JIACTOBKA: HHPpOPMALIHE 32 MAITHEHTA

TazaTuun6 @apmansaiic 20 mg puamupanu TabdaeTkn
Dasatinib Pharmadvice 20 mg film-coated tablets
Nazarnuu6 ®apmaaakic 50 mg puaMupann TablleTkn
Dasatinib Pharmadvice 50 mg film-coated tablets
Hazareaa® ®apMmaasBatic 70 mg puaMupanH TabNeTKH
Dasatinib Pharmadvice 70 mg film-coated tablets
IKazaTnan® apmaapaiic 80 mg puamupansd TabieTKH
Dasatinib Pharmadvice 80 mg film-coated tablets
HNazaTuan6 ©apmansaiic 100 mg punamuapanu TabieTKH
Dasatinib Pharmadvice 100 mg film-coated tablets

HazaTuau6 @apmansaiic 140 mg puamapans TableTKH
Dasatinib Pharmadvice 140 mg film-coated tablets
Mazatunub (Dasatinib)

IIpoueTeTe BHHMATEIHO LSJIATA JTHCTOBKA NPEAM A4 3204 HETE Ia MPHEMATE TOBA JIEKAPCTBO, THi

KATO TH ChAbpAKA BAXKHAa 3a Bac nndopmanus.

- 3anasere Ta3H JIHCTOBKA. MOXE Aa ce HAIOXKH A4a 2 MPOMETETE OTHOBRO.

- AKO HMarTe HAKaKBH JONBIHUTEHH BBNPOCH, nonuTafite Bamns nekap uny apMaLesr.

- ToBa nekapcTBO € npeAnKcaHo nu4HO Ha Bac. He ro npeorcreneaiite Ha Apyrd xopa. To moxe aa
HM HaBpeIH, HE3aBHCHMO Y€ MPH3HALIMTE Ha TAXHOTO 3abonsasane ca ChiuxTe KaTo BamnTe.

- AKO NOJMYYHTE HAKAKBH HEXEJIAHH JIEKADCTBEHH peakluu, yBeAOMeTe Balins nexap uiH GpapMaLesT.
ToBa BKJIFQUBA H BCHYKH BL3MOXHH HEXENaHH PeaKiiiy, HEOIMCaH! B TA3H NHCTOBKA. BHXKTe TOUKa

4.
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1. Kaxpo npeacraBassa /lazaTnuud @apmaapaic 1 3a KAKBO ce Hinonzna

HNasatuun6 QapMansaiic ChabpPXa aRKTHBHOTO BELIECTBO Aa3aTHHHO. ToBa NeKapCTBO € NpeAHA3HAYCHO 3a
JedeHHe Ha noaomkuTenHa 3a Ounagenduiicka xpomosoma (Ph+) octpa numdobnactHa neskemus (OJLI)
pH BB3pacTHH, IOHOWH H Aeua Hax 1-roauiuHa Be3pact. [Ipu xopara ¢ OJIJ], 6enuTe KneTkH, HapeUeHH
AMMQOLNTH, e PpAa3MHOXABAaT npekaneHo OBp30 M JKHBEAT TBbpAe AbAro. JlazatuHHO mnoTHcKa
YBEJIHUABAHETO HA T€3H JIEBKEMHYHH KJICTKH.

AKO HMaTe HAKAKBH AOTbJHUTEIHH BLIPOCH, OTHOCHO AelicTBUeTo Ha JlasatnHu® dapMaasaiic umn 3aiio
Bu e npeanucan TO3H NeKapCTBEH NPOAYKT, MOJIA nonuTakite Bawus nekap.

2. Kaxpo Tpa6Ba Aa 3HaeTe npean Aa npueMere Jasatnunbé dapmaasaiic

He npuemaiiTe TazaTnan® Oapmaasaiic

= aK0Q CTC aJICPruiHH KbM ,[[ﬂBﬂTHHHﬁ HJIH KbEM HSKOA OT OCTAHANUTe CbCTAaBKH HA TOBA JIEKAPCTBO

(H30poeHH B TOUKa 6).
AKO MOXe A CTe AJICPrHuUHH, nonuTaiite Bauinga Jexap 3a CbBET.




IIpeaynpexxaeHns H OpeAna3nd MEPKH
[oBopere ¢ Bawus nekap wid gapmauesT, npeau Aa m3non3sare JazatuHu® Oapmaasaiic

- aKO MpHEeMaTe JIeKapcTBR 3a pa3pexAadHe HA KPbLBTA WIH NpeAoTBpaTABaHE HA2 CHCHPBAHETO
(Broxcre ,, JIpyru jtexapcrsa U azatunu® Papmaasaiic”);

- KO HMAaTe 4epHOAPOOEH WK ChpacUeH Npob/eM WIH CTe HMAJIH TaKbB,

- aKo Mo BpeMe Ha npHeMa Ha Ja3aTHHHO ce MOSBAT 3aTPYAHEHO AHWIAHE, 60/IKA B bPANTE H/IH
KAILIHNA: TOBA MOXe Ja Ob/le MpU3HAK HA 3a/ibpKaHe Ha TeYHOCT B 6enute Apobore WiIH rphAHHS
KOLI (KOETO MOXe [a € M0-4ecTo MNpH NaluHeHTH Ha Bb3pacT 65 roaMHHM WIH MoBeyve), WK Nopaiy
IPOMEHH B KPBBOHOCHHUTE CHIOORE, KOUTO KppBOCHabaaBar Oennre Apobose;

- aKO CTe HMAaJIM WIM MOXKE cera fa umare undexuus ¢ xenatut B. Toea e Taka, 3aioro Aa3aTHHHO
MOKE Ja [TPHYHHH NMPEMHHAaBaHeTO Ha WHGEKIUATA ¢ XeNnaTHT B oTHOBO B aKTHBHA OpMa, KOETO
MoOXke fa Obae datanHo B HAKOH cnydad. [TauuenTore e ObOaT BHUMATEAHO NPErTICJalH OT JIeKap
3a PU3HALIM HA Ta3H WHQEKLNs, NMpeay Ja 3arovHe JEYCHHETO.

BawusTt nekap pefoBHO W€ TOpociendBa ChCTOSHHETO By, 3a fa nposepu nanH JaszatuHn® dapmassalic
uMa xenanusa edexr. ITo Bpeme Ha npuema Ha [JlazatmHu® apmanpalic, penosHo e Bu Obaar
W3BBPIIBaHH HU3C/ICABRHHUA HA KPbBTA.

Jlena B OHOIIH
He npunaraiiTe ToBa JEKapCTBO Ha Jeua Ha BB3pacT moj 1 roauua. Ilpu Aeua, npremaiy {a3aTHHHG
dapmansaiic, BHHMATEIHO LIE CE NPOCiieAsBa pacTe)Xa Ha KOCTHTE U pa3BUTHETO.

Hpyru Jexkapcrea H dazaTaaub @apmansaiic |
Nudopmupaiite Bamnas nekap ako npHeMare, HaCKOpO CTe MPUEMANIH HIIH € Bh3MOXXHO J1a ITPHEMETE
APYry NeKapcTha.

TazaTvHu® ce npepaboTBa riaBHO ¢ noMouwiTa Ha 4epHus Apod. Hikou nekapcTea Morar cbillo Ia
NOBJMAAT Ha edexra Ha Ja3aTHHUO, KOraTo ce npuemMar e {HOBpeMEHHO.

Te3n nexapcrBa He TpabGBa 1a 6baaT npueMaHn exHoBpeMenno ¢ Jazaruaub Papmaasaic:
- KeTOKOHA30JI, HTPAaKOHA30J1 - TOBA Ca NPOTHBOILOHYHH JIEKAPCTBA;
- EPUTPOMMLIMH, KJIRPHUTPOMHLMH, TEIHTPOMHLIMH - TOBA C2 ABTHOHOTHLIN;
- PUTOHABHp - TOBA € AHTHBHPYCHO JIEKAPCTBO;
- (eHHTOHH, kapbaMazenuH, peHoOapOHUTa - 3a JIeUCHHE HA €MMHJICTICHS;
- pudaMnMLHUH - 33 JIeHeHUe Ha TyOepKy.103a;
- (haMOTHAHH, OMeNpa30J - TOBA ca JIEKapCTBa 3a OJIOKHPAaHE HA CTOMAIIHATA KHCEJJHHHOCT
- KBJT KaHTAPHOH - OUAKOB Npenapar, oTnyckaH 0e3 pelienTa, H3MOoA3BaH 3a JIeYeHHE Ha JenpecHs U
ApYrH cheToAHMs {TIO3HAT olle kaTo Hypericum perforatum).

He npremaiiTe 1eKapcTBa, KOHTO HEYTPAJIM3HPAT CTOMALIHKTE KHCETHHH (AHTHANNBAH, KaTO ATyMHHHEB
XMAPOKCHI WM MarHe3ueB XMAPOKcHA) 2 waca mpedd H 2 4aca ciel npmema Ha JlazaTHERO
dapmaaBaic.

Hudopmupaiite Bamas nekap, ako MNpyeMaTe JexKapcTsBa 3a paspelkiaHe Ha KPbBTA WIH 3a
npeJoTBpaTABaHe Ha 00pa3yBaHETO Ha ChCHPELIH.

Hazaruunt Oapmaasakic ¢ XxpaHa, HAIKTKH H AJIKOX0JI
He npuemaiite Jasarinub ®apmansaiic ¢ rpeindpyT HnH Cox oT rpeHndppyT.

bBpeMenHOCT, KbpMEHE H PEPTHIITHTET

AKo cTe OpeMeHHa WIHM CMATaTe, 4e MOXe Ja cTe OpeMeHHa, yBeaoMere HezabaBHo Bamns nekap.
NazaTunu6 Papmansaiic He TpulBa Aa ce H3MOJ3BAa N0 BpeMe HA OPEMEHHOCT, OCBEH aKO He ¢
abcomoTHO Heobxomumo. Bamusar nekap we obcbau ¢ Bac nmoTeHUManHHAT pUCK OT ynoTpebara Ha
NazatuHn6 dapmanpaiic no BpeMe Ha OpeMEHHOCT.




KakTto MmBxere, Taka u xeHute, npuemainu Jlazatuand @apmanpaiic, e 6b4aT NOCHBETBAHH Aa H3NOI3BAT
e(EKTHBHH KOHTPALENITHBHH METOH 10 BPEME Ha JICUEHHETO.

Axo xnpmuTe, YBegomere Bamusa nekap. Bue TpsbBa na crnipere ga kbpMuTe, OOKATO NpHEMAre
Hazatunubd Qapmaasaic.

Illopnpane u pabora ¢ MALIKHH
Bnaere ocobeHO BHUMATENHH 1O BpeMe Ha lodupaHe wnu pabora ¢ MallMHM B Ciy4a#t, ye rpu Bac ca
HaHKLIEe HeXKeJJaHH PeakKLiMK KaTO 3aMAastHOCT W 3aMBIJICHO BHOK/IAHE.

HazaTaanb QapMmansaiic CbABPKA JAKTO32
Axo Bawwusr nexap Bu e ka3zan, ye MMaTe HEFOHOCUMOCT KBM HAKOH 3aXapH, yBeaoMere Bawns nexap
npenu Aa NpHeMeTe TOBA JIEKapCTBO,

HazaTuuu® Papmansaiic CbALPKA HATPHH
ToBa JleKapcTBO CBHABLPXKA MO-MaNIKe OT 1 mmol HaTphii (23 mg) Ha TabneTka, T.e. MOXe Ja ce Kaxe, 4e
MPaKTUYECKH HE ChIbpKa HATPHH.

3. Kak n1a npuemare Jazatunn® Papmaasaiic

Nazarnan6 Papmagsaiic we By 6bae npeamicad caMo OT JIeKap ¢ ONUT B JISYEHHETO Ha JIeBKeMuUs. BUHAry
npueMaiTe TOBa JIEKAPCTBO TOUHO KakTo By e kazan BawuaT nekap. AKO He CTe CHUFYpPHHM B HELUO,
nonuradire Baiuua nekap win dapmauert. Jazatunud Oapmansaic ce rpenucea npy BL3pacTHH M Aeua
Haja 1-roguuiHa Bu3pacT.

Hauanmara npenopb4YaTeNHA 1034 NpH Bb3pacTHH nanHedTH ¢ Ph+OJL e 140 mg Beaunk THEBHO.

Ho3npopkara npu gena ¢ Ph+ OJLI e na 6a3a TesiecHO TerJio0.

NazaTiHu6 ce npwiara NepopaiHo BeAHBK AHeBHO mopa ¢opmara Ha Jasatuaub PapMansaiic TabneTku
MM Oa3aTHHHO fpax 3a nepopaiHa cycnensud. Jazatunud Papmansaiic TabneTky He ce npenopbyBar 3a
naumeHTH ¢ Terno nogd 10 kg. [IpaxsT 3a nepopanHa cycreH3us € NpeAHa3HaueH 3a MaUHEHTH C TErTIO MOA
10 kg u 3a nauMeHTH, KOUTO He MoraT nOa nperabluat Tabnetku. Moxe na e HeoOxoauMa nNpoMAHa Ha
[103aTa TpH NpEMHHABAHE OT €/lHa JiekapcTBeHa GopMa KbM Jpyra (Hanp. TabneTKy M npax 3a nepopaiHa
CycCreH3uns), 3aToBa He TpAOBa caMH Jia NpOMEHATE JieKapcTBeHaTa popma.

BawwusT nekap 1ue npelieHd KodA € NMOAXOHALIATA JiekapcTBeHa (opma U fo3a, Ha 0Oasa Bauwero Terno,
HEKEJIAHW PeakLMu M OTroBop Ha neueHueto. Havannara nosa Hasarunud dapmanpaiic npu eua ce
H3YKC/IABA Ha §a3a Te1eCHO TerJI0, KaKTo € 110Ka3aHo Nno-aoiy:

TenecHo Terao (kg)* JAnepHa 103a (ng) -
10 no mo-manko or 20 kg 40 mg
20 no no-manko ot 30 kg 60 mg
30 no mo-manko ot 45 kg 70 mg
Haii-Manko 435 kg 100 mg

* TaGneTHata GopMa He e TIPENOPLYBA 38 MALMEHTH ¢ Terno nox 10 kg; NpH Te3H nauueHTH TpAdea Ja ce M3NOI3BA MPAX 38 [I€pOpanHa CyCeHINA.
Hama npenoprunTenna ao3a Jasaruan® Papmanapaiic 3a Aeua Ha B3pacT Noj 1 roiMHa.
B 3aBucHMocCT OT OTroBopa Bu kbM NneueHuero, Bawuuar siekap Moxe na By npeaAnuiue rmo-BHCOKa WiIH 10~

HHACKA 0034 WJIH J0pH Ja NMPCKpPAaTH JICHEHHUCETO 33 KPaTKOo. 3a MO-BUCOKUTE UNH MO-HUCKUTE OO3M MOXKE J1a
CC HAIOXKH [a Mpuemare KOMOHHALHH OT TAbJIETKH ¢ pasadyHO KOJIUYCCTBO H& aKTHBHOTO BCILUCCTRBO.

Kak 1a npuemate Jazarunnb ®apmaasaiic




Ipuemaiite TablleTKATE MO €AHO H CBHIIO BpeMe BCEeKH JeH. I'baTanTe tabnerkure uend. He rn
pa3uynsaiiTe, pexere uiu ApBuere. He npuemalite tabneTkure pasTBopeHd. He MoxeTe a CTE CUrypHH
ye Uie NpUeMeTe MpaBWIHATA 1034 aKO pa3qylnuTe, CPEKETEe HIH pa3sTBOPHTE tabnerkure. JazatuHud
dapmaapaiic TabneTKH MOraT Ja ce nMpUeMar ¢he MM 0e3 xpaHa.

Cnenra/iHn HHCTPYKIHH 32 paboTta ¢ MazaruHn6 Papmaasaiic
Maiiko BeposTHO € Tabnerkure Hasatunnb dapmanpaiic na ce cyynat. Ho ako ToBa ce CiryuM, BCHUKH,
OCBEH MAiMeHTa, TpAOBa J1a HOCAT pbKaBuLM Npu pabota ¢ Jlazaruuub Mapmanpaiic.

Koaxo abaro Tpaésa 1a npuemare JazaTunud @apmaasaiic
[Tpuemaiite JazatunuG Qapmaspaiic BcekH JAeH, 4oKaTo Bamuar nexap He Bu kaxe na crpere. YBepere
ce, ue npuemare JasatuHu6 dapmaasaiic TONKOBa ABIT0, KOMKOTO By € NpeArmycaHo.

AKO cTe IpHeJIH noBedYe OT HeoGxoanmara Ao3a Jazarunut Papmajsanc
AKO cly4aliHO CTe€ mpHeny rnopedye ot Heobxonumure TabneTku, He3a0aBHO yBEAOMETE Baurua nekap.
Moxke na ce Hy»KIacTe OT CNeIHa MEAULIMHCKA TTOMOMIL.

Axo cTe nponycHAIH ga npHeMeTe JasaTHHHO DapManBanc
He B3eMaiiTe ABOMHA 1034, 33 1a KOMIIEHCHUpAaTe NpornycHaraTa Tabnerka. [IpueMere cneapaiara tabnerka
B 00M4aHHOTO BpEME.

AKO UMaTe HAKAKBH NOMBJIHMTENHM BBIIPOCH, CBBP3aHM ¢ ymorpedaTa Ha TOBa JIEKAPCTBO, MONMHTaHTE
Bainus nexap wid papManesT.

4. B13MOKHH HEKEJIAHH PEAKIMH

KakTo BCHUKH JIEKApPCTBa, TOBA JIEKAPCTBO MOXKE A3 MPEAH3BHKA HEKEJIaHH PCaKLIHH, BBIIPEKH 4€ HE BCCKH
Y MOJTY4aBa.

Bceku oT ciieAHHTE NPHIHALH MOKe [1a € CepHO3HA HEXKeJIaHa peaKIHs:

- ako uMate HoJiKa B rbpAWTE, 3aTPYAHEHO OHILAHE, KALUTHLA K NPUMalIIBaHe,;

-~ aKO MOAYUYHTE HEOYAKBAHO KbpBeHE HJIH CHHHHH, Oe3 1a CTe ce HapaHWIH;

- ako 3abesexuTe KPHB B NMIOBPBpHATAa MAaTepHd, B M3MPAXKHEHHATa WIH YPHHATA, WIH UMAaTe YCpHH
UIMPAKHECHHS;

- aKO UMATe MPH3HAUH HA HHPEKIHS, KaTO BUCOKA TEMIIEpaTypa, CHJIHO BTPHCAHE;

- aKO HMATe BHMCOKA TeMIepaTypa, Bh3fajeHue Ha yCTaTa WIH I'bpJoTo, MEXypH Wi obenBaHe Ha
KOXKaTa W/ WIH JIMTaBHLHTE.

CebpxeTe ce Beanara ¢ Bamusa nexap, ako 3abenexure HAKOH OT FOPHATE NMPU3HALIA.

MBHOr0 4eCTH HeXKeNaHH PeaKiHn (Morar Aa 3acernat nopede or 1 va 10 xymn)

- Undexuun (BKIOUATENHO OaKTepHanHy, BHPYCHH WK MbOUYHH).

- ChppaeuHH H OeJIoApOOHH: HEIOCTHUIr HA BB3AYX.

- XpaHocMHIATENHH NpobaeMH: a1apua, rajeHe, NoBpbIaHe.

- KoxHH, 3aCATAIIH KOCATa, OMHTEe H 00MH: KO>keH oOpHB, Tpecka, OTOK NO JIHUETO, PBUETE H
CTHNANATA, FaBobonHe, YYBCTBO HA YMOpa WiH ¢1aboCT, KbpBEHE.

- Boaka: 60o5ka B MyCKYJIHTE, kopeMHa (abaoMuHaiHa) Oonka.

- M3cieaBaRAATA MOTAT AA NMOKA3BaT: HUCHK Opoit TpoMOOLMTH, HUCHK Opoli Oesn KPBBHH KIIETKH
(HeyTpOTIeHU:), aHEMHS., 3aIbP)KaHe Ha TEYHOCT okono Genure npodose.

YecTH HOKEJAHH peakuny (Morar ga 3acers#ar a0 1 Ha 10 nymn)
- Andexnnm: NMHEBMOHMA, Xeprec BUPYCHA MHpeKUHs (BIITIOYUTEIHO IMTOMeranopupycHa-CMV),
uH(EKUMA Ha TOPHWTE AMXATENHH NBTHIA, CEPHO3HA MH(PEKUMA Ha KPBBTa WIH TbKaHWTE
(BIUTIOYHTEIIHO HEYECTH ClTyda ¢ daTaneH H3Xon).




- Copaeund H Oeyoapobmm: chbpueOUeHe, HEMPABWICH CHPACHEH PHTEM, 3aCTOMHA ChPIEYHA
HEAOCTATHLUYHOCT, ¢1abOCT HAa CHPACUHHMA MYCKY/, BHCOKO KPBBHO HAJIAraHE, NOBUIICHO KPBBHO
HangaraHe B oenure apobose, KalllIKLa.

- XpanocMHAaTeaHy npoG/JeMH: HapywieHMA Ha aneTHTa, HapyLUeHHEe Ha BKyCa, pa3siyBaHC Ha
kopeMma, Bb3najeHne Ha nebenoTo uyepBo, 3anek, KUCEITHHH, pasa3BiBaHe Ha yCTaTa, NOBHIICHHC
Ha TerjoTO, NOHWKEHUE Ha TErN0TO, racTpHT.

- Koxnn, 3acAramd KocaTa, O4YHTe B O0NIH: MpaBy4KaHE MO KOXATa, cepbex, cyxa KoXa, akHe,
BBLIMANEHHe HAa KOXKATA, NOCTOSHEH I[IyM B YILUMTe, Kocomad, OOHIHO MNOTEHE, 3pHTE/IHH
HapyLIeHUA (BIIIOUHTENHO 3aMBIJICHO BIXKIAHE ¥ HapYLIEHO BU)XXIAHE), CYXOTa B OUHTE, CHHHHH,
nenpecus, 0e3cbHUE, 3a4epBABAHE HA JIMLIETO, 3aMagHOCT, HATbPTBAHHWA (CHHHMHH), aHOPEKCHS,
CBH/IMBOCT, FT€HEPATH3NPAH OTOK.

- Bouka: 6onka B cTaBuTe, MyckynHa cnafocrt, 6oaka B repaute, boka B pBUETE U CTHIAJIATA,
TPBIKH, CKOBAHOCT B MYCKYJ/IMTE U CTABHTE, MYCKYJIHH CNa3MA.

- M3ciieqBaHHATA MOXKE OAa MOKAa3BaT: TEYHOCT OKOJIO CBhpLETO, TEUHOCT B 6enute npobose,
apuTMHs, (GebpuiHa HEYTPONEHHsd, KbpBeHe OT CTOMALIHO-YPCBHUA TPaKT, BACOKH HHMBA HA
NMUKOYHA KHUCEIHHA B KPHBTA.

HevecTn He:KeJIaHH peaknun (Morat Aa 3acernart ao 1 na 100 xymimn)

- Copaeunn n Genogpodun: HHdapkT (BKIOUMTENHO ¢ daTasleH H3XOX), BB3NaIeHHe Ha 0OBHBKATA
(bu6pO3eH Ccak) OKOJO CHPLETO, HAPYLEH ChPACYEH PHTBM, fofika B rbpIUTe IOpPagH JIMICA Ha
KpbBOCHaGiABaHe Ha CLPLETO (CTEHOKApAWA), HUCKO KPBBHO HalAraHe, CTCCHABAHO HA
nUXaTeJHHTE MBTHILA, KOETO MOXKeE Ja NpeJu3BHKa 3aTpyHEHHUE B IHUIIAHETO, aCTMa, MOBHILCHO
KPBBHO HAJIAFAHE B apTEPUHTE, KOUTO KPbBOCHA0AABAT OeIHTe apobose.

- XpaHocMuaaTenHH npobiaemMH: BB3NANEHHE Ha MNaHKpeaca, MeMTHYHA A3BA, BBLINAICHHC hHa
XpaHONIPOBOAA, MOAYBAaHE Ha KOpPEMa, Pa3kbCBAHE HA KOXATa Ha aHAIHMA KaHal, 3aTpyAHCHO
NperabliaHe, BL3NANECHHE HA NUTbYHMS MeXyp, 3alyliBaHe Ha JTBYHHTC ITHTHINA, racTpo-
esodareanen pedrykc (ChCTOSAHHE, NPHU KOETO KHUCEJIHHA WIH ApYro CTOMAILIHO CHABPKHMMO CC
BpblUa oOpaTHO B MbPIOTO).

- KoKHH, 3aCATaNIH¥ KOCATA, OYHTE H 00IH: aNepriyHy peakuuH BIITIOUBALIH O0Jie3HEHH YEPBEHH
NOAYTHHY MO KOXKaTa (EPHTEMA HOXO3YM), TPEBOXKHOCT, 06BLPKAHOCT, TPOMEHH B HACTPOEHHUETO,
HaMAJEeHO CEeKCYalIHO BJIeYEHMe, MpPUIOIIABAHE, TPEMOp, BB3NAICHHE HA OKOTO, KOETO
NpeqM3BUKBA 3auepBiBaHe WIM 6onka, KOXKHO 3a00/%BaHe, XapaKTEPU3HPALIO Ce C OoNne3HEHH,
3auepBeHH, NoOpe OUepTaHH MeTHa ¢ BHe3anHa nosba Ha BUCOKA TeMnepaTypa H MOBUILCH Opoit
Ha GeMTe KPBBHH KIeTKM (HeyTpoQHIHa JAepMarosa), 3aryba Ha CiTyxa, “[yBCTBHTC/IHOCT KbM
CBETJIMHA, HapyIIEHHEe B 3PEHHETO, MOBUIUEHO CBI300TAC/AHE, NPOMAHA B LECTA Ha KoXkaTa,
RBIAIeHHe Ha MOMKOXKHATA MAaCTHA ThKaH, A3Ba Ha Koxarta, oOpasyBaHe Ha MEXYDH M0 KOXara,
HApYLIEHHE HA HOKTHTE, HapylIeHHe B OKOCMABAHETO, 3aUCpPBABAHE M onka IO pBUETE H
CTbMajara, M3BECTHO OIE KaTO CHHAPOM pbKa-kpak, ObOpeyHa HENOCTaTbUHOCT, 4ECTO
ypPHHUpPAHE, YIONEMSBaHE Ha IbPAHMTE MPU MBAKETE, HAPYLWEHHE B MEHCTPYALINATA, obuia ciabocT
1 quckoMdopr, HaManeHa QYHKIHS Ha LINTOBHAHATA JK1e3a, 3aryba Ha paBHOBECHE IPH XOMEHE,
ocTeoHekpo3a (3abonsaBaHe, CBbP3aHO ¢ HaMa/leH KPbBOTOK KbM KOCTHTE, KOSTO MOXKE 1a ITPHHHHH
3ary6a Ha KOCTHO BELLECTBO H KOCTHA CMBPT), apTPHT, NOAYBaHe Ha KOXKaTa B HAKOM y4YacTbK Ha
TAJOTO.

- Bouka: Bb3MaTeHHe Ha BEHUTE, KOETO MOXKe Aa peAr3BHKa 3a4epBiaBaHe, OONE3HEHOCT H MOXYBAHE,
BhL3MAJICHHE Ha CYXO0XKHITHE.

- Mo3buHu npodiaemu: 3aryba Ha NaMeTTa.

- A3cneaBaHHATA MOXe fa MOKAXKAT: OTIJIOHEHHA B PE3Y/iTaTUTE HA KPBbBHHMTC HM3CJICABAHHA M
BLIMOXKHO HapylleHwe Ha ObOpewnHata QyHKLMS, NMPHYHHEHH OT OTHAAHWTC MPOMYKTH Ha
pasnafaliuTe ¢e TYMOPHM KJIETKH (TyMOp-JTH3HC CUHIOPOM), HUCKM HUBA Ha anbyMHH B KPBBTa,
HUCHK Gpoii numMdountH (B Genu KPHBHM KIETKH) B KPbBTa, BUCOKO HHBO HA XOJICCTCPOT B
KPBBTA, IOAYTH THM(HH Bb3/IH, KbPBEHe B MO3BKA, HAPYLIEHHE Ha eJICKTPHYECKaTa aKTHBHOCT Ha
CBLPLIETO, YrONeMABaHe Ha ChpLETO, Bb3NaNeHHe Ha YCpHHS npo6, 6enThk B ypHHaTa, OBHIIEHA
kpeaTUHUH (ochokuHaza (€H3UM, KOATO C& OTKpHBA OCHOBHO B CHPLIETO, MO3BKA H CKEJIETHHTE
MYCKYJIH), TTOBHILIEH TPOTIOHHH (€H3HM, KOHTO C€ OTKpHBA OCHOBHO B CHPHCTO U CKEJICTHUTE
MyCKYJIH), MIOBULIEHa raMa-TIyTaMHIITpaHcepasa (eH3UM, KOHTO c€ OTKPHBA OCHOBHO B YEPHHA

apob).




PeaKH HeieJann peaknun (Morar aa 3acersat ao 1 na 1000 ayuiu)

- Cbpoeunn ® Gesoapofuu: paslIMpsBaHC Ha JICHAaTa kamepa Ha ChHPLETO, BB3NAJICHUE Ha
CbPAEYHHA MYCKYJ, CBCTOSHHA, MPOH3THYAILH OT 6nokvpaHeTo Ha MPHTOKA HAa KPBB KbM
ChpAEUHHS MYCKYJ (OCTBP KOPOHApeH CHHIPOM), ChPAEHEH apecT (cipaHe Ha KPBBOTOKa OT
CHpLETO), HCXeMHUYHA GOJIECT HA CHPLETO, Bb3NANEHHE Ha ThKaHTa, MOKpHBALIA CHPLCTO 1 Oenure
npo6oBe, KPBBHH CECHPELH, KPbBHH ChCHpeLH B GenTe apobose,

- XpanocMuIaTeHA npobaemu: 3ary0a Ha )UIHEHOBKHHU XPAHHTE/IHH BELUSCTBA KATO OeNTbUYNHHU
OT XpAHOCMHJIATENIHUS TPAKT, UpeBHA HENPOXOAUMOCT, aHAJIHA ductyna (pasKeCBaHEe Ha KOXaTa
W/WIH JTHraBHLATA OKOJIO aHyca), HapylueHHe Ha Gp0pedHaTa QyHKuuA, Auader.

- Koskns, 3acaralid KocaTa, ouMTe H 0GHIH: KOHBYJICHH, Bb3NAICHHE HA 3PUTEIHHA HEPB, KOCTO
MOJe Na TIpeU3BHMKA ITbJHA WIH 4YacTHUYHA 3aryba Ha 3peHHE, CHHBOJIIABH TIETHA MO KOXaTa,
HeobHyaitHO noBHIIeHa QYHKUMS HA MIMTOBHIHATA )K/€3a, Bb3NAJCHHE Ha LIHTOBHHATA JKIIC34,
arakcus (CBCTOSHHE, CBBP3aHO C JIAMNCAa HAa MYCKYNHa KOOpAMHAlINA), 3aTPYAHEHO XOHCHE,
CTIOHTaHeH abopT, Bb3NaTeHHe Ha KPHBOHOCHHTE CHIOBE Ha KOXATa, KOXKHA ¢ubpo3sa.

- Mo3buaH npobaeMH: HHCYJIT, BpEMEHHH enU304H Ha HCBPOJOruyna AUCPYHKLMA, NMPHYKHEHA OT
HeAOCTHI Ha IPHTOKA HA KPbB, Napany3a Ha JIMLEBH HEPB, NEMEHLIHA.

- TIpo6aeMHd c HEMYHHATA CHCTEMA: TEXKa aJIEPruyiHa peakilyi.

- Tpo6aeMn ¢ MYCKYJHOCKeJETHATA H CHCIRHHTEJIHATa ThKaH: safaBeHO CBbLpP3BaHe Ha
3a06neHuTe Kpauia ohopmsaiuy crasute (enudu3n); 3abaBeH WIK N30CTaBalll pacTeix.

Cro0maBaHn ca ¥ JAPYTrH HEXEJIAHH PeaKUHH C HEH3IBECTHA ECTOTA (gecroTara He MOXKE Jaa ce
onpeaeaH OT HANHYHUTE JTAHHH)

- Bo3naieHue Ha Genure ApoboOBe;

- KpbBOM3NMB B CTOMaXa W/IM YepBara, KOeTO MOJXKe /2 IOBE/e 10 CMBPT;

- Peumaue (TOBTOPHO aKTHBMpaHe) HAa WHQEKLMs ¢ xernaTHT B, xorato cTe HMAH XenaTuT B s

MHHAJI0TO (MHGMEKLMA Ha YepHUs apob);
- Peakums ¢ BUCOKa TeMIeparypa, MEXypH MO KOXKaTa H pa3ia3BsiBaHe Ha JIMTaBHLUTC,
- 3a6onaBaHe Ha OLOpeLUTe CHC CHUMITTOMH, BKJIOYBAIHM OTOK U OTKIOHCHHA B nabopaTOpHHTE

[I0Ka3aTeNu, KaTo 6enThK B YpHHAaTa H HUCKO HHBO Ha NPOTCHHH B KPHBTA.

Bawusar fekap LUe [poBEpsABa 3a HAUYHETO HA HAKOH OT TE3H HEXKeJlaHH peaKLMy MO BpeMe Ha JICUEHHETO
Bu.

Cro0maBane HA HeXKEJAHH PEAKIHH

AKO MONy4HTE HAKAKBH HEXKEJaHH JICKapCTBCHH PEakUMH, yBEOMETE Bamiug Jexkap aan ¢gapManeBT.
ToBa BIIOUBA BCHUKH BBIMOKHH, HEOMHCAHM B Ta3H JIMCTOBKA HEXENAHK peakuyy. Moxere ChIlO Aa
CHODLHMTE HeXeNaHH peaklMY NHPeKTHO Ype3 HaLMOoHanHaTa CHCTeMa 3a ¢bOOILIABAHE:

HU3nbaHUTENHA areHuHs o J1eKapcTsaTa
yi. ,,Jlamsn ['pyes” Ne 8
1303 Codus

Ten.: +359 2 8903417
yebeaiit: www.bda.bg

KaTo cboGLLABATE HEXENaHH peaklHH, Mo)XKeTe Ja Aafere CBOs MPHHOC 3a MOJyHaBaHC Ha IOBCHC
uHdopMauns OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTBO.

3. Kax na coxpansaBare JasaTuan6 ®apmaasanc

Jla ce chXpaHsBa Ha MACTO, HEAOCTBITHO 34 ACLA.




He u3nonssaiiTe TOBa NeKAPCTBO CjeJl CPOKA Ha FOAHOCT oTOenA3aH BbpXY €THKeTa Ha OyTHiKaTa,
GAMCTepa HIIKM KapTOHEHATa omakoBka, cnea ,,EXP" win ,J'oneH fo:". CpoksT Ha FOMHOCT OTroBaps Ha
MOCIEAHHA I€H OT NMOCOUYEHHA MECCILL. |

ToBa nekapcTBO HE U3UCKBA CTIELIHATTHH YCJIOBHA 33 ChbXPAHCHHE.

He u3xBBpndiiTe IeKapcTBaTa B KaHAIU3ALMATA HIM B KOHTCHHEpa 3a IOMAIUHA OTNadbLH. IlonuranTe
Baiina ¢apManeBT Kak [a H3XBBPJATE JIEKapcTBaTa, KOUTO BEHE HE H3NON3BATE. Te3n Mepku e
CIIOMOTHAT 3a Olla3BaHe Ha OKOJ/IHaTa cpena.

6. ChLabpiKanae HA ONAKOBKATA H XONbLJIHHTEHA HHPOpManHs
Kaxso ceabpxa JazaTaan® Papmansaiic
AKTHBHOTO BELIIECTBO €: Ja3aTHHHO.

Beaka puimupasa Tabnerka Jasatunu6 ®apmansaiic 20 mg ceabpika 20 mg na3atHHuO (kato 6e3soneH

1a3aTHHHO).
Beska duimupana Tabnetka Jasatunn® @apmansaiic 50 mg chabpika 50 mg pasatuHud (karo 6e3BoAeH

Nna3aTUHHO).
Bcaka duamupana Tabnerxa Jasatuan6 Oapmanpatic 70 mg ceabpxa 70 mg nasaTtuHub (kaTo Ge3pozeH

Ja3aTHHUD).
Beska duwnMupana Tabnetka Jasatunn6 ®apmanpaiic 80 mg ceappka 80 mg pazaTunnd (kato 6e3BOlEH

0a3aTUHHO).
Bcska dunmupana Tadnetka Jasatunu6 Gapmansaiic 100 mg cbabpika 100 mg na3zaTMHUO (kaTo 6e3BoacH

1a3aTHHHO).
Besika unMupana tabnetka Jasatunu6 dapmanpaiic 140 mg ceabpika 140 mg na3aTHHHUO (KaTo 6e3BoacH

Ja3aTHHUO).
Hpyrure chCTaBKH Ca:

e S0po na mabremxama: NaKTo3a MOHOXHPAT, XKAPOKCHIIPOMMILETYI03a; MAUKPOKPHCTATHA LICTy 1034
PH101 (E460); cpnoaMMep Ha METAKPHUIOBA KMCEAHHA W MeTwiMeTakpuiat (1:2); Tank;
Kpockapmenosa Hatpuii; Marsesues creapar (ES72).

o QDurmoso noxpumue: onaapaii 6an 05U180001: - xunpomenosa (E464); - THTaHOB IMOKCUN (E171),

- CPEIHOBEPHOKHH TPUIVIMLCPHH.

Kak n3raexiaa JazaTaiau® @apMagBalic B KAKBO CbIbPKa ONAKOBKATA

Nasatunu® dapmappaiic 20 mg duimupanu Tabnetku ca Genn n0 novru OenH, Kpbriu, OOBUTH
tabneTky ¢ BATLOHATO penedHo o3naveHue "DAS" ot eadara cTpaHa d "20" oT Apyrara.

MasaTuuu6 Dapmansaitc 50 mg ¢uamupana Tabnetkn ca Genu g0 nouTH Genw, OBanHH, OOBUTH
Tabnerky ¢ BATE6HATO penedro o3HaueHne "DAS" or efHara cTpaHa u "50" oT Apyrara.

NlazaTuuu6 Gapmanpaiic 70 mg ¢wiMupanu Tabnerku ca 6emu J0 nModTH Oely, KPBIH, oOBUTH
Tabnerky ¢ BoTE6HATO penedHo o3nauenne "DAS" ot ennarta cTpaHa u "70" oT Apyrara.

Nasatuaut Gapmaasaiic 80 mg dunmupanu Tabnerky ca 6esH A0 NOYTH OenH, TPHBIBAHH, obBHTH
1abnerky ¢ BLTEOHATO penedHo o3nayeHne "DAS" ot eaHara cTpana v "80" oT Apyrara.

Mazaruuu6 dapmanpaitc 100 mg gpuimupann TabneTku ca Genn K0 MOYTH G€iH, OBAJIHH, oOBUTH
Tabnerxu ¢ BATEGHaTO penedHo o3Hauenue "DAS" o enxara ctpasa v "100" ot apyraTa.




Aazatuuu® Gapmansaiic 140 mg dunmupann tabnetku ca Genu 10 noutH Gend, KpwHraM, o6BUTH
TabneTky ¢ BATBOHATO penedHo o3Hauenre "DAS" or enHata ctpana u "140" ot Apyrara.

Aasarunn6 apmansakic 20 mg, 50 mg u 70 mg punMupaHH TabneTky ce NpeasiaraT B KAPTOHEHH KYTHH,
CbABpKaLlH 56 GHIMHPaHH TabneTku wiau 60 X | GUIMHPaHH TaGNETKH H B KAPTOHEHH KyTHH ChXbDKAIIH
1 6ytunka ¢ 60 dunMHpaHu TabreTky.

Aasatunub ®apmazsadic 80 mg, 100 mg u 140 mg PunMupand TabneTkH ce NPeAIaraT B KAPTOHEHH
KyTHH, CbAbpxKaly Omucrep ¢ 30 Tabnerku nau 30 x1 dunmHparH TaGneTkH H B KAPTOHEHH KYTHH
chaAbpxauy 1 6yrunka ¢ 30 punmupann TabaeTkm.

He BCHUKH BHI0BE ONAKOBKH MOraT Aa ObAAT MYCHATH Ha 11a3apa.

IIpHTexkaTes HA pa3pellieHHeTo 3a ynoTpeba
Papmansaiic EOOJ

yn.”by3nymxka” Ne 54
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bvarapus

IlpouzBoanTe

PHARMASCIENCE INTERNATIONAL LIMITED
1st floor Iacovides Tower

81-83 Griva Digeni Avenue

1090 Nicosia

Kunsp

JaTa HA NOCNEeAHO NPepA3TIekKAaHe HA JTHCTOBKATA




