHHTE CBIOBE, H3BECTHO KaTo TPOMOOTHUYHA MEKpoadruonaTis (TMA),
BKIIOYHMTENHO HAMATABaHE Ha O6posa HA uepBEHHUTE KPBBHHU KJIETKH, HAMAIABAHE HA
TPoMOCLIMTHTE H 06pazyBaHe Ha KPBBHH ChCHPELH

Bamust nexap ine npoBepaBa 3a HAIMYHETO Ha HAKOH OT Te3H HEXeJIaHH peaklluy Mo BpeMe Ha
neuenrero BH.

CrobInaBane Ra HEXelaHH peaknuH

AKo TIONYYHTE HIKAKBH HeXeNaHH JIeKapCTBEHH PeakiiH, yBeAgoMere Bailiud nexap, dapMaLesT Hin
MEIHIHHCKA cecTpa, ToBa BKIKOYBA BCHYKH Bh3MOKHH HEOTIHMCARH B Ta3H JIMCTOBKA HEXKETAHH PEaKLUH.
MoxeTe ChIIO J1a ChOOIUTE HEXeMaHH PEaKIMH TUPEKTHO Ype3 HALMOHAIHATA CHCTEMA 3a ChoDIIlaBaHe
kbM H3bnHuTEeHATA areHIM o eKapcTBara, vi. ,.Jamas ['pyes” Ne 8, 1303 Codus, Tei.:
+35928903417, yebcaiit: www.bda.bg. Kato cbolinapate HexenaHd peakliHy, MOXKETeE Aa AaAeTe CBOA
MPHHOC 33 NOJy4aBaHe Ha opeye HHGPOpPMALHA OTHOCHO 6€3011aCHOCTTa Ha TOBA lIEKapCTBO.

5. Kak aa coxpanasare JazaThané Cangos
Jla ce cbXpaHsiBa HAa MACTO, HETOCTRITHO 3a JeLa.

He w3non3Baiite TOBA JISKapCTBO CJie]l CpOKa Ha FOAHOCT 0TOENA3aH BbPXY €THKETa Ha Oy THIIKATa,

OnHcTEepa HIIM KapTOHEHAaTa OIakoBka, cies ..l ozen 10:“. CpoXbT Ha TOOHOCT OTTORApA Ha MOC/ISIHHASA
JCH OT MOCOYEHHA MeCell.

ToBa JACKApCTBO HE U3UCKBA CNICIIHAIIHHA YCIIOBHA 34 CbXPAaHCHHUE.

He H3XBbpisiTe JIeKapcTBaTa B KAHA/IM3ALMATA MM B KOHTEHHEpa 3a TOMaIIHY oTnagbln. [lonuraiiTe

Bammus gapMalieBT Kak fa H3XBBPIATE IEKApCTBaTa, KOMTO BeUe HE H3MON3BaTe. Te3n MepKH 1ie
CIIOMOTHAT 3a OHa3BaHe Ha OKOJHATA Cpea.

6. CrabpxaHHe Ha ONAKOBKATA H JONbLJAHHATEIHA AR oOpManAs

KakBo cuabpxka JazaTtuanbé Cannos
e  AKTHBHOTO BeilleCTBO € Ja3zaTHHHO. Bedka dunMHipana Tabnetka cparspka 50 mg nasatuauo.
» JIpyrure cbCTaBKM ca:
Cupyesuna na mabremxama: MEKpoKprcTansa nenyiosa (E460), nakTo3a MOHOXHIpAT (BXK. TOYKa
2 ,,Kakpo Tpa0Ba na 3Haere, npeau Aa npueMete Jazatnanb Canxo3™); KpocKapMenosa HaTpHi,
XuApoKkcHniponunnenynosa (E463), maruesues creapat (E470b)
Durmoso noxpumue: nonu(BuHUIOB ankoxon) (E1203), Tutanos quokcua (E171), Tank (E553b),




rIMneposioB MoHocTeapar (E471), HarpueB naypuncyndar.

Kak usraexxaa JazaTtuant CaHa03 B KAKBO CHALPKA ONAKOBKATA

bana 10 o4ty OAna, NBOMHOM3IIBKHANA, KPbIUIa QHIMHpaHa TaONeTKA ¢ BAALOHATO peiedHO O3HAUCHME
“50” or eanata cTpana M O€3 03HaUYCHUE OT Apyrara, ¢ auaMersp 10,9 mm x 5,8 mm.

OuiMHpannTe TaONETKH ca ONIAKOBAHH B OnucTepu oT anyMuHuii-OP A/Anymunuit/PVC (kaneHjapHu
OnucTepu WK nepdopupanu OMHUCTEPH ¢ ¢AUHHYHH A03K) 1iH HDPE OyTuika ¢ noMHOponUIeHORa,
3alMTEHA Cpelly OTBapsHE OT AeLa, Kanadka H nmnacrMacoB (HDPE) xoHTeliHep, CBABpKALL CHITHLIHER

resl ¥ IIOCTaBEH B KYTHA.

BuaoBe onakoBKH:

Kapronena xyTus, ceaspxauia 12 ¢unMupanu tabnetku B 1 kaneHgapeH Onucrep
Kaprosena kyTus, ceabpxkama 56 ¢uimupany tabnetkn B 4 kanengapuy Onucrepa ¢ no 14 punmuparu

Tab/JeTKH BCEKH.

KaproHena kyTus, ceappxania 12 x 1 1 60 x 1 ¢puiaMupand 1abnetky B nephopHpads GIHCTEPH C

CAHHHYHH TO3H.

Kapronena kyThs, Chabpxkalna eHa Oyruika ¢ 60 gpunmupass tabieTku.

He BcHukH BHAOBC OIIAKOBKH MOTaT aa 6’b,[laT IIVCHATH B Hpﬂﬂﬂﬂ(ﬁﬂ.

[IpuTexkaTen Ha pa3pelmteHHeTO 33 YROTpeda H NPOA3BOIHATE

IIpHTeKaTen HA pajpellieHHETO 32 YHoTpeda

Sandoz d.d.

Verovikova 57, 1000 Ljubljana,

CrnopeHus

IIpon3BOAHTEIR
Remedica Ltd

Aharnon Street, Limassol Industrial Estate

3056 Limassol
Kunep

Lek Pharmaceuticals d.d.

Yerovskova 57
1526 Ljubljana
CinoBeHud

Tosa nexaperso e pa3pelneHo 3a ynorpeba B cTpaHuTe-uineHky Ha EBponefickoro MKOHOMHAYECKO
[IpocTpancTBo U ObeauHeHoTO KpaicTBo (CeBepHa Mpnanaus) moa cleAHUTE UMCHA:

--..-l-—_‘_‘h_

Hupepnangua Dasatinib Sandoz 20 mg, 50 mg, 70 mg, 80 mg, 100 mg, 140 mg, filmomhulde tabletten
benrus Dasatinib Sandoz 20 mg, 50 mg, 70 mg, 100 mg filmomhulde tabletten
buarapus Hazatunu® Cangos 50 mg ¢uaMupany TabieTKH
Kurrsp Dasatinib PharOS 20 mg, 50 mg, 70 mg, 80 mg, 100 mg, 140 mg emxoilvpéva pe Aeatd
VHEVIO S1eKin
['epmaHus Dasatinib Hexal 20 mg, 50 mg, 70 mg, 80 mg, 100 mg, 140 mg Filmtabletten
OunnaHgus Dasatinib Sandoz 20 mg, 50 mg, 70 mg, 100 mg, 140 mg kalvopiiillysteiset tabletit / r-fE Hiy
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Opasups

Dasatinib Sandoz 20 mg, 50 mg, 70 mg, 80 mg, 100 mg, 140 mg comprime pellicuié

Y Hrapus Dazatinib Sandoz 20 mg, 50 mg, 70 mg, 100 mg, 140 mg filmtabletta

Hranus Dasatinib Sandoz 20 mg, 50 mg, 70 mg, 80 mg, 100 mg, 140 mg

JIurea Dasatinib Sandoz 20 mg, 50 mg, 70 mg, 80 mg, 100 mg, 140 mg plévele dengtos tabletés
JlaTens Dasatinib Sandoz 20 mg, 50 mg, 70 mg, 80 mg, 100 mg, 140 mg apvalkotas tabletes
IMonmna Dasatinib Sandoz

[optyranus Dasatinib Sandoz 20 mg, 50 mg, 70 mg, 80 mg, 100 mg, 140 mg

PyMbHIA Dasatinib Sandoz 20 mg, 50 mg, 70 mg, 100 mg comprimate filmate

Hipenns Dasatinib Sandoz 20 mg, 50 mg, 70 mg, 100 mg, 140 mg filmdragerade tabletier
CnoReHus Dasatinib Sandoz 20 mg, 50 mg, 70 mg, 80 mg, 100 mg, 140 mg filmsko obloZene tablete
Crosaxus Dasatinib Sandoz 20 mg, 50 mg, 70 mg, 100 mg

Ob6emHeHO Dasatinib Sandoz 20 mg, 50 mg, 70 mg, 80 mg, 100 mg, 140 mg Film-coated tablets
KpaJICTBO

ABcTpHA Dasatinib Sandoz 20 mg, 50 mg, 70 mg, 80 mg, 100 mg, 140 mg Filmtabletten

Yexusn Dasatinib Sandoz

IaHus Dasatinib Sandoz

EcroHun Dasatinib Sandoz

XbpBaTus Dasatinib Sandoz 20 mg, 50 mg, 70 mg, 80 mg, 100 mg, 140 mg obloZene tablete
Hopeerus Dasatintb Sandoz

I[a'ra Ha NOCJICAHO NPEPATACAKIAHC HA THCTOBKATA

MMAITIT




